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3aperucTtpupoaHo B MuHtocte Poccumn 10 ceHTabpsa 2013 r. N 29938

MUHUCTEPCTBO NPOMbILLUEHHOCTU U TOPIrOBNIM POCCUNUCKOW ®EQEPALIUN

NMPUKA3
oT 14 nioHa 2013 r. N 916

OB YTBEPXOEHWUU NPABUI
HAONEXALLEW NPON3BOACTBEHHOU NPAKTUKA

CnncoK N3MEHSLLMX JOKYMEHTOB
(B peq. MNpukasa MuHnpomtopra Poccum ot 18.12.2015 N 4148)

B cooTtBeTcTBUM C 4YacTbio 1 ctatbu 45 PepepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-&3 "O6
obpauleHnn nekapcTBeHHbIX cpeacts” (CobpaHne 3akoHogaTenbcTBa Poccuiickon degepaumm, 2010, N 16, cT.
1815; 2012, N 26, cT. 3446; 2014, N 43, c1. 5797; N 52, c1. 7540; 2015, N 10, cT. 1404; N 27, cT. 3951; N 29, cT.
4359, cT. 4367; odhmumanbHbIN MHTepHET-NnopTan npasoson nHdopmaumm http://www.pravo.gov.ru, 15.12.2015, N
0001201512150001) n noanyHktom 5.2.18(31-1) MNonoxeHua o MuHMCTEPCTBE NPOMbILLINIEHHOCTU U TOProBNn
Poccuiickonn ®depepaumu, yTBepXaeHHoro mnoctaHoBneHnem [paButensctBa Poccuiickon ®depepaumm oOT
28.11.2015 N 1283 (CobpaHue 3akoHogaTtenbcTBa Poccunckon Pegepaumm, 2008, N 24, ct. 2868; 2009, N 3, cT.
378; N 25, c1. 3065; 2010, N 6, cT. 649; N 9, cT. 960; 2011, N 43, c1. 6079; N 46, cT. 6523; N 47, cT. 6662; 2012,
N 43, cT. 5886; 2013, N 23, cT. 2909; 2014, N 9, cT. 923; N 37, cT. 4961; 2015, N 14, c1. 2118; N 27, cT. 4080; N
40, cT. 5563; N 44, cT1. 6136; N 49, cT. 6976) npukasbiBato:

(npeambyna B pea. Mpukasza Munnpomtopra Poccum oT 18.12.2015 N 4148)

1. YTBepanTb npunaraemble Npasuna Hagnexawien npoMs3BoACTBEHHOW NPaKTUKK.
(8 peq. MNpukasa MuHnpomtopra Poccum ot 18.12.2015 N 4148)

2. KOHTpOﬂb 3a UCMNOJIHEHNEM HaCTOo4LlEero rnpmnkasa octaBjidAlo 3a coboi.

MuHucTp
0.B.MAHTYPOB

YTBEpXOeHbI
npukazoM MuHnpomTtopra Poccun
oT 14 nioHs 2013 r. N 916

_ MPABUINA )
HALNEXALLEV NPOU3BOACTBEHHOW MPAKTUKU

CnncokK N3MEHSLLMX JOKYMEHTOB
(B pea. MNpukasza MuHnpomTtopra Poccum oT 18.12.2015 N 4148)

|. OBLLUME NMONOXEHNA

1. NpaBuna Hagnexawen NPon3BOACTBEHHOW NpakTukn (danee - MNMpaBuna) yctaHasnuealoT TpeboBaHus K
opraHusaumm nNPov3BOACTBA U KOHTPOMS KavyecTBa NekapCTBEHHbIX CpeacTB ANA MeAUUMHCKOrO NPUMEHEHUS Y
BETEpPUHapHOro NPUMEHEHHS.

(8 pea. Mpukaza MuHnpomTtopra Poccum oT 18.12.2015 N 4148)
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2. lMpaBuna pacnpocTpaHslTCs Ha BCe BWUAbl JIEKAPCTBEHHbIX CPEACTB M yCcTaHaBnuBawT oblime
TpeGoBaHNA K opraHu3auMu MX NPOU3BOACTBA W KOHTPOMS KadyecTsa, a TakkKe creuvanbHble TpeGoBaHua K
opraHusaumn NPonsBoACTBa OTAENbHbIX BUOOB NEKapCTBEHHbIX CPeACTB.

3. Hactosiwme [paBuna He pacnpoCTpaHsOTCS Ha BOMPOCHI OXpaHbl Tpyda nepcoHana, 3aHAaToro B
npon3BoacCTBeE, Ha obecneyeHne NPOMBbILLITEHHOW 6esonacHocTy, noxapHom ©e3onacHocTy,
B3pbIBOOE30NACHOCTM, XUMUYecKoW ©Ge3onacHoCTW, CaHWTapHO-TMrMeHndeckon 6e3omacHOCTM UM UHOM
Ge3onacHOCTM Npu MNPOM3BOACTBE JeKAPCTBEHHbIX CPEACTB, a TakkKe He 3aTparMBalT BOMPOCHI OXpaHbl
oKkpyXatowen cpegbl. TMpUHSATME HEOOXOAMMBIX Mep B YKasaHHbIX Cry4Yasx sBMAseTCs HenocpencTBEHHOW
06513aHHOCTbIO NMPOU3BOAMTENS B COOTBETCTBUM C HOPMATMBHBLIMM NPaBoOBbIMK akTamu Poccuiickoin eaepaumu.

II. TEPMWHbI 1 ONMPEJEJEHNA
4. na uenen HacToAwmx MNpaBun Ncnonb3yTCs crneayoLme OCHOBHbIE NOHATUS:

©anmnoH - KOHTEHep OBObIYHO LMNMHAPUYECKON hOPMbI, MPUCMOCOBNEHHbIV AN CKATOro, CKUKEHHOIO UNn
pPacTBOPEHHOIO rasa, OCHALLEHHbI NPUCNOCOONEHNEM AONs PEeryriMpoBKM CMOHTAHHOIO BbITEKAHUSA ras3a npu
aTMocdepHOM JaBfieHUM 1 KOMHATHOW TemnepaType;

ovonorvyeckne areHTbl - MUKPOOPraHu3mbl, BKIKO4YaaA noryvYeHHble MeTogaMu reHHON NHXEeHepuu,
KNEeTO4Hble KYJbTypPbl 1 3HOONAPa3nTbl, KaK NaTOreéHHble, Tak U HeNaToreHHbIe;

GuopeakTop - 3aKpbiTas cucTema, Takas Kak (epMeHTep, B KOTOPYH BBOAAT 6GMOMNOrMYeckMe areHThbl
Hapsdy C APYrMM CbipbeM TakuM 06pa3oM, YTO 3TO NPUMBOAUT K UX PA3MHOXEHMIO UMK K NPOoAyLMPOBaHUI0 UMK
APYrvX BewecTsB NyTeM B3aMMOAEWCTBUS C APYrUM cbipbeM. BruopeakTopbl 06bIYHO CHaGXeHbl perynupyroLwymMm
N KOHTpONMpYoLWMMK Npubopamu, a Takke NpUcnocobrneHnsiMm ans AobaBneHust U yaaneHns BeLecTs;

BanuMaauusl - AoOKyMeHTanbHO OOPMIIEHHbIE AENCTBUSA, AAlOLLME BbICOKYIO CTEMEHb YBEPEHHOCTU B TOM,
4yTO MeToaMka, npouecc, obopydoBaHWe, MaTepuar, ofnepauusi UM cucTemMa COOTBETCTBYHOT 3adaHHbIM
TpeboBaHNAM M UX UCMONb3OBaHME OyaeT NOCTOSAHHO NMPUBOAMTL K pesyribTaTaM, COOTBETCTBYIOLWMUM 3apaHee
YCTaHOBJIEHHbLIM KPUTEPUAM MPUEMIEMOCTMH;

BO3BpAaT - BO3BPAT NeKapCTBEHHOro CPeacTsa ero NpousBoaUTENO UMW NMOCTaBLUUKY;

BO3AYLUHbIA LWSI03 - OrpaHUYEHHOE MPOCTPaAHCTBO C ABYMS UMW HECKONbKUMU ABEPSIMU, PacrofiokeHHoe
MeXay OBYMSI UINW HECKONBKUMU MOMELLEHUSIMU, HanpuMep, pasHbIX KNaccoB YMCTOTbI, NpeaHasHadyeHHoe Ons
pasgeneHns Bo3dyLUHbIX cped MOMELLEHUI NPYU BXOAE B HUX M UCMONb3yeMoe Kak Ans nepexoda nepcoHana, Tak
1 Ans nepemMeLleHns MmaTepuarnos;

BbICOKO aKTMBHble BeLlecTBa - XMMWYECKME COeOMHEHMWs, OKasblBalowlMe BO34EeNCTBME Ha opraHn3m
yerioBeka B HU3KMX KOHLUEHTpaLuunax;

BbICOKO aKTMBHbIE NEKApPCTBEHHbLIE CPEACTBA - NIEKAPCTBEHHbIE CPEeACTBa, Aarowme dapMakornormyecknin
appekT B HU3KMX J03axX (KOHLEHTpaunsXx);

rotoBas NpoAyKuMs (rOTOBbLIA MPOAYKT) - NeKapCTBEHHbIA npenapart, KOTopbl NpoLlen BCe CTaauu
TEXHOIOrMYEeCKOro NpoLiecca, BKM4as OKOHYaTENbHYH YaKOBKY;

3anncb - JOKYMEHT, (PUKCUPYIOLLUIA BbIMOSNTHEHUE Pa3NYHbIX AeACTBUIA AN AoKa3aTeNbCTBa COOTBETCTBUS
WHCTPYKLMSIM;

n3onmpoBaHHada 30Ha - 30Ha, o6opy,u,osaHHa;| COOTBETCTBYHOLLNMNA d)I/IJ'IpraMI/I n yCTpOIZCTBaMI/I
noAroToBkM BO3AyxXa And npenorspalleHnda KOHTaMuHauun BHELLHEN Opr)KaIOUJ,eﬁ cpeabl BGuronormyecknmm
areHtamu, npucyTCcTeByroinmMmm B 3TOWN 30HE;

u3onsauusa - OencTBuMs N0  OrPaHUYEHU0 PacrnpoCTPaHeHUs OUOMNOrM4eckux areHToB unu  Apyrux
KOHTaMWHaHTOB 3a npeaernsl onpegeneHHoro NPocTpaHCTBa;

n3onAauma BTopudHad - cuctemMa msonduuun, npegorepallarolad npoHMKHOBEHUE Ouonornyeckoro areHTta
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BO BHELLHIOK OKPYXKaloLLytlo cpeay Unu B Apyrve pabodme 30Hbl, YTO A4OCTUIaeTcsi UCMOoNb30BaHNEM MOMELLEHWIA
CO crneuuanbHbIMM CUCTEMaMM MOArOTOBKM BO34yXa, HanmuuMem BO3AYLUHbIX LUM30B U (MNW) CTepunnu3aTopos
ANA nepefadn maTtepuanoB Hapyxy Hapsgy ¢ npouedypamu GesonacHoro BefeHust npouecca. Bo MHormx
cryyasix Ucnonb3yeTcs Ans NoBbleHNs 3PEKTUBHOCTU NEPBUYHON U3OMALIMU;

N30MsUmMs NepBMYHas - cucTema U3onsaumm, npegoTepallarLas NPoOHNKHOBEHE BMONOrMYecKoro areHTa B
OKpyXalollylo cpedy, HenocpeaCcTBEHHO npunerawrowyo Kk paboven 30He, 4TO AOCTUraeTcs nocpencTBOM
NCNONb30BaHUA 3aKpbITbIX KOHTEMHEPOB UM GOKCOB AN Ge3onacHoro BeaeHus Gruonornyecknx paboT Hapagy ¢
npoueaypamu 6e30nacHoro BegeHus npouecca;

WHUUMPOBAHHBIA - 3apa)keHHbId MOCTOPOHHMMM GUONOrMYECKMMU areHTamyu W, CrieQoBaTerbHO,
CNOCOGHbIN K pacnpocTpaHeHUo MHGEKLMK;

NCXOOHOE Chipbe - 00LLee NOHSTNE, UCMONb3yeMoe ANst 0603HaUYEHNsI UCXOAHbIX MaTepuarnos, PeakTMBOB U
pacTBopuTENE, NpeAHa3HaYeHHbIX AN NMPOU3BOACTBA MPOMEXYTOYHOM MPOAyKUuMM unn dhapmaueBTUYeCKow
cybcTaHuuy;

KanMbpoBka - OEeMOHCTpauusi TOro, YTO KOHKPETHbIA Mpubop wunmM YCTPOMCTBO AaeT pe3ynbTaTbl B
YCTaHOBIEHHbIX NMpPeAernax no CpaBHEHWIO C pe3ynbTaTamu, NnoflyYaembiMy NPy UCMOMb30BaHWM CTaHOAPTHOMO
obpasua nnM conocTtaBMMOro Co CTaHgapTom obpasua nubo aTanoHa BO BCEM COOTBETCTBYHLLEM AMaNa3oHe
N3MepeHui;

KapaHTUH - CTaTyC UCXOJHOrO Chipbsi, YNAKOBOYHbLIX MaTepuaros, NPOMEXYTOYHOW, HepacdacoBaHHOM Unn
roToBOM NPOAYKLUMW, M30NMPOBaHHbIX U3NYECKU UMY ApYrMMKU 3PPeKTMBHBIMU cnocobamun, OO NPUHSATUSA
peLueHusi 06 Ux 040GPEHNUMN UM OTKITOHEHNMU;

KkBanudumkauma - AOENCTBMS, yOOCTOBeEpsOWMe U noaTBepXaalolimMe [OKyMeHTanbHO TOT ¢oakT, 4To
obopygoBaHne WnM  BCriOMOraTeslbHble  CUCTEMbl  CMOHTMPOBaHbl  OOMKHbIM  06pasom, npaBUIbHO
PYHKUNMOHNPYIOT N AEUCTBUTENbHO MPUBOAAT K oXugaemblM pesynbTatam. [MoHaTue "Banupauumsa” ssnsietcs
Oonee WMPOKUM M MHOTr4a BKITOYaeT B cedsi NoHATME "KBanudukaums";

KneTo4yHas KynbTypa - KNeToYyHas Macca, NonyyeHHas B pesynbTaTe BblpallMBaHWs in Vitro KNeTok,
N30NMPOBaHHbIX OT MHOIOKINETOYHbIX OPraHW3MOB;

KOMMeKTop - yCTPOWCTBO unu obopynoBaHue, npegHasHa4YeHHoe AN OOHOrO WM HECKONbkux 6annoHoB
(kOHTENHEPORB) M NO3BOMAOLLEE OOHOBPEMEHHO OUYUCTUTL U HAMOMHUTL ra3oM 6anmnoH (KOHTenHep);

KOMMbIOTEPU3NPOBAHHasA cuUcTeMa - Mpouecc unyM onepauusi, obbeauHeHHass B OAHO Lenoe ¢C
KOMMbIOTEPHOW CUCTEMOM, BKIOYAlOWEN BBOA OaHHbIX, UX 3MIEKTPOHHYI 06paboTKy M Bblgady MHdopmauuu,
Ucnonb3yemoin Ans JOKYMeHTanbHOro obopMeHns 1 (Mnu) 4ns aBTOMaTUYECKOro YNpaBreHus;

KOHTpOInnpyemMasa 30Ha - 30Ha, NOCTpOEeHHaaA U 3KCnnyaTnupyemMmasa Takmm o6pa30M, YTOObI KOHTpONMpoBaTb
BO3MOXHYHO KOHTaMHauuko n cnyqa|7|Hoe pacrnpocTpaHeHne  XuBbiX MWKPOOPraHnM3mos, KOTOpasd
KCniyaTtupyeTtca npu oTpudartesibHoOM faBJfieHMM NO  OTHOWEHUK K CMEXXHbIM KJ'IaCCVI(*)VILI,VIpOBaHHbIM
nomMeweHnamMm n nossondeT SCDC*)GKTVIBHO YCTPaHATb He3HaduTeslbHble Konn4yecTtBa HaXoddllMXcA B BO3[yxe
MCTOYHMKOB KOHTaAMUHaAUUKN, NpPpU 3TOM CTeNneHb OCYLLEeCTBNAEMOro KOHTpPOA 3aBUCUT OT BMAa MUKpoopraHmsma,
Mcnosib3yemMoro B npouecce;

KOHTPOIb B NpoLecce NpoM3BOACTBA (BHYTPUMNPOU3BOACTBEHHBIA KOHTPOMb, MEXOMNEePaLNOHHbIN KOHTPOIb)
- KOHTPOfb, BBIMOSHAEMBI B XO04e TEXHOMOrM4eckoro mnpouecca C Lefbio MNpPOBEPKM COOTBETCTBUSA
MPOMEXYTOYHON MPOAYKUMU U (MNK) MPOAYKUMU 3afaHHbIM TpeboBaHMsIM, MO pe3yribTatamM KOTOPOro MOXeT
BbINOMHATECSH KOPPEKTUPOBKA MapamMeTpoB TEXHOMOrMyeckoro npouecca. KOHTPONb COCTOSIHUST OKpYy»KatoLel
cpeabl unv obopyaoBaHUst pacCcMaTPUBAETCS Kak 3NeMeHT KOHTPOrs B NpoLiecce NPOU3BOACTBa;

KOHTPOSb KayecTBa - KOHTPOSfb KayecTBa BkMtodYaeT B cebs oTbop npob, npoBefdeHWe WCMbITaHui,
MPOBEPKM Ha CcoOOTBeTCTBME TpeboBaHuWAM  cneuudukauumii, a Takke Mpouedypbl  opraHusauuu,
[OKYMEHTUPOBAHUS U Bbl4auu paspeLleHunst Ha BbIMyCK;

KpVIOFeHHbIl7| cocyn - cocyq, I'Ipe,El,HaSHa‘-leHHbIﬁ ana XpaHeHuna CXUWKEeHHOro rasa npun CBEPXHU3KUX
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Temnepatypax;

NekapCTBeHHOe pacTeHune - henoe pacrteHne nnm ero 4actum, ncnorfb3dyembie B MeANLUNHCKUX Lenax;

nekapcTBeHHble cpeacTBa - BelwlecTBa WM MX KOMOWHauUMMW, BCTynmawowme B KOHTaKT C OpraHvM3mom
YyeroBeKa WUMu XMBOTHOMO, NMPOHUKAIOLWME B OpraHbl, TKaHW OpraHn3Ma YerioBeka Un XXMBOTHOTO, MPUMEHSIEMble
ANng npounakTukn, ONarHoCTUKU (3a MCKMIOYEHWEM BELLeCTB UNU UX KOMOWHaUWA, He KOHTaKTUPYHOLWKX C
OpraHM3MOM 4enoBeka WNM KMBOTHOrO), nedveHus 3aboneBaHusl, peabunuTauun, AN COXPaHeHWs,
npegoTepaLLeHns unv npepbiBaHns 6epeMeHHOCTY U NOofyYeHHble U3 KPOBW, NNasMbl KPOBU, U3 OPraHoB, TKaHew
opraHvM3mMa u4erioBeka WM >XMBOTHOrO, pacTeHW, MWHeparioB MeTod4aMu CUHTe3a WU C MpPUMEHEHWEM
Buonornyecknx TexHonornin. K nekapcTBeHHbIM CpeacTBaM OTHOCATCHA dhapMaueBTMyeckne cybctaHummn wu
nekapcTBeHHble npenaparbl <*>;

<*> [yHkT 1 ctatbn 4 PepepanvHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpaweHun
nekapcTtBeHHbIX cpeacTts” (CobpaHue 3akoHogaTtenbcTBa Poccunckon ®epepauun, 2010, N 16, ct. 1815).

NeKapcTBEHHbI  pacTUTENbHbIN  NpenapaTt - JIeKapCTBEHHbIA  npenapaTt, NPOU3BEAEHHbIN  Unn
N3roTOBMEHHbIA 13 OQHOro BMAA NeKapCTBEHHOMO PaACTUTENBHOIO CbIPbs MM HECKOSBbKMX BUAOB TaKOrO Chipbs U
peanuayembiin B pacacoBaHHOM BUAE BO BTOPUYHOW (MOTPEOUTENBLCKON) YNakoBke <*>;

<*> [yHkr 14 cratbu 4 PepepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6 obpaweHum
nekapcTtBeHHbIx cpeacTts” (CobpaHue 3akoHogatenbcTBa Poccunckon ®epepauun, 2010, N 16, ct. 1815).

mMaTtepuanbHblii GanaHCc - COOTHOLUEeHWE MeXAy KONMMYecTBOM MpoayKuuuM UMM MaTepuanos, KOTOpoe
TEOPETUYECKM MOXET WCMNoNb3oBaTbCA B MPOM3BOACTBE W TMonyvyaTbCs B pesynbTaTe Npou3BOACTBa, U
KONMYECTBOM MPOAYKUMU WM MaTepuanoB, (PaKTUYECKM WCMONb30BaHHLIM B MPOM3BOACTBE U (paKTUYECKM
MOJSIyYEHHBbIM B pe3yrnbTaTe Npou3BOACTBa, C Y4ETOM AOMYCTUMbIX OTKIOHEHMWIA;

Hepacq)acosaHHaﬂ npoaykuumsa - nobas npoaykuua, npowellasa sce Ctagmn TexXHosrnorn4eckoro npouecca,
3a UCKIK4YeHnem I'IOTpe6VITeJ'IbCKOIZ YyNakoBKU;

HOMep cepuu (HOMep napTuK) - yHWKanbHas KombuHauus uudp, OykB M (MNK) CUMBOMOB, KOTOPbIE
NMOEHTUMPULMPYIOT Cepuio (NapTuIo) U HA OCHOBAHUKM KOTOPbLIX MOXHO NPOCNeanTb UCTOPUID ee Npou3BOACTBA U
peanusauuun. pn NpucBoeHNM HOMepa cepun Mcnonb3ylTca apabckue undpbl, NocrnegHve YeTbipe Undpbl B
HoMepe cepumn 0603Ha4aloT MECSL, U rof U3roTOBIEHWS NeKapCTBEHHOro CPeaCcTBa;

nepekpecTHasi KOHTaMMHaUWA - 3arpsi3HEHWE WMCXOLHOro Chbipbs, MaTepuana WniuM MpoAaykuuud Opyrum
NCXOJHbIM CbIpbEM, MaTEPUarnomM uUnu NPoayKUnen;

noBTopHasi obpaboTka - NOBTOpHas 0b6paboTka cepumn uUnm YacTu cepun NPoayKUMN, He COOTBETCTBYIOLLIEN
3a/jaHHbIM TpeboBaHWAM, HayMHasi C OnpefefieHHOW CcTaguyM MNPOU3BOACTBA - BBEAEHUE MPOMEXYTOYHON
npogykuum wnu dapmaueBTUYeckorn cybcTaHuuK, BKNOYas He COOTBETCTBYIOLLYI CTaHgapTaM  Wnu
cneu,mcbmxaumm, B npouecc npomn3eBoacTea M NOBTOpeHUE 3Tana Kpuctannmsauunm nnm gpyrux XmumMmmn4eckux unm
U3MYECKUX MaHUNyNAUMA (HanpuMep, AUCTUNNAUMS, UnbTpaums, XpomatorpadumpoBaHue, MU3MerNbYeHue),
KOTOpble ABMAOTCA CTaauMel yCTaHOBMEHHOro MPOM3BOACTBEHHOro npouecca. MNpoaormkeHne ocyLecTBNEHUS
CcTagun MNPOWM3BOACTBEHHOrO MNpouecca Mocrne TOro, Kak KOHTPOSb B MpOLEcce NPOM3BOACTBA Mokasars, 4To
CTaausi He 3aBeplLleHa, cuMTaeTcs YacTbio 06bIMHOMO npoLecca, a He NOBTOpPHON 06paboTkown;

NOBTOPHOE uUCnoJfib3oBaHMe - BBEOEHUE I'IpOI/I3Be,EI,eHHOIZ paHee cepun npoaykumn Tpe6yeM0ro Ka4yecTtBa
(I/IJ'II/I ee qacm) B ApPYyryro cepuio npoaykummn Ha onpe,u,eneHHO|7| cTaanm npon3BoACTBa;

nocesHas KynbTypa:

cuctema noceBHOM KynbTypbl - CUICTEMaA, B COOTBETCTBUU C KOTOpOIZ nocnenoBartesibHble cepun npoayKkumn
npon3BogAT u3 OAHOW M TOW e rMnaBHOW MOCEBHON KynbTypbl Npu onpegeneHHoOM KoJim4vyecTtee rnepeceBoB
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(maccaxewn). [Ons oObIMHOTO NPOU3BOACTBA pPabO4ytd MOCEBHYK KyINbTypy TFOTOBAT W3 [TABHOW MOCEBHOM
KynbTypbl. Ncxoga us tpeboBaHui 6e30nacHOCTU U 3EeKTUBHOCTM NpW MPOM3BOACTBE FOTOBOW MPOOYKLMM,
KOTOpYK nofny4vaT n3 paboyen NOCEBHOW KynbTypbl, HE [OOJPKHO MCMOMb30BaTbCA Oornbluee KonmMyecTBo
naccaxen w3 rnNaBHOW MOCEBHOW KyrbTypbl, YeM Ans BakuuHbl, Npolwleflen KIUHUYECKMe WccrnegoBaHus.
MpoucxoxaeHrne 1 KonmM4ecTBO Nacca)em rmaBHOM MOCEBHON KyrbTypbl U paboyven NOCEBHOWM KyNbTypbl OOJIKHbI
ObITb 0POPMIIEHBI JOKYMEHTAINBHO;

rmaBHas NOCEBHas KynbTypa - KynbTypa MMKPOOPraHM3MOB, pacrnpegeneHHas n3 ogHoro obbema noceBHOM
KynbTypbl B €MKOCTU B MNpOLECcCCe OAHOM onepauun Takum obpasoM, 4YTobbl 06Gecneyntb OOQHOPOLHOCTb,
npeaoTBpaTUTb KOHTAMMHALMIO U rapaHTMpPOBaTb CTabWUMbHOCTL. MaBHYH MOCEBHYIO KyNbTypy B XWOKOM BuAOe
00OblYHO XpaHAT npu TemnepaType MuHyc 70 °C unu Hwxke, B NUOGUIM3NPOBAHHOM BUAE - NPU U3BECTHON
TemnepaType, obecneyvmBarpoLLe CTabnNbHOCTb;

pa60qaﬂ noceBHad KynbTypa - KynbTypa MUKPOOPraHM3MoB, nosly4eHHada n3 rnaBHON NOCEBHOM KynbTypbl 1
npegHa3Had4eHHaa AOnd wucnonb3oBaHUA B MPOM3BOAOCTBE. Pa6oqyro NOCEBHYIKO KyIbTypy pacnpenendarT B
€MKOCTU U XPaHAT, KaK ONn1McaHo Bbille OJ14 IMaBHbIX NMOCEBHbIX KyJbTypP;

npoayKums - NPOMeXyToYHas, HepacdpacoBaHHasi U rOTOBas MPOAYKLUUS;
npov3BoauTENb - MPOM3BOAMTENb FNEKAPCTBEHHbIX CPEACTB - OpraHuMsauusi, OCyLLEeCTBRsOLLas

NPOVN3BOACTBO JIEKAPCTBEHHbLIX CPEeACTB B COOTBETCTBUM C TpeboBaHusMM defepanbHOro 3akoHa oT 12 anpens
2010 r. N 61-93 "O6 obpalyeHnn nekapCTBEHHbIX cpeacTs” <*>;

<*> CobpaHue 3akoHogaTenocTea Poccuickon degepaumm, 2010, N 16, cT. 1815.

NPOM3BOACTBO - [JEeATEeNbHOCTb MO NPOU3BOACTBY FEKAPCTBEHHbIX CpPeacTB, OpraHusauvsmm -
Npon3BOAUTENSIMU NEKAPCTBEHHbIX CPeACTB Ha OAHOW CTaaAuU, HECKOMbKUX UMK BCEX CTaAMAX TEXHOMNOMMYECKoro
npouecca, a TakkKe NO XpPaHeHWIo W peanusauuy NpPou3BEeAEHHbIX feKapCTBEHHbIX CpeAacTB <*>, KoTopasd
BKNtoyaeT B cebs  ocyllecTBfeHWe onepauui W KOHTPONS, CBA3aHHbIX C MNPUEMKOW MaTepuaros,
TEXHOMOrMYecknm MpoLLeCCoM, YMNakOBKOW, MNepeynakoBKOW, MapKMPOBKOW, MepemMapKMpOBKOW, BbIMYCKOM,
XpaHeHveM 1 peanu3aumen Npon3BeaeHHbIX NIeKapCTBEHHbIX CPeACTB U hapMaLeBTUYecKkmnx cybcTaHumig

<*> [yHkr 31 cratbu 4 PepepansHoro 3akoHa oT 12 anpensa 2010 r. N 61-®3 "O6 obpaieHum
nekapcTBeHHbIx cpeacTB" (CobpaHue 3akoHoaaTtenbcTBa Poccuiickon ®epepauun, 2010, N 16, cT. 1815).

NPOMEXYTOYHas NPOAYKUMA - YacTMYHO 06paboTaHHOE WCXOQHOE Cbipbe, KOTOpOe [OSMKHO MNPONTM
nocnegyowme ctagun npouMsBoACTBa Npexae, YemM OHO CTaHeT HepactacoBaHHOW npoaykunen. B oTHoLEeHUK
hapmaLeBTMYeCcKkMX cybcTaHUuMin - MaTepuar, KOTOpbIA MonyyaloT B Xo4e CTagui TEXHONOrMYecKkoro npouecca
npou3BoAcTBa (apMaueBTUYecKMX CcybCcTaHuuin, M KOTOpbIM npeTepneBaeT AdanbHenwne MOSeKynsapHble
npeBpalleHns unu noABepraeTcsd O4YUCTKE Mpexae, Yem OH CTaHeT dapmaueBTMYeckon cybcTaHumen.
lMpomexxyTouHas NpoAyKUuMs B OTHOLLEHWUU hapmaLeBTUYeCKON cyGCcTaHumMM B Xo4e TeXHOMOorM4eckoro npolecca
MOXeT NnoABepratbCs UMM He NOABEPraTbCs BbIOENEHUIO;

npouedypa - AOKYMEHTanbHO O(OpMIEHHOe oOnucaHue onepauuii, noanexaliux BbINOMHEHWo, Mep
NPeAoCTOPOXKHOCTM M MEPONpPUATUIA, MPSAMO WM KOCBEHHO OTHOCSALLUMXCA K MPOM3BOACTBY MPOMEXYTOUYHOM
NpoAyKuMn, hapMaLeBTUYeCcKon cybcTaHUMM MW NeKapCTBEHHOTO CPeACTBa;

NNeKapCTBeHHOEe pacCTuTesibHoe Cbipbe - CBeXue Wnm BbiCylWWEeHHble pacTeHusa nmbo wnx yactuy,
ncnonb3dyemble  OnA npon3BoAcTBa JIeKapCTBEHHbIX CpeAcCTB  OopraHu3auuammn - npounssogutTenamu
NNeKapCTBEHHbIX CpeacTB WM  U3roTOBJNIEHUA JIEeKapCTBEHHbLIX MpenapatoB anTteyYHbiIMU OopraHun3auunamm,
BETEPUHAPHbIMU anTe4YHbIMU OpraHn3aunaMn, nHaneuayanbHbIMU NpegnpuHUMaTenamm, MMerLwnmMmn nmueH3no
Ha cbapmau,eBTquCKyro OedATeNnbHOCTb <*>;
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<*> [ynkr 13 cratbu 4 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpaweHum
nekapcTtBeHHbIx cpeacTts” (CobpaHue 3akoHogaTtenbcTBa Poccunckon ®epepauun, 2010, N 16, ct. 1815).

cepusi (napTusi) - onpegeneHHoe KOMUYECTBO MWCXOAHOMO Cbipbsl, YMNAKOBOYHbLIX MaTepuanoB Wnu
npoaykumu, nogsepraemMoe obpaboTke B OOHOM WNu B psfe nocrieqoBaTerlbHbIX TEXHOMOMMYECKUX MPOoLIeCccoB
Takvm o6pa3oMm, YTO MOXHO paccUUTLIBaTh HA OAHOPOAHOCTL NMPOAYKLMU B YCTAHOBIEHHBIX Npeenax, npy 3Tom
C TOYKM 3PEHMSI KOHTPOMs FOTOBOM MPOAYKLUMM Cepusi BkIovaeT B cebs COBOKYNMHOCTb eAVHML, OO3VMPOBaHHOM
hOpMbl NEKapCTBEHHbIX CPeAcTB (NEeKapCTBEHHON (HOPMbI), MPOM3BEAEHHbIX U3 OOHOro oGbema WCXOAHOro
mMaTtepuana v npowealmnx efuHylo NocrnefoBaTeNbHOCTL MPOU3BOACTBEHHLIX OnepauuMi UnvM eauHbIA LMK
cTepunu3aumm, a npu HenpepbIBHOM MPOW3BOACTBE - BCE €AWHWLbI, NMPOU3BEAEHHbIE B 3afaHHbIN UHTepBarl
BpeMeHW. [Nna 3aBeplUEHNs HEKOTOpbIX 3TarnoB NPOWM3BOACTBA MHOr4Aa HeoOXoOAMMO pasgenuTb Cepuo Ha
onpeferieHHoe KONMWYECTBO MOACEPWIA, KOTOpble MOIKE OOBLEAUHSIIOT ANs MOMYYEHUS OKOHYaTENbHOM
ofHopoaHow cepuu. Mpu HeNpepbIBHOM MPOU3BOACTBE MOHATUE CEPUM OOMMKHO OTHOCWUTBCS K OMNpeaeneHHown
4acTu NPOAYKUMU, XapaKTepusyemoin ogHOPOAHOCTLI0. Pasmep cepumn B 3TOM criyyae MOXeT onpeaensitecs nmoo
(PMKCMPOBaHHBIM KONIMYECTBOM, NIMGO KONUYECTBOM, NPOU3BEAEHHBLIM 3a OnpeaeneHHbI NPOMEXYTOK BPEMEHU;

CXWXEHHbIE ra3bl - ra3bl, KOTOPbl€ NMpK CTaHOAPTHbLIX TeMnepartype u gaBJieHUN HaNnoJIHEHNA HaxXxoO4ATCA B
0OannoHe B CKMKEHHOM BUAE;

cucteMa - COBOKYMNMHOCTb B3alMMOCBA3AHHbIX OENCTBUA N TEXHUYECKUX cpeacTs, o6pa3y+ou.|,v|x eanHoe
uernoe gna opraHn3aunm npon3BoACcTBa U KOHTPONA Ka4eCcTBa NIeKapCTBEHHbLIX CPEACTB;

cuctema GaHKOB KIETOK - cMCTema, MNPy KOTOPOW MocrefoBaTesfibHble Cepun NpoayKuuM Npou3BOAsT U3
KNETOYHbIX KynbTyp, MpUHaanexalumx rnaBHOMY OaHKy KMeTOK, KOTOPbIA MOMHOCTBID OXapakTepu3oBaH Ha
NOAJIMHHOCTb W OTCYTCTBME KOHTaMMHaUWiA. HekoTopoe KOnMMYecTBO €eMKOCTel rnaBHOro 6aHka KneTok
ucnonb3yetca Ana cdopMupoBaHusi paboyero 6GaHka knetok. Cuctema 6GaHKOB KNeTOK [JorkHa ObiTb
BanuMaupoBaHa Ha oOnpefernieHHoe KOMUYECTBO MEPeceBOB WU  KOMMYECTBO YABOEHWW Monynsuuu, Ao
[OCTVDKEHUSI KOTOPbIX OHW MOTYT UCMOSb30BaTLCS B TEKYLLEM MPON3BOACTBE;

cneundmkauma - nepeyYeHb UCNbITAHWA, CCbIFIOK Ha aHanuTu4eckne MeToaMKU U KpuTepues
NpMemMnemMocTi, npeacTaBnsoWmMx cobol 4YMCNoBblE TpaHUUbl, WHTEpBanbl WM Apyrue KpuTepuu Ans
COOTBETCTBYIOWMNX MCNbiTaHui. Cneundukauusa ycTaHaBnuBaeT HaboOp KpPUTEPUEB, KOTOPbIM  OOJDKEH
COOTBETCTBOBaTb MaTepuar, 4Tobbl cumTaTbCsl NpUEMIEMbIM AN ero npeanoriaraeMoro npuMmeHeHus. NMoxaTtne
"cooTBeTCTBME cneumdmkaumm” o3HayaeT, 4To MaTtepuan, Npoleawnin UCMbITaHUA COrfacHO NepeyYnUcneHHbIM
aHannTU4ecknmM MetToaukam, COOTBETCTBYET NpuBeaAeHHbIM KPpUTEPUAM NPUEMNEMOCTH;

CTEPUNBHOCTb - OTCYTCTBME XXMBbIX OPraHuM3moB. TpeboBaHMs K MPOBEAEHUIO KOHTPONSA CTEPUIBbHOCTU
npvBeLeHbl B COOTBETCTBYHWOLIMX oOwen dapmakonerHon cratbe, apMakoneriHOM cTaTbe, HOPMaTUBHOWM
OOKyMeHTaunm nnn HopMaTMBHOM OOKYMEHTE;

TEXHOIOTMYECKMn NpoLecc - Bce onepaumnn, CBA3aHHble C NMPOM3BOACTBOM JIEKapCTBEHHOIO CpeacTBa WUiu
hapmaueBTUYecKol cybCcTaHLmMm, HauMHaOLWKMECS C NMPUEMKM UCXOOHOIO Cbipbs, NpoAoikalowmecs o6paboTkoi
1 YNaKkoBKOW M 3aBepLuatoLmecst nosy4eHmeM roToBoin NpoayKuuu;

ynakoBka - BCe onepauuu, BKNOYas acoBKy W MapKUPOBKY, KOTOpble HeoBXoauMo MNpoWTH
HepacdacoBaHHOWM NpoayKuuW, ONs NnonyvyeHusl roToBol npodykumn. HanonHeHne cTepunbHOW NpoayKUMK, Kak
npaBufo, He criegyeT paccmaTpvBaTb Kak 4acTb Mpolecca YNakoBKW, MOCKOSIbKY B MEPBUYHbLIE YMaKOBKM
npoayKUuMs 0O3UPyeTCsl, HO OKOHYaTENbHO He YNakoBbIBaETCS;

yNnakoBOYHbIN MaTepuan - noboil MaTepuan, UCMonb3yeMblii NpU yrNakoBKe NeKapCTBEHHOro CpeacTsa,
hapmaueBTUYECKOl CyGCTaHUMN UMM MPOMEXYTOYHOM NpoAyKUMKM, KpoMe moboi TpaHCMOpTHOM Tapbl Ans
XpaHeHUsi, TPAHCMOPTUPOBKM WIN OTIPYy3KW. YMakoBOYHble MaTepuanbl MoapasgensioTcs Ha MepBUYHble U
BTOPUYHbIE B 3aBUCUMOCTM OT HamnM4umsi NpsiIMOro KOHTaKTa C fieKapCTBEHHbIM CPeACTBOM;

YMNONTHOMOYEHHOE NULUO - paboTHMK NPOM3BOAUTENS JEKAPCTBEHHbIX CPEACTB, WMELWWUA BbiCLLEe
hapmaueBTUYECKOE, XMMUYeckoe unu Buonornyeckoe obpasoBaHMe NMGO NpU NPOU3BOACTBE JEKAPCTBEHHbIX
CPeACTB AN BETEPMHAPHOIO NPUMEHEHMS BeTEpUHapHOe obpa3oBaHne, cTax paboTbl HE MeHee YeM MATb NEeT B
obnactu npousBoACTBA W KOHTPOMS KayecTBa JleKapCTBEHHbIX CPEACTB M aTTeCcToBaHHbIA B nopsake,
yCTaHOBMEHHOM YMNOMHOMOYEHHbIM dheeparnbHbIM OpraHoOM UCMONHUTENbHONM BNacTh <*>;
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<*> Yactb 7 cratbu 45 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpaweHun
nekapcTBeHHbIx cpeacTB" (CobpaHue 3akoHoaaTtenbcTBa Poccuiickon ®enepauun, 2010, N 16, cT. 1815).

yncTas 30Ha - 30Ha, MOCTPOEHHAs U JKcMyaTMpyemas TakuMm obpasom, YTO B HEN CBeAEeHbl K MUHUMYMY
npoHuKaHue, obpa3oBaHMe M HaKOMMEHNe KOHTAaMMHAHTOB B BMAE YacTUL, M MUKPOOPraHn3amoB. Knaccbl YMCTbIX
30H onpegeneHsbl B Mpunoxexnun N 1 k HacToAwwmm Mpasunam;

yncTas M30NMpOBaHHAsA 30Ha - 30HA, MOCTPOEHHas M 3JKchnyaTtupyemasi Takum obpas3oM, 4YTO OHa
OAHOBPEMEHHO ABNSETCS YNCTOM N N30NIMPOBAHHOW 30HOM;

9K30TUYECKUIA OpraHn3M - BUONIOTUYECKUIn areHT, Bbi3blBaloLLM 3aboneBaHne, OTCYTCTBYIOLLEE B OaHHOA
CTpaHe Unu reorpaduyeckoi 3oHe, NMBO ABNSAWMIACA 0GbEKTOM NPOMUNAKTUYECKMX MEP UMK NporpaMMbl No
€ro YCTpaHeHWto B JaHHOW CTpaHe Ui reorpadpuyeckori 30He.

IIl. OCHOBHbIE TPEBOBAHNA K OPTAHU3ALNA NMPON3BOACTBA
N KOHTPONA KAYECTBA JIEKAPCTBEHHbBIX CPEACTB (HACTb | <*>)

<*> 3pecb n panee no Tekcty paBun B ckobkax NMPMBOAUTCA HyMepaumsi CTPYKTYPHbIX eduHUL, TeKCTa,
cooTBeTcTBYIOWas npasunam GMP EC.

®APMALEEBTUYECKAA CUCTEMA KAYECTBA (I'TIABA 1)
MpuHUmMn

5. lNpousBoguTens AOMKeH MpPou3BOAUTb NeKapCTBEHHble cpeacTBa Tak, 4YTOObl rapaHTMpoBaTb WX
COOTBETCTBME CBOEMY HasHa4yeHuto, TpebOoBaHUSM PErncTpauuoHHOIO [OCbEe WM NPOTOKOMY KIMMHUYECKOro
nccrefoBaHUsa UM UCKMOYUTL PUCK, CBA3AHHbLIM C  HEyOoBreTBOPUTENbHBIMM 0e30MacHOCTbIO, KavyecTBOM,
achdpekTnBHOCTBIO. OTBETCTBEHHOCTD 3@ BbIMOSTHEHME 3TUX TPeDbOBaHMIM HeCeT PyKOBOACTBO npoussoantens. Ux
BbINOMHEHNe TpebyeT Haanexawero NCNoIHEHUS CBOUX 06513aHHOCTEN NEPCOHaNoM pasfnnyHbIX NogpasgeneHnn
npoun3sBoanTena Ha BCeX YPOBHAX, a TakKkKe nocrtaBwMkaMmmn W opraHnsaunamm ONTOBOW TOproenu
NlekapCTBeHHbIMX CpeacTBaMun. ,D,J'Iﬂ AOCTUXKEeHUA J3TUX u,eneﬁ npoun3ssoguTeslb  OOJDKEH pa3pa60TaTb n
obecneuntb npaBunbHoe (YHKUMOHUPOBaHME dapMaLeBTUYECKO CUCTEMbl KadecTBa, KOoTopasl BKIHO4YaeT
BbINOMHEHNEe TpeboBaHuM HacToswmx [lpaBun M OCyLWeCTBNEHWE yMNpaBleHMs puckamy s KavyecTsa.
MpoussoguTenb OOMKEH AOKYMEHTanbHO ohopMUTb hapMaLeBTUYECKYD CUCTEMY KadecTBa M KOHTPONMpoBaTb
ee ahdeKkTMBHOCTb. [Ons (PYHKUMOHMPOBaHUA BCEX 3nemMeHTOB dapmaueBTUYECKON CUCTEMbl KayecTBa
npoun3ssoguTeslb OOJNKEH obecneunTb Hanu4ne KBaJ'II/I(bI/ILI.I/IpOBaHHOFO nepcoHana, Haanexawunx I'IOMeLLLeHVII7l,
O60py,IJ,OBaHVI$| N  TexXHU4eCKumx cpencrts. OcHoBHble npuHUMNbl  ynpaBneHna KadeCTBOM OpraHu3aumu
Npon3BOACTBA U KOHTPOSS KayecTBa 1 ynpaBrieHUs puckaMmm Ans kayecTsa siBNATCA B3aUMOCBA3aHHbIMMU.

dJapmaueBTquCKaﬂ CcucrtemMa Ka4yecrtBa

6. (1.1) YnpaBneHue Ka4yeCcTBOM Kak BCeobbeMmioLLee NOHATME, OXBaTbiBaloLee BCE BOMPOCHI, KOTOPbIE MO
OTOAENbHOCTM UMMM B LENOM BIMSAKOT Ha KayecTBO NpoAykuuun, npeacrtaenseT cobo COBOKYMNMHOCTb
OpraHM3auUMoHHbIX Mep, HanpasneHHbIX Ha obecrneveHne COOTBETCTBMS KayeCTBa JEKApCTBEHHbIX CPeacTB WX
npegHasHavyeHuto.

7. (1.2) Hactoswme [lpaBuna nNpUMMEHSAIOTCS KO BCEM CTaaMsM >KM3HEHHOrO UMKNa NeKkapCTBEHHbIX
CcpeacTB: NPOM3BOACTBO JleKapCTBEHHbLIX MpenapaTtoB AN KIMHUYECKUX MUCCnefoBaHuiA, NepeHoC TEXHOMOornu,
NPOMBbILLIIEHHOE MPON3BOACTBO, NPeKpaLLeHne NPOM3BOACTBA NeKapCTBEHHbIX cpeacTs. MNponssoanTens Brpase
pacnpocTpaHuTb hapMaLeBTUYECKYH0 CUCTEMY KayecTBa Ha TaKylo CTaaWio XM3HEHHOro UMKNa fekapCTBEHHbIX
CpeacTB kak chapmaueBTnyeckas pa3paboTka, YTO CMOCOOCTBYET MHHOBALMSAM U MOCTOSHHOMY YMyuLLEHMWio, a
TakKkKe yNpPOYHEHUIO CBA3M Mexay dapmaueBTUYecKon pas3paboTKo U NPON3BOLACTBOM.

8. (1.3) TMpu paspaboTtke HOBOW apMaLEeBTUYECKON CUCTEMbI KayecTBa WM MNpU  U3MEHEHWUU
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cyllecTByiolleld CUCTeMbl HEOBXOAMMO Y4uUTbiBaTb OOGBEM U CIOXHOCTb AEATENbHOCTU MNpPOoU3BOAUTENS.
HekoTopble acnekTbl @apMaLeBTUYeCKOM CUCTEeMbl KavyecTBa MOryT TMPUMEHATbCA K OeATeNbHOCTM
Npov3BOAMTENS B LIENIOM, @ MHble - TOMbKO K onpedeneHHbiM MpPOV3BOACTBEHHbIM Mnowaakam. Mpu aTom
3PDEKTMBHOCTL BHeOpeHus dapMaLeBTUYecKON CUCTEeMbl KayecTBa OObIYHO [J0Ka3blBAaeTCAd Ha YpPOBHe
NPON3BOACTBEHHOW MIOLLAAKW.

9. (1.4) ®apmaueBTMYECKasi CMCTEMA KayecTBa, NpefHasHavyeHHas Ansd NPOU3BOACTBA JIEKAPCTBEHHbIX
CPeAcCTB, AOMKHA rapaHTUpoBaThb, YTO:

a) (i) BbiNycKk NekapCTBEHHOTO CPEeACTBAa C COOTBETCTBYHLIMMK MNOKasaTensMyi KayecTBa OOCTUraeTcst
nocpeacTBoM pa3paboTku, MIaHMPOBaHMUS, BHEAPEHWs, NoadepXaHus U HEMpPEpPbIBHOMO YCOBEPLUEHCTBOBAHUS
CUCTEMB!;

6) (ii) 3HaHMA 0 NekapcTBEHHOM CPeACTBe U NpoLiecce ero NPou3BOACTBa NMPUMEHSIOTCA Ha NPOTSHKEHUN
BCEX CTaWI XU3HEHHOTO LUMKNa;

B) (iii) nekapcTBeHHble cpeacTBa paspaboTaHbl U UccreoBaHbl ¢ y4eToM TpebosaHui HacToawmx MNpasun;

r) (iv) onepauun No NPOV3BOACTBY M KOHTPOMO onpeferneHbl U COOTBETCTBYHOT TPeOOBaHUAM HaCTOSLLMX
MNpaswun;

,El,) (V) OTBETCTBEHHOCTb N 06513aHHOCTU nepcoHana 4YeTKo onpenereHobl;

e) (vi) npuHATBl Mepbl, obecneuymBaroLiMe MPOU3BOACTBO, MOCTABKYy M WCMONb30OBaHWE Haafexalumx
MCXOAHOrIo CbipbA N YNAaKOBOYHbIX MaTepunanoB, a Takke NpuHATblI Mepbl Mo Bbl60py N KOHTPOJIHO NOCTaBLKMKOB U
ONs NPOBEPKM TOro, YTO Kaxkaas MocTaBka OCYLLEeCTBIIeHa Yepes3 YTBEPKAEHHYIO Lienb NOCTaBOK;

X) (vii) BHegpeHbl npouecchl, obecneuynBalolMe YynpaBrieHWe AesTeNbHOCTbI0, MNepegaBaemMol Ans
BbIMONHEHNS APYroi opraHusauum (ynpasrneHue ayTCOPCUHIOM);

3) (viii) ycTaHOBNEHO 1 noggepkMBaeTcsl MOCTOSHHOE KOHTPONMPYEMOE COCTOsIHME MyTeM pas3paboTku u
Ncnonb3oBaHnsa 3P(EKTUBHOIO MOHUTOPUHIA U KOHTPOSbHBIX CUCTEM B OTHOLUEHUN 3h(PEKTMBHOCTM NpoLecca U
KayecTBa NNEKApCTBEHHOIO CPeACTBa;

) (ix) pesynbTaTbl MOHUTOPUHIa NEKapCTBEHHOrO CPEeACTBa U NPOLECCOB NPUHUMAOTCS BO BHUMaHue npu
BbIMyCKE Cepuu, NpW paccrnefoBaHWM OTKIOHEHUA W OIS NPUHATUS Npegynpexaarwmx Mep Bo usbexaHue
NOTEHUMarbHbIX OTKITOHEHWI;

K) (X) npoBoaMTCA HEOOXOAUMbLIV KOHTPOMb MNPOMEXYTOYHON MPOAYKUMM, KOHTpPONb B npouecce
NpOM3BOACTBA M OCYLLECTBNAETCS Banvaauus;

n) (xi) ocyllecTBRsSIETCA MOCTOSIHHOE YIydlleHWe MOCPEACTBOM BHEAPEHUS] YCOBEPLUEHCTBOBAHUM,
OCHOBaHHbIX Ha aKTyarbHbIX 3HaHWsIX NpoLecca U NPOAYKLNY;

M) (Xii) npMHUMAalOTCS Mepbl ANA NePCNEeKTUBHOM OLIEHKWN 3anfnaHNpPOBaHHbIX U3MEHEHUI N UX YTBEPXKOEHUSA
0O BHEOpeHWst C Yy4eTOM YBEAOMIIEHUSI W COrfacoBaHUsl C  YMNOMMHOMOYEHHbIM dedepanbHbIM  OpraHoM
NCMNOMHMTENBHOW BNacTu, ecnuv aTo TpebyeTcs;

H) (Xiii) NpoBOAMTCA OLEeHKa NPOBEAEHHbIX M3MEHEHUI Nocne UX BHeAPeHUs ANg NoaTBEPKAEHUS TOro, Y4To
uenb M3MeHeHWn bblna 4OCTUrHYTa U YTO STO HE OTPa3nNOCh HEraTUBHO Ha KayecTBe NPOAYKLUN;

0) (xiv) BO Bpemsi paccrnegoBaHMsi OTKITIOHEHWA, B TOM 4MCle MpennosiokeHnn o Hanuumm gedpekTa
npoaykumm n opyrux npo6neM, npnmeHaeTca COOTBeTCTByIOLLLI/IVI ypoBeHb aHalnn3a OCHOBHbIX MNMPUYMH OaHHbIX
HECOOTBETCTBUN. |-|pl/l‘-II/IHbI MoryT ObITb onpepeneHbl C UCnofib3oBaHMeM MNpUHLUUNOB ynpaBleHnAa puckamu and
KayecTBa. B cnyyae ecnu WCTMHHasi NMpuUYMHa HECOOTBETCTBUSI HE MOXeT OblTb onpedeneHa, AofkHa ObiTb
ycTaHoBMneHa Haunbornee BeposiTHas npuuvMHa. B cnyyae ecnu B kavyecTBe MpUYMHBI MOOO3PEBAETCA UMK
yCTaHOBIEHa YernoBeyeckas ownbka, Hannyne Takon NPUYUHBI OOIMKHO OblTb AOKa3aHo, YToObl rapaHTUpPoOBaThb
OTCYTCTBME CYLLECTBYIOLLNX NMPOLECCHBbIX, MPOLEAYPHbIX UM CUCTEMHbIX OLLIMBOK nnu npobnem. Mo pesynetatam
paccrnefoBaHus  OnpefensiTca W NpegnpuHMMatoTCs  COOTBETCTBYHOLLUME — KOppekTupylwune u  (unn)
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npegynpexgamwme aenctems. OPpPHEeKTUBHOCTb TakMX AEWCTBMIA LOMHKHA MPOBEPSTLCA U OLEHMBATbCSA
npoun3ssoauTenieM B COOTBETCTBUM C NPpUHLUMNAMUN ynpaBlieHNA pUuckamMmn Anga Ka4ecTtBa,;

n) (xv) BBOO NEKApCTBEHHbIX CPeACTB B rpaKdaHCKUiA 060pOT A0 Bblgayu YNOSTHOMOYEHHbLIM JULOM
paspelleHnss Ha BbINYCK He AonyckaeTcs. YMNOMHOMOYEHHOE fMLO YAOCTOBEpPSieT, 4TO Kakdas cepus
NeKkapcTBEHHOro cpeacTBa Obina npousBedeHa WM MPOKOHTPONMpOBaHa B COOTBETCTBUM C TpeboBaHMSIMU
perncTpaumnoHHOro gocke 1 Hactoawmx MNpasurm;

p) (XVi) npeanpuHATbie Mepbl obecneynBaloT KayecTBO NNEKapCTBEHHbIX CpeacTB B Te4eHne BCEro CpokKa
rOOHOCTU NMPpU UX XpaHeHn n nocnenyLliem 06pau.|,eHV||/|;

C) (xvii) meeTcs npouenypa NpoBefeHUA CaMOWHCNEKUMM U (Mnn) ayguTa KayecTBa, B COOTBETCTBUM C
KOTOPOW perynsipHo oLeHMBalTCA 3PdEKTUBHOCTb U NPUFOAHOCTE dhapMaLeBTUYECKON CUCTEMbI KayecTBa.

10. (1.5) PykoBoACTBO HeceT OTBETCTBEHHOCTb 3a Hanuune 3dEKTMBHON hapmaLeBTUYECKOA CUCTEMBI
KayecTBa, HeOOXOAMMBIX PEeCypcoB, a Takke 3a TO, 4TO 0693aHHOCTM, OTBETCTBEHHOCTb W MOSTHOMOYUS
onpefeneHbl, OOBeAEHbl 00 CBeAeHUs Kaxaoro paboTHWMKA W BbIMOMHAKTCA BO BCeX noapasaeneHusix
nponssoguTens. PykoBoACTBO akTUMBHO yyacTByeT B dhapMaueBTUYECKOW CUCTEME KadecTBa, YTO rapaHtupyet
NOAAEPXKKY U 3aUHTEPECOBAHHOCTb NepcoHarna Ha BCeX YPOBHSAX M BO BCEX MOApA3AeneHusiX Npous3BoauTens B
PYHKLMOHMPOBaHUN hbapmaLeBTUYECKON CUCTEMbI KAa4yeCTBa.

11. (1.6) Heobxogumo npoBoAuTb nNepuoamveckne 0630pbl PYHKUMOHUPOBAHUSA hapMaLeBTUYECKOn
CUCTEMbI KayecTBa C BOBIIEYEHMEM B 3TOT NPOLIECC PYKOBOACTBa AN MOCTOSHHOMO YMyYlIEeHUs MNpOoAyKuumn,
NMPOLLeCCOB M CaMO CUCTEMBbI.

12. (1.7) dapmaueBTUYecKkas cuUcCTeMa kKadecTBa [JOSPkHa ObiTb JOKYMEHTanbHO odopmrieHa.
Mpoussogutenb AOMXEH YTBEepAWUTb PYKOBOOCTBO MO KayeCcTBY WM aHanOrM4HbI OOKYMEHT, coaepXallumi
onvcaHne cUCTeMbl YNpaBreHns Ka4eCTBOM, BKNoYas OTBETCTBEHHOCTb PyKOBOACTBA.

OpraHu3sauus Npon3BoACTBa U KOHTPONSA KayecTBa
NeKapCTBEHHbIX CPeaCTB

13. (1.8) OpraHusaums nNpousBoACTBa U KOHTPONSA KavyecTBa NeKapCTBEHHbIX CPeACTB SBMASETCH YacTbio
yrpaBrneHns Ka4ecTBOM, KOTOpas rapaHTMpyeT, YTO NPOAYKUUSA NOCTOSHHO NMPOU3BOAUTCH WU KOHTPONMpyeTcs no
CTaHoapTam KayecTBa, COOTBETCTBYWLIMM €e fnpegHa3HayeHuio, a Takke B COOTBETCTBUMM C TpeboBaHWsMU
perncTpaumoHHOro 4oCkbe, NPOTOKONA KIMHUYECKMX NCCNeaoBaHni 1 cneumdmkaummn Ha 3Ty NPOAYKLUMIO.

14. OcHoBHble TpeboBaHusa HacTosAwmX Mpasun:

a) (i) Bce Npou3BOACTBEHHbIE MPOLECChbl AOIMKHbI ObiTb pernameHTUpPOBaHbl, OOIMKHbI CUCTEMAaTUYECKN
nepecMaTpmBaTbCs C Y4€TOM HaKOMMIEHHOro OMnbiTa, a Tawkke [OfKHa MOATBepXAaTbCA UX CNOCOBHOCTb
obecneunBaTb NMOCTOSIHHOE MPOW3BOACTBO JlEKApPCTBEHHbIX CpeacTB Tpebyemoro kayectsa B COOTBETCTBUU CO
crneumdukaumnsamu;

©0) (ii) kKpuTMYECKME CcTagumM NPOU3BOACTBEHHOIO NPOLIECCA U CYLLECTBEHHbIE N3MEHEHMS NPOLecca AOMKHbI
NPONTU Banuaauuio;

B) (iii) momkHbl ObITb 0BecnedeHbl HEOOXOOUMbIE YCMOBUS AN BbIMNONIHEHWMST TPEOOBaHUM HACTOSLLMX
MpaBun, BKMNtoYas Hanu4ue:

Hagnexawum obpa3om oby4YeHHOro nepcoHana, MMerLLero Heobxoanmyro KBanudukaumio;
COOTBETCTBYIOLLMX NMOMELLEHUIA U NNoWaaen;

COOTBETCTBYIOLWMX 060pya0BaHNS U OBCNY>XUBAHWUS;

COOTBETCTBYIOLLUX UCXOOHOIO ChIpbsl U YNAKOBOYHbLIX MaTepUaros;

yTBEPXAEHHbIX NpoLeayp Y MHCTPYKUNIA B COOTBETCTBUM C (papMaLieBTUYECKOM CUCTEMOWN Ka4yeCTBa;
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COOTBETCTBYIOLUMX YCIOBUIA XPaHEHNS 1 TPAHCTIOPTUPOBKY;

r) (iv) MHCTpPyKUMU K npoueaypbl OOMKHbI OblTb KOHKPETHBIMU, U3MOXEHbI B MUCbMEHHON hopMe SICHO U
OOHO3HAaYHO;

4) (v) nepcoHan gomkeH 6biTb 00y4eH HagnexalemMy BbINOSIHEHMIO NpoLenyp;

e) (vi) B npouecce NpousBoACTBa AOMKHbl COCTaBMATLCA 3anvcu (PyKOMMCHBIM cnocobom u (Mnn) ¢
NMPUMEHEHNEM TEXHUYECKMX CPeAcTB), AOKYMEeHTanbHO noATBepxgallime hakTuyeckoe npoBedeHve 3Tarnos,
Tpebyemblx yCTaHOBNEHHbIMU METOAMKAMU N UHCTPYKLUMSAMM, a Takke TO, YTO KONMYECTBO M KauyeCTBO NPOAYKLMM
COOTBETCTBYIOT YCTAHOBIIEHHbIM HOPMaM;

)K) (Vii) OTKINOHEHUST AOMKHbI ObITb Od)OpMJ'IeHbI OOKYMeHTallbHO U paccnenoBaHbl C Lelblo onpeaeneHusn
NPUYUHBbI OTKITOHEHNA N OCYLLLECTBIIEHNA COOTBETCTBYHLLNX KOPPEKTUPYHOLWNX N npeaynpexXgarwmnx DEencTBun;

3) (viii) gocbe Ha cepuio, BKMOYas OOKYMEHTauuMo MO peanu3auuu, OOMMKHO MNO3BOMSATb OTCNEeXuBaTb
MOSTHYH UCTOPUIO NMPOM3BOACTBA CEPUUN, COCTABNATLCS B NMOHATHON hopMe U XpaHUTbCA B 4OCTYNHOM hOpME;

n) (ix) npy peanusaumn NeKapCTBEHHbIX CPEACTB HEOOXOOUMO CBECTU K MUHUMYMY BCE PUCKM ONIS UX
KavyectBa WU Yy4YuUTbiBaTb NOpaBuia ONTOBOWN TOproenin nekapcrtBeHHbIMKU cpeacTtBamMun Ond MeaunuuHCKOoro
NPUMEHeHNs <*>;

<*> [Ipukas MuHucTepcTBa 34paBOOXpaHeHus U couunansHoro passutus Poccuiickon ®egepauunn oT 28
aekabps 2010 r. N 1222+ "O6 ytBepxaeHun lMpaBun ONTOBOW TOProBfW flekapCTBEHHLIMU CpeacTBaMu Ans
MeaMLUMHCKOro npumeHeHus" (3apeructpupoBaH B MuHuctepctse toctuumm Poccuiickon ®epepauuun 4 despans
2011 r., permctpaunoHHbii N 19698).

K) (X) AormkHa 6bITb OpraHM3oBaHa cucTema oT3biBa I0OON Cepun NeKapCTBEHHbIX CPeacTB U3 obpalleHuns;

n) (xi) pormkHblI paccMaTpuBaTbCA MPETEH3MM B OTHOLLEHWM KayecTBa peaniM3oBaHHbIX NeKapCTBEHHbIX
CPeAcCTB, paccrieqoBaTbCA MPUYMHBLI AeDEKTOB U MPUHMMATLCS COOTBETCTBYIOLLME Mepbl Kak B OTHOLLUEHWU
neKkapCTBEHHbIX CPeCTB HeHaanexallero ka4yecTea, Tak U Ana npeaoTepalleHus NoJo6HbIX cryYyaes.

KoHTponb kayecTBa

15. (1.9) KoHTponb kadectBa BkNntovaeT B cebsi oTOop npob, npoBedeHMEe UCMbITaHWA, NPOBEPKM Ha
cooTBeTCcTBME TpeboBaHMAM crneundmrkaumin, a Takke Npouesypbl opraHn3aummn, JOKYMEHTUPOBaHNSA W Bblgaun
paspelleHnss Ha Bbinyck. Llenb KOHTponsa KayecTBa 3aknio4vyaeTcs B HeJOoMyWEeHWW K MCMONb30BaHUI0 UMK
peanusaumm maTepuanoB Unu NPoayKUuun, He yOOBNETBOPSIOLLMX YCTAHOBNEHHBIM TpeBOoBaHUSM.

16. OcHOBHble TpebOBaHNSA K KOHTPOIO KavyecTBa:

a) (i) HannuMe COOTBETCTBYIOLLMX NOMELLEHMI N 060pYyAOBaHNS, 06y4YEHHOrO NepcoHana U yTBePKaeHHbIX
MeTOOMK Anst oTbopa npob, KOHTPOMS M WCMbITAHWA WCXOOHOIO CbIpbsi WM YMAaKOBOYHBLIX MaTepuaros,
NMPOMEXYTOYHOM, HepacdacoBaHHOM W rOTOBOW MPOAYKUMM, a Takke Npu HeobXoAMMOCTW ONS MOHUTOPWHra
yCNOBUIA NPOM3BOACTBEHHON cpeabl B LIENsX BbINOMHEHUs HacToswmx MNpasun;

©) (i) npoBegeHne oTbopa nNpPob WUCXOQHOrO Chipbs UM YMNAKOBOYHBLIX MaTepuanos, MPOMEXYTOYHOW,
HepacdacoBaHHOW W TOTOBOM MNPOAYKUMW aTTeCTOBaHHbIM MEpPCOHanoM B COOTBETCTBUM C METOAUKaMWU,
yTBEPXAEHHBIMU NoApasaeneHnemM KOHTPOnsi Ka4ecTBa;

B) (iii) METOAMKM UCNbITAHMI OOMKHbI ObITb BAaNMaUpoBaHbI;

r) (iv) coctaBneHve 3anucen (PyKOMUCHbIM CMOCOOOM M (MMM) C MOMOLLBIO TEXHUYECKMX CPeacTB),
OOKyMEHTanbHO NOATBEPXAALWMX, YTO BCe Heobxoaumble MeponpuaTMa no OoTOopy Mpod, KOHTPOM U
MeToOMKaM UCMbITaHUA OeNCTBUTENbHO npoBedeHbl. Bce OTKMOHeHus odopMAsAlTCA OOKYMEHTaNbHO W
paccnepyroTcs;
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a) (v) rotoBass MpoAyKUMs OOMKHa coaepxaTb dapmMaleBTUYeckue cyOocTaHumMu, COOTBETCTBYOLLME
perncTpaumoHHOMY 4OChbE MO Ka4eCTBEHHOMY M KONMMYECTBEHHOMY COCTaBYy, a Takke UMETb Tpebyemyto YnCToTy,
Hagneallyo ynakoBKy 1 nNpaBunbHyt0 MapKUPOBKY;

e) (vi) 3anncu, odhopMIeHHbIe NO pe3ynbTataM KOHTPOMS U UCMbITAHUI NCXOQHOTO Cbipbsi U YNAKOBOYHbIX
MaTepuanoB, NPOMEXYTOYHOW, HepacdacoBaHHOW M TFOTOBOW MNPOAYKLUWUW, OOIDKHbI ObiTb COMOCTaBIEHbI C
TpeboBaHusiMn cneumdpukaumin. OueHka MNPOAYKUMM [OIDKHa BKMAYaTb 0630p M OLEHKY COOTBETCTBYHOLLEN
NPOV3BOACTBEHHOW AOKYMEHTALMM U OLEHKY OTKMOHEHUIN OT YCTAHOBMEHHLIX NpoLuenyp;

X) (vii) HM ogHa cepust MpoAyKUMW He MOXeT ObiTb BBEAeHa B rpaxgaHCkui obOopoT [0 TOro, Kak
YMNOSIHOMOYEHHOE MU0 He YAOCTOBEPUT €€ COOTBETCTBME YCTAHOBMEHHbIM TpeboBaHWMSIM  COrflacHoO
MpunoxeHuto N 16 k HacTosAwmum MNpasunawm;

3) (viii) coxpaHeHne [OCTAaTOYMHOrO KONMMYecTBa KOHTPOJSbHLIX 00pa3LoB MCXOOHOIO Chipbsi, YNAKOBOYHbIX
MaTepuasnoB M roTOBOW MPOOYKLMK, KOTOPOE MO3BOMMT NpU HEOBXO0AMMOCTM NPOBOAUTL UCTbITaHMsA B ByayLiem B
cootBetcTBMM C [lpunoxeHmem N 18 k Hactoawwmm [MpaBunam. O6pasubl roTOBOM NPOAYKLUUN OOIDKHbI
XPaHUTLCSA B OKOHYaTESbHOW YNakoBKe, 3a UCKNoYeHeM 00pa3LoB 6onblunx o6bema, Macchl Unm rabapuTos.

O630p kavecTBa NpoAyKLUK

17. (1.10) TllpomsBoguTens [OOMKEH pPErynspHO MNpoBOAMTb 0030pbl KaydecTBa BCEX MPOU3BEAEHHbIX
neKapCTBEHHbIX MpenapaToB, B TOM YUCIIE JIEKapCTBEHHbIX MpenapaToB, U3roTOBIISIEMbIX TONTbKO Ha 3KCMOPT, C
Lenbio NOATBEPXKAEHUS NOCTOSTHCTBA MMELLIErOCA MpoLecca, COOTBETCTBUSA AENCTBYIOLMM cneuundurkaumam Kak
Ha NCXOLHOE CbIPbe, TaK U Ha FOTOBYO NPOAYKLUMIO, AN BbIABNEHUS TEHOEHUUN N YCTAHOBMNEHMSI BO3MOXHOCTHU
yny4lleHns NpoAayKuMmn 1 npouecca. Takne 0630pbl OMKHbI ObITb 0hopMIIEHbI OKYMEHTaNIbHO U NMPOBOAUTLCS,
KaK MpaBuro, eXXerogHo ¢ y4eToM npegplayLimx o63opos.

18. O630pbI KayecTBa AOSMKHbI BKIKOYATL MO KPanHEN Mepe cnegytoulee:

a) (i) 0630p MCXOQHOrO Chipbsi M YMAKOBOYHbLIX MaTepuaroB, UCMOMb3yeMbiX NpW NPOU3BOACTBE, OCOOEHHO
TeX, KOTOpble MOfy4YeHbl OT HOBbIX MOCTaBLUMKOB, M OTAENbHbIA 0030p MPOCNEXMBAEMOCTM LIENW MOCTaBOK
hapmaueBTUYECKUX CybCTaHLUNI;

©0) (ii) 0630p KpUTUYECKMX TOYEK KOHTPOMS B MpoLiecce NPOM3BOACTBA U pe3ynbTaTOB KOHTPOMS rOTOBOW
NpoAyKuuu;

B) (iii) 0630p BCEX Cepuii, KOTOPbIE HE COOTBETCTBOBANWN YCTaHOBMEHHbIM cneundurkaunsam, 1 pesynbTaToB
COOTBETCTBYIOLLMX paccrnenoBaHui;

r) (iv) ob3op BCex CyLECTBEHHbIX OTKIIOHEHUM WM HECOOTBETCTBUA, 0630p CBA3AHHBIX C HUMM
paccrnenoBaHun, 3peKTUBHOCTU U Pe3yNbTaTUBHOCTU NPEANPUHATBIX KOPPEKTUPYIOWNX MU Npeaynpexaalowmx
JencTeum;

ﬂ,) (V) 0630p BCEX U3MEHEHWI, BHECEHHbIX B npouecchbl nnn aHannTndeckne MeToguku;

€) (vi) 0630p NoAaHHbIX, YTBEPXKAEHHbBIX UITM OTKITOHEHHBLIX UBMEHEHUI B PEMMCTPALMOHHOE A0ChbE, a TakkKe
00630p U3MEHEHWI B OCbE Ha NeKapCTBEHHbIE NnpenapaThbl, NpeAHa3HavYeHHble TOMNbKO AN 9KCNopTa;

X) (vii) 0630p pe3ynbTaToB NPOrpamMmmbl MOHUTOPUHIA CTAOUINBHOCTU 1 HEBNAroNPUATHBIX TEHAEHUWN;

3) (viii) 0b30p BCeX CBA3aHHbIX C Ka4eCTBOM MpPOAYKLWMWM BO3BPATOB, MPETEH3UA U OT3biBOB, a TaKke
NPOBEAEHHbIX B 3TO BPeMs paccrnefoBaHuin;

n) (ix) ob63op [OCTAaTOYHOCTM NIOObLIX paHee NPOBEAEHHBLIX KOPPEKTUPYIOWMX OENCTBUA B OTHOLLEHUW
npoun3BoAcTBa MM 0b6opyaoBaHus;

K) (X) o63op NOCTPErncTpaunoHHbIX 0bsi3aTeENbLCTB npu  nonyyYeHnun HOBbIX pPerncTpauynOHHbIX
yﬂOCTOBepeHMVI W1 BHECEHNN N3MEHEHWI B perncrtpaumMoHHOE 4OChbe;
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n) (xi) cocTosiHMe KBanuduKaumm COOTBETCTBYHOLLMX 00OPYAOBaAHUA U TEXHUYECKUX CPeACTB, Hanpumep,
CUCTeMbl Harpesa, BEHTUNALUUN U KOHONLUMOHUPOBaAHNA BO3ayXa, CUCTEM cHabXxeHus BO,IJ.OI7I, CXaTbIMU ra3amu;

M) (xii) ob63op nbbIX OOroBOPOB, YkasaHHbIX B nyHkTax 237 - 255 HacTtoswwmx [MpaBumn, ¢ uenbto
NOATBEPXAEHMS NX COOTBETCTBMA AeNCTBYIOWUM TpeboBaHNAM.

19. (1.11) B pamkax chapMaLeBTUYECKON CUCTEMbI Ka4eCTBa NPOU3BOAUTENb U IOPUANYECKOE NULLO, HA UMS
KOTOPOro BblAaHO PerncTpaumoHHoe yaoCTOBEpPeHME (€CnY OHU ABASIKOTCS pasHbIMU OpraHus3aumsammn), AOMKHbI
oueHMBaTb pe3ynbTaThl 0630pa KaydecTBa MpoAyKUMM U AenaTb BbiBO4 O HEOOXOAMMOCTU KOPPEKTUPYHOLUMX Y
npegynpexgarLwmnx 4eNCTBUA UM NPOBeAEHMS MOBTOPHOW Banuaaumun. JomkHbl 6biTe pa3paboTaHbl Npoueaypbl
yrNpaBreHnss M aHanmMsa Takumx LEeWNCTBUN; 3PdEKTMBHOCTb 3TUX MNpouedyp OOIMKHa ObiTb MpoBepeHa npwu
npoBegeHUM CaMOVHCMNEKLNNA.

20. O630pbl kayecTBa MOXHO TPynnNMpoBaTb MO BuAaM NPOAYKUMM (Hanpumep, TBepable NekapcTBEHHbIE
hopMbl, KUOKME NEKapCTBEHHblE (POPMbI, CTEPUNIbHBIE JEKAPCTBEHHbIE Mpenapatbl), €cnyM 3TO0 Hay4Ho
obocHoBaHo.

21. Ecrn ropungnyeckoe nmuo, Ha MMA KOTOporo BblAaHO perncTtpaunMoHHoOe yooctoBepeHune, He ABndaeTcd
npoussoauTenem, Mexay ykKa3aHHbiIM JMUOM U npousBoauTenem OOJDKHO OblTb 3aKMn4YeHo cornalleHue,
onpegendwuiee CooTBeTCTByOLLnE 00s1I3aHHOCTH CTOPOH B OTHOLLEHUN COCTaBJ1IEHNA o630pa Ka4yecTBa.

YnpaBneHue puckamu Ansa kayecrtsa

22. (1.12) YnpaBneHue puckamu Ons KayecTBa SBMNSETCSH CUCTEMATU3NPOBAHHBLIM MPOLIECCOM OLIEHKM
pPUCKOB NSl KayecTBa NEeKapCTBEHHOro CpeacTBa, WX KOHTPOMs, nepedayn mMHgopmauum, a Takke o63opa B
OTHOLLUEHMW yKa3aHHbIX PUCKOB. OTOT NPOLIECC MOXET NPOBOANTLCS Kak NEPCNEKTUBHO, TaK 1 PETPOCMEKTMBHO.

23. (1.13) MpuHUMNbI yNpaBneHUs puckamu Ans KayecTsa:

a) (I) OuUeHKa puckoB A5 Ka4deCTBa OCHOBbLIBAETCA Ha Hay4HbIX 3HAHUAX, ONbiTe paGOTbI B OTHOLUEHUN
npouecca n B KOHEe4YHOM cYeTe HamnpaBJieHa Ha 3alnTy nauneHTa,

©0) (ii) ypoBeHb ycunuii, oopmanmsaumm 1 AoKyMeHTarbHOro odhopMIeHust npouecca ynpasreHnst puckamm
ONS KayecTBa COOTBETCTBYET YPOBHIO puCKa.

MEPCOHAI (TTIABA 2)
MpyHUMnN

24. OpraHu3auus 1 yHKUMOHWPOBaHWEe Haanexallen cucteMbl obecneyeHns kayecTBa U Haanexailero
NMPOM3BOACTBA NlEKApCTBEHHbIX MpenapaToB 3aBMCAT OT 4YenoBedeckoro daktopa. [lo 3Tol npuuvHe
Npou3BOAMTENb AONSA pelleHns Bcex 3afdad, 3a KOTopble OH OTBevYaeT, MMeeT [JOCTaTO4HOe KONMYecTBO
kBanudpuuuposaHHoro nepcoHana. Kaxgbin paboTHWK 3HaeT M NOHMMaeT CBOM OOIMKHOCTHble 06A3aHHOCTM,
KoTopble HeobxoAMMO OOKyMeHTanbHO odopMuTb. Becb nepcoHan 3HaeT nonoxeHus Hactoswmx [pasun,
OTHOCHALLMECS K €ro AeATENbHOCTW, a Takke NPOXOAUT NepBUMYHOE M Mocreaytollee HenpepbiBHOE 00y4veHue,
BKI104AS MHCTPYKTAX MO BbIMONTHEHUIO TMIMEHNYECKMX TpeboBaHWN.

O6wme TpeboBaHus

25. (2.1) NpownsBoanTenb OOMKEH MMETb JOCTAaTOMHOE KONMYECTBO MepcoHana, umetowwero Heobxoanmyto
kBanudmkaumio n onbiT paboTbl. Kpyr OOMKHOCTHbIX 06si3aHHOCTEN Kaxgoro paboTHWMKa He AomKeH ObiTb
CIMLLKOM OBLIMPHBIM, YTOObI MCKIMIOUYNTE BO3MOXHOCTb BO3HUKHOBEHUS PUCKOB AN KayecTBa NpoayKLnn.

26. (2.2) T[pousBoauTenb [OMKEH WMETb YETKYl0 OpraHu3auMoHHYK CTPYKTYpYy. [OIMKHOCTHbIE
06583aHHOCTM pabOTHUKOB, 3aHUMAIOLLNX OTBETCTBEHHbIE OOMKHOCTU, OOIMKHbI ObiTb M3N0XeEHbI B AOMKHOCTHbIX
WHCTPYKUMSX. YKasdaHHble paboTHMKM OOMKHbl obnagaTe NOMHOMOYMAMMW, HEOOXOAUMbIMU ONS BbINOMHEHUS
BO3MIOXKEHHbIX Ha HUX YHKUUA. VX AOMKHOCTHble 06513aHHOCTU MOryT OblTb NnepegaHbl APYrMM Ha3HaYeHHbIM
3amewjalwmMm paboTHukaMm, obnagalowyMm O0CTaTOMHbIM - YpPOBHEM  KBanudwukaumun. [pyu  onpegeneHunm
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OOMMKHOCTHBIX 00s3aHHOCTEN MepcoHana MNpov3BOAMTENb He OOIMKEH AonyckaTb criydyaeB HeoBOCHOBaHHOIoO
ayonupoBaHusa obsa3aHHOCTEN M PYHKUMA paboTHMKOB, a Takke CnyyaeB, korga kakue-nmbo obsa3aHHOCTM,
CBA3aHHbIe C BbINMOJIHEHNEM TpGﬁOBaHI/IVI HaCToALLMNX I'Ipanm, OKa3blBaKTCA He 3aKpenyieHHbIMMN HM1 3a O4HUM N3
pabOTHUKOB.

OTBETCTBEHHLIN nepcoHan

27. (2.3) K oTBeTCTBEHHOMY MepcoHany OTHOCHATCS PyKOBOOUTENb MPOU3BOACTBA W PyKOBOAWUTEIb
nogpasgeneHus KOHTPONS KavecTBa, a Tawke YrNornHOMOYeHHoe(ble) nuvuo(a), ecnu  NOfHOMOoYNS
YMOSTHOMOYEHHOro(bIX) Nuua (fMy) He BO3NOXEHbl Ha PyKOBOAUTENS MNPOM3BOACTBA W (MnM) pyKoBOAUTENS
nogpasgeneHust KOHTpons kayectBa. OTBETCTBEHHbIN NepcoHan AormkeH paboTaTb, Kak NpaBurio, Ha YCIOBMAX
nonHoro paboyero BpeMeHu. PykoBoamTeny npon3sBoacTBa v nogpasfeneHns KOHTPONs KavyecTBa OOMKHbl ObiTb
HesaBucUMbl Apyr OT pgpyra. [Ona npoussoautenen, SABMAAIOWMXCH KPYMHbIMW OpraHusauusMmu, 4acTb
obsa3aHHOCTEN, npeaycMOTpeHHbIx nyHkTamm 30 - 32 Hactoawmx [MpaBun, gonyckaetcs nepefasaTb ApPYrvM
paboTHVKaM.

28. (2.4) O6a3aHHOCTM YNOSTHOMOYEHHOTO NMua:

a) (a) ynonHOMOYEHHOEe nWUO OOMMKHO MOATBEPAUTb, YTO Kaxdas Cepus NeKapCTBEHHbIX CPEACTB,
npousBegeHHas B Poccuiickoii degepaumun, npousBegeHa M UCMbiTaHa B COOTBETCTBMM C OEWCTBYIOLLMM
3akoHogaTenbcTBOM Poccuiickoi ®eaepaLmm 1 TpeboBaHUAMU PErMcTpaLMoHHOro AOChE;

0) (b) B OTHOLWIEHUN NEKapCTBEHHbIX CPEeACTB, BbIMYLLEHHbIX 3a npegenamun Poccuiickon depepaumum,
YNOIHOMOYEHHOE NULO AOMKHO NOATBEPAUTL, YTO Kaxaasa nMnoptTupyemas cepms NpoayKUMM npoLuna npoBepKy
B nopsiake, yctaHoBneHHOM B Poccuiickon deaepaumuy;

B) (C) YyMONMHOMOYEHHOEe §nWLO [AOMMKHO AOKYMEHTanbHO MoATBepAMTb, YTO npouecc Mpou3BOACTBa
OCYLLEeCTBMEH B COOTBETCTBUM C HacToswmmu [MpaBunamu, a Takke yaoCTOBEpUTb Neped Bbigayen Kaxkooro
paspelleHnss Ha BbIMyCK, YTO Kakgas cepwus npoaykuuu npousBedeHa u (unu) ucnbliTaHa B COOTBETCTBUW C
TpeboBaHNAMU PErNCTPALIMOHHOIO AOChE.

29. Keanudwukaumsi ynormHOMOYEHHOro fvua OOoJhKHa COOTBETCTBOBATb TpeboBaHMAM, YCTAHOBIEHHbIM
3akoHogatensctBoM Poccunckon ®depepauun. YNOMHOMOYEHHOE NUUO [OOMKHO COCTOATb B LITATe
npoussoguTens. Ero o6sa3aHHOCTN MOryT BbITh NepeaaHbl TONLKO APYTroMY YNOMHOMOYEHHOMY(bIM) vy (am).

30. (2.5) OcHoBHble 0683aHHOCTM PYKOBOAUTENSA NPOU3BOACTBA:

a) (i) obecneumBaTb MNPOM3BOACTBO M XPaHEHWEe nNPOAYKUMU B COOTBETCTBUM C YTBEPXKAEHHOW
OOKyMeHTaumewn Ans A0CTUXeHNS HeoOXO4MMOro KavyecTBa;

©0) (ii) yTBEpXOaTb MHCTPYKUMM, KacatolmMecss NpOoM3BOACTBEHHbLIX ornepauui, n obecrneunBaTb UX TOYHOE
BbIMNOJIHEHUE;

B) (iii) obecneumBaTb OLEHKY M MNOAMMCAHWE MNPOU3BOACTBEHHbLIX 3anUcen YMNONTHOMOYEHHBIM Ha 3TO
nepcoHanom nepep vux nepegayen B nogpasfaeneHne KOHTpOors KavecTBa;

r) (iv) KoHTponuMpoBaTb PaboTy NOAYMHEHHOrO CTPYKTYPHOrO noapasfernieHusl, cogep)kaHne noMeLLeHun,
aKcnnyaTaumio U TeEXHUYeckoe obcnyxmBaHne o6opyaoBaHUS;

a) (v) obecneumBaTtb NpoBeAeHNE COOTBETCTBYIOLLEN Banungauuu;

e) (vi) obecneunBaTb NpoBeAeHNEe HEOOXOAMMOro NEPBMYHOIO M MOCHEAYOLEr0 HENPEPLIBHOTO 00y4YeHUs
nepcoHana nog4nMHeHHOro CTPYKTYPHOrO NnoapasaeneHus.

31. (2.6) OcHoBHbIe 0653aHHOCTM PYKOBOAUTENS MNOAPA3AENEeHMA KOHTPOIA KayecTsa:

a) (I) O,D,O6pF|Tb U OTKIIOHATb UCXOOHOE Cblpbe, YNaKOBOYHbIE MaTepuarbl, a Takke MPOMEXYTO4YHYH,
HepaC(baCOBaHHyPO M TOTOBYH NPOAYKUNIO;

HameHas npaBoBas NoaAepKKa www.consultant.ru Crpanuua 13 mns 207


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpukas MuHnpomTopra Poccumn ot 14.06.2013 N 916

(pen. ot 18.12.2015) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBepxaeHun MpaBun Haanexallen Npon3BoACTBEHHOM lata coxpaHeHus: 24.08.2020
n...

0) (ii) oueHMBaTb OOCbE Ha Cepuio;
B) (iii) obecneumBaTtb NpoBeaeHNE BCEX HEOOXOANMbIX UCMLITAHWUNA;

r) (iv) ytBepxgatb cneumdukaumm, MHCTpYKUmMn no otbopy npob, MeToabl UCNbITAHWUIA U Apyrue npouenypbl
MO KOHTPOJSO Ka4yecTBa;

a) (v) yTBepxaeHue M MOHUTOPWHI UCNOMHUTENEN No AOoroBopaM, YKasaHHbIM B nyHkTax 237 - 255
HacToswwmx MpaBun (MCNbITaHNA MO KOHTPAKTY);

e) (vi) KoHTponupoBaTb paboTy MNOAYMHEHHOrO CTPYKTYPHOro nogpasaeneHnsd, cogepaHue nomeLLeHun,
aKcnnyaTaumio U TeEXHUYeckoe obcnyxmBaHne o6opynoBaHUS;

X) (vii) obecneunBaTb NpoBEAEHNE COOTBETCTBYIOLLIEN BanvaaUmm;

3) (viii) obecneunBaTb NpoBeaeHMe HEOBXOAMMOro NEPBMYHOIO M NOCEAYIOLLErO HEMPEPLIBHOMO 06YyYeHns
nepcoHana nog4MHeHHOro CTPYKTYPHOro noapasaeneHus.

32. (2.7) PykoBoguTenu npou3BOACTBa WM MOAPA3LeneHMs KOHTPONs KayecTBa MMeEKT obwue wnm
COBMECTHO BbIMOSIHAAEMble 00513aHHOCTUN, OTHOCSILLMECS K KayeCTBY, KOTOpble BKMOYaloT B cebs, B YaCTHOCTH,
cnepywoulee:

yTBEpXOeHMe npoueayp M Apyrmx JOKYMEHTOB, BKMOYasi BHECEHUE U3MEHEHUN B HUX;

MOHUTOPWHI 1 KOHTPOMb NPON3BOACTBEHHON Cpeabl;

KOHTPOSb NPON3BOACTBEHHOW MIMEHbI;

Banuaaumio npoLeccos;

oby4eHune nepcoHana;

yTBepXxgeHme n MOHUTOPUHI NOCTaBLMKOB NCXOOHOIO CblpbA U YNMAakOBOYHbIX MaTepunalos;

yTBEPXKAEHNE U MOHUTOPUHI UCNOMHUTENEN NO AOroBopaM, yKasaHHbIM B NMyHkTax 237 - 255 HacToAwwmx
MpaBwn (KOHTPaKTHbIN NPON3BOANTENb);

onpeaerneHne U MOHUTOPUHT YCIIOBUM XpaHEHUSI UICXOOHOTO Cbipbs U NPOAYKLUN;
XpaHeHue 3anucem;
MOHWUTOPUHI COOTBETCTBUSA TpeboBaHUAM HacToAwwmx Mpasum;

NnpoBepKy, UCCnefoBaHWe W B3siTME MNpob B LENsX MOHUTOPWMHra (OakTopoB, CMOCOBHbLIX BNUSITH Ha
Ka4yecTBO MpoayKUUW.

O6yyeHune

33. (2.8) [lMpousBogutenp pormkeH obecneunTb oOydYeHMe nepcoHana, OOMMKHOCTHbIE 00sI3aHHOCTU
KOTOporo npepnonararT npebbiBaHWe B NPOM3BOACTBEHHbIX 30HAX MU KOHTPOSbHLIX Nabopatopusax (Bkrovas
TEXHUYECKUA 1 OBCNy>XMBaKLMN NepcoHarn, a Takke paboTHMKOB, npoBogswmx YBOpKy), a Takke Apyroro
nepcoHana, 4esTenbHOCTb KOTOPOro MOXET OKa3aTb BIIUSHUE Ha Ka4yeCTBO NpoayKLMU.

34. (2.9) Kpome OCHOBHOro 06y4eHusi, BKIIOYAIOLLETO TEOPUK M MPaKTUKYy MPUMEHEHUS HACTOSALLMX
MpaBun, BHOBb NpUHATbIE Ha paboTy pabOoTHMKM AOMKHbI MPONTM NepBUYHOE OByyYeHWe B COOTBETCTBUM C
3akpenneHHbiMn 3a HUMU ob6s1I3aHHOCTAMMN. I'Ipomaao,qmenb OOJDKEeH TakKke npoBoAUTbL nNocnenykllee
HenpepbiBHOE O0y4YeHMe nepcoHarna, nepuoamnyeckn oueHuBasi ero npakTudeckyto adpcpekTnBHocTb. OByyeHne
nepcoHana [ofmKHO MPOBOAUTLCS MO y4eOHbIM NporpaMmam, YTBEPXKAEHHbIM COOTBETCTBEHHO PYKOBOAUTENEM
npounsBoacTBa Nnbo pykoBoauTenem noapasfeneHns KOHTponst kadecTsa. lNpousBoauTenb 06s3aH XpaHUTb
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JOKyMEHTaLMIo 0 NpoBeaeHUn obyYeHus.

35. (2.10) MepcoHan, paboTalowmit B 30HaX, e KOHTaMUHaUWsS NPeacTaBnsieT ONacHOCTb, Hanpumep, B
YACTbIX 30HAX WNM B 30Hax paboTbl C BbLICOKO aKTUBHbIMW, TOKCUYHBbIMW, WHUUMPYIOWMMU WK
CEHCUBUNN3MPYIOLLMMM BELLLeCTBaMU, JOSMKEH NPOTU cneumanbHoe obyyeHme.

36. (2.11) TlMocetutenn wunuM He npoweawme obyyvyeHne pabOTHUKM He [OSPKHbl AonyckaTtbCd B
NPON3BOACTBEHHbIE 30HbI M 30HbI KOHTPOISA KadecTBa. [1pn HeoBx0OUMOCTU NOCELLEHNST AaHHbIX 30H YKa3aHHble
nvMua  JOOMKHbI NpeaBapwuTenbHO MPOWTM MHCTPYKTaX, B YaCTHOCTM, MO NpaBwnam JfMYHOM T[UMMEHbl U
MCMONb30BaHMIO 3aLLMTHON oAexabl. 3a 3TUMM NMLaMmn SOMKHO OCYLLECTBAATLCA TlaTenbHoe HabnwoaeHve.

37. (2.12) lMpun 0ByyeHMn OOIMKHBI NOAPOBOHO Pa3bACHATLCS M 0B6CYXAaTbCHA Kak NpUHUMNLI obecnevyeHns
KayecTBa, Tak 1 BCce Mepbl, yny4llatoLme Ux NoHNMaH1e 1 ocyLLecTBneHue.

Mmrnena nepcoHana

38. (2.13) TlpomsBoguTens QJofmkeH paspabotaTtb W BHEAPUTb  KOMMMEKC MeponpuaTui Mo
NPOM3BOACTBEHHOW TUIMEHe C Y4eTOM OCOBEHHOCTEW KOHKPETHOro MnpOM3BOACTBA. YKa3aHHbIA KOMMIEKC
MEPONPUATUIA JOIMKEH coaepXaTb npoueaypbl, kacawwmecsi cobnogeHs TpeboBaHniA K COCTOSIHUIO 310POBbS,
CaHWTapHbIX NpaBwuil M TpeboBaHW K opexae nepcoHana. Kaxabii pabOTHWMK, OOMKHOCTHble 06513aHHOCTU
KOTOpOro npegnonaratT npebbiBaHWe B 30HaX NPOM3BOACTBA U 30HAaX KOHTPOMS KayecTBa, AOMKEH NOHNUMAaTb U
cTporo cobntogaTe 3TM npoueaypbl. PykoBoaslMN nepcoHan HeceT OTBETCTBEHHOCTb 3a BbIMOfHEHWE
nepcoHanom npasu JIMYHOW TUIMEeHbl U OpraHmM3aunio Heobxoanmoro oby4eHus.

39. (2.14) Jlnua, npuHMMaemble Ha paboTy, AOIDKHbI MPONTU MeaMUMHCKUIA ocmoTp. [pounsBoguTenb
00s3aH yTBEpANTb MHCTPYKUMK, obecnednBaroime ero oCBeJOMIIEHHOCTb O COCTOSIHUM 3[00POBbsi MepcoHana,
KOTOpOe MOXeT MOBMMATb Ha KayecTBO npoaykumn. [locne nepBMYHOrO MEeOMLMHCKOrO OCMOTPa AOJMKHbI
NPOBOAMTLCS perynspHble nocreayowme MeamumMHCKMe oCMOTPbI NepcoHana.

40. (2.15) TMMpowusBoguTenb [OIMKEH NPEAnpUHSTL Mepbl, obecnedvBaloLne HeJonyweHne nuy c
WH(EKUMOHHBIMX  3a00MNeBaHNSAMM UMM OTKPbITbIMM  MOBPEXOEHNSIMM  Ha OTKPbITBIX yvacTkax Tena K
NpPOn3BOACTBY NIEKapCTBEHHbLIX CPEACTB.

41. (2.16) Jluuya, BxogdwmMe B NPOM3BOACTBEHHbIE 30HbI, [OOIDKHbI HOCUTb 3alUUTHYK oaexay,
COOTBETCTBYIOLLYHO BbINOMHAEMbBIM B 3TUX 30HaX Onepauusim.

42. (2.17) B npon3BOACTBEHHbIX 30HaxX U 30HAX XpaHEHWs 3anpeLlarTcs NpueM NULKM, NUTbe, XeBaHue
UNN KypeHue, a Takke XpaHeHne NULWEeBbIX NPOAYKTOB, HAMUTKOB, TabayHbIX U3AENUA U NNYHBIX NEKapPCTBEHHbIX
npenapartoB. He gonyckaetcs nobas gesTenbHOCTb, HApyLLIaoLWasa yCTaHOBMNEHHbIE rMrimeHudeckme TpeboBaHns
B MPOW3BOACTBEHHBLIX U OPYrMX MOMELLEHUSX, KOTopas MOXeT okasaTb oTpuuaTenbHOe BMWSHME Ha KayecTBO
npoayKumnun.

43. (2.18) Heobxoammo nsberatb HEMNOCPEACTBEHHOIO KOHTaKTa pPyK NepcoHana ¢ OTKPbITOM NPOAYyKUMEN, a
Takke ¢ Nobon YacTblo 060pYyAOBaHMS, KOHTAKTUPYIOLLEW C NPOAYKUMEN.

44. (2.19) MNepcoHan gomMKeH NPONTM MHCTPYKTaX MO NpaBuiam MbiTbs PyK.

45. (2.20) CneunanbHble TpeboBaHUS K TMIMeHe NepcoHarna, 3aHsATOro Ha MpPOM3BOACTBE OCOOLIX rpymnn
NpoAyKUUM (HanpuMmep, CTepUnbHBIX JeKapCTBEHHbLIX nNpenapartoB), oTpaxeHbl B [lpunoxeHnn N 1 u
MpunoxeHun N 5 k HacTosAwmMm MNpaBunam.

MOMELWLEHNA N OBOPYOOBAHMUE (IMABA 3)
MpuHUmMn
46. lMomelwleHna n obopygoBaHue HeobxoAMMO pacnonaratb, NMPOEKTUPOBaTb, CTPOWUTb, OCHaLlaTb W
3KcnnyaTupoBaTb TakuM 00pa3oM, YToObl OHM COOTBETCTBOBANM NMPOBOAUMBIM onepaumsiM. VX nnaHMpoBoYHOE

pelleHne n KOHCTPYKUMUS [OOIDKHbI CBOAUTb K MUHUMYMY pUCK OWMOOK M obecnevnBaTb BO3MOXHOCTb
3P PEKTUBHOM OUUCTKMN U OBCNYXMBAHUA B LIENAX UCKMIOYEHUSA NEPEKPECTHON KOHTAMUHALMWN, HAKOMMEHNS NbIn
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Unn rpsasv 1 NbbIX HebNaronpPUSTHLIX PaKTOPOB AN KavyecTBa NPOAYKLMN.
MNomelleHns
O6wme TpeboBaHus

47. (3.1) MNpwn ycnosun cobntogeHns BCeX Mep Mo 3aluMTe NPOM3BOACTBA OKpyXKalollasi cpefa NoMeLLeHun
OOMKHa NPeACTaBNSATb MMHUMASIbHbIA PUCK KOHTaMUHaLMM MaTepraroB Uin NpOoayKUUN.

48. (3.2) 3kcnnyaTtauums, NpoBeeHNE TEXHMYECKOro OBCMNY>KMBaHMA M PEMOHTA MOMELLEHUN HEe LOMKHbI
oKasblBaTb OTPULATENBHOrO BMUSIHUSA Ha KayeCcTBO Mpoaykuun. YOopka u Oe3vHpeKUnss NOMELLEHNA LOMMKHbI
NpPOBOANTLCHA B COOTBETCTBUM C MOAPOOHLIMU MHCTPYKUMUSIMU, YTBEPXKOEHHLIMU MPOU3BOAUTENEM.

49. (3.3) OcBelueHune, TemnepaTtypa, BNaXHOCTb U BEHTUNAUMSA OOMKHbI COOTBETCTBOBAaTb Ha3HAYEHMIO
NMOMELLEHNS U He OKasblBaTb MPSMOrO WM KOCBEHHOrO HeGnaronpuUATHOrO BO3OEWCTBUS Ha JEKAPCTBEHHbIE
cpeactBa BO BpeMsl WX MNPOM3BOACTBA W XpaHeHWs,, a Takke Ha Haanexawee QYHKUUOHUPOBaHME
obopynoBaHusi.

50. (3.4) lNpu NpoekTUpoBaHMM W IKCMyaTauuum MOMELLUEeHUA [OorbkHa ObiTb obecneyeHa 3awmta OT
NMPOHUKHOBEHWUS B HUX HACEKOMbIX UMW XUBOTHbIX.

51. (3.5) B nomelleHus He gonyckalwTcs nvua, He MMetome npasa JocTyna B HUX. [1pOM3BOACTBEHHbIE
30HbI, CKMafcKMe 30Hbl M 30Hbl KOHTPONSl KadecTBa He AOSMKHbI MCMONb30BaTbCs AN CKBO3HOrO npoxoaa
nepcoHana, He paboTaloLLEro B HUX.

lNpounsBogcTeeHHas 30Ha

52. (3.6) Ang MMHMMM3aumMM pucka AN 300pOBbSA NtoAen BCNeACTBUE MEPEKPECTHON KOHTaMUHALMK Npu
NPOM3BOACTBE HEKOTOPbLIX JIEKAPCTBEHHbIX NPenapaToB, TAakUX Kak CEHCUbUnuanpyoLlme BellecTsa (Hanpumep,
NEHNUMNNNHBI) MM BMonorMdeckne rnekapcTBeHHble npenapatbl (Hanpumep, M3 XUBbIX MUKPOOPraHM3MOB),
HeobxoAMMO MpegycMoTpeTb crneuunansHO npegHasHayveHHble u 06ocobneHHble nomelleHnsi, obopygoBaHue u
cpencTea ux obcnyxmnBanns. B ogHUX 1 Tex e NoMeLLeHUsIX He AonyckaeTcsi MPOU3BOACTBO OTAENbHbLIX BUAOB
aHTUONOTUKOB, ONpedeneHHbIX TFOPMOHOB, LIMTOTOKCMHOB, BbICOKO aKTUBHbLIX JEKApPCTBEHHbIX CPeacTB W
NPOAYKUUN, HE SBMSIOLLENCA NIEKapCTBEHHBIMU CpeacTBaMu. B MCKMOUMTENBHBIX CriyyYasix MPOM3BOACTBO TaKMX
NEKapCTBEHHbIX CpPeacTB AOMYCKaeTCsi B OAHMX MOMELLEHMAX Mpu pasfeneHuMuM LMKITOB MNPOM3BOACTBA MO
BPEMEHU C cobnogeHmeM crneumanbHbIX Mep NPeaoCTOPOXHOCTM U NPOBEAEHMEM HEODXoAMMON Banugaumn.

53. 3anpelliaeTca NPOU3BOACTBO A0B TEXHUYECKOro HasHadeHus, Takux Kak nectuumabl U repbuumnasl, B
NOMELLEHUSIX, UCMOSb3YeMbIX Asl IPOU3BOACTBA JEKapCTBEHHBIX CPEACTB.

54. (3.7) MNnNaHMpPOBOYHbIE peLLUeHMs MOMELLEHUA OOMKHbl obecneynmBaTb BbINOMHEHME TpeboBaHWUA K
YPOBHIO YUCTOThbl U, MPU HaNUYMM BO3MOXHOCTU, OOSMKHbI COOTBETCTBOBATbL fOrMYECKON MocneaoBaTenbHOCTH
NPOW3BOACTBEHHbIX OnepaLmn.

55. (3.8) MNMnaHnpoBOYHbIE peLleHns NPOU3BOACTBEHHbLIX 30H M BHYTPUMNPON3BOACTBEHHBLIX 30H XpaHEHWUs
OomkHbl obecneunBaTb NocnegoBaTernbHOE N NOrMYHOe pasMelleHne obopyaoBaHUA U MaTepuanos, ceogsilee
K MUHUMYMY PUCK NepenyTbiBaHNS pasfMyHbIX eKapCTBEHHbIX CPeACTB UMM X KOMMOHEHTOB, obecneymBatoLLee
OTCYTCTBME MEPEKPECTHOM KOHTaMMHauMM W cBoAsllee K MWHUMYMY PWUCK MpOMycka WnvM HenpaBUibHOro
ocyLLecTBeHus nboro atana npy NPOU3BOACTBE UMW KOHTpOre.

56. (3.9) B nomelleHUsX, B KOTOPbIX WCXOAHOE Cbipbe U MEepBUYHbIE YMNAKOBOYHbIE MaTepuansl,
NpoMexyTodHas wunn HepacdacoBaHHas MpPoOyKUUS MOABEPXKEHbI BMAUSHWIO MPOU3BOACTBEHHOW cpefbl,
BHYTPEHHME NOBEPXHOCTMU (CTEHbI, NOSbl U NOTOMKMN) AOMKHbI OblTh rMagkumu, 6e3 wenen n TpewmH Ha CTbIKax,
He OOMKHbl BblAensaTb YacTul, a Takke AOIDKHbl flerko U apdeKkTMBHO ouMaTbCa M NpyM HeobXoaMMOCTH
hes3nHpuumMpoBaThCs.

57. (3.10) TpybonpoBoabl, OCBETUTENbHbLIE MPUOOPLI, BEHTUMSLUMOHHbIE YCTAHOBKM U ApYyrMe CUCTEMbI
o6cnyXnBaHUs LOMKHbI BbITb CMPOEKTUPOBAHbLI K PACNONOXeHbI TakMM 06pa3om, YToObl He Gbino yrny6neHun,
3aTPYAHSOWMX X OYMCTKY. Mpy HanM4YMM BO3MOXHOCTW OOCTYN K HAM ANnst o6CrnyXmBaHUs OOMmKeH ObiTb N3BHE
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Npon3BOACTBEHHbIX 30H.

58. (3.11) ToukM NOOKMIOYEHMSA K KAHANMU3ALMOHHBIM CTOKaM [OJMKHbI OblTb COOTBETCTBYIOLLMX Pa3MepPOB U
obopynoBaHbl yCTpoONCTBaMK ANs NpeaoTBpalleHus obpaTHoro notoka. [pu HanmmumMmM BO3MOXHOCTW crnefyet
nsberatb OTKPbITbIX CAMBHbIX enoboB. Ho ecnu cyliecTtByeT HEOOXOAMMOCTb MX MCNOMNBb30BaHNS, OHWU OOJIKHbI
ObITb HernybokMMu aAnsa obnerdyeHns OUNCTKN N Ae3MHAEKLNN.

59. (3.12) B npon3BOACTBEHHbIX 30HAX [OIMKHA WUCNONb30BaTbCHA APEKTMBHAA CUCTEMA BEHTUNALUWK,
umerowas cpeactea Ans KOHTPONSA NapameTpoB Bo3gyxa (BKMYas TemnepaTtypy W, rge Heobxoammo,
BMaXHOCTb U unbTpauuio) B 3aBUCMMOCTM OT BblNyCKaeMoW MpOAYKUMW, BbINOMHAEMbIX Onepauun u
OKpyXXatoLlen cpeapl.

60. (3.13) BsBewwuBaHMe UCXOOHOrO Cblpbsl, Kak MpaBUNO, OCYLLECTBMASETCA B  OTAENbHOM,
npegHa3Ha4YeHHOM AN 3TOro MOMELLEHUN.

61. (3.14) B Tex cnyyasix, korga npoucxoaut obpasoBaHue nbinu (Hanpumep, BO Bpems oTbopa npob,
B3BELUMBAHUSA, CMELUMBaHWS, MNPOU3BOLCTBEHHbIX OMnepauui, YNakoBKM CyxXOW MPOAYKUMM), OOIKHbI ObiTb
NPUHATBLI cneumanbHble Mepbl MPeJoCTOPOXHOCTU B Lensx npeaynpexxaeHns nepekpecTHoOn KOHTaMuHauum u
obnerdyeHns OUYNCTKM.

62. (3.15) [llomeweHus Ona ynakoBKM JIEKAPCTBEHHbIX CPeACTB  AO/MKHbl  ObiTb  cneumanbHO
CNPOEKTUPOBaHblI MU pPacnofioXeHbl Takum obpadom, 4TOObl usbexaTb MepenyTbiBaHUS WNU nepeKkpecTHoW
KOHTamMuHaLuuu.

63. (3.16) [lNponsBoaCTBEHHbIE 30HbI OOIMDKHbI OblTb XOPOLIO OCBELUEHbl, OCOGEHHO B MecTax, rge
nposoauTca MOCTOSIHHBbIN BVI3yaJ'IbeII7I KOHTPOIb.

64. (3.17) KoHTponb B npouecce Npou3BoACTBa MOXHO NPOBOAUTL B NPOU3BOLACTBEHHOW 30HE, €CMNN 3TO He
CO37aeT pucka anisi TEXHONOrM4Yeckoro npotecca.

Cknapckue 30Hbl

65. (3.18) Cknagckme 30Hbl AOMKHbI UMETb BMECTUMOCTb, JOCTATOUHYIO AN YNOPSAOYEHHOro XpaHeHus
pasnuYHbIX KaTeropuMm maTtepuanoB W MNPOAYKLUUWN: MWCXOAHOTO Chipbsi U YNAKOBOYHbLIX MaTepuarnos,
NMPOMEXYTOYHOW, HepaccacoBaHHOW M FOTOBOW MPOAYKUWMW, a Takke NPOAYKLUUWN, HaxXOOsLENCs B KapaHTUHE,
NpoaYKUNK, pa3peLleHHON AN BbiNyCKa, OTKIOHEHHOW, BO3BPALLEHHOW MM OTO3BaHHOMN.

66. (3.19) MMpu nNpoekTUpOBaHWM W OCHALLEHUN CKNAACKUX 30H HeobxoaMMo npegycmatpuBathb
Haanexawme ycnoBuss XxpaHeHusi. CKNaackue 30Hbl LOIDKHbI ObITb YMCTBIMM U CyXMMM, B HUX [JOMKHa
nogaepxuBatbcs Tpebyemasi TemnepaTtypa. Ecnn TpebyroTca cneumanbHble YCNoBUS XpaHeHust (Hanpumep,
TemnepaTypa, BNaXHOCTb), TO Heobxoanmo obecneyvmBaTth U MPOBEPATb TaKMe YCIOBUS, a TaKKe OCYLLECTBNATb
NX MOHUTOPWHT.

67. (3.20) B mectax npuemKM U OTrpy3kM [orkHa ObiTb obecrneyeHa 3awjuta WCXOLHOMO CbIpbS,
YMaKOBOYHbIX MaTepuarnoB U NPOAYKLMU OT BO3AEWCTBUSI MOrOAHbIX YCIOBWMW. 30HbI NPUEMKU AOIMKHbI ObITb
CMpPOEKTUPOBaHbl U 000pydoBaHbl Takum 06pa3oM, 4TOObl Tapy C MNOCTYMawWMMU UCXOLHbIM CbIPbEM W
YMaKoBOYHbIMU MaTepmanamm MOXHo ObINo ouunLlaTh Nepes cknagupoBaHMeM.

68. (3.21) Ecnu pexum kapaHTuHa obecnednBaeTcsi XpaHEHMEM MPOAYKUUWN B pasferibHbIX 30HaX, TO 3Tu
30Hbl JOMKHbI OblITb 4YeTKO 0003Ha4yeHbl, @ [AOCTyNn B HUX paspelleH TOMbKO MepcoHany, WMelLemy
cooTBeTCTBylOWME MonHomoumns. Jliobas pgpyras cuctema, 3ameHsiiowas (U3MYeCKUn KapaHTWH, OOJDKHA
obecneyunBaTb 9KBMBaNeHTHyt0 6€30MacHOCTb.

69. (3.22) OT60p NPOO UCXOLHOrO ChipbA U MEPBUYHBLIX YNAKOBOYHbIX MaTtepuanos, Kak NpaBumnio, cnegyet
BbINOMHATE B oTAeNbHON 3oHe. OT6op nNpoO, ocylecTBRAseMbIi B 30HE XPaHEHUS, LOIDKEH MPOBOAMTHLCS TaKUM
obpasom, 4TOObI NPeAOTBPaTUTE KOHTAMWHALMIO U NEPEKPECTHYIO KOHTaMMHALMIO.

70. (3.23) [Ona xpaHeHuss 3abpakoBaHHbLIX, OTO3BaHHbLIX WM BO3BPALLUEHHbIX WCXOOHOMO CbIpbS,
YMaKOBOYHbIX MaTepuanos Unu NPoAyKUMN SOIMKHbI ObITb NPeayCMOTPEHbI N30STIMPOBAHHbIE 30HbI.
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71. (3.24) BbICOKO aKTMBHble BeLEecTBa W JieKapCTBEHHble CPEACTBA, B OTHOLUEHMM KOTOPbIX
HOPMaTUBHbIMU MPaBOBbIMAN akTaMu Poccuinckon dJe.qepame YCTaHOBJIEHbI cneunarbHble YCIoBUA XpaHeHud,
OOJDKHbI XPaHUTLCA B ©e3onacHbIX 1 3aluleHHbIX 30HaxX.

72. (3.25) JomkHo ObITb obBecnedyeHo ©e3oMacHOE W HaAeXHOEe XpaHEHUEe MevyaTHbIX YMNaKOBOYHbIX
MaTepuarnoB, TaK Kak OHW CYMTAIOTCA KpUTUYECKUMU Ans obecneyeHns COOTBETCTBUS NeKapCTBEHHOro cpeacTea
yCTaHOBMEHHbIM TpeboBaHNAM.

30HbI KOHTPONA Ka4ecTBa

73. (3.26) JlabopaTopumn KOHTpONsi KayecTBa OOSKHbI ObiTb OTAEMNEHbl OT MPOM3BOACTBEHHbLIX 30H. OTO
0COOEHHO BaXxHO [AOnsi nabopaTopuii MO KOHTPOMNKO OMOMNOrMYecknx U MUKPOOMONOrMYECKUX JNEKapCTBEHHbIX
CPEACTB M pagMon30TONOB, KOTOPbIE TaKkKe AOMKHbI ObITb OTAENEHbI ApYr OT Apyra.

74. (3.27) KoHTponbHble nabopatopuy [OIMKHbI ObiTb CNPOEKTUPOBaHblI TakMM 00pa3oM, 4TOObl OHM
cooTBeTCcTBOBanu TpeboBaHMAM K BbIMNOMHAEMbIM B HMX pabotam. [Mnowags nabopatopuit gomkHa ObiTb
OOCTaTOYHOW AN UCKIMIOYEHMS MepenyTbiBaHUS W MEpPEeKPeCcTHOW KOHTaMuHauuv, a Takke Ans XpaHeHus
o6pasuoB 1 3anucen.

75. (3.28) Onsa 4yBCTBMTENBHBIX MPUOOPOB, HyXAAKLIMXCA B 3alimMTe OT BUOpaLuMKU, 3NeKTpoMarHUTHbIX
nonen, BNaXXHOCTWN BO34yxa W APYrMxX YCNOBUNA, AOMKHbI ObiTb NPeayCMOTPEHbI OTAENBbHBIE KOMHATHI.

76. (3.29) Ecnu HopmaTrBHBIMKU NpaBoBbIMU akTamu Poccuinckon deaepaumm ycTaHoBMNEHbI cneunanbHble
TpeboBaHus Kk nabopaTtopusiM, B KOTOPbIX NPOBOASATCS paboTbl CO cneumMduyeckMMmn BellecTBaMn, Hanpumep,
©O1OonorMyeckMMn NN pagnoakTUBHLIMKM MaTepuanamMmm, Takne TpedoBaHNs A0MKHbI cobnoaaThes.

BcnomoraTtenbHble 30HbI

77. (3.30) KomHaTtbl oTAbIXa U npyema Num OOIMKHbI ObITb OTAENEHbI OT APYrUX 30H.

78. (3.31) MNomelleHnsa anga nepeogeBaHus, TyaneTbl U AyLeBble KaOUHbI 4OIMKHBI UIMETb YAOOHbIA JOCTY;
MX NITaHMPOBKA W pas3mepbl AOSMKHbI COOTBETCTBOBATb YMCMEHHOCTM NepcoHana. He pgonyckaetcs, 4Tobbl
TyaneTtbl HENOCPEACTBEHHO COOOLLANMCh C NPOU3BOACTBEHHBIMU UNN CKNNAACKUMU 30HaAMMU.

79. (3.32) MacTepckue nNpy HanU4Mm BO3MOXHOCTU OOSMKHBI ObITb OTAENEHbI OT MPOU3BOACTBEHHbLIX 30H. B
crlyyae ecnv XpaHeHue 3anacHbIX YacTeh M UHCTPYMEHTOB OCYLLECTBMSETCH B MPOU3BOACTBEHHOW 30HE, OHU
OOJDKHBI cCoaepKaTbCsl B NMPEAYCMOTPEHHbIX OS5 3TOro KOMHaTax Unm 3anmparoLLnxcs slimKax.

80. (3.33) BuBapuu OomkHbl ObiTb M30MMPOBaHbI OT APYrMX 30H, UMETb OTAenbHbI BXOA (4OCTyn K
)KMBOTHbLIM) U OTAENbHbIE CUCTEMbI BO3AYXONOAFOTOBKM.

O6opynoBaHue

81. (3.34) KoHCTpyKuMsi, MOHTaXK M MOPSAOK TEXHUYECKOro OBCnyXMBaHWUS NPOU3BOACTBEHHOMO
o6opynoBaHMsA J0MKHbI COOTBETCTBOBATL €0 Ha3HaYeHMIO.

82. (3.35) PaboTbl N0 PEMOHTY U TeXHU4eckoMy o6CnyXmBaHUO 0OOPYyAOBaHWUS HE LOMKHbI OKa3blBaTb
oTpuuaTesnibHOro BIiMAHNA Ha Ka4eCTBO NpoayKunn.

83. (3.36) KoHCTpyKUuMa Npon3BoACTBEHHOrO 000pyAOBaHUS AOMKHA OblTb Takow, YTOObl ero MOXHO ObINo
nerko u TwarenbHo oynwaTte. O4McTKy HeobxoanmMo NPOBOANTL B COOTBETCTBUM C MOAPOBHLIMU MHCTPYKUMAMMU,
YTBEPXXAEHHbIMU NponsBoguTenem. O6opygoBaHMe OOMKHO COAEPKATLCSA TONbKO B YUCTOM M CYyXOM COCTOSHUM.

84. (3.37) luBeHTapb n cpefcTBa Anst yOOpKM U OYUCTKM HE AOMKHbI OblTb UCTOYHUKAMUN KOHTaMUHALNUN.

85. (3.38) OG6opygoBaHMe [OMKHO ObITb YCTAHOBMEHO TakMm ob6pa3om, 4TOoObl He JomnyckaTb
BO3HMKHOBEHWE Kakoro-nnobo pucka OLINBOK Unu KOHTaM1Hauuto.

86. (3.39) TexHonornyeckoe obopyaoBaHWE HE OOMKHO BMWUATH HA Ka4eCTBO MPOAYKUWUM U NPeACTaBNsATb

www.consultant.ru Crpanvua 18 ns 207
HafeXHasa npaBoBas noaaepXxka


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpukas MuHnpomTopra Poccumn ot 14.06.2013 N 916

(pen. ot 18.12.2015) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBepxaeHun MpaBun Haanexallen Npon3BoACTBEHHOM lata coxpaHeHus: 24.08.2020
n...

OMacHOCTb ANs Mpoaykuun. Yactu TexHomnornyeckoro obopyaoBaHWsi, KOHTaKTUpylLMe C MpOAyKUMEN, He
OOMKHbI BCTYNaTb C HEl B XMMWUYECKYID peakuuio, BblaensaTb unu abcopbupoBaTh BelllecTBa, OKasbiBatollne
BMMSIHWE Ha Ka4eCTBO NPOAYKLMM.

87. (3.40) ToyHOCTb M pabounii Anana3oH BECOB M APYrMX CPeacTB M3MEPEHUN AOMMKHbI COOTBETCTBOBATL
NPON3BOACTBEHHBIM 1 KOHTPOSbHbLIM ONepaunsiM, B KOTOPbIX OHU UCMOSb3YHOTCS.

88. (3.41) KannubpoBska 1 noBepka BECOB U OPYr1MX CPEACTB U3MEPEHUI, PErMCTPUPYIOLLMX U KOHTPOIbHBIX
NpubopoB [OOMKHbI MPOBOAMTLCS C  OMNPEAeNieHHON MNepuoAMYHOCTbIO  COOTBETCTBYIOLWMMKU  MEeTodaMu.
PesynbTaTbl KanMOPOBKM 1 NMOBEPKN OOMKHbI ObITh JOKYMEHTarNbHO 0GhOpMIIEHbI U NOANEeXaT XpaHEHUIO.

89. (3.42) CraumoHapHble TpybonpoBoabl OOMKHbI UMETb MAPKMPOBKY C yKazaHUeM NPOXOLALUUX N0 HUM
BELLECTB U, ecnu TpebyeTcs, HanpaBneHns noToka.

90. (3.43) TpybonpoBoabl AnNs BOAbl OYMLEHHOW, BOAbI AONS WHBEKUMN (OUCTUINNIMPOBAHHOM,
OENOHU3MpPOBaHHOMW) W npu HeobxogumocTn Tpybonposoabl ANS Apyro BoAdbl AOMXKHbl MOABEpraTbes
caHuTapHo obpaboTke B COOTBETCTBMM C WHCTPYKUUSIMU, YTBEPXXAEHHbIMW MPOU3BOAUTENEM, B KOTOPbIX
ykasaHbl npegenbl MUKPOOHOW KOHTaMUHaLUK U Mepbl, MPUHUMAaeEMbIe B Cry4ae UX NPeBbILLEHNS.

91. (3.44) HewucnpaBHoe 00oOpyaoBaHWE LOMKHO ObiTb yAaneHO M3 MPOU3BOACTBEHHOW 30HbI U 30HbI
KOHTPOIA KayecTBa Unmn no KpanHem Mepe YeTKO MapkKMpoBaHO Kak HencnpasHOe.

OOKYMEHTALUWA (TTIABA 4)
MpuHumMn

92. [JokyMeHTaUMUsl COCTaBnseT HEOTbeMITEMYHO YacTb (papMaLleBTUHECKON CUCTEMbI Ka4ecTBa U SBMSieTCs
KMOYeBbIM 371EMEHTOM OpraHM3aumMM MpPoOM3BOACTBA WM KOHTPONS KavecTBa NPOAYKUMW B COOTBETCTBUM C
HacTtoswmmu [MpaBunamu. B cucteme ynpaeneHus kavyecTBOM MPOM3BOOUTENs YETKO YCTaHaBMMBAOTCS
pasnuyHble BWAbl WCMNOMb3YEMOW [OOKYMEHTaUMM W HocuTenen uHdopmauun. [JokyMeHTaumss MoxeT
CyLLECTBOBaTb B pPasfuyHbIX popmax, B TOM Yucre Ha ByMakHOM, SNEKTPOHHOM WM MHOM HocuTene. 'naBHoN
Lenblo NPUMEHSIEMOM CUCTEMbI AOKYMEHTaL N ABRSeTCS Co3aaHue, ynpaBneHne, KOHTPOSb U perncTpauust Bcen
OEesaTenbHOCTU, KoTopasi MOXET HEeNoCPedCTBEHHO WM OMoCpefoBaHHO BNUSITb Ha BCE acnekTbl KayecTsa
nekapcTBeHHbIX cpeacTB. CucteMa ynpaBneHusi Ka4eCTBOM COAEPXKMT [4OCTAaTOYHO MOAPOOHbIe ykasaHwust Onis
obecneyeHns Hagnexallero OOKYMeHTarlbHOro ocopMIeHNst pasnuYHbLIX MPOLECCOB M OLUEHKU KaKMX-NMBo
HabnogeHnin. OTU ykasaHus HanpaeneHbl Ha obllee MoHUMMaHue TpebGoBaHWA C LENbl AEMOHCTPaLUU KX
cobntoaeHus.

93. CyLlecTBYIOT ABa OCHOBHbLIX BMAA OOKYMEHTaLUMK: NS BbINONHeHUs TpeboBaHuii HacTosLwmx Mpaswun,
TO eCcTb pernameHTupyoLwas OOKYMeHTauus, M Ans perncrpauum nx cobntogeHusl, To ecTb perncrTpupyoLlas
OokymeHTaumsl. [NpousBoauTenb obecnedvMBaeT HaAfexallee COCTaBfeHWe YKa3aHHOW [OKyMeHTauuu B
3aBMCMMOCTM OT ee Buaa.

94. MNpousBoanTenb OCYLLECTBMSET KOHTPONb AN obecnedeHnss TOYHOCTU, LEeNOCTHOCTM, AOCTYNHOCTU U
OOHO3HAYHOCTUN AOKYMEHTOB. PernameHTupyroLme OKYMEHTbI JOJKHbI ObiTb AOCTYMNHBLI, TO €CTb 3anucaHbl Unm
3adpmKcMpoBaHbl HBEIM CNOCOBOM Ha TakUX HOCUTENAX MHGOPMALIMK, OAaHHbIE C KOTOPbLIX MOTYT ObITb NOMyYeHbl B
ynTaemon opme, U He JOMKHbI CoaepKaTb OLUMBOK.

Buabl AoOKyMeHTOB

95. OcHOBHOE AoCbe MPOU3BOACTBEHHONM NIMOLLAAKM NpeacTaBnsieT coOoN AOKYMEHT, B KOTOPOM OnucaHa
opraHM3aums NPOU3BOACTBA U KOHTPOSS KayecTBa NEKApCTBEHHbLIX CPeACTB B COOTBETCTBUM C TpeboBaHUsIMU
HacTosLux Mpasun.

96. [locbe Ha ceputo NpeacTaBnsieT cobon JOKYMEHT, OTpaxaroLLmii NpoLecc Npomn3BOACTBa KaXaon cepum
NPOAYKUUW, B TOM YUCIEe BblAady paspeLleHnst Ha ee BbiMycK, 1 Bce (aKkTopbl, BIMSIOLWMNE HA KA4YECTBO FOTOBOM
NpoayKLMHN.

97. PernameHTupytoLlas 4OKYMEHTaUus BKoYaeT B cebs criegytowime Buabl JOKYMEHTOB:
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cneumduKaumn - OOKyMeHTbI, coaepkaliue noapobHele TpeboBaHUs, KOTOPbLIM AOIMKHLI COOTBETCTBOBATL
MCXOOHOE CbIpbe, YNaKoBO4YHble MaTepuansl W MPOAYKUMS, WCMOMb3YOLWMNEeCs UNuW nonyvyaemble npu
npoussoacTee. OHU ABNAIOTCA OCHOBOW AN OLIEHKW Ka4yeCcTBa NekapCTBEHHbIX CPEACTB;

NMPOMBILLMEHHbIV PernameHT, TEXHONOrMYeCcKne NHCTPYKLUK, BKIKOYAs MHCTPYKLUMU NO YNakoBKe, METOAMNKM
NCMbITAHWN - JOKYMEHTbI, COAepXalume noapobHyo nHdopmaumio 060 BCEM MCMONb3YyEMOM UCXOOHOM Cbipbe,
obopyaoBaHUM UM KOMMbLIOTEPU3MPOBAHHbBIX cucTemax (MpU KX Hanuyium), a Takke BCE WHCTPYKLUKW MO
OCYLLECTBMEHNIO TEXHOMOIMYECKMX MNPOLEeCccoB, ynakoBke, oTbopy npob® u nposedeHuto wucnbiTaHun. e
NPUMEHUMO, AOMKHbl ObITb yKasaHbl BCE TOYKM KOHTPONSA B MpoLecce Npov3BOACTBA, a Takke MCMoNb3yeMble
NPOLLEeCCHO-aHanUTUYeCcKne TEXHONOMMN BMeCTe C KpUTEPUAMU NPUEMIIEMOCTH;

npouenypbl (Takke MOryT HasbiBaTbCA UHCTPYKUMSIMU U CTaHOAPTHBIMWU OnepauvoHHbIMI NpoLeaypamMm
(banee - COIM)) - gOKyMeHTbI, coaepKallme ykazaHus no BbIMOMHEHWIO ONpeaeneHHbIX onepauui;

NMPOTOKOSbI (NnaHbl) - AOKYMEHTbI, CoAepXallue yKazaHus Mo MPOBEAEHUI0 M PerncTpaumm OTAENbHbIX
onepauuit (HanpumMep, NPOTOKOS BanuaaLmmn, OCHOBHONM MnaH Banvaauum);

O0roBopbl - cornawieHusa, 3aKkrni4eHHble MeXay 3aka34dnkaMu U UCNONMHUTENAMU OTHOCUTEITBHO pa60T,
KOTOpPbl€ BbIMOJTHAKTCA CTOPOHHUMW OpraHn3aumnamMmn (ayTCODCI/IHr).

98. Perunctpupytowasi gokymeHTauusa (3anmcm u (Mnv) OTyeThbl) BKMovaeT B cebs cnepywuwme Buabl
OOKYMEHTOB:

3anMcyM - [JOKYMEHTbI, (UKCMPYIOLLME BLIMOSIHEHWE pPas3fnu4YHbIX OEWCTBUA AN [AoKasaTenbcTBa
COOTBETCTBUA WHCTPYKUMAM, Hanpumep, MeponpusiTUiA, NPOUCLLECTBUKN, paccrnenoBaHnn. B oTHOWwEHMM cepun
3anMcy OOMKHbI coaepXKaTb MCTOPUIO KaxKOOW cepuy MpogyKumy, BKNoYasd ee peanu3aumio. 3anucu cogepxat
nucxogHble AaHHble, ucnomnb3dyemble Ans opMmpoBaHMsa Opyrnx 3anucen. B cnyyae ecnu 3anucu BegyTcs B
3NEKTPOHHON hOpMe, NONb30BaTENM NPOrPaMMHOI0 0becrneyeHmnsl, Ha KOTOPbIX BO3MOXeHa OTBETCTBEHHOCTL 3a
BELlEHWNE TaKMX 3anncem, JOIMKHbI ONpeaensTh, KakMe aHHble He0OX0OUMO NCMONb30BaTh B KAYECTBE NCXOOHbIX.
B kayectBe MCXOOHBIX OOIMKHBI ObITb OTPaXKeHbl, MO KpamHen Mepe, BCe AaHHble, Ha KOTOPbLIX OCHOBbLIBAKOTCS
peLleHns MO KayecTBy;

OOKYMeHTbl, MoATBepXAalolmne KadecTBO (nacnopTa, aHanuTU4eckue INUCTKW, U WHble aHanorMyHble
OOKYMEHTBI), - JOKYMEHTbI, COAEpXKaLLMe pe3toMe pe3ynbTaToB UCMbITaHMI 00pa3LoB NPOaYKUUN UMK NCXOOHOTO
CbIpbsl U YNAKOBOYHbIX MaTepMarnoB BMECTE C OLEHKOW COOTBETCTBMS YCTAHOBIEHHONM cneuundukaumm. B cnyyae
€cnM Mpu MNPOM3BOACTBE CEPUMU UCMONb3YETCA MNpoueccHo-aHanuTnyeckas TtexHonorms (MAT), To oueHka
COOTBETCTBUS cepun TpeboBaHUAM PErMcTpaLMoHHOrO JOCbe MOXET ObiTb OCHOBaHa (LENMKOM WU YaCTU4YHO)
Ha aHanuM3e AaHHbIX, NapaMeTpoOB U pe3yNbTaToB, MOMYYEHHbIX B peanbHOM BpeMeHu (pestome n oTyeTbl 00
OTKINOHEHUSAX);

OTYeTbl - [JOKYMEHTbl, COMPOBOXAAOLIME BbIMNONIHEHNE KOHKPETHbIX 3aJaHuil, MNPOEKTOB U
paccrnefoBaHuii U oTpaxkatoLme pesynbTaThbl, BbIBOAbI U PEKOMEHAALMN.

MNogroToBka n KOHTPOI1b AOKYMEHTaL NN

99. (4.1) lMNpomsBognTens JOmMKeH pa3paboTaTb BCe BMObl AOKYMEHTOB U obecneunTb MX COOMoaeHue.
TpeboBaHMA NPUMEHSIIOTCS B paBHOMW Mepe KO BCEM Tunam HocuTenen uHdgpopmaumm. KomnnekcHast cuctema
JOIMKHa ObITb MOHATHOW, Hagnexawmum obpa3om [OoKyMeHTanbHO OGOPMMEHHONW W BanMAMPOBAHHOW, N B
OTHOLUEHUWN Hee JOIMKeH BblTb YCTaHOBMNEH A4OCTaTOYHbIN KOHTPOMb. HekoTopble AOKYMEHTbI (MHCTPYKUMK U (M)
3anmcy) MoryT ObiTb CMeLLaHHbIMK Mo YOpMe, TO eCTb YacTb LOKYMEHTa MOXET CyLLEeCTBOBaTb B 3/IEKTPOHHOM
BMAE, a gpyrasi YacTb - Ha ByMakHOM HocuTene. B3aumMocBsian 1 Mepbl MO KOHTPOSO B OTHOLUEHUW OPUrMHANoB
OOKYMEHTOB, YYETHbIX KOMWIA, 06paboTKM JaHHBIX U 3anucen AoMKHbI ObiTb YETKO U3MOXKEHBI KakK 419 CMeLLaHHbIX
no ¢popme, Tak U Anst OAHOPOAHbLIX NO hopMe CUCTEM AOKYMEHTaUUKU. YYeT KONUM OCYLLECTBISETCA B nopsigke,
onpegensiemomM npoussoguTenemM. [ormkHbl OblTb BHEOPEHbI COOTBETCTBYHOLUME KOHTPOSIbHLIE MEPONPUATUS B
OTHOLLEHUN 3NEKTPOHHbIX AOKYMEHTOB, TaKMX Kak LWabMnoHbl, OpMbl U MEPBUYHbIE OOKYMEHTbI. [JOrmKHbI
NPOBOANTLCH COOTBETCTBYIOLLME KOHTPOSbHbIE MeponpusaTus ans obecrneyeHust LEenocTHOCTU 3anucen B
TeYeHne CpoKa XpaHeHus.

100. (4.2) JomxkeH ObITb yCTaHOBMEH NOpsaoK pa3paboTkn, 0hopMneHmns, Bblgauun, U3bATUs JOKYMEHTOB U
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BHECEHMWS B HUX U3MEHEHUN. ,D,OKyMeHTbI OOJKHblI COOTBETCTBOBATb TpeGOBaHMFIM perncTtpaumoHHoro aocke, a
TakKke [OOKyMeHTaM, nogaBaemMbiM AOndA norfydyeHua nuueH3nn Ha nNpoun3BoACTBO J1eKapCTBEHHbIX CpencTB.
Bocnpomsae,qume opUrnHanbHbIX OOKYMEHTOB C LeJlbio NnoJlydeHUAa YYeTHbIX KOMUIN HEe OO0JIKHO npmBoaAnTb K
BO3HMKHOBEHUIO KaKMUX-NMOO oLLumMbok npn KonnpoBaHUN.

101. (4.3) PernameHTupyoLme OOKYMEHTHI YTBEPXKOAOTCA M NOANMCHIBAIOTCA NMULUAMKU, UMEKOLWMMN NpaBo
noanucuy, ¢ ykasannem gatbl. CogepxaHne JOKYMEHTOB AOMKHO ObiTb OAHO3HaYHbIM. [JOKyMEeHTbl AOIMKHbI UMETb
YHUKanNbHY ngeHtudmkaumio. Heobxogumo yctaHaBnmBaTb CPOK AENCTBUS JOKYMEHTOB.

102. (4.4) PernameHTupylolWMe OOKYMEHTbl OOSDKHbI MMETb FMOTMUYHYK CTPYKTYpy, obecneyvBaroLlyto
NpoCTOTY WX npoBepkn. CTunb MW3NOXEHWs [OKYMEHTOB [OOfKEeH COOTBETCTBOBaTb WX npeanonaraemMomy
NCMONb30BaHMIO.

103. (4.5) [JokymeHTbl AOIMDKHbI PErynspHo nepecMaTpyBaTbCA W aKTyanuMaupoBaTtbcs, Heobxoaumo
NCKIMIOYNTb NCMOSb30BaHNe yCTapeBLUNX BEPCUN.

104. (4.6) [okymeHTbl He pekomeHayeTcs OdOPMNATL B pyKonucHom Buae. Ecnn B gokymeHTe
npeaycMOTPEHO PYKOMUCHOE BHECEHUE AaHHbIX, TO A 3TOro A0JMKHO ObiTb JOCTATOYHO MecTa.

I'Ipanma Hagnexawero JOKyMeHTallbHOro OCbOpMJ'IeHVIFI

105. (4.7) BHeceHne pyKOMMUCHbLIX AaHHbIX AOMKHO BbIMOMHATLCA YeTKOo, pa3bopumBo M Takum obpasom,
4YTOObI BHECEHHbIE JaHHblE Hemnb3s BbINo yaanuTb.

106. (4.8) 3anvcu cnegyeT BECTU NP BbIMOSIHEHWMU KaXXAOro AENCTBMSA U Takum 06pa3oM, YToObl MOXHO
ObINI0 NpocneuTb BCHO 3HAYMMYHO OEeATENbHOCTb, KacatoLLytocs MPOM3BOACTBA JIEKapCTBEHHbIX CPeacTB.

107. (4.9) Noboe n3ameHeHne, BHOCMMOE B OKYMEHT, NOANUCLIBAETCs U Aatnpyetcs. NameHeHne OOMmKHO
AaBaTb BO3MOXHOCTb MPOYMTEHUS MNepBOHavanbHoOW WHdopmauuu. 'ae npuMeHnMo, JormkHa ObiTb ykasaHa
NpUYnHa N3MEHeHNs.

XpaHeHue JOKYMEHTOB

108. (4.10) HeobxoguMmMo 4YeTko ONpPedenuTb, KakMe 3anucu OTHOCATCA K  KOHKpeTHOMY  BuAY
NPON3BOACTBEHHOW AEATENBHOCTU U rAe OHU HaxogaTcs. HeobxoamMmo npeaycMoTpeTb Mepbl KOHTPOSA, KOTOPbIE
obecneunBaloT LENOCTHOCTb 3anmMcell Ha MPOTSPKEHUM BCEro Cpoka ux xpaHeHnus. lNMpu HeobxogumMocTu 3Tn
Mepbl JOJPKHbI ObITb BaNMANPOBaHbI.

109. (4.11) Ocobble TpeboBaHUS BbIABUIAOTCA K JOKYMEHTALMM Ha CEPUID, KOTOPYHO CreayeT XpaHuTb B
TEYEeHNe OfHOro roga nocrie OKOHYaHWUs CpoKa FOAHOCTWU 3TOW CEPUM WU HE MEHee MNATU NET MOCMe OUEHKU
COOTBETCTBMSI CEpPWUM  YMNONTHOMOYEHHbIM NMUOM (B 3aBWCMMOCTM OT TOrO, KakOW CpoK pJonblie). [Ong
neKapCTBEHHbIX NpenapaToB, NpefHa3HaJYeHHbIX OS89 KIMHUYECKUX UCCneaoBaHuiA, OOKYMEHTAUMIO Ha Cepuio
cnegyeT XpaHuUTb HE MeHee NATWU NeT MOocne 3aBepLUeHUs UNKM NPeKpalleHUsa KMMHUYECKUX UCCreaoBaHun, B
KOTOPbIX MCMOMb30Banu aTy cepuio.

110. (4.12) Onsa gpyrMx BUOOB OOKYMEHTaALUUU CPOK XPaHEHUS 3aBUCUT OT BMOOB AEATENbHOCTU, KOTOPYHO
3Ta [OKyMeHTauus conpoBoxaaeT. KpuTudecKylo [OKyMeHTauuu, BKYas WUCXOAHble AdaHHble (Hanpumep,
Kacatolimecs Banugauunm wnm ctabunbHOCTW), noaTBepXaawwme WMHOOPMaUM PerncTpaumoHHOro Aochbe,
HeobXoOMMO XpaHUTb Ha MNPOTSXKEHUMM CpoKa [OENCTBUS PEermcTpauuoHHOro yaocTtoBepeHus. [onyckaeTtca
YHUUYTOXaTb ONpeferieHHy OOKYMEeHTauuio (Hanpumep, UCXOAHble [aHHble, COMpPOBOXAalLlmMe OTyeTbl Mo
BanvMgauum wunu ctabunbHOCTW), €cnv AaHHble OblMM 3aMeHeHbl MOSMHbLIM  KOMMSIEKTOM HOBbIX [AHHbIX.
ObocHoBaHMe Takux OENCTBUNA AOMKHO ObITb OPOPMIIEHO OOKYMEHTAnNbHO. [pyM 3TOM HEOOXOAMMO yuYuTbIBaTb
TpeboBaHNsl K XpaHEHMIO OOKYMEHTaUUW Ha Cepuio, HampuMmep, B Clydae AdaHHbIX MO Banugauuu npolecca
COMpoBOXAalLLMe WUCXOOHble [aHHble cnefyeT XpaHuTb, MO KpamHeh Mepe, Takoe >Xe BpeMsi, Kak W
OOKyMEHTaumMio Ha BCe cepun, Ons KOTOPbIX paspelleHMe Ha BbIMyCK MOATBEPXOEHO [OaHHbIMU  3TUX
BannaaLUNOHHbIX NCCNeaoBaHUN.

Cneundukaunm
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111. (4.13) MNMpousBoguTenb JOMKEH MMETb COOTBETCTBYIOLUM 06pa3om yTBEPXKOEHHbIE cneLmduKkaumm Ha
NCXOAHOE Cbipbe, YNAaKOBOYHbIE MaTepuarnbl U FOTOBYH MPOAYKLMIO C YKadaHNeM OaTbl YTBEPXKAEHMS.

CneumdumkaLmmn Ha NCXOQHOE CbIpbe Y YNakOBOYHbIE MaTepuarnsl

112. (4.14) Cneuncukauun Ha UCXOAHOE Cbipbe W YyNakOBOYHble MaTepuanbl OOIMKHbI codepxaTb (Unu
OOMKHbI MPUBOAMTBCS COOTBETCTBYHOLUME CChINKW, TAE NPMMEHNMO) criegyoLLee:

a) (a) onucaHue NCXOOHOrOo Chbipbs UMK YNAaKoBOYHLIX MaTeEpPUanos, BKOYaloLLee:
HavMeHOBaHWe N BHYTPEHHWUI Kog (npy HeobxoanmocTw);
CCbIfKYy Ha hapMaKkonenHylo CTaTbio, HOPMATUBHYIO AOKYMEHTaLMNIO UMY HOPMATUBHBIN JOKYMEHT;

HauMeHOBaHVWe YTBEPXXOEHHbIX MOCTaBLUMKOB M MPOU3BOOWUTENS MCXOAHOIO CbipbS UMM YNAKOBOYHbIX
maTepuaros;

obpa3seL neyaTHbIX MaTepranos;

©0) (b) nHCTpyKUMM NO OTOOPY NPO6 1 NPOBEOEHWNIO UCTBITAHWUN;

B) (C) Ka4eCTBEHHbIE U KONMMYECTBEHHbIE XapakTEPUCTUKN C yKazaHNeM npeaernbHbIX 3Ha4YeHNI;

r) (d) ycrnoBus XxpaHeHMst U Mepbl MPeaOCTOPOXHOCTMH;

A) (e) cpok rogHoCTw.

Cneumndukaummn Ha NPOMEXYTOUHYI0 1 HepacdacoBaHHY NPOAYKLMIO

113. (4.15) Cneumdwvkaumym Ha NPOMEXYTOYHYIO W HepacacoBaHHYIO NPOAYKLUMIO OOSMKHbI ObiTb B
HanMuum nNpu ee NPUOBPETEHUN UNK OTrPy3KEe U NMPU UCMOMb30BaHUM AaHHbBIX O MPOMEXYTOYHON NPOAYKLMM NpU
OLleHKe KayecTBa roTOBOW npodyKuun. ITn cneuudukaumm [OOMmkHbl ObiTb aHanorvyHbl crneuudukaumam,
COOTBETCTBEHHO NNB0 Ha NCXOAHOE Cbipbe, NMOO0 Ha rOTOBYHO MPOAYKLMIO.

Cneumndukaumm Ha roToBy NPOAYKLMIO
114. (4.16) CneundukaLmn Ha roTOBYIO NPOOYKLUMIO OIMKHBI COAEpKaTb Crieaytolme aHHbIe:

a) (a) HanMeHoBaHWe NekapCTBEHHOIO CPEACTBa U Ko (Npy HEOBX0ANMOCTK);

0) (b) coctaB nekapCTBEHHOr0 CpPeACTBa WU CCbINKYy Ha COOTBETCTBYIOLLYIO hapMakONenHyr cTaTtblo,
HOPMAaTUBHYO JOKYMEHTALMIO UM HOPMATUBHbLIVA LOKYMEHT;

B) (C) onvcaHue nekapcTBEHHOW hopMbl 1 Noapo6HbIE cBeaeHUst 06 yNaKkoBKe;
r) (d) MHCTpyKuMM No oToopy NPob 1 NPOBELAEHNIO UCNbITAHUIA;

A) (e) KayeCTBEHHble W KOJNMMYECTBEHHbIE XapaKTEPUCTUKM C YKa3aHMEM AOMYCTUMbIX NpedenbHbIX
3HaYeHUN;

e) (f) ycnosus xpaHeHWst 1 Mepbl NPeAOCTOPOXHOCTU NPU UCNONb30BaHUN (rae NPUMEHNMO);
X) (g) cpok rogHocCTw.
[MpOMBbILLIEHHBIV pernaMeHT U TEXHONOMMYECKME UHCTPYKLUK
115. Ha kaxgoe npou3BogMMoe fekapCTBEHHOE CPEACTBO M Kaxabli obbeM cepum HEOOXOAMMO UMETb

MPOMbILLUMIEHHbIN PEernaMeHT, YTBEePXKOEHHbI PYKOBOOAUTENEM MNPOU3BOONTENS FEKAPCTBEHHbIX CPEeAcTB, U
TEXHOMOTMYECKNE UHCTPYKLIUN.
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116. (4.17) MNpOMbILNEHHLIN pernamMeHT BKMoYaeT B cebsi nepeveHb UCMoNb3yeMbiXx dapMaLeBTUYECKUX
CyGCTaHLI.I/IVI M BCnomMoraTtesibHbIX BeELWEeCTB C YyKa3aHMeM KOoNnn4ecTBa Kaxxgoro U3 HUX, AaHHble o6 ncnonb3yemMmom
obopyaoBaHUKN, ONUCaAHWE TEXHONOMMYECKOro npouecca U MEeTOAOB KOHTPONSA Ha BCexX aTanax Mnpou3BoAacTBa
nekapcTBeHHbIX cpefcTB. O6Lme TpeboBaHUs K CTPYKTYpe U NHble TpeboBaHMS K COAEPKaHMI0 NPOMbILLIIEHHbIX
pernaMeHToOB YCTaHOBIEHbI COOTBETCTBYHOLLMMI HOPMAaTMBHLIMU NPaBOBbIMK akTaMu Poccuickon ®enepauun.

117. (4.18) TexHoNorMyeckme NHCTPYKLMM BKIOYAIOT B cebs:

a) (a) OaHHble O MeCTe OCyLleCTBeHnda npouecca un 006 OCHOBHOM o6opy/:|,OBava|, KOTOpO€ OO0JIKHO npu
3TOM UCMOJIb30BaTbCH;

©) (b) meToabl UNKU CCbINKM Ha MEeToAbl, KOTOpble UCNONb3YTCA ANA NOLrOTOBKUM MPOM3BOACTBEHHOIO
obopynoBaHust (HanpMMep, O4UCTKa, MOHTaX, KanmbpoBka, cTepunusauus);

B) (C) MHCTPYKLUMM MO NpoBepkKe TOro, Yto obopyaoBaHue n pabodee MecTo CBOOOAHbLI OT NpeablayLlen
npoAaykumnn, HEeHYXHbIX Ond 3aninaHupoBaHHOro npouecca AOKYMEHTOB M MartepunarnioB, a Takke Mo npoBepke
YMCTOTbl 06OPYAOBAHNS N €r0 TOTOBHOCTM K CreaytoLLeMy npoLeccy;

r) (d) nogopobHoe onucaHve Kaxgoro AeNCTBUSI (Hanpumep, MPOBEPKW MaTepuanoB, NpeaBapuTesnbHON
06paboTkn, nopsaka 3arpy3ku Cbipbsi, KOUTUYECKMX MapaMeTpoB NpoLecca (Bpems, Temneparypa);

,El,) (e) MHCTPYKUMN NO BMOAM KOHTPOIA B Mnpouecce npom3soacTtBa C ykKadaHMeM OonyCTUMbIX npenenos
KOHTPOJITMPYEMbIX NapaMeTpOB;

e) (f) TpeboBaHus k xpaHeHWto HepacdacoBaHHOW NPOAYKUMM, BKITOYas Tapy, MapkUpOBKY U crieumarnbHble
YCrnoBUS XpaHeHus, rae 1o TpebyeTcs;

X) (g) cneumnanbHble Mepbl NPEAOCTOPOXHOCTHU.
WHcTpykumm no ynakoeke

118. (4.19) [Ins kaxxgoro nekapCTBEHHOIO CPEACTBA, pasmMepa 1 TUna ynakoBKM JOSMKHbI ObITb YTBEPXKOEHbI
WHCTPYKLUM MO yNakoBKe, BKIoYatoLwue crneayoLlime CBeAEHUS UMK CCbINIKM Ha HUX:

a) (a) HanmeHOBaHMe NekapCcTBEHHOro npenapaTa, BKMYas HoMep cepumn HepacdacoBaHHON NPOAYKLUN U
roTOBOMW NPOAYKLUNK;

©) (b) onncaHme ero nekapcTBEHHOW POPMbI U AO3MPOBKN (T4e MPUMEHUMO);

B) (C) KONMMYEeCTBO IEeKapCTBEHHOrO CpPEeACTBa B OKOHYaTerbHOW YMNakoBKe, BbIPAXEHHOe B LITYKaXx,
eavHuLax Maccbl unn oobema;

r) (d) momHbIN nepeveHb Bcex HeobxoOoMMbIX YMaKOBOYHLIX MaTepuarnoB, BKMAYas WX KOMYECTBO,
pasmepbl U TUNbl C yKa3aHWeEM Koda WM HoMmepa, OTHOCALMXCA K CI'IeLl,I/IC*)VIKaLI.I/IﬂM Ha Ka)KLI,bIVI yHaKOBOHHbIVI
maTtepwuarn,

A) (e) rae npvmeHumo, oGpasel, UM KOMUI COOTBETCTBYIOLLMX MeYaTHbIX YNaKOBOYHbLIX MaTepuarioB U
obpasupl, ykasbliBatoLe Ha MecTo HaHeCeHUsl HoMepa Cepyn U Cpoka roAHOCTU NPOAYKLWK;

e) (f) ykasaHua no npoBepKke O4YUCTKM UCMONb3yeMoro obopynoBaHus 1 paboyero Mecta OT npeablayLiei
NPoAYKUMKN, [OOKYMEHTOB WNW MaTepuanoB, KoTopble He TpebylTcs Ana npoBedeHus 3aniaHMpOoBaHHbIX
orepauuit No ynakoBke (4MCTOTa JIMHUM), a Takke YUCTOTbl M TOTOBHOCTM AaHHOro o0GopyaoBaHuA K
UCMOb30BaHUIO;

X) (g) Mepbl NPesoCTOPOXHOCTW, BKIKOYAs TLLATENbHYIO MPOBEPKY 30HbI YMAKOBKM M 0GOpyAOBaHUS,
rapaHTUpYoLLME OYUCTKY YAKOBOYHOW NMHUKM Nepen Hauanom paGoTsl;

3) (h) onncaHne npouecca ynakoBkM, BKIHOYAsi BCE BaXKHbIe BCMOMOraTesibHbIe onepaummn 1 Ucnosnb3yemoe
obopyaoBaHue;
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n) (i) onncaHne KOHTpoONs B MpoLecce MNpPOM3BOACTBA C YKasaHWsiMM MO OTOOPY Npob u OOnyCTUMBbIX
npeaenos.

[ocbke Ha cepuio
119. [locbe Ha ceputo COAEPXUT 3anucu No NPoM3BOACTBY CEpPUM, 3amnucK MO YNakoBKe CeEpuu U Apyrue
OOKYMEHTbI, NoATBepxaaloLine Npou3BOACTBO CEepuM B COOTBETCTBUM C HacTosilmmu [MpaBunamu, a Takke
OOKYMEeHTbI Ana peann3aunm cepumn.

3anucu no npon3BoACTBY cepumn

120. (4.20) Ha kaxpgylo Npou3BELEHHYI0 CEepUI0 OOMKHbI COXPaHATbLCA 3anncyu Mo Npou3BOACTBY Cepuu,
KOTOpble OCHOBbLIBAIOTCA Ha MPOMBILUMEHHbIX perfnaMmeHTax M TeXHONMOTMYECKUX WHCTPYKUMSX U coaepxaT
cnegyoLLyo nHopmaumio:

a) (a) HaMMmeHoBaHWe N HOMep cepun NPOaYKLMMK;

0) (b) matbl M Bpemsa Hadana W 3aBepLlIEHMSI TEXHOSIONMYEcKOro npouecca, a TakKkKe OCHOBHbIX
NPOMEXYTOUHbLIX CTaaNN;

B) (c) bamunuio(n) N nHMumanel onepatopa(oB) KaXK4OW OCHOBHOW TEXHOIIOMMYECKOW onepauun u, npu
HeobxoAMMOCTH, N1ua, MPOBEPMBLLETO KaXayto 13 3TUX onepauui;

r) (d) Homep cepun K (UNK) HOMEP aHANUTUYECKOTO KOHTPOSS, a Takke (akTU4ecKn OTBeLLUEHHOe
KONMMYECTBO MCXOAHOMO ChIpbs KaXJoro Buaa (BKM4Yasi HOMEP CEpUMM U KONMMYECTBO moboro AobGaBrneHHoro
pereHeprMpoBaHHOro UK nepepaboTaHHOro Chipbs);

4) () OCHOBHble TexXHONOormyeckne onepaumm WNM AEencTBUS, a Takke OCHOBHOE MCMonb3yemoe
obopynoBaHue;

e) (f) 3anuMcyM nNo KOHTPOMO B MpoLEecce MpPOM3BOACTBA C YKasaHMEM WCMOSNTHUTENEN U MONYyYEHHbIX
pe3ynbTaTos;

X) (g) BbIXOA NPOAYKUMWN Ha pasnnYHbIX CTaausax NpPOM3BOACTBaA;

3) (h) onucaHWe OTKNOHEHUA OT MPOMbLILLNIEHHONO perfnaMeHTa W TEXHOMOMMYECKUX WHCTPYKLUIA,
NnoAnucaHHoe YNnorIHOMOYEHHbLIM NULOM C YKa3aHUeM Aathbl;

VI) (I) nognuck nuua, OTBETCTBEHHOMO 3a TEXHONOMMYECKUN npouecc, C ykasaHmem aartbl.

121. 3anucu no nNpou3BOACTBY Cepuu NPOAYKUMU OOPMASIOTCA OOKYMEHTaNbHO OAHOBPEMEHHO C
BbINOMHEHNEM COOTBETCTBYIOLLEN onepaumm.

122. B cny4ae ecnu BanvanpoBaHHbIA NpoLecc noaBepraeTcs NOCTOSHHOMY MOHUTOPUHIY M KOHTPO0, TO
aBTOMaTUYeCKM CO34aBaeMble OTYETbl MOTryT OrpaHMYMBaTbCA OOLUM 3aKOYEeHNEM O COOTBETCTBUM M OTYETaMu
06 OTKNOHEHUAX U (MNKN) OTCTYMMEHNSX OT cneumdukauum.

3anuncu no ynakoBke cepumn

123. (4.21) Ha kaxgyto NpOU3BEOEHHYK CEPU0 UM 4YacTb CEPUU OOJDKHbI COXPAHSTbCSA 3anucu no
ynakoBke cepun. OHu OOJKHbl OCHOBbIBATbCA Ha COOTBETCTBYIOLLMNX HAaCTAX VIHCprKLlIAI7I Nno ynakoBke.

124. 3anvcm nNo ynakoBke cepun AOIMKHbI BKMoYaTh B cebsi crneayolme gaHHble:
a) (a) HaMMeHoBaHNe N HOMEpP CepUN NIEKAPCTBEHHOrO CPEACTBA;
©) (b) paTy (matbl) 1 Bpemsa NpoBeaeHns onepawmii No ynakoBKe;

B) (c) cbamunuio(n) N nHMUMansl onepatopa(oB) KaXKAOW OCHOBHOW TEXHONIOMMYECKOM onepauun u, npu
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HeoBX0aAMMOCTH, NLIA, MPOBEPVBLLETO KaXayto U3 3TUX onepauuii;

F) (d) 3anncm npoBepoK NOAEHTUYHOCTU U COOTBETCTBUA UHCTPYKUMAM MO yNaKoOBKe, BKIOYadA pe3ynbTaTtbl
KOHTPOIA B npouecce npon3soacTBa,

) (e) cBepeHus 06 OCyLLECTBMEHHbLIX OMepauusax Mo YnakoBKe, BKMOYAs CCbUTKM Ha WCMONb30BaHHOE
obopyaoBaHNE N YyNakoBOYHbIE NNHUK;

e) (f) O6pa3Ll,bI MCMOJ1Ib30BAHHOIO NMeYaTHOro ynakoBo4HOro Mmartepuarna, Bkr4as 06pa3Ll,bI C HaHECEHHbIMK
HOMEpPOM cepun, CPOKOM roaHOCTU U NPpo4YUMU AONOSNTHUTESTbHbIMU MapKUPOBOYHLIMW AaHHbIMU;

)K) (g) onucaHue OTKIOHEHUA OT I/IHCprKLLI/II;l no ynakoBke, nognncaHHoe YynoJIHOMOYE€HHbIM nUUoM C
YKa3aHunem Oartbl;

3) (h) KOMMYECTBO M CCbIfIKYy HA HOMEP UNN HaMMeHOBaHWEe BCEX NeyaTHbIX YMaKOBOYHbIX MaTepuanoB U
HepacdacoBaHHON MPOAYKUMMW, BblAAHHbIX, UCMOMb30BaHHbLIX, YHUMTOXEHHbIX UMW BO3BPALLEHHbIX Ha cknag, a
TakkKe KONMM4eCTBO rOTOBOro NpOAyKTa Ansi COCTaBrieHWs MaTtepuanbHoro 6anaHca. OneKTPOHHbIV KOHTPOIb B
npoLecce ynakoBKM ABNSETCH OCHOBaHNEM AN HEBKIMOYEHNS Takon nHdopmaumu;

) (i) nognuck nNuua, OTBETCTBEHHOIO 3a NPOLLECC YNakoBKK, C yka3aHuem AaTbl.

Mpouenypbl 1 3anucu
Mpuemka

125. (4.22) Ha npuemKy Kaxgom MOCTaBKM KaXdoro BmAa WCXOQHOTMO Cbipbs (B TOM  4ucne
HepacdacoBaHHON, NPOMEXYTOYHON WM rOTOBOW MPOAYKLUKM), a Takke MEepPBUYHBbIX, BTOPUYHBLIX M MevaTHbIX
YMNakoBOYHbIX MaTtepuanoB [OMKHbl OblTb B Hanmuuum yTBEpPXAEHHble nNpou3BoauTeNneM npouenypbl U
noaTBepXXaatoLue 3anucu.

126. (4.23) 3anvcy no npuemke OOSMKHbI coaepXaThb:

a) (a) HaumeHoBaHWe MaTepmnana B HaknagHoWm 1 Ha Tape;

0) (b) BHyTpu3aBoAckOe HauMMeHOBaHWE (€CrnM OHO OTNMYaeTcs OT HaMMEHOBaHUsl, YyKa3aHHOro B

noanyHkTe "a" HacTosLwero nyHkTa) u (Unu) kog Mmatepuana (Npu HeobxoAMMOoCTH);
B) (C) oaTy npuemku;
r) (d) HaumeHoBaHMe NOCTaBLUMKA U HAMMEHOBaHWE NPOU3BOAUTENS;
4) (e) HoMep cepun Npon3BOAMTENS;
e) (f) obLuee KoNMYeCTBO NOMYYEHHBbIX MaTEPMANoB U YNCMO €ANHWL YNaKOBOK;
X) (g) HOMep cepum, NMPUCBOEHHBIV NOCE NPUEMKM, TAe NPUMEHMMO;
3) (h) ntobble cyLlecTBEHHbIE 3aMeYaHus.

127. (4.24) MNpomnsBognTenb OOMKEH yTBEPAUTb MpoLeaypbl MO BHYTPU3aBOACKON MapKMPOBKE, KAPaHTUHY
N XPaHEHWIO NCXO4HOTO ChIPbs, YNaKOBOYHbIX U, €CNM HEOOXOAMMO, OPYrMX MaTepuarnos.

OT60p Npob

128. (4.25) MNpomnsBoguTens OOMKEH yTBEpAUTL Npouenypbl No otbopy npob, cogepxawime ceegeHus ob
ucrnonb3yembix metodax u obopyaoBaHMM, KONMMYECTBaX, KOTOpble [AOMKHbI ObiTb OTOOpaHbl, M NOObIX
nognexawmx cobriogeHnio Mepax nNpeaoCTOpOXHOCTN BO M3bexaHue KOHTaMuMHauuuM maTepuana mnm nwboro
YXYALLUEHUS ero KavecTBa.
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lMpoBeaeHne ncnbiTaHnm

129. (4.26) lMpousBoanTesnb AOIMKEH YTBEPAUTb METOAMKMA UCMbITAHUA UCXOAHOIO Cbipbs, YNaKOBOYHbIX
MaTepuanoB M MPOAYKUMM Ha pasfnuyHbliX CTagusX NPOM3BOACTBA C YyKa3aHWeM MCNoNb3yeMbiX METOAOB U
obopynosaHus. [NpoBeaeHHbIe NCMbITaHNA 0OOPMNAITCA AOKYMEHTaNbHO.

WHble gencrteusa

130. (4.27) lNpownssoguTenb OOMMKEH YTBEpAUTb MpOLEeAypbl, YCTaHaBNUBAKOLWME MNOPSOOK BbiMycka U
3abpakoBKU CbIpbS U NPOAYKLMW, B Y4aCTHOCTW, Bbi4ayu YMOMHOMOYEHHbLIM(M) NUUOM(amu) paspelleHns Ha
BbIMyCK rOTOBOW npoaykuun. Bce 3anucy AomxkHbl BbiTb AOCTYNHbI YNONHOMOYEHHOMY nuvuy. JomkHa 6biTb
BHeApeHa cuctema ans o603HayeHus cneuvanbHblX HabmoaeHun n NobbiIX M3MEHEHWA B OTHOLUEHUW
KPUTUYECKNX OaHHbIX.

131. (4.28) NpownssognTens AOMKEH BECTU N COXPaHATb 3anncy No peanusaummn Kaxxaon cepumn npoaykumm
B Lensax obneryeHms oT3biBa 3TOW Cepun B criydyae Heob6xoanmocTu.

132. (4.29) HeobxogMMo MMeETb MUCBMEHHO W3MNOXEHHbIE MPUHLUMMLI, Npoueaypbl, NnaHbl, OTY4ETHl U
OTHOCSILLMECA K HUM 3anucu NpPeanpuHATbIX OEeNCTBUA WIM COENaHHbIX 3akmioveHUn, rae MNpUMEHMMO, B
OTHOLLEHWUU:

Banuaauumn n ksanmdmkaumm npoueccos, o060pyaoBaHMA N CUCTEM;
MOHTa)a 1 KannbpoBkn obopyaoBaHus;

nepeHoca TEXHOIOMNIA;

TEXHNYECKOro 0BCNYXMBAHUSA, OUUCTKN N Ae3NHAEKLNN;

nepcoHana, BKIto4ad VI,D,eHTM(*)I/IKaLI,I/IIO nognucen, 06yquV|e HacToAWUM I'IpanmaM N TEXHU4YECKUM
BoOrnpocam, nepeogesaHne n rireHN4YeCckne Tpe6OBaHMFI, a TaKkxe NnpoBepKy Sq)d)eKTVIBHOCTM O6y‘-|€HVI$|;

MEepPONpUATUIA, HanpaBIeHHbIX Ha OCYLLEeCTBIIEHNE KOHTPOIS MOSIBIIEHUS U pacnpoCTpaHeHNsl BpeauTenen;
npeTeH3uni;

OT3bIBOB NPOAYKLUNN;

BO3BpaTOB NPOAYKLMMU;

KOHTPONSI UBMEHEHUN;

paccrnefoBaHUs OTKIOHEHWIA U HECOOTBETCTBUM;

BHYTPEHHEro ayauTa KavyecTBa U (Mnu) cooTBeTCTBUSA TpeboBaHuAM HacToAwmx MNpasun;

0606LLeHns 3anmcer (Hanpumep, ob63opa kavyecTsa NPOAyKUMM) Npu HEOBXOAUMOCTY;

OLIEHKN, NPOBEAEHHON B TOM YMCIEe B MECTE OCYLLECTBMEHUA AEATENbHOCTU NOCTaBLUMKa (ganee - oueHka
nocTasLLmKa).

133. (4.30) MNpousBoauTenb OOMKEH YTBEPAUTb OOHO3HAYHbIE MHCTPYKUMM MO 3KCMflyaTaumm OCHOBHbIX
eanHnL Npon3BoACTBEHHOIO U KOHTPOJbHO- aHalMTNU4YeCcKoro O60pyp,OBaHI/IF|.

134. (4.31) lMpousBoguTenbs OOMMKEH BECTU PErMCTPALMOHHBIE XypHamnbl A5 Haubonee BaXXHOro wnu
KPUTUYECKOr0 TEXHOITOTMYECKOTO Y KOHTPOSbHO- aHanMTU4eckoro obopyaoBaHus, a Takke Anst NOMELLEHWN, rae
npousBogunacbk Npoaykums. B aTnx xypHanax OOMmKHbI PErMCTPUPOBATLCSA B XPOHOIIOrMYECKOM nopsigke noboe
NCNoNb30BaHNE 3TMX MOMELLEHMIN, O0OpPYAOBaHUA W METOAOB, NPOBeAEHME KanuMbpoBKM, TEXHUYECKOro
o6cnyXmMBaHMs, OYNCTKM UM PEMOHTA C YKa3aHWeM AaT v Nuu, BbINOMHUBLLUX 3T paboTbl.
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(4.32) MNMpomnsBoanTenb AOMKEH BECTU YYET JOKYMEHTOB B pamMKax CUCTEMbI YNPaBEHNs] KAYECTBOM.
MPOU3BOACTBO (MABA 5)
MpuHUMnN

135. TexHonornyeckue onepauun OCYLLECTBISIOTCA MO YETKO YCTAHOBMEHHbLIM Mpouedypam, oTBevaloT
HacToALLUM I'IpanmaM ana nonydyeHuna npoaykuumn Tpe6yeM0ro Ka4yectBa W COOTBETCTBYIOT JIMLEH3UUN Ha
Npon3BOACTBO JIEKapCTBEHHbLIX CpencTB N permctpaunoHHOMY OCbe.

Obwume TpeboBaHus

136. (5.1) [lpou3BOOCTBEHHbLIA  MPOLECC [OOMMKEH  OCYLEeCTBNATbCS W KOHTPONMpOBATbCS
KBanMuuUMpoBaHHbLIM NePCoHaNoMm.

137. (5.2) Bce penctBus, NpoBoAUMbIE C WUCXOAHbIMU CbhIpbEM, YMNAKOBOYHbIMKM MaTtepuanamuv u
NPOAYyKUNEN, Takme Kak NpueMka, KapaHTWMH, OTOop Mpob, XxpaHeHue, MapKMpoBKa, Bbligada B MPOU3BOACTBO,
TEXHOSOrMYECKN MpoLIecc, YMakoBKa M peanus3auusi, OOIDKHbl OCYLLECTBIATbCA COMflacHO npouegypaMm wnm
WHCTPYKUUSAM, YTBEPXKOEHHBIM NPON3BOANTENEM, N 0OPMISATLCA AOKYMEHTAsBHO.

138. (5.3) Bce noctynawLlimMe UCXOOHOE Chipbe€ U YNakoBOYHblE MaTepuanbl OOIKHbI ObiTb MPOBEPEHbI,
4yTOObI FrapaHTMpoBaTb, YTO MOCTaBKa COOTBETCTBYET 3akady. TapHble MecTa [OIDKHbl ObiTb O4MLleHbl (npwu
Heob6xoaMMOCTM) U MapKMPOBaHbI C yKadaHueM TpebyemMon nHdopmauuu.

139. (5.4) ®akTbl nNoBpexAeHWst Tapbl W ynakoBku U nwobble aApyrme npobnembl, KOTOpble MOryT
HebnaronpuaTHO MNOBNWMATL Ha KayeCTBO WMCXOAHOrO CbipbS M YMAKOBOYHbIX MaTepuarioB, AOSKHbl ObiTb
paccnenoBaHbl, 0QOpMIIeHbl AOKYMEHTarnbHO, a MHopMaums O HUX A0KHa ObiTb JOMNOXeHa B nogpasgeneHue
KOHTpONS KayecTsa.

140. (5.5) MocTynawowme wncxogHoe Cbipbe W YNAKOBOYHbIE MaTepuansl U MpousBedeHHas rotoBas
NPoAyKUMSA AOMMKHbI HEMEANEHHO NoMeLLaTbCa B KapaHTWH, OEWCTBYIOLMIA NO NPUHLMIY pa3genbHOro XpaHeHus
WNM 3a c4eT OpraHM3auMOHHbIX Mep, W CoAepXaTbCA B HEM [0 MONyYeHWs paspeLleHus Ha MCMonb3oBaHue
NCXOAHOTO CbIPbS UMW paspeLleHns Ha BbiMyCK FOTOBOW NPOSYKLMM.

141. (5.6) lpuemka 3aKkynaemon MPOMEXYTOYHOM W HepacdacoBaHHOM NPOAYKUUW MNPOBOAUTCA B
COOTBETCTBUW C NpaBuniamu, 4eNCTBYIOWUMY A5 UICXOOHOMO ChIPbS.

142. (5.7) Bce wucxogHoe Cblpbe, YNakoBOYHble Martepuanbl W Npogykumilo crnegyet XpaHuTb B
COOTBETCTBYIOLLNX YCMOBUSIX, YCTAHOBMNEHHbIX MPOU3BOAUTENEM, B onpedeneHHoM nopsgke, obecneynsaroLem
pasgerneHune no cepusiM 1 yCTaHOBMNEHHYIO O4ePEeaHOCTb UCMONb30BaHUA CKIMaACcKnx 3anacos.

143. (5.8) lNpownsBoguTens AOMKEH NPOBOAMTL NMPOBEPKU BbIXOAOB M MaTepuarnbHoro 6anaHca, 4ToObl
y6ep,I/ITbCFI B OTCYTCTBUU OTKJ'IOHeHVII7I, npesBblillanWnx gonyctumMmele npegeribHble 3Ha4YeHus.

144. (5.9) He ponyckaeTcs OOHOBPEMEHHOE UMM nocrefoBaTenbHoOe npoBedeHue onepauui ¢
pasnuMYHbIMU NPOAYKTaMN B OAHOM U TOM X€ MOMELLEHUN, 3a UCKITIOYEHNEM TEeX CMy4YaeB, Korga He CyLlecTByeT
pucka nepenyTbiBaHMs N NEPEKPECTHON KOHTaMMUHaUU,

145. (5.10) MNpoaykumsa, UCXOOHOE Cbipb€ U YNaKOBOYHblIE MaTepuanbl AOMKHbI ObiTb 3alLMLIEeHbl OT
MWKPOOHOW 1 ApYyrov KOHTaMWHALMKN Ha BCEX CTaausix NpOU3BOACTBA.

146. (5.11) MNpu paboTte ¢ cyxummn matepvanamm U Npoaykumen HeobxoaMMo NpUHMMaTb ocobble Mepbl
NpeaoCTOPOXHOCTN NO NpPeaoTBpaLLeHM0 0b6pa3oBaHUA U pacnpocTpaHeHus Mbinn. OTO 0COOEHHO BaXHO MNpu
paboTe C BbICOKO aKTUBHbLIMW 1 CEHCMBUNN3MPYIOLLMMY BELLECTBAMM.

147. (5.12) B TeyeHne Bcero BpeMeHu npoLecca NPOu3BOACTBA BCE UCMONb3yeMble UCXOOHOE CbIpbe,
yMakoBOYHble MaTepuanbl, Tapa Ans HepacdacoBaHHOW NPOAYKLUMM, OCHOBHbIE eAnHMLbI 060pyaOBaHNS U, Mpu
H606XO,EI,I/IMOCTI/I, nomMeLleHna AOOJMKHbI ObITb MapKkmpoBaHbl 3TUKETKaMn U1 WMHbIM cnocobom c YKa3aHunem
NpoM3BOAMMON MPOoAyKUMM Unn 06pabaTbiBaeMOro UCXOLHOMO Cbipbsl M YMaKOBOYHLIX MaTepuasnoB, a Takke
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A03VPOBKKN (F4e NMPVMMEHWMO) U HOMepa Cepuv MPOM3BOAMMON NpoayKuuv. Takas MapKMpoBKa AOSHKHA Takke
yKasblBaTb CTaAMI0 TEXHONOrMYEcKoro npouecca (rae NpuMeHnmo).

148. (5.13) DTMKETKN, NPUKPENMEHHBIE K KOHTENHEPaM, 000PYAOBAHNIO UMM MOMELLEHUAM, OOJIKHBI ObITb
YETKMMW, OAHO3HAYHbIMKW, YCTAHOBIIEHHOW npou3BoauTenem dopMbl. PekomeHnayeTcs B OOMNOMHEHUE K
MHpopMaLMM Ha STUKETKaxX OJ1s yKasaHus cTaTyca MCMosb30BaTh LIBETOBYH MapKMUPOBKY.

149. (5.14) MpousBoguTenb [OMKEH KOHTPONMUPOBATb MPaBWUIIbHOCTL COEAUHEHUS TPyOOMpPOBOAOB WU
OpYyrux yacten obopyaoBaHNst, NPUMEHAEMBIX A5 TPAHCNOPTUPOBKM NPOAYKLIMU N3 OOHOW 30HbI B APYTYHO.

150. (5.15) He ponyckaiwoTcs nobble OTKMOHEHMS OT WHCTPYKUMA unu MeToauk. Ecnn npowusowno
OTKIIOHEHWE, TO OHO [JOMMKHO OblTb MWCbMEHHO CaHKLUMOHUPOBAHO fMLUOM, MMEIOLMM COOTBETCTBYHOLUME
MOSTHOMO4MS, C NPMBMEeYeHnemM Npu HeobXoAMMOCTM NoapasneneHnst KOHTPONs KadyecTsa.

151. (5.16) B npou3BOACTBEHHbIE MOMELLEHUS MOXET BXOOAUTb TOSMbKO MEPCOHar, MMEKLWMn npaBo
[OoCTyna B HUX.

152. (5.17) B nomelleHnax n Ha obopynoBaHUK, NpeAHa3HaYeHHbIX Ansl NPOM3BOACTBA JIEKAPCTBEHHbIX
cpencTB, He JoMyCcKkaeTCcsa NPOM3BOACTBO NMPOAYKLUNW, HE SBNSIOLLENCS NTEKapCTBEHHBIMY CPeaCTBaAMM.

MpepoTBpaLleHne NEPEKPECTHOM KOHTaMMHaLIMKN NPY NPOU3BOACTBE

153. (5.18) domxkHa BbiTb NCKMOYEHA KOHTAMUHALMSA UCXOAHOMO Chipbs UMW NPOAYKLUN OPYTUM UCXOLAHBIM
Cblpb€M WNM npoaykumMen. Puck crny4yamHOW nNEepekpecTHOM KOHTaMUHAUMM BO3HMKAeT B pesynbraTe
HEKOHTPOSIMPYEMOIO pacnpoCTpaHeHWs Mbin, ra3oB, NapoB, a3po30SyieN MM MUKPOOPraHW3MOoB, B pesyrnbTate
06paboTKn NCXOOHOro Chipbs U NPOAYKUUKN, BCNEACTBUE HanuMuMsi OCTAaTKOB Ha obBOpydoBaHMM U Ha ofgexae
nepcoHana. CteneHb pucka 3aBUCUT OT TuMa KOHTaMWHAHTA U KOHTaMuHuMpyemow npoaykumn. K Hamnbonee
ONacHbIM KOHTaMMHAHTaM OTHOCSITCS BELLECTBa C BbICOKOW CEHCUBUNU3NPYIOLLEN aKTUBHOCTBLIO, Bronormyeckmne
nekapcTBeHHbIe npenapaTsbl, coaepKallne XnBble MUKPOOPraHU3mbl, ornpefeneHHble FOPMOHbI, LIMTOTOKCUYECKue
nekapCcTBEHHble nNpenapatbl W OpyrMe BbICOKO akTMBHble BewlecTBa. Haubonee onacHonm siBnseTcs
KOHTaMMHaUUSA §NeKapCTBEHHbIX MpenapaToB, NpedHasHaYeHHbIX ANS WHbEKUUA, a Takke JeKapCTBEHHbIX
npenapaToB, MPUHUMAEMbIX B 6ONbLUMX A403aX U (UNN) ANUTENBHOE BPEMS.

154. (5.19) [Ons npepoTBpalleHnsi NEepekpecTHONW KOHTaMUHAUMW LOIMKHbl OblTb  NpeayCcMOTPEHbI
COOTBETCTBYIOLLNE TEXHUYECKUNE U (MNN) OpraHU3aUnOHHbIE MEPbI, B TOM YKCHE:

a) (a) nNpon3BOACTBO B BblAEMEHHbIX 30HAX (0bsi3aTenbHOE ANsi TaKMX MPOAYKTOB, KaK MEHWUUMMNUHGI,
XWUBblE BaKLMHbI, NEKAapCTBEHHbIE NpenapaTbl, coepallme XMBble MUKPOOPraHu3Mmbl, U HEKOTOpble Apyrve
Buonorvyeckme nekapcTBEHHbIE Npenapartbl) MM MNPOM3BOACTBO MO MNPUHLMMNY MNPOM3BOACTBEHHbIX LMKIOB
(kaMnaHuin c pasgeneHnem BO BpeMeHU) ¢ nocneaytoLlen CoOoTBETCTBYIOLLEN O4YUCTKON;

0) (b) obecneyeHne BO3OYLIHLIMU LLHO3AMU U BbITSXXHBIMW YCTPONCTBAMMU;

B) (C) ceBegeHne K MUMHUMyMY pUCKa KOHTaMWHauWW, Bbl3biIBaeMoro peu,mpl(ynﬂu,meﬁ Mnn nNOBTOPHbLIM
nocrtynneHnem HeO6pa60TaHHOI'O nnn HegoctaTo4yHoO 06p860TaHHOFO BO34yXa;

r) (d) xpaHeHve 3awWMTHOM ofexabl BHYTPU MOMELLEHMN, B KOTOpbIX obpabaTbiBaeTca npoaykuus,
co3patoLas 0CoOeHHO BONbLUOW PUCK MEPEKPECTHOM KOHTaMUHALMN;

a) (e) npyMmeHeHWe MeTOOOB OYMUCTKM W OEeKOHTaMMHaLUUMM C M3BECTHOW 3D(PEKTMBHOCTBLIO, TaK Kak
Hea(PEKTUBHO OUULLIEHHOE 06OpYyAOBaHNE OObIYHO SBNSETCA NCTOYHUKOM NEPEKPECTHON KOHTaMUHaUUW;

e) (f) ncnonb3oBaHme "3aKpbITbIX CUCTEM" NPOU3BOACTBA;

X) (g) KOHTPOMb HamMuuMs OCTaTKOB W MPUMEHEHUE STUKETOK, YKasbiBalOWMX CTaTyC OYUCTKU
obopyaoBaHus.

155. (5.20) TllpomsBoaunTenb [AOMKEH MEPUOAMYECKM MNPOBEPATb MNPOBEAEHUE MEpONnpuATUA Mo
NpegoTBPALLEHNIO MEPEKPECTHOW KOHTaMMHaLMN M UX 3PQEKTUBHOCTb B COOTBETCTBMM C YTBEPXKAEHHBIMM
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Banupauus

156. (5.21) Meponpustus no BanugauMuM [OOMMKHbI OblTb OCHOBOW ANsi Haanexallenh opraHusauuu
NpPOM3BOACTBA U KOHTPOMSI Ka4yecTBa JIEKapCTBEHHbLIX CPEACTB B COOTBETCTBUMM C HacTosilwmmn [NpaBunammn. OHm
OOJDKHBbI MPOBOAUTBLCA B COOTBETCTBMM C YCTAHOBMNEHHbIMU Npoueaypamu. [Nony4YyeHHble pesyrnbTaThl U BbIBOAbI
OOIMKHbI 6bITb 0COPMIEHbI LOKYMEHTANbHO.

157. (5.22) lNpn BBEOEHMM HOBOIO MNPOMBLILIMIEHHOMO perrfaMeHTa WM HOBOro MeToda NPOu3BOACTBa
HeoOX04MMO JoKa3aTb WX MPUrOAHOCTb AMst CEPUMHOIO npomsBoAcTBa. [JOrmkHO ObiTb AOKa3aHO, YTO AaHHbIN
npoLecc NpoM3BOACTBA NPY UCMOMb30BaHMM NPegyCMOTPEHHbLIX NCXOOHOIO Chipbsi, YNaKOBOYHbIX MaTrepuanos U
06opyaoBaHUSA NO3BONSAET NOCTOSHHO MPOU3BOANTL NMPOAYKLMIO Tpebyemoro kadecTaa.

158. (5.23) CyulecTBEHHbIE W3MEHEHWs Mpolecca MNPOM3BOACTBA, BKM4Yas mnwoboe M3MeHeHue
000opyaoBaHNS UMM UCXOQHOMO Chipbsi U YMAKOBOYHbIX MaTepuarnoB, KOTOpble MOryT MOBAUSATb Ha KayecTBO
npoayKuum n (Unm) BOCMpPON3BOANMOCTb MpoLecca, AOIMKHbI MPONTN Banvaaumio.

159. (5.24) lMpoueccol 1 npoueaypbl cnegyeT noasepraTb NepuoOaMYEcKon peBanvaaumn (MOBTOPHOM
Banvaauum) ons rapaHTMn TOro, YTO OHU OCTaKTCSA NPUTOAHLIMU NS AOCTMKEHUA TpebyeMbIX pe3yrbTaToB.

McxogHoe chipbe

160. (5.25) 3akynka MCXOOHOrO Cbipbs ABMAETCA BaXXHOMW onepaument, B KOTOPY AOMKeH ObiTb BOBNEYeEH
nepcoHarn, pacnonararowmii Nogpo6HBIMM 1 NOMHBLIMW CBEAEHNSIMU O MOCTaBLUMKAX.

161. (5.26) VicxogHoe chbipbe AOMKHO 3aKynaTbCsl TONbKO Y YTBEPXKAEHHbIX MOCTaBLUMKOB, YKa3aHHbIX B
COOTBeTCTBleLLLeVI cneumqamxau,mm, n npn Hanndinm BO3MOXHOCTU HenocpeacTBEeHHO Yy npom3Bo,u,|/|Tene|7|
MCXOQHOro CblpbA, KOTOpPble 6y,qu ABNATBCA MNOCTaBLLMKaMMN UCXOAHOINo CblpbA. PeKomer,yeTc;L YTOOBI
cneundurKkaymMmn, YCTaHOBIMEHHbIE MPOU3BOAUTENEM JIEKAPCTBEHHbLIX CPEeACTB Ha WUCXOOHOE Cbipbe, Obinu
cornacoBaHbl C nocTaBlukaMu. Bce acnekTbl Mpou3BOACTBA M KOHTPOMS UCXOOHOMO Chbipbsi B OTHOLLEHWUU
TpeboBaHWA K oOpalleHuto, MapKuMpoBKe, YMNakoBKe, Mpoueaypam OTOPakoBKM, a TakKe pacCMOTPEHMIO
NMPETEH3MN JOMKHbI ObITb COrNacoBaHbl MeXAy NPON3BOANTENEM JIEKAaPCTBEHHbBIX CPEACTB Y MOCTABLLMKOM.

162. (5.27) B kaxgow nocTaBke OOSMKHbI NMPOBEPSITLCS LIENOCTHOCTbL YMAaKOBKM M NIomb, cOOTBETCTBME
yKa3aHHbIX B HAKMagHOW CBeOEHUI 3TUKETKaM MoCcTaBLUMKA.

163. (5.28) Ecnn ogHa nocTtaBka MCXOOHOrO Chipbsi COCTOMT M3 PasfMYHbIX CEPUNA, TO KaKAYI CEpuIo
HeobxoAMMO paccmMaTpuBaTh Kak OTAENbHYK B OTHOWeHuMM oTbopa npob, NpoBeAeHUs MCNbITaHUA M Bblgauu
paspeLLeHnst Ha UCMoNb3oBaHue.

164. (5.29) Haxogsuweecs B CKNaacKon 30HE MCXOOQHOE Cbipbe OOIMKHO ObITb COOTBETCTBYHOLLMM 06pa3om
MapkmpoBaHo (NyHKT 148 Hactoawmx [paBun). OTUKETKM OOMKHbI codepxaTb B TOM 4WCMe ChneayoLlyto
NHopMaUuIo:

HavMeHoBaHWe NPoAyKUMN U Npu HeoBXOAMMOCTM BHYTPMU3aBOACKOW KO,

HOMEp cepun Npon3BoaAnTENs 1 (UNN) HOMepP CepPUN, NPUCBOEHHBIN MPU NPUEMKE;

roe MpUMEHMMO, CTaTyC COOEPXMMOro (Hampumep, "B kapaHTUHe", "Ha wucnbiTaHuun", "paspeLueHo”,
"3abpakoBaHo0");

CPOK rogHoOCTK unu, rae npumeHnmo, gaTty, nocne KOTOpOIZ Tpe6yeTc;| npoBegeHne NoBTOPHOIo KOHTPOIA.

Ecnu ncnonb3ytoTcss MOMHOCTbIO KOMMbIOTEPU3MPOBAHHLIE CUCTEMbI XPaHEHUs, TO YyKasblBaTb BCH 3Ty
MHDOPMaLMIO Ha 3TUKETKE He 0GA3aTeNbHO.

165. (5.30) lNpownssoauTenb OOMKEH yTBepAUTb MNpoLedypbl UMM Mepbl, rapaHTupyoLwme NoANUHHOCTb
COAEPXKMMOrO KaXKOgoro KOHTEMHepa MCXOOHOro cbipbs. KOHTelHepbl, M3 KOTOpbIX Obinn OTOOpaHbl Mpoobbl,
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OOJMKHbI ObITb MPOMapKMpPOBaHbI (MyHKT 216 HacToswux [Npasun).

166. (5.31) lNMpousBoguTens AOMKEH WUCMONb30BaTh TOMBKO TO UCXOAHOE Cbhipbe, KOTOPOE paspeLueHo
noapasaeneHnem KOHTPOIs Ka4ecTBa U UMEET He UCTEKLLMIA CPOK FOAHOCTH.

167. (5.32) WNcxogHoe cbipbe AOMKHO BblAABaTbCA TOMbKO CreuManbHO Ha3HAYeHHbIMU nuvuamMu B
COOTBETCTBMM C YTBEPXKAEHHOM nNpoLeaypon, 4ToObl rapaHTUpPoBaTb, UYTO HYXXHOE WCXOAHOE Cbhipbe TOYHO
OTBELLEHO UM OTMEPEHO B YNCTYIO M Haanexawmm oopa3om MapkMpoBaHHYL Tapy.

168. (5.33) [JomkHa npoBOANTLCS HE3aBUCUMAs NPOBEpPKA KaXaoro BblAAHHOIO MCXOOHOTO ChIpbsi, a TaKkke
ero maccol unu obbema. PesynbTaTbl NPOBEPKM JOIMKHbBI ObITb OPOPMIIEeHbl AOKYMEHTambHO.

169. (5.34) NcxogHoe chipbe, BblAAHHOE ANSA KaxOoW cepun, OOIMKHO XPaHUTbCA BMeECTe U YeTKO
MapKMpoBaTbCS.

TexHonorn4yeckmne onepaunn: NpoMeXxyToyHasa
1 HepacdacoBaHHas NpoayKums

170. (5.35) TMepen Havanom nobON TEXHONMOIMYECKOM oOnepaumMm [OMKHbl ObITb MNPUHATBI  MEpbI,
rapaHTupymowme, 4to paboyas 3oHa M 060pyaoOBaHME O4YMLLEHBI U OCBOBOXAEHbLI OT MOOOrO0 MCXOQHOIO ChIpbS,
NpoAayKLUnnM, OCTaTKOB MPOAYKUMM U AOKYMEHTaLMW, HE UMEIOLLIMX OTHOLLEHUS K 3anlaHMpOBaHHOW onepauuu.

171. (5.36) [MpomexyToyHas M HepacdacoBaHHAs NPOAYKUMS [OOIMKHA XpaHUTbCA B Hagmnexalux
YCINOBUSX.

172. (5.37) Kputndeckue npouecchl 4OMKHbI NPOWTU Banugaumio (MyHkTbl 156 - 159 HacToswmx MNpasun).

173. (5.38) JomkHbl ObITb NPOBEAEHbI Y JOKYMEHTANbHO 0hopMIIeHbI BCe HEOBX0AMMbIE MEPOMNPUATHSA MO
KOHTPOIO B MpoLecce Npon3BoACTBa U KOHTPOIO NPOM3BOACTBEHHOW CPefbI.

174. (5.39) Jloboe cyLleCTBEHHOE OTKIIOHEHWE OT OXWAaemoro BbiXxoAa MPOAYKUMW AOMKHO ObiTb
0hOpMIIEHO OOKYMEHTarbHO M paccrefoBaHo.

YNakoBO4YHblE mMmaTtepuannbl

175. (5.40) 3akynke n KOHTPOMO NEPBUYHbBIX Y NMeYaTHbIX YNaKOBOYHbIX MaTtepuarnos, a Takke obpalleHunio
C HUMU HEOBXOOUMO yAENATb Takoe e BHUMaHWE, Kak 1 UICXOAHOMY CbipblO.

176. (5.41) Ocoboe BHMMaHME HeOOXOOUMO yaensATb nedatHbIM MatepmanaM. OHU OOMKHbI XPaHWUTBCS B
Ge3onacHblX YCMOBUSIX, WCKMOYaOWMX OOCTyn MOCTOPOHHMX nul. PaspesaHHble 3TUKETKM W apyrue
pa3po3HeHHbIe NevaTHble MaTepuanbl AOMKHbI XPaHUTLCSA U TPAHCNOPTUPOBATLCS pasfernbHO B 3aKpbIToW Tape,
UCKMovatoLwen ux nepenyToiBaHMe. PaspelueHne Ha WUCMNonb30BaHWE YMaKOBOYHbLIX MaTepuanoB [OOSMKHO
Bbl4aBaTbCs TONBKO crneunanbHO Ha3Ha4YeHHbIMM TMLaMU B COOTBETCTBUM C YTBEPXKAEHHOM NpoLenypo.

177. (5.42) Kaxxgon nocTaBke UM CEpUM NMEPBUYHBIX UMM NMEYaTHbIX YNAKOBOYHbIX MaTepuarnoB OOJTKEH
ObITb MPUCBOEH NOAEHTUMPUKALMOHHBIN HOMEP UNN NAEHTUDUKALMOHHBIN 3HaK.

178. (5.43) MNpocpoyeHHble N1 HENPUrOAHbIE K UCNOSb30BaHUIO NeYaTHble UK NePBUYHbIE YNaKOBOYHbIE
MaTepuanbl JOMMKHbI ObITb YHUYTOXEHbI C AOKYMEHTarbHbIM OOOPMIIEHUEM.

Onepauun no ynakoBke

179. (5.44) lNpu cocTaBneHun nnaHoOB onepauui No ynakoBke ocoboe BHMMaHWe OOMKHO ObiTb yaeneHo
CBEAEHMI0 K MUHUMYMY pWCKa NepeKkpecTHOW KOHTamuHauuu, nepenyTbiBaHWMA unv nogmeHbl. He gonyckaetcs
ynakoBbIBaTb NPOAYKUMIO pasfnyHbIX BUAOB B HEMOCPEACTBEHHOW Onm3oCcTu Apyr OT Apyra, 3a MCKMYeHWeM
cryyaes, npegycmaTtpusanoLwmnx usmyeckoe pasgeneHuve.

180. (5.45) Mepen Havyanom onepawumit No ynakoBKe AOMKHbI ObiTb NPEANPUHATLI MEPbI, rapaHTUpYyoLLne,
yTO paboyas 30Ha, yNakoBOYHbIE NUHUM, NeYaTHble MalluHbl U Apyroe oGopyaoBaHue SIBMATCS YACTLIMU U He
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codepxaT nobble MCMONb30BaBLUMECS pPaHee JleKapCTBEHHble CPEeACTBa, YMakoBOYHble MaTtepuanbl Wnu
[OKYMEHTbI, ECMM OHN He TpebyloTca Ana 3annaHMpoBaHHoOW onepaumn. OUMCTKa NUHUM O0MKHA NPOBOAUTLCA
cornacHo yTBepaeHHoM npoueaype.

181. (5.46) HaMmeHoBaHWe 1 HOMEP CeEpUM YNaKOBbIBAEMOW NPOAYKLUN OOMMKHbI ObITb YKa3aHbl Ha KaXaoMm
YNakoBOYHOM MECTe MINN MUHWW.

182. (5.47) Mpwn NocTynneHnn NPOAYyKLUN N YNaAKOBOYHLIX MaTepuarnoB Ha y4acTOK YNakoBKU LOIMKHO ObITb
NPOBEPEHO UX KONMMYECTBO, WOEHTUYHOCTb M COOTBETCTBUE MHCTPYKLMSIM MO YNaKoBKe.

183. (5.48) Matepuanbl nNepBMYHOM YNaKOBKW MNepes HavanoM ornepaumy HarnoSIHEHUS OOIKHbl ObiTb
yncteiMu. Heobxoammo obecneunTs npegoTepalleHme U ycTpaHeHue nobon KOHTaMUHALMK, Takoh Kak OCKOJSKM
cTekna n meTannuyeckme Yactuupl.

184. (5.49) PekomeHayeTcs OCyLLEeCTBNATbL MapKUPOBKY Kak MOXHO ObiCTpee nocre acoBKU U YKYMOPKMU.
HormkHbl 6bITb NPUHATBEI HEOBXoAMMble Mepbl, rapaHTUpyloLWmne, YTO He Npou3oraeT nepenyTbiBaHUA Wnu
OLLUMBOYHON MaPKUPOBKM.

185. (5.50) MpaBunbHOCTL BbINOMHEHUSA NIOOLIX MeYaTHbIX onepauun (HanpuMep, HaHeCeHUs HOMEpPOB
Cepui, cpoka rogHOCTH), OCYLLIECTBNAEMbIX MO0 Kak oTAenbHast TEXHONOrMyeckas onepaums, nmbo B npouecce
yMnakoBKW, HEO6XOOUMO TLLATENBHO KOHTPONMPOBaTh M 0POPMISATL JOKYMeHTanbHo. Ocoboe BHMMaHWe LOIMKHO
ObITb yaeneHo py4YHON MapKUpPOBKe, KOTOPYIO HEOBXOOUMO perynspHO nepenpoBepsTh.

186. (5.51) Ocobble Mepbl MPegOCTOPOXHOCTM AOMKHbI CObNAaThCA NpU UCMONb30BaHUN Paspe3aHHbIX
3TUKETOK U HAHECEHUN MApPKUPOBKM BHE NUHWMM yMNakoBkW. [ns npedoTBpalleHvs nepenyTbiBaHWs neyaTHOro
MaTepuana pekoMeHayeTCs UCMNOSb30BaTh 3TUKETKM B PYNIOHE BMECTO pa3pe3aHHbIX STUKETOK.

187. (5.52) lMpousBoanTenb AOMKEH MNPOBOAMTL MPOBEPKWU, rapaHTUpyloLme, 4YTO BCE 3NEKTPOHHbIE
YCTPOMCTBA CYNTBIBAHUSA KOAA, CHETYUKM STUKETOK U aHanorMyHble yCTponcTBa paboTatoT NpaBubHO.

188. (5.53) MapkupoBka YNakoOBOYHbIX MaTepuanoB, HaHECEeHHas C MOMOLLbI nevYatv unu MeToaoMm
TUCHEHWS, AOMMKHA ObITb OTYETIIMBOM U YCTOMYMBOW K BbILBETAHUIO UM CTUPAHUIO.

189. (5.54) lNpwu KoHTpoOrne npouecca ynakoBKM NMPOAYKLUMM Ha JIMHUMK OOMKHO MPOBEPSITLCS, B YACTHOCTH,
cnepywouiee:

a) (a) obLLMI BHELLHUI BUA YNaKOBOK;

©0) (b) KOMNNEKTHOCTb YNAKOBOK,;

B) (C) MCnonb3oBaHWe HaanexaluMx BUAOB NPOAYKUMU 1 YNAaKOBOYHbIX MaTtepuarnos;

r) (d) npaBMNbHOCTb HAHECEHWST MO0 MapPKUPOBKU;

4) (e) npaBubHOCTb PaboTbl KOHTPOSbHbLIX YCTPONCTB Ha NNHWN.

190. Obpasupl, B3siTble C YNAKOBOYHOW NMHUW, HE crieqyeT Bo3BpallaTb NOBTOPHO Ha MMHUIO.

191. (5.55) Ecnu npu ynakoBke NpoayKUMuU BO3HUKNN HenpenBuaeHHbIe obcToATenbCcTBa, OHA MOXET ObITb
BO3BpalleHa B MPOM3BOACTBO TOMbKO MOCHEe cheuuanbHOW MpPOBEpKW, NPOBEAEHMS paccnegoBaHus u ¢
paspelleHns nuua, WMeloLWero COOTBETCTBYHOLUME MOMHOMOYMA. YKa3aHHble [AeNCTBUS AOSKHbI  ObiTb

odhopMrieHbl B BMAe NpoTokosa, KOTOpbI HE0BXOANUMO XpaHUTb B YCTAHOBIEHHOM MOPSAKE.

192. (5.56) MNpwu cywecTBEHHOM UM HEOOBLIMHOM PacXOXOEHMU, YCTAHOBIIEHHOM BO BPEMSI COCTaBlEHMS
mMaTepuanbHoro 6anaHca, Mexagy KOnMYecTBOM HepacdacoBaHHOW MNPOAYKLMMW, MNEeYaTHOro YnakoBOYHOrO
marepvana u Y4MCnoM Npou3BEeAEHHbIX €AWHMWL, FTOTOBOW MPOAYKUMM Heobxoammo MpoBECTW paccrnefoBaHve u
YCTaHOBUTb NPUYUHY 3TOr0 PacxoXaeHus 40 BblAaun pa3peLleHmns Ha Bblnyck.

193. (5.57) MNocne 3aBeplueHMs onepaunii No ynakoBke Niobble OCTaBLUMECS YNAKOBOYHbIE MaTepuansl C
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HaHECEHHbIM Ha HWX HOMEPOM Cepun AOSMKHbI OblTb YHWYTOXEHbI C MNOCMAEAYLWUM OOKYMEHTarbHbIM
odopmneHunemM. Bosspat Ha cknag HeEMapKMpOBaHHbIX YNAaKOBOYHbLIX MaTtepmnanosB NpoM3BOAAT B COOTBETCTBUM C
yTBEPXXAEHHOW npoLueaypon.

loToBas NpoayKumst

194. (5.58) [o Bblgaum paspeLleHust Ha BbiMyCK roToBasi NPOAYKUMsST OOMMKHA COAepXaTbCs B KapaHTUHE B
YCnoBuAX, YCTaHOBJIEHHbLIX NPONU3BOAUNTENEM.

195. (5.59) [lo MOMeHTa MonyyYeHus paspeLleHnst Ha BbIMyCcK AOMMKHa ObiTb NpoBeAeHa OLEeHKa KayecTBa
roTOBOM MPOAYKUMM 1 HEODOXOOUMOW JOKYMEHTaUMW B MOPSAKe, YCTAHOBIEHHOM NMyHKTamu 202 - 236 HacTosALwmX
Mpaswun.

196. (5.60) Mocne Bblga4y paspeLleHnst Ha BbINyCK roToBas NPoAYyKUMS A0IKHA XPaHUTLCA Kak NpuroaHas
AN peanusaummn B YCrNoBUSIX, YCTaHOBEHHbIX MPOM3BOAUTENEM.

OTKINOHEHHbIE, MOBTOPHO MCMONb30BaHHbIE 1 BO3BPALLEHHbIE
mMaTepwuarnbl U NpoayKLUus

197. (5.61) OTKNOHEHHble MaTepuarnsl U NPOAYKUMA AOMKHblI UMETb YETKYI0 MapkKMpPOBKY U XpaHUTbCS
pa3sgenbHO B 30Hax C orpaHnyeHHbiM goctynoMm. OHM noanexaTt Bo3BpaTy NOCTaBLUMKY, NnepepaboTke (ecnu aT1o
A0ONYCTVMO) NN YHUYTOXEHWIo. JTiobble BbINOMHEHHbIe AEUCTBMSA AOIMKHbI ObiTb 0POPMIIEHbI AOKYMEHTamNbHO U
CaHKLMOHNPOBaHbI NL@aMN, UMEKLLYMU COOTBETCTBYHOLLME NOSTHOMOUHNS.

198. (5.62) MNepepaboTka OTKIOHEHHON MPOAYKLUM AOMYCKAETCA B UCKIMIOYUTENBHBIX Crydasix npu ycrioBum
OTCYTCTBUSA YXYALIEHUS KayecTBa rOTOBOW MPOAYKUMM W BbINOMHEHUS Bcex TpeboBaHui crneumguKaLmin.
MepepaboTka JoMmKHa OCYLLECTBNSATLCA B COOTBETCTBUU C YTBEPXKAEHHbBIM MPOMbILLNEHHBIM PErfamMeHToOM Mnocre
OLIEHKMN BO3MOXHOTO p1CKa C nocneayoLmm AOKYMEHTanbHbIM 0hOpMIIeHNEM.

199. (5.63) [lloBTOpHOE WCNONbL3OBaHWE BCEN Cepunm UAM 4YacTu paHee NPOM3BEAEHHBIX Cepun
COOTBETCTBYIOLLErO KayecTBa nyteM oObeaMHEHUsI C Cepuelt TakoW Xe NPOAYKUMM Ha OnpepeneHHon cTaawu
NPON3BOACTBA, NPeayCMOTPEHHOW MPOMBILLNEHHBIM PErfIaMeHTOM, AOMKHO BbiTb CaHKUMOHMPOBAHO 3apaHee ¢
YYETOM OLIEHKN BO3HUKAOLLMX PUCKOB, BKMNoYasi Noboe BO3MOXHOE BIUSIHUE HA CPOK rOAHOCTU. [lesaTenbHOCTb
Mo NOBTOPHOMY MCMONb30BaHUIO AOMKHaA ObiTb 0hopMIieHa JOKYMEHTarbHO.

200. (5.64) HeobxooumocTb LOMOMHUTENBHOIO KOHTPONS noOOK roTOBOWM NPOAYKUMM, NpoLleaLlen
nepepaboTKy, UM NPOAYKUUN, B KOTOPYIO Obina BKAOYEHa MOBTOPHO MCMONb30BaHHas NPOAYKUUS, onpeaenset
nogpasgeneHne KOHTPOsS KadecTaa.

201. (5.65) BosBpalueHHas C pblHka NPOAYKUMS, Hag KOTOPOW Obln yTpadeH KOHTPOSib CO CTOPOHbI
npous3BoguTensi, [AOofkHa OblTb YHUYTOXEHA, ecnu He NoATBEepPXOEHO COOTBETCTBME e€e KadecTBa
YCTaHOBMEHHbIM TpeboBaHuAM. PelleHne o0 MOBTOPHOW MNpoAaxe, MNepemMapkUpoOBKE UMW MOBTOPHOM
NCMOMb30BaHNM MOXET ObITb MPUHATO TOMBKO MOCHe CreLmanbHOro aHanuaa, NpoBeeHHOro noapasgefnieHmem
KOHTPOIS Ka4eCcTBa B COOTBETCTBUU C YTBEPXKAEHHOW npouenypon. Npu aTom Heo6X0AMMO yYnTbIBaTb Xapakrep
npoaykuum, ee npegbICTOPUD U COCTOsSHME, COobMaeHne creumanbHbiX YCMOBUM XPaHEHUss U BpeMms,
npoweflwee ¢ gatbl Bbinycka. [Npy nobbiX COMHEHUSIX B OTHOLLEHWM KayecTBa MPOAYKUUW He OOMycKaeTcsl ee
MOBTOPHOE WCMOMb30BaHME WIU MOBTOPHbLIVA BbIMYCK, HO OOMYyCKaeTcs ee xmmmyeckas nepepaboTtka C Lenbko
pereHepaLMn aKTUBHbIX WHrpegueHToB. Bce BbimonHsemble [ENCTBUSA  OOMMKHbI  ObiTb  OChOpMIIEHBI
OOKyMEHTanbHo.

KOHTPOI1b KAYECTBA (I'TTABA 6)
MpuHUMn
202. KoHTpomnb kadecTBa BKIOYaeT B cebs oTOop npob, MpoBedeHWe UCNbITaHWA U NPOBEPOK Ha
cooTBeTCcTBME TpeboBaHMAM crneumduKkaumi, MWHCTPYKUMIA W OPYruxX [LOKYMEHTOB, OpraHusaumio paboThbl,

OOKyMeHTanbHoe ogopMIieHre 1 Bbigady paspelleHuin Ha Bbinyck. Llenb KOHTponsa kavecTBa - He JONyCTUThb K
MCMONb30BaHMI0O UMW peanu3aumMm MaTepuanbl UNM NpoAyKUUIO, He YAOBMNETBOPSIHOLLME YCTAHOBIEHHbIM
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TpeboBaHuAM. KOHTponb kayecTBa He orpaHuumBaeTcs nabopaTopHbiMM paboTamu, OH JOMKEH COMPOBOXAaTb
NMPUHATME BCEX peLleHun, Kacalowmxca kavecTsa npoaykumu. OcHoBonmonarawwym NpUHUMNOM  ANns
yaoBneTBopuTenbHON paboTbl MOoApasfeneHnss KOHTPOMsS KavecTBa CYMTAeTCd ero  He3aBWCMMOCTb  OT
NpOM3BOACTBEHHbIX NogpasaeneHun (NyHkTol 5 - 23 HacTosAwmx Mpaswun).

Obwme TpeboBaHus

203. (6.1) B cTpykType kaxgoro npou3BoAWUTENS LOIMKHO ObiTb MoAgpasgeneHve KOHTPONsS KadecTsa,
HesaBMcMMoe OT OpyrMx noapasfgeneHui. PykoBoguTenb 9TOr0  nogpasfeneHns  JOMmKeH WUMETb
COOTBETCTBYIOLLYIO KBanUuKauMio U OnbiT paboTbl, B €ro MnogYMHEHUM [OIDKHbI HaxoOuTbCS ofHa Wnn
HECKOINbKO KOHTPONbHbIX NlabopaTopuii. [NogpasgeneHne OomkHO OGbiTb 0becnevyeHo AOCTaTOUHbIMU pecypcamMu,
4yTOObI rapaHTUPOBaTb, YTO BCE MEPONPUATUS NO KOHTPOIO KavyecTBa NpoBoasTcst 3dEKTUBHO 1 HAAEXKHO.

204. (6.2) OcHOBHble 0083aHHOCTM pPYyKOBOOUTENS MNOApa3desieHuUst KOHTPOMsi KavyecTBa W3NOXEeHbl B
nyHkTax 24 - 45 nactoswmx [paBun. Ha nogpasgeneHne KOHTPONSA kavyectBa MOryT ObiTb BO3MOXEHbI MHbIE
obsA3aHHOCTM, B TOM 4ucrne paspaboTka, Banugauus M BHEApPEHWEe BCeX Mpouedyp Mo KOHTPOS0 KadecTsa,
XpaHeHNe KOHTPOJbHbIX 06pa3sLoB MCXOAHOMO ChIpbsi, YNAKOBOYHbIX MaTepuarnoB W npodykuum, obecrneveHve
NpPaBUNbHOM MapKMpOBKM YMaKOBOK C WCXOAHbIM CbipbeM M Mpoaykuuen, HabnogeHve 3a CTabunbHOCTbIO
npoAdyKuun, yyactve B paccriefoBaHUM NpeTeH3nii B OTHOLLEHMWN KadecTBa NPOoAyKUMK. YKkasaHHble 0653aHHOCTH
OOIMKHbI BbIMONMHATECA B COOTBETCTBUWN C YTBEPXAEHHBIMU Npoueaypamn 1 Npyu HeobxoanMOCTN OhOPMNATLCS
OOKYMeHTanbHo.

205. (6.3) lMNpu oueHke kayecTBa roToBOM MPOAYKUUN AOMKHbI paccMaTpuBaTbCs BCE COOTBETCTBYHOLLUE
dhakTopbl, BKIOYAsS YCMOBMS MNPOM3BOACTBA, pe3ynbTaTbl KOHTPONSA B Mpouecce MNpov3BOACTBa, 0030p
NPOV3BOACTBEHHOM AOKYMEHTaUMK (BKIHOYAsi JOKYMEHTaUMIO Ha YNakoBKy), COOTBETCTBUE crneumndmkauusam Ha
rOTOBYHO MPOAYKLMIO U MPOBEPKY OKOHYATENBHON YNaKOBKM FOTOBOW MPOAYKLMM.

206. (6.4) MNepcoHan noapasfeneHns KOHTPONS KadecTBa AOMKEH MMeTb AOCTYNn B MPOM3BOACTBEHHbIE
30HbI Ans otbopa npob 1 NpoBegeHUs HEOOXOAUMbIX UCCNEeaOBaHMNA.

MpaBuna Hagnexatwlero nabopaTtopHOro KOHTPONS KayecTea

207. (6.5) MomeLueHuss n obopyaoBaHWe KOHTPOSbHbLIX TlabopaTopuii OMKHBI COOTBETCTBOBATL OOLMM U
cneumanbHbiM TpeboBaHUAM, NPeAbABSAEMbIM K 30HAM KOHTPONS KayecTBa, YCTAHOBMEHHBIM NMyHKTamu 46 - 91
HacTosAwmx MNpasun.

208. (6.6) lMepcoHan, nomelieHns u obopygoBaHue nabopaTtopuii OOSMKHbI COOTBETCTBOBATb BUAY U
obbemMy npousBoacTBa. B oTaenbHbIX criyyasix [oMyckaeTcs WCMonb3oBaHWE CTOPOHHMX nabopatopui npu
YCINOBMU BLINOMHEHNST UMKU TPeOOBaHWUI, M3NOXEHHbIX B NyHKTax 237 - 255 Hactosawmx MNpaBun, n BHeCEHUS
COOTBETCTBYIOLLUX 3anncen B JOKYMEHTbI MO KOHTPOIO KayecTBa.

[okymeHTaums

209. (6.7) [OokymeHTaumsi KOHTPOMbHbLIX JlabopaTopuii [OIMKHA COOTBETCTBOBATb TpeboBaHUSM,
N3NoXeHHbIM B NyHkTax 92 - 134 HacTodAwmx NMpaBun. BaxxHasa 4acTb 3TOM AOKYMEHTaLUMUU OTHOCUTCS K KOHTPOIIO
KayecTBa.

210. B nogpasgeneHnm KOHTPons KayecTBa OOSKHA ObITb Nerko AoCTynHa criegytowas JOKYMeHTaums:

cneuundunkauuu;

npouenypsl ot6opa npob;

METOAUKN U OOKYMEHTbI MO NPOBEAEHHBLIM UCMbITaHUAM (B TOM YMCIle aHanUTUYecKue onepaumoHHble
nncTel U (Mnn) nabopaTtopHble XXypHarnbl);

aHannTn4eckne oT4veTbl N (I/IJ'II/I) OOKYMEeHTbI, noaTBepXXaakLwWne Ka4ecTBo;

pe3yrnbTaTbl MOHUTOPWHIA MPOM3BOACTBEHHON cpeabl, rae TpebyeTcs;
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NPOTOKONbI Banugauny METOANK UCTIbITAHWIA, r4e MPUMEHMMO;
npoleaypbl M NPOTOKOMbI KAanMbpoBKM NPUBOPOB M TEXHUYECKOTO 00CNyXnBaHNsi 060pya0BaHuUS.
211. (6.8) Iltobas goKyMeHTauus Mo KOHTPOJO Ka4yecTBa, OTHOCALLASACS K 3anMcsiM Mo NpoM3BOACTBY CEPUN

npoaykumn, OormkHa XpaHnTbCA B Te4eHne oOHOro roga nocne ncrtevyeHna cpoka rogHocTn cepun n B Te4eHne He
MeHee NMATU NneT nocne OueHKU COOTBEeTCTBUA cepun YyNOJNTHOMOYEHHbIM NMUOM B YCTaHOBJIEHHOM Nopdake (

noAnyHKT "B" NnyHkTa 28 HacToawwmx MNpasun).

212. (6.9) [1na HeKoTOpbIX BMAOB AaHHbLIX (Hanpumep, pes3ynbTaToB aHANMTUYECKUX UCMbITAaHUR, BbIXxoaa
roToBOM MpoAyKUMW, MapameTpoB MNPOU3BOACTBEHHOW cpedbl) PEeKoMeHOyeTCs XpaHuTb 3annucu B BUAE,
nossondwwem oueHnBaTb TeHOeHUNMN USMEeHEHUA nNapamMeTpoB.

213. (6.10) B gononHeHne k nHopmaLmm1, ABMASIIOLLENCSA YacTbio 40CbE Ha CEPUID, LOIMKHBI COXPaHATLCA U
ObITb NErkogoCTYMHbIMU OPYTrMe UCXOOHbIE AaHHbIe, Takue Kak labopaTopHbIe XypHanbl 1 (Un) 3anucu.

OT60p Npob

214. (6.11) lMpousBoanTEnb [OIMPKEH OCYLLECTBMATL OTOOp NMpo6 B COOTBETCTBUWM C YTBEPXOEHHBLIMU
npouenypamu, KOTopble ONpeaensioT:

cnocob otbopa npobsl;

ncnosb3dyemoe 060pyaoBaHueE;

Konu4yecTeo obpasua, KOTopoe A0SMKHO BbITb 0TOOPAHO;

npoleaypbl No pasgenennto oTobpaHHoro obpasua Ha 4Yactu (npu HeobxoanumocTw);

TWM U COCTOSIHWE Tapbl, UCNonb3yemon ana otbopa npoobbi;

ngeHTudrkaumio Tapbl ¢ 0TOOpaHHbIMU Npobamu 1 Tapbl, U3 KOTOPOW BbIK 0TOGpPaHbLI NPOGL;

nobble ocobble Mepbl NPeAOCTOPOXHOCTU, KOTOpble Heobxoaumo cobniogaTtb, ocobeHHO npu oTbope
00pasLoB CTEPUNIbHBIX N BPEAHLIX BELLECTB;

YCNOBUSA XPaHEHWS;

npoueaypbl N0 O4UCTKE N XpaHeHuto obopyaoBaHus ans otbéopa npob.

215. (6.12) OTobOpaHHble KOHTPONbHbIE 00pasubl AOMMKHbI MPEeACTaBnsiTb COOOM NpPeAcTaBUTENbHYIO
BbIOOPKY CEepuM MCXOAHOrO Cbipbsl, YNAKOBOYHbIX MaTepUarnoB UMM rotoBoW npoaykumui. MoryT ObiTb Takke
oTobpaHbl AononHuTenbHble 06pas3ubl AN MOHUTOPUHra Hanbonee BaXHbIX 3TanoB npouecca (Hanpumep, ero
Hayarna unm oKOHYaHus1).

216. (6.13) Ha aTukeTke Tapbl ¢ 0TOGpaHHbIMM 06pasLaMn JOIMKHbI ObITh YKa3aHbl €e CoaepXXnumoe, Homep
cepuu, gata otbopa npob, a Takke 0603HaAYEHME YAKOBKU, N3 KOTOPOW 3TN NPOOLI ObiNn 0TOOpaHbI.

217. (6.14) JononHuTenbHble TpeOOBaHNS B OTHOLLUEHUWN KOHTPOSbHbBIX U apXMBHBLIX 0O6pa3uoB NpMBEAEHDI
B NMpunoxexHnn N 18 k HacToawmm MNpasunam.

lMpoBeaeHne ucnblTaHMm

218. (6.15) MeTogmMKn KOHTPOSA Ka4ecTBa AOSMKHbI ObITh BanuanpoBaHbl. Bce ncnbitaHusl, npuBegeHHble B
pervcTpaumoHHOM A0Ckbe, AOMKHbI ObiTb NPOBEAEHbI B COOTBETCTBMU C YTBEPXKAEHHLIMU METOONKAMM.

219. (6.16) T[lonyyeHHble pe3ynbTaTbl MWCMbITAHUA OOSMKHbI ObITb [OOKYMEHTanbHO OMOPMIEHbI U
NpoBEepeHbl ANdA rapaHTUM NX COOTBETCTBMSA ApYr Apyry. Bce pacyeTsbl JOMKHbI TLATENbHO NPOBEPATLCS.
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220. (6.17) NpoBoaMMble UCMbITAHNS OOIMKHBI PErMCTPUPOBATLCS C yKa3aHUEM B AOKYMEHTAXx, B TOM YuCIe
crneayowmx AaHHbIX:

a) (a) HaMMeHOBaHNE UCXOAHOTO CbIpbs, YNAKOBOYHbIX MaTepuarnoB UnvM NPoAyKLMU U Npyu HEOBXoaUMOCTH
nekapcTBeHHON opMbl;

©) (b) Homep cepuun, NPUCBOEHHbLIV NPWU MPUEMKE, U, TAe NPUMEHMMO, HOMep Cepun MpousBoauTens, a
TaKke HanMeHoBaHWe Npoun3BoANTENs N (MNN) NOCTaBLLMKa;

B) (C) ccbinika Ha COOTBETCTBYOLME cneumndmrkaumm 1 npouenypbl UCMbITAHWIA;

F) (d) pe3ynbTaTthbl UCNbITaHWIA, B TOM 4uUcre HabnoaeHus!, BbIMUCIEHUS, U CCbIMKW Ha Bce LOOKYMEHThI,
cogepxawine pesyrnbtaTtbl NpoBeAEeHHbIX aHaNMN30B;

4) (e) gatbl NpoBeaeHUs NCMbITaHWUI;
e) (f) hamunumn n nHMumanel nuu, NPOBOAMBLUNX UCTbITAHMKE;

X) (g) dbamunum n nHMUMansl nuy, NPOBEPUBLUNX NPOBEAEHUE UCMbITAHWIA U pe3ynbTaTbl BbIMUCIEHWUIA, rae
NPUMEHNMO;

3) (h) ofHO3HAYHOEe 3aknYeHVe O Bblgaye paspelleHVs UMW OTKMOHEHWU MpoayKuun (Mnu Apyroe
peLUeHre o cTaTyce NpoayKuMn), Aata v Noanucb OTBETCTBEHHOIO NuLa.

221. (6.18) Bce onepaumm nNo KOHTPOMO B NpoLiecce NPOn3BOACTBA, BKNOYas Te, KOTOpble BbIMNOMHAKTCSA B
NPOW3BOACTBEHHOW 30HE MPOU3BOACTBEHHBIM MEPCOHANOM, HEOOXOAMMO OCYLLECTBMATL B COOTBETCTBUMM C
MeToAMKaMW, YTBEPXKOEHHbIMM MOApa3dernieHMeM KOHTPOMS KavecTBa, a WX pesynbTaTtbl OOIMKHbI ObiTb
0hOpMIEHbI AOKYMEHTAambHO.

222. (6.19) Ocoboe BHMMaHMe HeOOXOAMMO yAensiTb KayecTBy rabopaTOpHbIX pPeakTUBOB, MEPHOW
nabopaTtopHoi nocydbl U TUTPOBAHHBIX pPacTBOPOB, CTaHAApPTHbIX 00pa3uoB M nuTaTenbHbiX cped. Wx
NMPUroToBIIEHME U MOATOTOBKA JOJMKHBI COOTBETCTBOBATL TPEOOBAHNAM YTBEPKAEHHBIX UHCTPYKLMIA.

223. (6.20) JlabopaTopHble pacTBOpPbl PEaKTMBOB [AOMMKHbI MMETb MapKUpOBKY C yKaszaHMeM Jathbl
NMPUroTOBMNEHMSA U C NOANUCAMM UCNONHUTENEN. Ha aTUKeTKe A0OMmKeH ObITb yKasaH CPOK rogHOCTM HeCTabUMbHbIX
peakTMBOB W NUTaTENbHbIX Cpen W crneuudurdeckme ycnoBusi MX XpaHeHus. [Ons TUTPOBaHHbIX PacTBOPOB
HeoOXxO4MMO yKasbiBaTb fgaTy MOCNedHero yCTaHOBMIEHMS TWUTpa W COOTBETCTBYIOLMIA  MOMNPaBOYHbIN
KO9dhpMLUMEHT.

224. (6.21) MNpu HeobxoguMOCTM Ha Tape crnegyeT ykasbiBaTb OaTy MONYyYEeHWs KaXOoro BeLLecTBa,
ncrnonb3yemoro Ans npoBeeHUs WCMbITaHWA  (Hanpumep, peakTMBOB W CTaHAapTHbIX o6pasuoB), C
COOTBETCTBYHOLUMMU WHCTPYKUMSMU MO €ro MCMOMb30BaHMIO W XpaHeHuo. B HekoTopbix cryyasx nocne
nonyyYeHns wnuM nepen WUCMONb3oBaHWEM peakTVBa MOXET BO3HUKHYTb HeOOXOAMMOCTb NPOBEAeHWs ero
UCMbITaHWS Ha MOEHTUYHOCTb U (MMK) APYroro UCMbITaHUS.

225. (6.22) YKvuBOoTHbIE, UCMONb3yeMble ANS KOHTPOMNS KOMMOHEHTOB, UCXOOHOrO Chipba UMW MPOAYKLMM,
OOMKHbI NMpY HeoBXO0AMMOCTM NMOMeLLATbCs B KAapaHTUH nepeq HadanoMm paboTbl C HUMKU. YX0[4 33 KMBOTHLIMU U
X KOHTPOSib [AOJMKHbI OblTb OpraHM3oBaHbl TakMMm 00pas3oM, 4ToObl obecnevnTb WX MPUrogHOCTb Ans
NCNONb30BaHUA MO HadHayeHuto. XKMBOTHbIE AOMMKHbI ObITb MapKMpOBaHbl, a AaHHble O MpeLlecTBYOLLEN
paboTe ¢ HUMU JOMKHbI BbITb 0POPMIEHBI JOKYMEHTANbBHO.

Mporpamma nocrepyroLLero n3y4yeHust ctabunbHoOCTH
226. (6.23) Tllocne BbiMycka B oOOpaweHne HeobXoaMMO MPOBOAUTE MOHUTOPUHI  CTabWUIbHOCTM
NeKapCTBEHHOro npenapata B COOTBETCTBUM C NMPOrpaMmMon, KOTopasi MO3BONUT BbISIBUTL Kakue-nnbo npobnembi
CO CTabWNbHOCTLIO NeKapCTBEHHOrO MnpenapaTta AaHHOro cocTaBa B MOTPeOMTENbCKOW ynakoBke (Hampumep,
N3MeHEHUs1 cofepXXaHus npumecen unm Npodunst pacTBOPEHMS).

227. (6.24) Uenbko nporpamMbl MOCHEAYOLWEro M3y4YyeHnss CcTabunbHOCTM SBNSAETCA  MOHUTOPUHT
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NeKkapcTBEHHOro npenapaTa B TeYeHWe BCEro Cpoka rogHOCTU U ONpeAerneHne Toro, YTo OH COOTBETCTBYET CBOEN
cneumdmrkauum npy cobrnoaeHUn YCNoBUiA XpaHeHu s, ykasaHHbIX B MapKMpOBKe.

228. (6.25) Bblweyka3aHHble TpebOBaHUSI OTHOCATCS, rNMaBHbIM 0OpPa3oM, K FOTOBbIM J1E€KapCTBEHHLIM
npenapatam B MOTpebWUTENbCKOM ynakoBKe, HO HEOOXOOUMO TakkKe BKMHOYMTb B MporpamMmy MocrneaytoLlero
n3yyeHnss cTabunbHOCTU HepacdacoBaHHyl Mpoaykumio. B yacTHoCcTW, ecnv HepacdacoBaHHy MPOAYKLMIO
XpaHAT AnuTenbHoe Bpems 40 YNakoBkU U (Mnn) nepegadn ¢ NPOM3BOACTBEHHOMO y4YacTka Ha y4acTOK YNakoBKM,
HeoBXOAMMO WU3YyYUTb W OUEHUTb BNUSHUE 3TOro dakTopa Ha CTabunbHOCTbL rOTOBOWM MPOAYKUMM MpK
COOTBETCTBYIOLIMX NapameTpax OKpyxalolwen cpeabl. YkasaHHoe TpeboBaHMe MpUMEHSIETCA Takke K
NMPOMEXYTOYHON MpPOOYKUMKM, KOTOpas XPaHUTCS W WCMONb3yeTcs B TeyeHue ANuTenbHOro nepuoga.
WccnepgoBaHve CTabunbHOCTM NEKapCTBEHHOrO npenapaTa, KOTOpbI FOTOBWUTCA HEMOCPEeACTBEHHO nepes
npUMeHeHeMm, NPOBOAAT Npu pa3paboTke nekapCTBEHHOro npenapata. BknioueHne Takux nekapcTBEHHbIX
npenapaToB B NMporpammy MOCreayrLero ndydeHms ctabunbHoctn He Tpebyetcd. OgHako, ecnu NpMMEHMMO,
MOXeT NPOBOAUTLCA NOcneayLee ndydeHne cTabunbHOCTU Takoro npenapara.

229. (6.26) Tllporpamma nocnegywoLwero W3ydyeHus CTabunbHOCTM JOormbkHa ObiTb  odhopmrieHa
OOKYMEHTanbHO B COOTBETCTBUM C TpeboBaHUAMM, yCTaHOBNEHHbIMU NMyHKTamu 92 - 134 Hactosiwux NpaBun, a
pe3ynbTaTthl paboTbl odopmneHbl B Buae otdeta. ObopygoBaHme, UCNONb3yeEMOE ANs U3YyYeHUs CTabunbHOCTH
(B 4YacTHOCTW, KNMMaTM4eckue Kamepbl), AOMMKHO ObiTb KBanuM@UUMPOBaHO M [OIMKHO oOBcnyxmBaTbCA B
COOTBETCTBUU C TpeOOBaHNSIMUN, YCTAaHOBMNEHHbIMU MyHKTamu 46 - 91 HacTosAwmx MNpasun u Mpunoxernmem N 15 k
HacTosiLwmM lMpasunam.

230. (6.27) OT4yeT 0 paboTe MO nNporpamMmme NOCreayLEero n3ydeHnsi CTabunbHOCTU OOIDKEH BKMOYaTb B
cebs Becb Nepuof A0 UCTEYEHNst CpoKa rogHOCTU NPOAYKUUN U coaepXaTb, B HaCTHOCTU, Creayowmne AaHHble:

Homep(a) cepuun(i) AN pasnuM4HbIX 4O3MPOBOK U Pa3HbIX Ppa3MepoB Cepuit, rae NPUMEHUMO;
AaHHbIE O (PU3NYECKNX, XMMNYECKUX, MUKPOBMONOrMYecKnx 1 BUonornyecknx meTogax UcnbiTaHum;
KpUTEpun NpMemnemMocTw;

CCbIfIKN Ha MeTOoAbl UCTIbITaHWI;

onvcaHve Bmaa ynakoBKy;

NepuoauYHOCTb UCTbITaHWUI (TOYKU KOHTPOSS BO BPEMEHN);

onucaHue YCIoBWUIA XpaHeHus (HeobxoOAMMO WCMOMb30BaTb CTaHOAPTU3MPOBaHHbIE B HOPMATUBHbIX
npaBoBbIX akTax Poccuiickoli depgepauuv  ycrnoBust AnA  ONUTENBHOMO  WCMbITAHUS  CTabUMbHOCTH,
COOTBETCTBYIOLLME AaHHbIM PErMcTPaLUMOHHOrO OOCkE);

apyrune HeobxoaMMble NnokasaTenu, cneu,m¢>mqecme Ana AaHHOro JfiekapCTBEHHOrIO npenapara.

231. (6.28) OTyeT 0 paboTe No NporpaMme NOCreayLero N3y4yeHns CTabunbHOCTY MOXET OTNNYaTbLCA OT
oTyeTa O MNepBOHaYarbHOM ONUTENbHOM WUCMbITAaHUM CTabUNbHOCTU, MPEACTaABNEHHOTO B PErMCTPaLMOHHOM
Jocbe, npu ycrnoBum oBOCHOBaHMS M OOKYMEHTarlbHOro odopMiieHMst B oTyeTe (B TOM 4ucre OTnuuMs B
NepnoanYHOCTU UCTbITAHUR).

232. (6.29) Yucno cepur M NEPUMOOUYHOCTb MCNbITAHWA AOMKHbI ObecneymBaTb AOCTATOYHbIA OOBEM
OaHHbIX ANs NPOBEAEeHUs aHanu3a TeHAEeHUUN u3MeHeHus. B nporpaMmmy nocnenyrowero U3ydeHus exerogHo
OOMKHa BKNIOYATBCA KaKk MUHMMYM OfHa Cepusi NPOU3BEAEHHOrO NeKapCTBEHHOro mnpenapaTta B Kaxaou
[O3UPOBKE M B KaXKOOM BUAE MEPBUYHON YMAKOBKW. VICKNIOYEHMEM ABMSAIOTCA Cryyau, Korga B TedeHue roga He
Npon3BeAeHO HW OOHOW Cepuu [aHHOro feKapCTBEHHOro npenaparta, ecnv nHoe He OGyaeT 0oBOCHOBaHO
npounssoguTenem. [Ins nekapcTBeHHbIX NpenapaTos, nocrneayllee nlyyeHne ctabunbHOCTN KOTOPbIX TpebyeT
MCMNOMb30BaHNSA XXMBOTHbLIX M He CyLecTBYeT anbTepHaTWMBHbIX BanvMAMPOBAHHbLIX METOAMK, NepUoaUYHOCTb
KOHTpONs MOXeT OblTb yCTaHOBNEHa Ha OCHOBAHWM OLEHKM PUCKOB. MOryT MCMnonb30BaTbCA PamMOYHble UMK
MaTpUYHble CTPYKTYpbl NPW OOKYMEHTanbHOM OhOpMIEeHNH, eCnn UX NPUrOAHOCTb COOTBETCTBYIOLLMM 06pa3om
Hay4yHO oboCHOBaHa.
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233. (6.30) B HekoTOpbIX cry4asix B MNocrneaywoollee ulydeHue CTabuIbHOCTU AOMMKHbI BKITHOYATLCS
JononHutenesHble cepun. B yacTHocTy, nocnegyiollee usyvyeHne ctabunbHOCTU HeOBXoOUMO MPOBOAMTL Nocre
nboro 3Ha4YNTENBHOIO U3MEHEHUSI NI 3HAYUTENBHOINO OTKIOHEHUS B npouecce npomsesoacTtea UM ynakoBKWU.
OTO e OTHOCUTCSA UM K NoObIM onepaunsiM No NOBTOPHOM 0b6paboTke, NnepepaboTke UK pereHepaL .

234. (6.31) PesynbraTtbl nocreaywowero U3yyeHuss CTabWibHOCTM  LOMKHbI  ObiTb  AOCTYMHbI
OTBETCTBEHHOMY MepcoHany u 0CO6EeHHO ynorTHoOMoYeHHOMY(bIM) nuuy (NMuuam). Ecnv nocneaytollee nsyyeHune
CTabUNbHOCTU OCYLLECTBISIETCS HE Ha MecTe NPOM3BOACTBa HepacdacoBaHHOW MMM FOTOBOW NPOAYKLMKU, TO
MeXay YYacTBYHOLWMMKU CTOPOHaMKM LOMKHO OblTb OhOPMIIEHO COOTBETCTBYHOLLEE cornailleHue. PesynbraThbl
nocrneayoLwero U3yvyeHus ctabunbHOCTU OOMKHbI HaXoOUTbCA Ha MecTe MpOoM3BOACTBA ANS NpeacTaBneHus:
yNonHoMo4YeHHOMY dbeeparibHOMy OpraHy UCNOMHUTENbHOW BacTu.

235. (6.32) lMpoussoguTenb OOMMKEH aHanuamMpoBaTb Crnydau BbiIxoda 3a npegensl crneuudukaumm u
CYyLLECTBEHHblE HETUNWYHble TeHaeHuuu. JIiobon noaoTBEepXKAEHHbIM BbIXOA 3a Mpefernbl cneuvdukauum mnm
CYLLLECTBEHHbIE HEraTMBHbIE TEHAEHUUWN LOOIMKHbI LOBOAMTLCS OO CBEAEHUS YNMONTHOMOYEHHOro dedeparnbHOro
opraHa WCMONHUTENbHOM Briactu. B cooTBeTcTBuUM ¢ TpeboBaHMAMU, YCTaHOBMEHHbIMM MyHKTamu 256 - 272
HacTosAwmx MpaBun, a Takke Npy KOHCYMbTaUMK C YNOMHOMOYEHHbIM hegepanbHbIM OPraHOM UCMOSTHUTENbHOM
BMacTu crieqyeT pacCMOTPETb BO3MOXHbIE AENCTBUS B OTHOLLEHUWN CEPUM, HAXOASLUNXCH Ha PbiHKeE.

236. (6.33) 3aknoyeHns Mo U3y4eHUo CTabuIbHOCTU, B TOM YMCME NMPOMEXYTOYHbIE BbIBOObI, OOIMKHbI
0hopMnATECA JOKYMEHTanbHO. [laHHble MO cTabunbHOCTU criefyeT nogBepratb NeEpUognyeckoMy ob3opy.

OEATENBLHOCTb, MEPEAABAEMAS ANA BbINONHEHUSA OPYIOW
OPIrAHU3ALINN (AYTCOPCWHT) (TTTABA 7)

MpuHUMn

237. Jllobasa pesTenbHOCTb, HA KOTOPYH PacnpoCTpaHstoTcs HacToswme [NpaBuna u koTopas nepegaHa
Opyron (CTOpPOHHeN) opraHuMsaummM (NepefaHa Ha ayTCOPCUHI), Hagnexawum obpas3om onpeaensieTcs,
corjflacoBblBaeTCd 7] KOHTpOInpyeTca BO n3bexaHue pa3HO‘-ITeHVIIZ, CNOCOBHbIX npmneecTu K
HeyJoBMeTBOPUTENBHOMY KadecTBY MNPOAYKLMM WM BbINOMHAEMbIX paboT. [JoroBop Mexay 3akazymMkom U
UCMOMHMTENEM 3aKmoyaeTcsl C YyKasaHMeM 4YeTKO onpeferieHHblX 00s3aHHOCTENW KaXdoW W3 CTOPOH U
npegycmartpuBaeT Nopsgok AEVCTBUM U OTBETCTBEHHOCTb YMOMMHOMOYEHHOrO fvua 3a Bblgady paspelleHus Ha
BbIMYCK KaX40W Cepum NpogyKumu.

238. TpeboBaHus, ycCTaHOBMEHHble nyHkTamu 237 - 255 HactoAwmx [lpaBun, He OTMeHsIOT
COOTBETCTBYOWMX 00si3aHHOCTEN npousBoauTenen Mo (OPMMPOBAHUIO PErMCTPaLUMOHHOrO J0Cbe MU
HeobXoAMMOCTM HanMuns NULEH3MM Ha NPOM3BOACTBO JlekapCTBeHHbIX cpedctB. OHM He ycTaHaBnMBaloT
OTBETCTBEHHOCTb UCMONHUTENS U 3aKa3unka nepep notpedbutenem, kotopas onpeaeneHa MHbIMU HOPMaTUBHBIMU
npaesoBbIMK akTamun Poccuickon degepaumm.

Obuwume TpeboBaHMsA N pekoMeHaaumMm

239. (7.1) B poroBop, No KOTOPOMY OCYLUECTBNAETCA Mepefada [OeATEeNbHOCTU Ha ayTCOPCUHT,
pPEeKOMeHAyeTCs BKIHOYATb yKasdaHMs Ha NpogyKuuio, paboTbl UnNn ycryrn, OCyLLECTBIIEHME KOTOPbIX NepeaaeTcs
Ha ayTCOPCMHT, a TaKkKe BCe CBA3aHHbIE C TAKOM AEATENbHOCTBI0 TEXHUYECKME M UHbIE COrMaLleHnsl K 4OroBopy.

240. (7.2) OoroBop, No KOTOPOMY OCYLLECTBASETCA Nnepefaya OeATenbHOCTM Ha ayTCOPCUHT, a Takke Bce
NpeanoXeHHble U3MEHEHWUS] TEXHUYECKUX UITN UHbIX COrMalleHUn OOJMKHbI COOTBETCTBOBAThL 3aKOHOAATENbCTBY
Poccwuiickonn ®egepaumm n permcTpaumoHHOMY JOCbE Ha COOTBETCTBYHOLLYYHO NMPOAYKLNIO.

241. (7.3) Ecnun wopuguyeckoe nuuo, Ha MMS KOTOPOro BblAAHO perncTpaumoHHOe yOOCTOBEpeHue, U
npous3BoguTenbe He SBMAAKTCA OZHOW oOpraHu3auvMen, TO MeXZy HUMMU [OIDKHbl  ObiTb  3aKNOYeHb
COOTBETCTBYIOLLME COrMNalleHns ¢ y4eTOM MOMOXEHUIN, YCTaHOBIEHHbIX NyHkTamu 237 - 255 HacTosAwwmx Mpasun.

3akasumk

242, (7.4) dapmaueBTMYECKas CUCTEMA KayecTBa 3akas3yMka [OJPKHA BKMOYaTb B cebSA KOHTpOnb WU
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NpoOBEPKY nobon aesTenbHOCTH, nepep,aHHoﬁ Ha ayTCOPCUHT. 3akasumk rapaHTuMpyeTt npoBeneHne KOHTPOIA
OeATeNIbHOCTH, nepep,aHHon Ha ayTCOPCUHT. oToT KOHTPOJIb OOJKEH BKIMKOYaTb NPUHUWUNbI yNpaBlieHNA pUucCkamu
Ana Kavectsa U y4UTbIBaTb HMXKenpuBegeHHbIEe NMOJ10XKEeHUA.

243. (7.5) o nepenayn OeATenbHOCTM Ha ayTCOPCUHI 3aKa3uuk AOMmkeH ybeanTbcst B paBoCcnocobHOCTH
ncrnonHuTens (B TOM Y1Crie B HAaNN4YMM y Hero HeobxoaMmow B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuickoi
$Pegepaumun NULEH3UN), B €r0 KOMNETEHTHOCTU U HaNMYMM y HEro BO3MOXHOCTW BbINOMHUTL 0Bs3aTenbCcTBa no
AOroBopy Hagnexawum obpa3oMm B COOTBETCTBUM C TpeboBaHnamMu HacToAwmx MNpasun. PekomeHayeTcs Takke
BKITHOYaTb B AOroBOp NofoxeHusi, obecneynsatoLLme BbINONHeHWe TpeboBaHun HacTosAwmx Mpaswun.

244, (7.6) 3akasunk JOIMKEH NMpeoCcTaBUTh UCTONHUTENIO BCO MHpOpMaUuio 1 cBeaeHus, Heobxoammble
ONA  Hagnexaiwlero MWCMOSIHEHMSI  MpPegyCMOTPEHHbIX [OrOBOpPOM  00s3aTenbCTB B COOTBETCTBMM  C
3akoHodaTenbcTBoM Poccuickon ®enepaumm n permcTpaumoHHbIM Jocbe. 3aKasunk AOSMKEH rapaHTUpoBaTh, YTO
NCNOSNTHUTENb MOSTHOCTBIO OcBeaoMneH 060 Bcex hakTopax, CBSA3aHHbIX C MPOAYKUMENA UNU OEATENbHOCTLIO,
nepegaBaeMon Ha ayTCOPCUHI, KOTOpble MOTyT MPeacTaBnAaTb ONAcHOCTb AM1S ero nomeLleHnin, o6opyaoBaHus,
nepcoHana, UCXOL4HOro Cbipbs UMW APYron NPOAYKLUMN.

245. (7.7) 3aKkasumKk OOIMKEH KOHTPONMPOBATb M MPOBEPATb OENCTBUS UCNOSNHUTENS, a TakkKe BHeOpeHue
ncnonHuTenem noboro HeobXxoaNUMOro ynyyLIeHus.

246. (7.8) 3akasuuk ABNAETCA OTBETCTBEHHbLIM 3a MPOBEPKY U OLIEHKY 3anucer u pesynbTaToB, CBA3aHHbIX
C [OeAaTenbHOCTbIO, NepegaHHOW Ha ayTCopcuHr. 3akasyuk AormkeH ybeauTbCA CaMOCTOATENbHO MMM Ha
OCHOBaHUV MNOATBEPXKAEHWS YMNOMHOMOYEHHOro nuua WCMOMHUTENs, 4TO BCHA MPOAYKUMS WM MaTtepuarnsl,
rnocTaBfneHHble eMy WucrnonHuTenem, Obinn npousBedeHbl B COOTBETCTBUM C HacToswwmmu [lpaBunamm u
perMcTpaumoHHbIM AOChe.

WcnonHutenb

247. (7.9) VcnonHnTtenb O0MKEH MMETb HEOOXOANMbBIE 3HAHWS, OMbIT M KOMMETEHTHbIA NepcoHarl, a Takke
pacnonaratb  COOTBETCTBYWOLMMU  MoMelleHuamy, obopydoBaHvem AONd  Hagnexawero  WUCMNonHeHus
06sA3aTensbCTB MO JOrOBOPY.

248. (7.10) NcnonHuTtenb JOMKEH yOOCTOBEPUTBLCSH, YTO BCA NPEAOCTaBMEHHAs eMy NPOAYKUMS, UCXO4HOe
Cbipbe, YNaKoBOYHbIE MaTepuarnbl U CBEAEHUS NPUTrOAHbI AN UCNOSb30BaHMS MO Ha3HAYEeHMHO.

249, (7.11) NcnonHuTenb He OOMKEH nepefaBaTb TPETbEN CTOPOHE PaboThl UMK YCIyru, NOPYYEHHbIE EMY
no porosopy, 6e3 npenBapuUTENnbHOrO PacCMOTPEHMS W COrMacoBaHMsA C 3aka3yukoM. [lpy  3aknoyeHum
COrMalleHNss Mexay WCMONHUTENEM U TpeTbel CTOPOHOM [ormbkHa ObiTb obecneyeHa rapaHTua TOro, 4TO
nHdopmaums, BKMoYas cBedeHus 00 OueHKe COOTBETCTBMS TpeTbeWn CTOPOHbI, MPEedOCTaBMAETCA TaknuMm Xe
o6pasom, Kak Mexay nepBoHavanbHbIMU 3aKa34YMKOM M UCMOSTHUTENEM.

250. (7.12) UcnonHuTenb He OOIMKEH NPOU3BOAUTL HECAHKLMOHUPOBaHHbIE M3MEHEHMUS, BbIXxoAsllMe 3a
paMKn [OroBopa, MOCKOMbKY 3TO MOXeT HebnaronpusiTHO MOBMAMATb Ha KayecTBO paboT, NMpOBOAMMBIX AN
3aKkasyuka.

251. (7.13) VicnonHuTenb OOMKEH MNOHUMATb, 4TO paboTbl, NepegaBaeMble Ha ayTCOPCUHI, BKOYas
npoBedeHWe aHanuM3a Mo [JOroBopy, MPOBEPSIOTCA  YNOMHOMOYEHHbIMKW  dedeparnbHblMX  OpraHamu
NCMONHUTENBbHON BNacTy.

[Horosop

252. (7.14) Mexay 3aKka3yMkOM MW MWCNOMHUTENEeM [OfKeH ObiTb 3akKMo4eH [OoroBop, B KOTOPOM
pekomeHayeTcsa onpeaenuTb UX B3avMHble 0683aTenbCcTBa 1 npoueaypbl nepegadv nHgopmaumu, CBsi3aHHble C
OeATenbHOCTbIO, MepefaBaeMon Ha ayTCOPCUHr. TexHMyeckme acnekTbl [OoroBopa [AOIMKHbl COCTaBNATLCS
nMuaMu, UMeLLMMN COOTBETCTBYIOLLME 3HAHWUS, CBA3aHHbIE C AEATENbHOCTbLIO, NepeaaBaeMon Ha ayTCOPCUHT, U
HacToswmmun [Npasunamu. CornacoBaHHble CTOPOHaMu YCrOBUMS AOroBopa U BCE CBSA3aHHbleE C JOrOBOPOM
TEXHUYECKMEe M WUHble CcornalleHust OOMKHbl COOTBETCTBOBaTb 3akoHodaTenbcTBy Poccunckon Pegepaumm u
perMcTpaumoHHOMY OOChE.
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253. (7.15) B poroBope pekoMeHAYeTCsA YKasblBaTb, Kakasi M3 CTOPOH OTBEYaeT 3a Kaxabl aTan
OesTenbHOCTU, NepefaBaeMol Ha ayTCOPCUMHI (Hampumep, YnpaBreHWe 3HaHUSIMW, MEPEHOC TEeXHOMOruK,
obecneyeHne Uenu MNOCTaBOK, 3aKMOYEeHWe [OoroBopa C TpPeTbeW CTOPOHOW, 3aKynKy WCXOLHOro Cbipbs,
MaTepuanoB U UX Ka4yecTBO, NPOBEAEHME MWCMbITAHUA U Bblgavy paspelleHus Ha MUCMoNb30BaHUE WUCXOLHOro
CbIpbsi U YMAKOBOYHbIX MaTepuanos, NpoBeAeHMe MPOM3BOACTBA M KOHTPONS kayecTBa (BKMOYasi KOHTPONb B
npoLecce NpoM3BOACTBa, 0TOOP 06pasLIoB 1 UX aHanms)).

254. (7.16) Bce 3anucu, cBa3aHHble C AeATENbHOCTLIO, NepeaaBaeMon Ha ayTCOPCUHT, Hanpumep, 3anucu
NpoM3BOACTBA, aHanM3a 1 peanusauum Npoaykumm, a Takke COOTBETCTBYOLLME KOHTPOSIbHblE 06pasubl SOSMKHbI
XPaHUTbCA Yy 3aKka34ymka, UM 3aKka3umKk OOIMKEH MMETb K HUM gocTyn. Jllobble 3anucu, OTHOCALMECH K OLEHKe
KayecTBa MpPOAYKUUWM, B Crny4vae NpeabsBreHUst NPEeTEeH3W, NpeanoriaraeMoro HecooTBETCTBUS TpeboBaHMAM
N1 Npu paccregoBaHuy B cryvyae npenornioxeHns o danbcudukaumm npoaykumMm OOIDKHbI OblTe AOCTYMHbI
3aKa34yuKy U TOYHO onpegeneHbl B ero COOTBETCTBYHOLLMX NpoLeaypax.

255. (7.17) B poroBope pekoMeHayeTcs npedycMaTpuBaTth NpaBo 3akasduka Ha ayauT nepefaBaemMoun Ha
AYTCOPCUHI [EeATENbHOCTU, KOTOpas BbIMOMHAETCA MWCMOSMIHUTENEM WM B3aMMHO COrMacoBaHHOW TpPeTbew
CTOPOHOW.

MPETEH3UU N OT3bIB MNMPOAYKUWW (TNABA 8)
MpuHUMn

256. Bce npeTeH3nu n nHdopmauus, KacatoLlmecs noTeHumManbHO HegobpoKayeCTBEHHBIX JIEKAPCTBEHHbIX
CpPeAcCTB, TWaTeNbHO paccrnenyTca B COOTBETCTBUM C YTBEPXKAEHHbIMW npoueaypamu. Nponssogutens nveet
cucrtemy 6bICTpOFO n 3¢)(beKTI/IBHOFO OT3blBa C pPblHKa NpoAykumn C BbiABINEHHbIMU UK npeanonaraemMbiMu
HapyLLleHMAMM KavyecTBa.

MNpeTeHann

257. (8.1) NpownssoguTenb OOMKEH Ha3Ha4YMTb paboTHMKA, OTBETCTBEHHOIO 3a paCCMOTPEHUE NPETEH3UN U
MPUHATME PELLUEHUA, UMEIOLLEro Npaso npuBnekaTe HeOBXoAMMbIV NepcoHan. Ecnu aToT paboTHUK He aBnseTcs
YMNONHOMOYEHHbBIM NTULIOM, TO YNONTHOMOYEHHOE NULIO AOIMKHO OblTh MOCTaBNEHO B 3BECTHOCTbL 000 BCeX hakTax
npeabsBreHns NpeTeH3ni, paccnegoBaHWin K OT3bIBOB NMPOAYKLMN.

258. (8.2) [HenctBMa no pacCMOTPEHMIO MPETEH3UA Ha MNOTeHUManbHO HegobpoKayecTBEHHbIE
NeKapcTBEHHbIE CpeacTBa U MO MPUHATUIO pelleHns o6 OT3biB€ MPOAYKUMM OO0SMKHbI ObITb M3MOXEHbl B
COOTBETCTBYIOLLMX YTBEPXKOEHHBIX Npoueaypax.

259. (8.3) Jliobas npeTeH3ns Mo KavyecTBy NPOOYKUMM OOMMKHaA OblTb 3apermctpupoBaHa C yKasaHUem
MCXOOHbIX AaHHbIX W TwlaTenbHO paccnefoBaHa. K aTon paboTe, kak npaBuno, cregyeTt npuerekatb nuuo,
OTBETCTBEHHOE 3a KOHTPOIb KayecTBa NPOAYKLMMN.

260. (8.4) Ecnn obHapyxeHo 11 nogo3peBaeTcs HECOOTBETCTBME KayecTBa Kakon-nnbo cepumn npogykKumm
YyCTaHOBIEHHbIM TpeboBaHMAM, HEOOXOAUMO MPUHATL PELUeHVWe O MPOBEpPKe aHanorM4yHbIX Cepui, a Takke Tex
cepuin, KoTopble MOryT BKINOYaTb NPOAYKTHI, NOMyYeHHble Npu nepepaboTke HegobpokayeCcTBEHHON Cepun.

261. (8.5) PelueHns 1 mepbl, NpUHATBIE MO pe3ynbTaTaM pacCMOTPEHMUS No6ON NPeTeH3nKn, AOMKHbI ObiTb
3aperMcTpupoBaHbl 1 BKIOYEHbI B COOTBETCTBYIOLLEE AOChE HA CEPUIO.

262. (8.6) 3anucy paccMOTPEeHUA NPETEH3UN JOIMKHbI PErYIISIPHO aHanM3npoBaThCsl C LeNblo BbiSBIEHUS
cneundryecknx n NOBTOpsOLLMXCS hakTOPOB, KOTopble TPeBYT 0cob0ro BHUMaHUS U MOTYT NPUBECTU K OT3bIBY
NPOAYKUUN.

263. (8.7) Ocoboe BHMMaHWE HEOOXOAMMO yAEnsTb OLEHKe TOro, SBNAETCA N MPUYMHON NPETEH3UM
danbcuukaLma NpoayKLumn.

264. (8.8) B cnyyae ecnu npousBoguTenb npeanpvHMMaeT OENCTBUS, SABMSOWMECH CreaCcTBUEM
BO3MOXHbIX OLUMOOK B MPOW3BOACTBE, YXYALUEHWUs] KavyecTBa NpoAyKUuW, BbISBEeHUs danbcumumpoBaHHOM
NpoayKunum WNn  Opyrux CepbesHbiXx MpobnemMm, CBSA3AHHbIX C KavyeCTBOM NPOAYKUUKW, [OOIDKEH ObiTb
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NPOUHGOPMUPOBAH COOTBETCTBYHOLLMIA YNOSTHOMOYEHHbIV tbeeparibHbIi OpraH UCMOMHUTENBHOW BNacTu.
OT3bIB NpogyKunn

265. (8.9) MpousBognTens OOMKEH Ha3Ha4UTb PaboTHMKA, OTBETCTBEHHOIO 3a CBOEBPEMEHHLIN OT3bIB
NPOAYKUUM C PpbiHKA, UMEILLEro npaBo NpuBreKaTb Heobxoaummbl nepcoHan. Kak npaBuno, aToT paboTHUK
OOJDKEH ObITb HE3AaBMCMMbBIM OT MOApa3aeNieHuin peanusaumm n MapkeTuHra. Ecnm aToT paboTHMK He ABnsieTcs
YNOSITHOMOYEHHBIM JIMLIOM, TO YMOSTHOMOYEHHOE NULIO0 OOMMKHO ObiTb OCBegOMMEHO 000 BCex (hakTax OT3biBa
nNpoAayKunn.

266. (8.10) MNopsigok oT3biBa NPOAYKUMM OOIMKEH ObiTb pernaMeHTUpOBaH YTBEPXOEHHOW Mnpouenypow,
KOTOPYIO crenyeT perynsipHo NpoBepsATb U Npy HEOBXOANMMOCTU NepecmaTpmBaTh.

267. (8.11) OT3bIB NPOAYKLUMN OOMMKEH OCYLLECTBNATLCA ONepaTMBHO U B Nioboe Bpewmsi.

268. (8.12) KomneTeHTHble opraHbl BCEX CTpaH, Kyda Obina HanpaBrieHa npoaykuus, OOMKHbl ObiTb
HemMmenneHHo I/IH('*)OpMVIpOBaHbI O MNPUHATUN peLleHnA o6 oT3biBE npoaykumm B CBA3WM C nogo3peHunemMm unu
obHapyXeHnem HeCOOTBETCTBMUS ee KayecTBa.

269. (8.13) 3anucu no oTrpy3ke OOIMKHbI ObITb JOCTYMHbLI NMUy (fMuam), OTBETCTBEHHOMY(bIM) 32 OT3bIB
npoayKuun, N cogepxartb AOCTAaTOYHY0 MHopMauuio 06 opraHusaumusix ONTOBOW TOProBfM NEeKapCTBEHHLIMU
CpeAacTBaMn M NpsAMbIX 3akaduvvkax (agpeca, HoMepa TenedoHoB u (Mnu) cakcoB B pabodee n B Hepabodee
BpeMsi, HoMepa cepud K ob6beMbl MOCTaBOK), BKIOYas SKCMOPTHble MOCTaBkM W MNocTaBku obpasuos
nNeKapCTBEHHbIX CPEACTB.

270. (8.14) OTo3BaHHYIO MPOAYKUMIO HEOOXOAMMO NMPOMapKMpoBaTb M XpPaHUTb OTAENbHO B 6e3onacHom
30HEe BMJ1I0Tb A0 NPUHATUA peLleHnda O ee ,qaaneleeM Mcnonb3oBaHUM UNN YHUHTOXEHUN.

271. (8.15) TlocnepoBaTenbHOCTL [OEWCTBUM MNpyM  OT3biBE MNPOOYKUMM [OMKHA ObiTb odopmrieHa
OokymeHTanbHo. OKOH4YaTenbHbI OTYET OOJDKEH codepxaTb MaTepuanbHbil GanaHc mexay KonMyecTBOM
NocTaBfeHHON N BO3BPaLLEHHOM MPOAYKUUMN.

272. (8.16) 3 deKTMBHOCTL MEPONPUATUIA MO OT3bIBY NPOAYKLMU OOKHA PErynsipHO aHann3npoBaTbCs.
CAMOWMHCIEKUMA (TNABA 9)
MpuHUMn

273. CamounHcnekuus npoBOANTCA C LUENbo NPOBEPKU BbINOJIHEHNA Npou3BoaAUTENEM TpeGOBaHI/IIZ
HacToALlWnx I'Ipanu'l n npegnoxeHma HeobxoauMbIX KOPPEKTUPYHLWNX DEencTBun.

274 (9.1) Bonpocbl, kacawwuecda nepcoHana, nomeLweHn, obopyaoBaHUs, OOKyMeHTauuwu,
TEXHOMOrMYEeCcKoro npouecca, KOHTPOMs KayecTBa, peanusauun fnekapCTBEHHbIX CPeAcTB, MeponpusaTui no
paboTe ¢ NnpeTeH3nsiMKU, OT3bIBOB NPOAYKLMM, a Takke AeATeNbHOCTU NO NPOBEOEHUI0 CAMOVHCMEKLMIA, OOMKHbI
perynsipHo aHanuaMpoBaTbCsl B COOTBETCTBMM C 3apaHee YTBEPXOEHHOW Mporpammon Mo onpeaerneHHoMy
rpacmky Ans NpoBepKyN X COOTBETCTBUS NMPUHUMNAM dapmaLeBTUHECKON CUCTEMbI KadecTBa.

275. (9.2) CamounHcnekums OOoMmKHa NpoBOAUTBECS HE3ABMCUMO U TLWATENbHO crneunanbHO HasHaYeHHbIMU
KBanMUUMpPOBaHHLIMX NULAMK, COCTOSALMMWU B LITaTe npoussoautens. Mpu HeobxogumocTn MOXeT ObiTb
NpoBeAEH HE3ABNCUMbIN ayauT NPOU3BOAUTENS 3KCMEPTaMy CTOPOHHUX OpraHn3aLumin.

276. (9.3) PesynbTaTbl CcamMOMHCNEKUMA JOMMKHbI ObiTb  OOpPMIEeHbl  AOKyMeHTanbHo. OT4yeTsl,
COCTaBreHHble No pesynbTataM CamMOMHCNEKLUMIN, OOSMKHbI BKMOYaTh B cebs BCHO MONyYEeHHYH MHOopMaumio u
HeobXxoaMMble KOppekTupylowme AencTBusa (rae npuMeHnmo). JencTsus, npeanpyvHUMaemMble No pesynbraTam
NpoBedeHHbIX CAMOMHCMNEKUMI, Takke cnegyeT odhopMNATb JOKYMEHTanbHO.

IV. OCHOBHbIE TPEBEOBAHUA K PAPMALEBTUYECKMM CYBCTAHUMAM,
NCNOJIb3YEMbIM B KAHECTBE NCXOAHOIO ChIPbA (MACTb II)
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BBEOEHVE (1)

277. FOpuaunyeckme nuua, Ha MMS KOTOPbIX Bbl4aHbl PErMCTPaLMOHHbIE YAOCTOBEPEHNS, U NPOM3BOANTENN
OOJDKHbI UCMOJ1b30BaTh B Ka4deCcTBe WUCXOOHOro CbipbA TOJIbKO Te (*)apMaLl.eBTI/ILIeCKI/Ie Cy6CTaHLLI/II/I, KOTOpble
npoussefeHsl ¢ cobnogeHnem Hactosawmx Mpasun.

Lens (1.1)

278. Hactosiwas rnaBa ycraHaBnuBaeT TpeOOBaHWMSA, Kacalwwuecs Hagnexawero npoun3BoacTea
hapmMaueBTUYECKMX CyOCTaHLUMIA C COOTBETCTBYIOLLEA CUCTEMOM ynpaeneHus kadectBoM. OHa Takke
npegHasHa4veHa OnAa u,ene|7| obecneyvyeHNs KayecTBa U YUCTOTHI ﬂeﬁCTByPOLLI,VIX BewectTB B COOTBETCTBUU C
npeabsBnNsAemMbIMU K HAM TpeboBaHUSMU.

279. B HacTtoswen rnaBe TepMuMH "Mpou3BOACTBO" BKMYaeT B cebsa Bce BuMAbl onepauunm C
dapmaueBTMYeckuMU  cybCcTaHumaMKW: MNpUMeMKy MaTepuanoB, MpPOU3BOACTBO, YMAaKOBKY, NepeynakoBKy,
MapKUPOBKY, NepemMapKMpoBKY, KOHTPOIb KayecTBa, Bblady paspeLleHUs Ha BbINyck, XpaHeHne 1 peannsauuio,
a TaKkKe COOTBETCTBYIOLIME Mepbl KOHTpons. TpeboBaHWs, YCTAHOBMNEHHbIE HACTOSILLEN TNaBOW, SBMAKTCH
obszaTensHbiMK, ecnu  [punoxeHnsamMn K HactoAwum [MpaBunam He YCTaAHOBIEHbl WHble TpeboBaHus,
noanexalime NpMEHEHN0 B COOTBETCTBYHIOLLMX CIy4vasXx, a Takke ecnu cobnogeHne ykasaHHbIX TpeboBaHun He
MOXET ObITb 3aMEHEHO arnbTepHATUBHbIMU OENCTBUSAMK, 0OecneunBaoLLMMM No KpaHen Mepe SKBUBANEHTHbIN
YpOBEHb KavyecTBa NpoayKunn.

280. Hacrtosiwme [paBuna He YycTaHaBnMBaloT TpeGoOBaHWA, MpeabsBNsSemMble MNpyU  perucTpaumn
hapmaueBTuYecknx cybctaHumii. MpoussoauTens 06s13aH BbINOMHATL BCe TPeGOBaHWA, YCTaHOBMEHHblE Mpu
BKITHOYEHUN hapMaLieBTUYECKNX CYOCTaHLMiA B TOCYAapCTBEHHbIN peecTp NEKapCTBEHHbIX CPEACTB.

O6nacTb npumeHeHus (1.2)

281. Hacrtosiwasa rnaBa ycTaHaBnuBaeT TpebOoBaHMSA K NPOM3BOACTBY bapmaueBTUYECKUX cybcTaHuum,
NCMNonb3yembix B NPOM3BOACTBE JIEKAPCTBEHHbBIX NPenapaToB A1 MEANLMHCKOrO U BETEPUHAPHOIO NPUMEHEHWS,
B TOM 4ucCne K MpoM3BOACTBY (hapmaueBTMYECKMX CyOCTaHLUMK, MOfyvYaeMbiX C UCMOSIb30BaHMEM [OOHOPCKOM
KPOBM WMNU NfasMbl B KA4YeCTBE WUCXOAHOro chbipbsi. OHa MpPUMMEHSIETCA KO BCEM WCXOAHbIM AENCTBYHOLLMM
BelecTBam coBmecTHO ¢ Mpunoxenuammn N N 2 - 7 k HacToswwmm NMpaBunam, rage cogepxartcs 4ONOMHUTENbHbIE
TpeboBaHWs s onpedeneHHbIX BUAOB AENCTBYOLNX BELLECTB.

282. TMNyHKTblI 622 - 644 HacToAwMmx [MpaBun cogepxat TpeboBaHMs, KOTOPbIE PACMPOCTPAHAOTCS TONBbKO
Ha npon3BoacTBO cpapmaueBqueCKmx Cy60TaHLI,VII7I, MCcnosib3yeMbiX Ana nonyyvyeHna nekapCrBeHHbIX npenapaTtos,
npegHasHa4eHHbIX ANna KNNMHNYeCKnxX I/ICCJ'Ie,lJ,OBaHVII7I.

283. K npousBoAcTBY CTepuibHbIX hbapmaueBTUYEeCKNX cybcTaHuum TpeboBaHMSA HacTOsILen rnaBbl
NMPVYMEHUMBbI TONBKO A0 CTaguu CTepunnaaumm.

284. HacTogdwas rnaBa He pacnpoCcTpaHAEeTCs Ha NpOoLEeCcChl CTepunuaaunm n Nponu3BoAcTBa CTEPUNbHbIX
hapmaLeBTUYECKMX CYOCTaHUMA B acenTMYecKUX YCroBUAX. TakMe Mpouecchbl LOIDKHbI MPOBOAUTLCA B
COOTBETCTBMM C MpuHUMNamMu Hactoawmx [paBun, TpeboBaHuAMKU, M3NOXKEHHbIMU B [Mpunoxenun N 1 K
HacTosAwmM [NpaBunam, a Takke B MHbIX HOPMATMBHbBIX NPaBOBbIX akTax Poccuiickon degepaumm.

285. Hactoswas rnaBa He pacnpocCTpaHAEeTCa Ha LenbHY OOHOPCKYI KPOBb M Mnasmy, MOCKOMbKY
TpeboBaHNs MO B3SITUIO M UCMBITAHUIO KPOBWU OMNPEAEnsitoTCA COOTBETCTBYOLMMU HOPMATUBHBIMU NPaBOBbLIMU
aktamm Poccunckon Pefepaummn, a Takke Ha HepaccacoBaHHble FNeKapCTBEHHble npenapatbl ("aHrpo”, "WH
b6ank"). Ecnn HopmMaTuBHbIMM nNpaBoOBbIMW akTamu Poccuiickon ®egepaumm yCTaHOBIEHbI CrneumarnbHble
TpeboBaHuss gnsi obecnevyeHus kadecTBa Npu NPOU3BOACTBE JIEKAPCTBEHHbIX CPeacTB AN BeTepUHApPHOro
NpUMEHEHNsI NPOTUB SKTONApPa3nToB, Takne TpeboBaHUA AOMKHbI cobnogaTbCS.

286. NcxogHoe cbipbe Anis npousBoacTBa apMaueBTUYECKUX CyOCTaHUMA - 3TO WCXOQHOE CbIpbe,
NMPOMEXYTOYHbIE NPOAYKTbI UK apyrne hapmaueBTnyeckne cybcTaHumm, KOTopble UCMONb3YIOT B NPOM3BOACTBE
hapmaLeBTMYeCKMX CyOoCTaHUMN U KOTOpble Kak BaKHbIA CTPYKTYPHbIN parMeHT BBOOAT B CTPYKTYpy
hapmaueBTMyeckon cybcTaHumm. VicxogHoe cbipbe Ans Npou3BOACTBA hapmaueBTUYECKMX CyBCTaHUMN MOXeT
npuobpeTtaTbCA NO OOrOBOPY Y OOHOMO MMM HECKOSbKUX MOCTaBLUMKOB MO0 NPOU3BOAMTBLCA CaMOCTOSTENbHO.
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McxooHoe cbipbe Ans NpousBoacTBa dhapMaueBTUYeCcKMX CyOGCTaHUMIM, Kak MpaBuio, UMeeT YCTaHOBIIEHHbIE
XUMUYECKME CBOWMCTBA U CTPYKTYPY.

287. lNpoussoanTenb OOMKEH OMpeaenuTb U OOKYMEHTanbHO OBOCHOBAaTb CTaguio, C KOTOPOW [AOSMKHO
HauMHaTbCs NPON3BOACTBO hapmaLeBTuyeckon cybctaHumu. [na npoueccoB CMHTE3a 3Ta cTaguns onpegensdeTcs
Kak cTagusa BBOAA B TEXHOMOrMYECKMN NPOLECC MCXOOHOrO Chipbs ANA MPOM3BOACTBa (hapMaueBTUHECKNX
cybctaHuuin. [na gpyrmx npoueccoB (Hanpumep, And gepMeHTaumun, 3KCTPakUuK, OYMCTKWU) AaHHyl CcTaguio
onpefensioT C y4eTOM KOHKpeTHbIX ocobeHHocTew npousBoacTBa. B T1abrmuue N 1 npuegeHbl TpeboBaHUS
OTHOCUTENbHO MOMEHTa, Korga oOOblMHO BBOAAT B MPOLECC WCXOAHOE Chbipbe Ans  Mpov3BOACTBA
dhapmaueBTMyecknx cybctaHuun. HauvHas ¢ 3Tow CTaguu, Ha OaHHblE NMPOMEXYTOYHbIE MPOJYKThl U (Mnn)
CTagun NpounsBoAcTBa dhapmaLeBTUYECKMX CyBCTaHLMn pacnpocTpaHaTcs TpeboBaHus HacTosLwen rnasbl. OHu
BKMOYAIOT B cebs Banmaaumio KpUTUHECKMX CTagui NpOu3BOACTBEHHOIO MpoLecca, OKasbiBaloLWMX BUSHNE Ha
KayecTBO (papmaueBTUYECKUX cybcTaHumi. B To xe Bpems BbIOOp Npom3BoaMTeneM CTagmm TEXHOMOrMYecKoro
npouecca Ans NpoBeAeHus Banugaumyn He obs3aTenbHO O3Ha4vaeT, YTo 3Ta CTaaus SBMASeTCH KPUTUYECKOW.
TpeboBaHMA HacTOsILLEN rnaBbl PacnpoCTPaHAIOTCSA, Kak MpaBuno, Ha cTaauu, BbigeneHHble B Tabnuvue N 1
cepblM hOHOM. JTO HE O3HAyaeT, 4YTO B NpoLecce NPON3BOACTBA AOSIKHbI BbIMOMHATLCA BCE CTaauM, yKasaHHble
B AaHHow Tabnuue. CTporoctb crnegoBaHus TpeboBaHMAM HaACTOsLWEeW rnasbl AOSHKHA BO3pacTaTb OT PaHHUX
CTaguin npousBoAcTBa hapMaueBTUHECKNX CyOCTaHUMIA K 3aBepLUIatoLLMM CTagnsam TEXHONOrMYeCcKoro npowecca,
ouMcTkM K ynakoBku. OB6paboTky umandeckumn meTogamu papmaueBTUYeCKNX CybCcTaHuun, Takylo Kak
rpaHynauus, nokpbiTue 0BoNoYvkon Mnu uanyeckoe naMeHeHne pasmepa vactuy (Hanpumep, rpyouii U TOHKUN
nomon), crnegyeT NPOBOAMTb MO KpanWHEW Mepe B COOTBETCTBMM C TpeboBaHuAMM HacTosiwmx [pasun.
HacToswasa rnaBa He MpuUMeHsSeTCA K CTagusiM, KOTOpble MNpelwecTBYOT BBEAEHWIO B MNPOLECC BeLlecTs,
onpefeneHHbIX Kak NCXOAHOe Cbipbe ASA NPOM3BOoACTBa (hapMaLeBTUYEeCKNX CyOCTaHLMi.

288. B HacTtoswen rnaese ucnonb3yetca TepmuH "dapmaueBTudeckas cybetaHuusa" (PC), koTopbiv
cnefyeT paccmatpuBaTbh Kak B3aMMO3aMEHSeMbIi C TEPMUHOM "aKTUBHBLIN hapMaueBTUYECKUA UMHIpeaneHT"
(ADPU). TepmuHbI, ynoTpebrnsiemble B HAaCTOsILLEN rMaBe, U onpeaeneHnss 0603Ha4YeHHbIX UMW NOHATUI (KOTOpbIe
npvBeAeHbI B NyHkTe 645 HacTosAwmx [NpaBun) ncnonb3yrTca TONbKO ANA Lenen HacTosLWwen rmassbl.

Tabnwuua N 1. MpumeHeHune rnasbl |V HacToswwmx MNpasun K Npon3BoACTBY hapMaLeBTUYEeCKUX cybcTaHumi

Twun Cramnum npomseoncTBa ®C, Ha KOTOPEE pachnpocTpaHdeTcsa IJjaBa 1V
IIPOM3BOACTBA HacTosammx [IpaBuil (BbBOEJIEHE CEPBIM QOHOM)
XyMndeckoe [IpOM3BOACTBO BeenmeHure B [IpOMBBOOCTBO BrimesnieHue |[ObpaboTka
IPOMU3BOACTBO MCXOOHOTO CHPbA |OpoLecc NPOMEXYTOUHOTO |M OUMCTKA |O(U3mdeCcKUMM
g oC MCXOIHOT O nponykra (os) MeToImaMu u
CEIPb S OJIS yIakoBKa
NPOM3BOACTBA
oC
®C, nomydaemele |COOp OpPTaHOB, Peska, BeeneHue B BrimesieHne |[O6paboTka
"3 CHPbSA KUOKOCTEN WUIIU CMelBaHue npolecc ¥ OouMCTKa |dusmueckumm
XMBOTHOT'O TKaHewn n (mm) MCXOOHOTO MeTomamMm u
NPOUCXOXIOESHUSA IepBUYHAA CEHIPbS OJIS yIoakoBKa
obpaboTka npomssoncrtea C
®C, nomydaemele |COOp pacTeHUM Peska u BeeneHue B BrimesieHne |[O6paboTka
"3 CHPbSA IepBUYHAA npolecc 1 OouMCTKa |dusmueckumm
PacTUTEJILHOTO BKCTPaKLMI MICXOOHOTO MeTomaMmu u
NPOUCXOXIOSHUSA CEHIPbS OJIS yIoakoBKa
npomseoncrea @C
PacTuTenbHEE Cbop pacTeHUmn Peska u - HanpHelmas | ObpaboTka
3KCTPaKTH, IepBUYHAA SKCTpakuusa | dusndeCcKuMn
JMCIIOJIb3yEeMEEe B BKCTPaKLMI MeTomaMmu u
xauecTBe OC yrnakKoBKa
®C, cocroamme Cbop pacTeHuit u|Peska u - - ObpaboTka
us (1a111) (1a111) busmueckyMM
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pas3MeJIbUeHHbIX KYJIb TUBMPOBAaHUE | U3MeJIbUeHUEe MeETOOAMMU U
WM PacTepTHxX B|u cOOp yInakoBKa
[IOPOUOK
pacTeHUMn
BuoTexHoOJIOTUA & CospmaHue [NonmepxaHue |KyneTuBMpoOBaHUE |BeimeneHue |O6paboTka
bepMeHTALUA U TJIaBHOT'O " pabouero KJIETOK U (WUJu) M OUMCTKa |dU3UUeCKUMU
(vm) pabouero OaHKOB |OaHka KJIETOK |bepmMeHTaLMS MeToOmaMmu U
KyJIb TUBUPOBAHME | KIIETOK yrnakoBka
KJIETOK
"Knaccuueckada" |Cos3maHue [lonmepxaHrue |[BBOI KJIETOK B BeimesnieHue |O6paboTka
bepmeHTaLMA 1071 |0OaHKa KIETOK faHKa KJIeTOK |Ipollecc ¥ OouMCTKa |busamueckumm
npomasoncTea ¢C bepMeHTALUM MeTomoaMm u
yrnakoBka
\
Ycuneune TpeboBaHUM \
/
/

YIMNPABJIEHVE KAYECTBOM (2)
MpuHumnbl (2.1)
289. (2.10) OTBeTCTBEHHOCTb 3a Ka4eCTBO AOMKEH HECTU BECb NEepcoHarn, 3aHATLIN B MPOU3BOACTBE.

290. (2.11) Kaxgbih npousBoauTesle AOMMKEH paspaboTaTtb, OOKyMeHTanbHO 0dOpMUTbL U BHEAPUTb
3P PEKTUBHYIO CUCTEMY YNPaBIIEHUSA KaYECTBOM MPU y4acTUU PYKOBOASLLErO 1 MPOM3BOACTBEHHOIO NnepcoHana.

291. (2.12) Cucrtema ynpaBsreHUs KayeCTBOM [OfKHa OXBaTblBaTb OPraHM3aUMOHHYK CTPYKTYpY,
npoueaypbl, MPOLECChbl M Pecypchbl, a Takke AeATenbHOCTb, Heobxoaumykw Ansa obecneyeHus rapaHTum
cootBeTcTBMA PC Bcem TpeboBaHMAM COOTBETCTBYHOLMX crieumdukaumi B OTHOLUEHWM KavecTBa W YNCTOThI.
Mpoussogutenb [AOMKEH onpedenuTb M OOKYMeHTanbHO OOpMUTL BCe BUAbl OEATENbHOCTU, MMelowme
OTHOLLUEHMNE K Ka4yecTBy.

292. (2.13) Y npousBoguTens Q[O/KHbI OblTb CO34aHbl Mnogpas3genieHvs, BbIMoNHsWmMe  pyHKunm
obecrneyeHnss M KOHTPONsl KayecTBa, KOTOpble [OOIMKHbl ObiTb HE3aBUCMMbIMKM OT MPOU3BOACTBEHHOTO
nogpasaeneHns. YkasaHHble oyHKLUN MOTYT BbIMNOMHATLCA MO0 oTAeNbHbIMK NnogpasgeneHnsammn obecneyenns
N KOHTPOMs KadecTBa, NMnbo MoryT OblTb BO3MOXEHbI HA O4HO MULIO UNK rPynny nuL B 3aBUCMMOCTU OT pa3mepoB
W CTPYKTYpbl OpraHusaumm.

293. (2.14) Heobxogumo TOYHO onpedenuTb fuu, YNOSIHOMOYEHHbIX Bbl4aBaTb pas3pelleHne Ha BbiMycK
npoMexXyTovHon npogykumm n ®C.

294. (2.15) Bce pencteud, MMelolinMe OTHOLUEHME K KavyecCTBY, OOMKHbl OOPMAATLCA AOKYMEHTanbHO
HenocpeaCcTBEHHO NPU NX BbINOSTHEHUN.

295. (2.16) Ioboe OTKMNOHEHWE OT YCTaHOBMEHHbIX NPoUeayp AOIMKHO OhOPMMATLCHA OOKYMEHTaNbHO U
obocHoBbIBaTbCcs. HeobxoamMmo npoBoAWTb paccrnefoBaHUEe KPUTUYECKUX OTKIIOHEHMI, a Takke OogopMIiATb
[OKYMEHTanbHO Takoe paccrefoBaHue U CAenaHHbIe BbIBOAbI.

296. (2.17) VNcxogHoe cbipbe Ans Npou3BoacTea hapMaueBTUYeCckux cybcTaHumMi u matepmanbsl He MOTyT
ObITb paspelleHbl K BbINyCKy WM MCNONb30BaHbl A0 MOMYYEeHUS YOOBMETBOPUTENbHOrO 3aKrioYeHUs no
pesynbTataM OUEHKW, NPoBeAeHHON noapasgeneHvem (nogpasfereHnsMu) kadectsa, ecnu y npoussogutens
OTCYTCTBYIOT COOTBETCTBYIOLLME CUCTEMBI, paspeLlatoLlme Takoe UCNonb3oBaHue (Hanpumep, BbIMyCK B cTaTyce
KapaHTWHa, Kak onucaHo B MyHKTe 472 Hactoswwmx [MpaBun, nnubo Mcnonb3oBaHWe WCXOOHOro Chipbs WU
NMPOMEXYTOYHON NPOAYKLMM, OLIEHKa Ka4ecTBa KOTOPbIX eLle He 3aBepLueHa).

297. (2.18) [lpoussogutenb [JormkeH paspaboTaTtb

npouenypbl  cBoOeBpeMeHHOro onoselleHus
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PYKOBOASLLEro nepcoHana ob MHCNeKUMsX YNomHOMOYEHHOro deaepanbHOro opraHa MCMOoHUTENBHOW BNacTw,
HegocTaTkax B OTHOLWEHUN cobnofeHust TpeboBaHuin HacToswmx Mpaeun, gedekTax npoaykUMn U O NPUHATUM
COOTBETCTBYHOLLUX Mep (HanpMMep, O PacCCMOTPEHNUM NPETEH3UI B OTHOLLEHWUM KayecTBa, 06 0T3biBax NpoayKumu,
0 AeNCcTBMSIX YNONMHOMOYEHHOrO dhefiepanbHOro opraHa UCMONHUTENBHOWM BnacTu).

298. (2.19) [Ona [OOCTWXKEHWS Uenu ynpaBreHUsl KadeCcTBOM [OrkHa ObiTb BHeOgpeHa BCECTOPOHHE
paspaboTaHHas 1 MpaBuUibHO (YHKUMOHMpPYIOLWAs cucTemMa KadecTBa, BkMovawwas B cebs opraHusaumio
paboTbl No HactoAwwmm [MpaBunam, B TOM 4YMCNE KOHTPOSMb KayecTBa M CUCTEMY ynpaBreHusl puckamn Ans
KayecTBa.

Cwuctema ynpasneHusi puckamu s kadectsa (2.2)

299. (2.20) YnpaBneHue puckamum ANSA KayecTBa SIBMSIETCA CUCTEMATUYECKMM MNPOLECCOM  OLIEHKM,
KOHTpoOns, nepegayv nHgopmarmm n 063opa puckos Ans kadectsa PC. STOT NpoLIECC MOXHO OCYLLECTBNATb Kak
NepcrnekTUBHO, Tak N PeTPOCMEKTUBHO.

300. (2.21) Cuctema ynpaBneHus puckaMmu ans kadecrtsa AOSHKHa rapaHTUpoBaTb, YTO:

OLeHKa puckoB 0asmpyeTcst Ha HayYHbIX 3HAHWAX, OMbITE NPOM3BOACTBA M B KOHEYHOM CYETE CBsi3aHa C
3almTon nauueHTa nyteM obmMeHa nHgopmauuer ¢ npuobpetartenem ®C;

YPOBEHb yCunuid, chopmManmaaumum 1 OKyMeHTanbHOro odhopmIieHns npouecca yrnpaBneHus puckamu ansi
KayecTBa COM3MepMM C YPOBHEM PUCKOB.

0O6sa3aHHOCTV Nnogpasfenenns (nogpasaeneHnin) kadectea (2.3)

301. (2.30) MMoppaspeneHue (MoapasgeneHns) kadectBa AOMMKHO (OOMKHbI) ObiTb BOBNe4YeHO(bl) B
peLleHne BCex BOMPOCOB, OTHOCSLLMXCS K KAYecTBY.

302. (2.31) T[ogpaspeneHve (nogpasgeneHunsd) kKadectBa [OMKHO (OOMXHbI) paccMaTtpuBatbh U
COrNacoBbIBaTb BCE JOKYMEHTbI, UMEIOLLME OTHOLLEHME K Ka4eCTBY NMPOayKLUNN.

303. (2.32) OcHoBHble 06A3aHHOCTM HesaBmcumoro(bix) noapasgeneHus (nogpasgeneHvin) kadectsa He
noanexart nepefade Apyrum nogpasgeneHusamM. 3Tm 0683aHHOCTU AOMKHbl ObiTb JOKYyMEHTarnbHO 0hOpMIEHbI U
BKItOYaTh B cebsi, B YaCTHOCTU, crieqytoLLee:

a) (1) Bblgavy paspeLlleHnst Ha BbIMycK unu oTknoHeHne Bcex ®C, a Takke Bbigavy paspeLleHns Ha Bbinyck
WUNM OTKINOHEHME MPOMEXYTOYHOW MPOAYKUUW, NpedHa3Ha4YeHHOW AN UCMONb30BaHWsA BHE cdepbl KOHTPONS
Npoun3BOAMTENS;

0) (2) cosgaHue cucTemMbl BblgauM paspeLlleHnss Ha BbIMYCK WIM  OTKIMOHEHUS! MCXOOHOrO Chipbs,
NPOMEXYTOYHOM NPOAYKLUK, YNAKOBOYHbLIX MaTtepuaros 1 maTepuanos Ansi MapKUpOBKHY;

B) (3) NpoBepKy COCTaBMeHHbIX 3anuncei nNo NPou3BOACTBY CEPUM M LOKYMEHTOB NaGopaToOpHOro KOHTPOIsS
B OTHOLLIEHMW KPUTMYECKUX CTaauii NpoLiecca nepea Bbiaaveii paspelleHunst Ha Bbinyck OC;

r) (4) obecneveHune paccnefoBaHMs MPUYNH KPUTUYECKMX OTKIIOHEHUI U NX YCTPaHEHNE;
A) (5) cornacoBaHue nnu yTBepXaeHue Bcex crneumgukaumin 1 OCHOBHbIX NMPOU3BOACTBEHHBIX UHCTPYKLIWIA;

e) (6) cornacoBaHve unu yTBepxaeHne Bcex npouenyp, Kotopble MOryT OkasblBaTb BIIMSHUE Ha KayecTBO
NPOMEXYyTOUHOM npoaykuumn unu eC;

X) (7) obecneveHne npoBeAeHNs1 BHYTPEHHUX ayanTOB (CaMOWHCNEKLNIA);
3) (8) ogobpeHue nponsBoanTENen NPoMeXyTO4HOM NpoaykumMmn n ®C, paboTaroLwmux no 4OroBopy;

n) (9) yTBepxgeHMe U3MEeHEeHUW, KOTopble NOTEeHUManbHO MOryT MOBMUSATb HA KAyeCTBO MPOMEXYTOYHOM
npoaykuun unm eC;
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K) (10) npoBepKy 1 yTBEPXXOEHNE MPOTOKOSIOB 1M OTYETOB MO Banugauumu,

n) (11) obecneveHne NpoBedeHMsT paccrnefoBaHUsA U NPUHATUS PeLLEHMI MO NPETEH3UsIM, CBSI3aHHbLIM C
KayecTBOM,;

M) (12) KOHTPOMb CBOEBPEMEHHOIO BbIMOMHEHNS TEXHUYECKOro OOCMYyXMBaHWS, KanMbpoBKM U NOBEPKM
KpuTuyeckoro obopyaoBaHus;

H) (13) obecnedeHne COOTBETCTBYIOLLUX UCMbITAHUIA MCXOQHOTO ChipbS U MaTtepuanoB U JOKYMEHTarnbHOro
odhopMNeHNs pesynbTaToB,;

0) (14) obecneveHve Hanuuus OaHHbIX O CTAOUNBHOCTM ANS NOATBEPXAEHWS yCTaHaBMMBaeMblX AaT
NpoBeAEeHUs NMOBTOPHBIX UCMLITAHWUIA UMW UCTEYEHUSI CPOKOB FOAHOCTU, a Takke YCroBui xpaHeHus OC un (unu)
NPOMEXYTOYHOWM NPoAYKUMM B TEX CIyyasx, koraa aTo uenecoobpasHo;

n) (15) npoBegeHve o63opoB kavecTBa npoaykuum (NyHkTbl 307 - 308 HacToswmx Mpasun).

0O06sa3aHHOCTM MO NPOU3BOACTBEHHOW AeATENbHOCTY (2.4)

304. O6aA3aHHOCTN MO MPOU3BOACTBEHHON OEATENbHOCTUM AOIMKHbI OblTb JOKYMEHTanbHO OQOPMIIEHbI U
BKMOYaTh B cebs, B YAaCTHOCTU, CreaytoLLee:

a) (1) paspaboTky, nepecMmoTp, YTBEpXOAEHWEe W pacnpedeneHue WHCTPYKUUA Mo Npou3BOACTBY
NPOMEXyTO4HOM npoAykumm unu ®C B COOTBETCTBUM C YTBEPXKAEHHON NpoLeaypo;

©) (2) npoussoacTeo PC u npy HEOBXOAMMOCTU NPOMEXYTOYHON NPOAYKLMU B COOTBETCTBMM C 3apaHee
YTBEPXAEHHBIMU MHCTPYKLMAMU;

B) (3) paccmMoTpeHVe BCex 3anuceil Mo NPOU3BOACTBY CEPUM MPOAYKUMWM U MOATBEPXKAEHUE MOSHOTHI MX
3anonHeHna 1 nognucaHns;

r) (4) obecneyeHne 06s3aTENLHOMO AOKYMEHTUPOBAHUSA BCEX OTKIIOHEHMI OT mpolecca Npou3BOACTBA U
NMpoBeOEHUS WX OLEHKM, a Takke paccrnefoBaHusl BCEX KPUTUYECKMX OTKMOHEHUA W  [OKYMEHTarbHOro
0pOpPMIEHNS NONYYEHHbIX BbIBOAOB;

4) (5) obecneyeHne YNCTOTbI NPON3BOACTBEHHLIX MOMELLEHUIA U NMPU HEOBXOAMMOCTU NX Ae3MHpeKLNK;

€) (6) obecneyeHne BbINONMHEHNST HEOOXOAMMBIX KanMOPOBOK, a Takke BEAEHUS N XPaHEHWS 3anncen;

X) (7) obecneyeHne obCnyxmMBaHMs NOMELLEHUA 1 060pyAOBaHMS, a TakkKe BEAEHUS N XpaHEHUs 3anucem;

3) (8) obecneyeHne NPoOBEPKM M COrMacoBaHUs MPOTOKONOB Banvaaumm U OT4ETOB;

1) (9) oUeHKy NpeanaraembiX U3MEHEHWI B OTHOLLIEHUM NPOAYKLUMK, NpoLiecca unn obopyaoBaHus;

K) (10) obecneveHne kBanudukaumm HOBbIX U NPU HEOOXOOANMMOCTM MOLAEPHUINPOBAHHBIX MOMELLEHUN U
obopyaoBaHus.

BHyTpeHHne ayauTbl (camonHenekuus) (2.5)

305. (2.50) Ona noateBepxaeHuss cooTBeTcTBUs npousBogacTBa ®C TpeboBaHuam HacToswwmx [Mpasun
Npon3BoauTENb OOIMKEH PErynspHO NPOBOANTL BHYTPEHHME ayauTbl COMNTAacHO YTBEPXOEHHOMY rpadouky.

306. (2.51) PesynbTaTbl BHYTPEHHETO ayauTa M NOCMeayowmne KoppekTupyowme gencTems Heobxoammo
OOKyYMeHTanbHo odopmnaTe M OOBOAUTbL [0 CBEOEHMS PYKOBOASLLEro rfepcoHana npou3BoguTensi.
CornacoBaHHble KOPPEKTMPYIOLLME OENCTBUSA AOMKHbI OCYLLLECTBMASATLCSA CBOEBPEMEHHO N 3(hdPEKTUBHO.

O630p kavecTBa nNpoaykumn (2.6)
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307. (2.60) Ons noaTBepXAeHMs1 MOCTOSIHCTBA MNpolecca npou3BoacTBa HeoOXOOUMO  perynsipHo
npoBoauTb 00630p kadectBa PC. Takme 0630pbl KayecTBa LOMKHbI MPOBOAUTBLCH, KAk MPaBUIIO, €XErogHo C
nocreayLwmmMm AOKyMeHTarnbHbiM ocpopmneHnem. OHM JOIMKHBI BKITHOYAThL B cebS Mo KpanHe Mepe crneaytoLlee:

0630p pe3ynbTaTtoB KOHTPONA B npouecce npounssoacTtea no KPUTUHECKMM TOYKaM U ucnbitalmin ®C no
KPUTUYECKNM NapamMeTpam;

0630p BCcex cepuii, He COOTBETCTBYIOLLMX YTBEPXKAEHHBIM crieundukaumsam;

00630p BCEX KPUTMYECKMX OTKIOHEHMIN UMM HECOOTBETCTBUI M CBA3AHHBLIX C HAMW paccrefoBaHWii;

063op nobbix I/I3MeHeHI/II7I, BHECEHHbIX B nNpouecChbl Unn aHanntn4yeckme MeToanku,

00630p pe3ynbTaToB NporpamMmbl U3y4eHUs1 CTabUNbHOCTY;

0030p BCEX BO3BPATOB, MPETEH3UI U OT3bIBOB, CBSA3AHHbIX C KAYECTBOM,;

00630p 4OCTAaTOYHOCTM KOPPEKTUPYIOLLNX AENCTBUIA.

308. (2.61) HeobxogmMmo aHanuavpoBaTb pes3ynbTaTbl yka3aHHOro ob3opa M oueHuBaTb, criegyeTt nu
npeanpvHMMaTb  KOppekTUpylollee [OeWcTBMe Wnv  MNpoBOAMTL MOBTOPHyO Banvpauuo. OBocHoBaHve
HEeOOXOAMMOCTM  TaKOro  KOPPEKTUPYIOLLEro  OEWCTBUS  OOJPKHO  ObiTb  OQOPMMEHO  AOKYMEHTarbHO.
CornacoBaHHble KOPPEKTUPYIOLLME AENCTBUS JOIMKHbI OCYLLECTBAATLCS CBOEBPEMEHHO U 3PEKTUBHO.

MEPCOHAN (3)

Keanudwmkauus nepcoHana (3.1)

309. (3.10) [llpomssoauTenb [JOMMKEH WMMETb [OCTAaTOMHOE KONMMYECTBO MepcoHana, MWMeloLero
cooTBeTCTBylOWee 0Opa3oBaHMe, MOArOTOBKY M (Mnv) onbiT paboTbl ANs OCYLUECTBMEHWS MNPOM3BOACTBA
npomexxyTouHom npogykuumn n ®C, a Takke Hagsopa 3a UX NPON3BOLACTBOM.

310. (3.11) O6sA3aHHOCTM BCErO NEepcoHana, 3aHATOro B MPOU3BOACTBE MPOMEXYTOYHOW npogykuun n ©C,
OOMKHbI OblTb TOYHO ONpeAeneHbl U U3MOXEHbI B MMCbMEHHOW hopMeE.

311. (3.12) TlNpownsBoguTenb [OOMMKEH PErynsapHoO npoBoAUTb OOyveHMe nepcoHana € npuBreYEHNEM
KBaJ'II/I(bI/ILI,I/IpOBaHHbIX cneumanmcToB no Bonpocam, CBA3aHHbIM C KOHKPETHbIMW onepaunaMun, BbiNOJTHAEMbIMU
paboTHMKOM, a Takke C TpeboBaHWsiMM HacTosilwmx [MpaBui, UMEKLWMMU OTHOWEHME K (OYHKLMOHANbHBLIM
o6s13aHHOCTAM paboTHuka. Heobxooumo BecTu 3anucu no oby4eHUo M NPOBOAUTbL MEPUOAUNYECKYIO OLEHKY
oby4eHus.

'vrnena nepcoHana (3.2)

312. (3.20) NepcoHan gomkeH cobntogaTe caHUTapHbie NpaBuna.

313. (3.21) MNepcoHan gomkKeH HOCUTb YMCTYH0, COOTBETCTBYHOLLYH €ro NpOU3BOACTBEHHOW AEATENbHOCTH
ogexay, KOTopyl npu HeobxoaumMocTu criegyeT MeHdATb. [Onsd 3awutbl NPOMeXyToyHoM npogykumn n ®C ot
KOHTaMu1Hauuu npu HeO6XOLI,VIMOCTVI AOJDKHa Ucnonb3oBaTbCd  AOMONHUTENIbHaA 3aluTHaa oaexaa,
3aKpbIBAOLLYIO FONOBY, NULO, PYKU U KUCTU PYK.

314. (3.22) MNepcoHan gormkeH n3deraTb HEMOCPEACTBEHHOIO KOHTaKTa C MPOMEXYTOUYHOW NPOAYKUMEN NN
@C.

315. (3.23) KypeHue, npnem nuLLm, NUTbe, XeBaHNe N XpaHeHWe nuLLeBbIX MPOAYKTOB AOMYCKaOTCA TONbKO
B creumanbHO npegHasHayYeHHbIX 30HaX, OTAENeHHbIX OT MPON3BOACTBEHHbIX 30H.

316. (3.24) lMNpu Hannuumn y paboTHUKOB UHMEKUMOHHBLIX 3aboneBaHMn UM OTKPbITbIX NOBPEXAEHUN Ha
He3alMLLEHHbIX yYacTKax MOBEPXHOCTM Tena Takme paboTHUKM OOMKHbI ObITb OTCTpaHeHbl OT yvacTusa B paboTe,
nockonbky npu 3tom kadectBo PC noasepraetcsi pucky. Jlioboro paboTHMKa C SBHbIMW MpU3HaKamu
3aboneBaHns MNN OTKPbITBIMA MOBPEXAEHUSMN KOXM (MO pesynbTaTtaMm MeduUMHCKOro obcrnefoBaHus wnm
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HabnogeHns) Heob6xoouUMO OTCTPaHWUTb OT paboT, NpPU BLIMOSTHEHUN KOTOPbLIX COCTOSIHME €ro 3[0pOBbsS MOXET
okasaTb HebnaronpuaTHoe BO3AencTBMe Ha kavecTBo ®C, [0 BbI3LOPOBNEHUS UMK MOMYyYEHUS MEOULMHCKOTO
3aKrYeHnst 0 TOM, YTO y4acTue 3Toro paboTHMKa B NPOU3BOACTBE He NPeACTaBnsieT pucka ans 6esonacHocTu
unu kavectea OC.

KoHcynbTaHThl (3.3)
317. (3.30) KoHcynbTaHTbl N0 BONPOCaM MPOU3BOACTBA M KOHTPOMS NPOMEXyTovHon npogykuun nnn ®C
OOMKHbI MMETb COOTBETCTBYHOLLEe obpasoBaHue, NogroToBKy M onblT paboTbl unu nioboe mx coyetaHwe Ans

TOro, 4YTOObI KOHCYIbTUPOBaTb NO BOMpPOCaM, AndA pelleHUA KOTOPbIX UX npurnacunn.

318. (3.31) Heobxoaumo BecTu 3anmcu ¢ ykasaHnem amunmm, MMeHK, oT4ecTBa (Npy Hannyum), agpeca u
KBaJ'II/I(*)I/IKaLLI/IVI KOHCYIbTa@HTOB, a TakXe Tuna npegocrtaBndemMblX UMW yCIyr.

3O0AHVA M NMOMELWEHWA (4)
lMpoekTupoBaHue n ctpomTenscTeo (4.1)

319. (4.10) 3gaHna n NomMeLleHns, NCNONb3yeMble Npu NPOM3BOACTBE MPOMEXYTOYHOM npoaykumn n ®C,
Heob6xoQMMO pacnonaraTtb, NPOEKTUPOBATb U KOHCTPYMPOBATh Taknm 0bpasom, 4Tobbl obecnevnTbs BO3MOXHOCTb
MX OYMCTKM, OOCnyXumBaHMA WU QYHKUMOHMPOBAHMA B COOTBETCTBMM C TWNOM W CTagMen nNpoM3BOACTBA.
MomeLleHns JOMKHBI MPOEKTMPOBATLCA TakuM 006pasoM, YTOObI CBECTU K MMHUMYMY BO3MOXHYIO KOHTaMUHaLMIO.
Ecnn yctaHoBneHbl crneuudmkaumMm B OTHOLIEHUM MUKPOOMOMOTMMYECKNX MoKasaTener MpoOMEXYTOYHOM
npoaykunmm unn PC, nomeweHnss HeobGXOAMMO NPOEKTMpOBaTb TakMM 00pa3om, 4YTOObl MO BO3MOXKHOCTU
OrPaHUYUTb PUCK HEXEeNaTenbHON MUKPOBHOW KOHTaMUHALMK.

320. (4.11) 3gaHuss M nNOMELLEHWUS OOIMKHbl OblTb AOCTATOMHO MPOCTOPHBLIMKU ANs  NPaBUITbHOMO
pacnonoxeHus 060pyaoBaHNs, XpaHEHUS U NepEMELLEHMS MaTepurarnoB, YTobbl NPeaoTBpaTuUTbL NepenyTbiBaHe
N KOHTaMMHaLUNIO.

321. (4.12) Ecnn obopynoBaHue (Hanpumep, 3akpbiTble UMM U30MMPOBaHHbIE CUCTEMbI) obecnednBaeT
HaEeXHYI0 3aluTy MaTepuarnos, TO OHO MOXET ObITb PACNOSIOXKEHO BHE MOMELLIEHUS.

322. (4.13) MNepemelleHne maTepuanoB U nepenswxeHne nepcoHana B 34aHUM U NOMELLEHUAX OOIDKHbI
ObITb NPegyCMOTPEHbI TaknMm 0bpasom, YTOObI NpeaoTBpaTUTL NepenyThiBaHUE U KOHTaMUHALMIO.

323. (4.14) OomxkHbl ObITb ONpeaeneHbl KOHKPETHbIE 30HbI UMW APYrMe CUCTEMbI KOHTPOMSA OIS CriegyoLwmx
onepauun:

npneMka, I/ID,eHTI/Id)MKaLI,Mﬂ, OT60p np06 M KapaHTUH NOCTynawnwmnx matepunanos O Bbloavyn pas3pelleHnd
Ha ncnoJjib3oBaHne Ui A0 OTKITOHEHUA;

XpaHeHne MPOMEXYTOYHOM npoaykumn n ®C B kapaHTMHE OO0 Bbiayu paspeLleHust Ha BbiNycK Mnu 4o
OTKITOHEHWS;

oT60p Npob npomexyTouHon npogykuum n eC;

XpaHeHWe OTKIMOHEHHbIX UCXOAHOIO Chipbs U YNaKoBOYHbLIX MaTepuarnos A0 U3baBneHus oT HUX (Hanpumep,
BO3BpaTa, NOBTOPHOI 06paBOTKM UMK YHUUTOXEHNS);

XpaHeHWe MaTepuanoB, KOTOpble pa3peLleHbl K UCMONb30BaHUIO;
TexHornornyeckme onepaumu;

onepaumm Mo ynakoBKe 1 MapKUPOBKE;

nposefeHne nabopaTopHbIX aHanN130B.

324. (4.15) NpousBoanTenb AOIMKEH NPeAyCMOTPETb Hanmune HeobxoaMMbIX MOMELLIEHMI ANs NOArOTOBKM
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nepcoHana (B 4acTHOCTU, OJ1St MbITbsl PyK) U TyaneTHbIX KOMHAT B JOCTaTOYHOM KOJIMYECTBE W NoAdepKuBaTb B
HMX umnctoTy. K HUM gomxkHa 6biTb NoaseneHa ropsyas U XonoaHas BoAa, AOKHbI BbiTb B HAMUYMM MbINO UMK
MHOEe Molollee CPeacTBO, BO3AYLUHbIE CYLUMIKWA WMNW O4HOPa30Bble MOMoTeHUa. YMbIBanbHUKM U TyaneTHble
KOMHaTbl [OMKHbI ObITb OTAEneHbl OT NPOM3BOACTBEHHbLIX 30H, HO NErkogocTynHbl. [omkHO BbiTb oGecneyeHo
Hanuyue NoMeLLeHnii ANs nepeoaeBaHnsl U Npy Heo6XoAMMOCTU AN NPUHATUS ayLua.

325. (4.16) NNabopaTopHble 30HbI, MECTa BbINOSIHEHMS NabopaTopHbIX paboT pekomeHayeTcst oTAensATb oT
NPOM3BOACTBEHHbIX 30H. HekoTopble nabopaTopHble 30HbI, B YaCTHOCTU, 30HbI, UCMOSb3yeMble A5 KOHTPOMs B
npouecce NpPOM3BOACTBA, MOXHO pa3MellaTb B MPOU3BOACTBEHHLIX 30HAX MPU YCMOBMM, YTO oOnepaumm
TEXHOMOrMYECKOro npouecca He OKasblBaloT HeGnaronpusTHOro BrMSIHAS HA TOYHOCTb nabopaTopHbIX
n3MepeHuii, a nabopatopHble paboTbl He OKa3blBalOT HebnaronpuMATHOrO BO3AENCTBUSI Ha TEXHONOMUYECKUIA
npoLecc, NPOMEXYTOYHY0 npoaykumo nnmn ¢C.

UrxxeHepHble cuctembl (4.2)

326. (4.20) Bce mHXeHepHble CUCTEMbI, KOTOpble MOryT MOBMUATH Ha KavyeCcTBO Npoaykuuu (Hanpumep,
cucteMmbl obecneyeHuss napom, rasamu, CxaTblM BO3OYXOM, @ TakKkKe CUCTEeMbl HarpeBaHWsi, BEHTUNALMM U
KOHOMLMOHMPOBAHNS BO34yxa), OOMKHbI MPOWTU KBanudmkaumo. Heobxoaumo cooTBeTCTBYOWMM 06pa3om
KOHTpONMpoBaTb MX paboTy 1 NpeanpuHUMaTh Mepbl, eCrv NPEBbILEHbI 4OMYCTUMbIE Npeaenbl KOHTPONUPYeMbIX
napameTpos. [ponsBoanTenb AOMMKEH NMETb B HANMUYNM YEPTEXN TUX UHXKEHEPHDBIX CUCTEM.

327. (4.21) lMpu HeobxoanmocTn criegyeT npegycMaTpvBaTb COOTBETCTBYIOLLME CUCTEMbI BEHTUNAUMM U
unbTpaumMmM BO3Oyxa, a TaKKe BbITSDKHbIE YCTPOWCTBA. OTU CUCTEMbI LOMXKHbI OblTb CMPOEKTUPOBaHbI U
CKOHCTPYMpOBaHbl Takum 00pa3oM, 4YToObl CBECTU K MUHUMYMY PUCK KOHTaMUHAUMW W MNEPEKpPecTHON
KOHTamuHaumm. OHM Takke [OMMKHbl ObITb CHabXeHbl obopyaoBaHMEM ANA KOHTPONS OaBneHus Bo3Ayxa,
HanMunst MUKPOOPraHU3MoB (ecrm 3TO HeobxoAMMO), 3anblIEHHOCTU, BIIAXHOCTM U TemnepaTypbl, €cnn 3To
TpebyeTcs Oons gaHHoW crtaguu npomssoacTtBa. Ocoboe BHMMaHue cnegyeT yaensTb 3oHaMm, B KOTopbix OC
noaBeprarTcs BO34ENCTBUIO OKPYXKatoLLEeV NPOM3BOACTBEHHON Cpeabl.

328. (4.22) B npon3BoACTBEHHbIX MOMELLEHUAX C peumpKynsaumMen Bosagyxa cregyeT npeaycMoTpeTb Mepbl
no NpeaoTBpaLLEeHMIO pycka KOHTaMMHaUUN U NEPEKPECTHON KOHTaMUHaLNW.

329. (4.23) CtaumoHapHble TpybonpoBoabl creayeT OOMMKHbIM 00pa3oM MAEHTUUUMPOBATL. DTO MOXET
ObITb COENaHO C NOMOLLbIO MAapKUPOBKWU OTAENbHbIX TPYOONPOBOAOB, COOTBETCTBYIOLLEN AOKYMEHTaAUNN, CUCTEM
KOMMBLIOTEPHOIO KOHTPOMS UNn MHbIMK cnocobamu. TpybonpoBoabl criegyeT pacnonaratb Takum obpasom, 4Tobbl
n3bexarb prcka KOHTaMMHaLMN MPOMEXYTOUYHON npoaykumm unmn eC.

330. (4.24) CtaumoHapHble TpybonpoBOoAbl AOIMKHBI UMETb COOTBETCTBYHOLLME pasMepbl U ObiTb CHabXeHbI
CMCTEMON BO3AYLUHOrO 3aTBOpa WK, €cnn 3TO HeobXxoauMo, YCTPOWCTBOM ANs NpeaoTBpalleHus obpaTHoro
noToka.

Bopa (4.3)

331. (4.30) Boga, ncnonb3yemasi B npomssogctee ®C, gormkHa COOTBETCTBOBATb MpednoriaraemMomy
Ha3HayeHuto. CobnoaeHne gaHHoro TpeboBaHnA AOMKHO BbITb MOATBEPXKAEHO NoApasaeNeHnemM KayecTsa.

332. (4.31) KauyectBo BOAbI, UCMOMNb3yeMO B MPOM3BOACTBEHHOM MpoLecce, AOMKHO COOTBETCTBOBATb
TpeboBaHNsAM HOpPMAaTMBHBLIX NPaBOBbLIX akToB Poccuiickon ®enepauunn, npegbsBNAeMbIM K Ka4eCcTBy NMUTLEBON
BOAbI.

333. (4.32) Ecnu pnsa obecneyeHns kadectBa PC xapakTepuUCTUK MUTLEBOW BOAbl HEAOCTATOYHO M
HeoOxoaMMbl Bonee XecTkue TpeboBaHUSA K XUMUYECKUM U (M) MUKPOBMOOrMYeckMM XapakTepucTnkam Boael,
OOMKHblI ObITb pa3paboTaHbl COOTBETCTBYWLIME cheuudukaumm Ha Bogy Mo u3MdYeckum CBOWCTBaM,
XMMWYECKMM CBOWCTBaM, OOLIEMY YMCITY MUKPOOPraHuM3moB, HeOONyCTUMbIM MMUKpOOPraHuamam u (Mnm)
COAepKaHWIo S3HOOTOKCUHOB B BoJe.

334. (4.33) Ecnu npowusBoguTens noAaBepraeT BoOAY, MCMOMb3yemMyl B MPOM3BOACTBE, CrneunansHON
06paboTke ONst OCTUXKEHUSA OnpedeneHHoro KadecTtea, To npouecc obpaboTkM OOIMKEH MPOWTU Banvaauuio u
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€ro Heob6X0AMMO KOHTPONMPOBATb C Y4€TOM YCTAHOBIEHHBIX NPeaenoB.

335. (4.34) Ecnu nponssoguTens HectepunbHon ®C HamepeBaeTCcs MCNONb30BaTh CBOK MPOAYKLMIO ANs
nocrneayoLero NpoM3BOACTBa CTEPUIBLHOIO NEKAPCTBEHHOMO Mpenaparta WUnu yTBepXX4aeT, YTO ero npoaykuus
npurogHa Ons nonyyYyeHust CTEPUNbHONO NEeKapCTBEHHOro mnpenaparta, TO BOAa, MCMofib3yeMasi Ha MocrnegHuX
CTagusx BblAENEHMs 1 OYUCTKM, JOJPKHA MOABEPraTbCs MOHUTOPUHIY M KOHTPONMPOBATLCHA B OTHOLIEHMM obLLero
KOnmnyecTBa MUKPOOPraHM3MOB, HEAOMYCTUMbBIX MUKPOOPraHM3MOB Y 3HOOTOKCUHOB.

Pasgenenwne 30H (4.4)

336. (4.40) [Mpou3BoaCTBO MNPOAYKUUM C BbLICOKOW CEHCUOMIM3UPYIOLLEN aKTMBHOCTbIO, TakKoOW Kak
NEHNUMNUHBL  unu  uedanocnopuHbl, HeobXoAMMO  OCYLWECTBNATbL B cneunanbHO  BblAENEHHbIX
NPOM3BOACTBEHHBIX 30HAaX, KOTOpble MOryT BKMKOYaTb MOMELLEHUsi, obopyaoBaHue anst obpaboTku Bo3gyxa u
TexHonornyeckoe obopygosaHue.

337. (4.41) CneumanbHO BblgeNeHHbIE NPON3BOACTBEHHbIE 30HbI OIMKHBI ObITb MPegyCMOTPEHbI Takke ANs
BELLECTB C MHPUUMPYIOLMMN CBOMCTBAMU, C BbICOKOW (papMakosiorMyeckon akTUBHOCTbIO UIIM TOKCUYHOCTLIO
(Hanpumep, HEKOTOPbIE CTEPOMAbLI UNN LUTOTOKCMYECKNE NMPOTUBOOMNYXOSEBLIE CPEACTBA), 3@ UCKIIOYEHMEM TEX
cny4vaes, Koraa yCTaHOBMEHbI U OCYLLECTBAIOTCA BanManpOBaHHbIE Npoueaypbl MHAKTUBaLUM 1 (MNIN) OYUCTKN.

338. (4.42) lNpousBoguTens [OSMKEH paspaboTaTb M BBECTU B OEWCTBUE Mepbl, Heobxogumble ONd
npenoTBpalleHns MNEepPeKpPecTHONM KOHTaMUHALUMM CO CTOPOHbl MepcoHana, a TakkKe WCXOOHOro Chipbs,
YMaKoOBOYHbIX MaTepuarnos, MPOMEXYTOYHON NPOAYKUMM, 06OPYAOBAHNA M UHBIX NPEOMETOB, NepeMeLLatoLLMXCs
N3 OOHOW BbIAEIIEHHOW 30HbI B APYTYHO.

339. (4.43) INobble TexHomorumyeckne onepauuun (BKMYas B3BELUMBaAHME, Pas3MONl MMM YMaKOBKY) C
BbICOKOTOKCMYHBbIMM  HedbapMaueBTUYeCKMMY  BellecTBaMu, TakuMy Kak repbuumabl n  nectuumgpl, He
JOnycKaeTcst NMpoBOAUTb B TEX XEe 34aHUsIX U (MNn) Ha TOoM e o0bopyooBaHWMM, KOTOPblE MCMONb3YTCA Ans
npoussoactea PC. PaboTa ¢ TakKMMU BbICOKOTOKCUYHBIMU HedbapmaLeBTUYEeCKMMU BeELLeCTBaMM U NX XpaHeHue
[OOIMKHbI OCYLLECTBNATLCS oTAeNbHO oT OC.

OcBelleHue (4.5)

340. (4.50) Bo Bcex 30Hax [omkHO ObiTb ObecneyeHoO ocBelleHne, Heobxooumoe Ans Toro, 4Tobbl
npoBOoAUTb OYUCTKY, TEXHUYECKOEe 060]'Iy)KVIBaHI/Ie N Hagnexawee BbiNMoJIHeHUe onepau,w7|.

CTtokun 1 oTxoab! (4.6)

341. (4.60) Crokn, oTxoabl M gpyrme oTpaboTaHHble Martepuanbl (Hanpumep, TBepable, XUOKMEe W
raszoobpasHble NoboYHbIE NPOOYKTbI NMPOU3BOACTBA) BHYTPU U CHAPYXW 34aHUN, a Takke Ha HemnocpeacTBEHHO
npunerawoLen Tepputopum HeobXoaMMO CBOEBPEMEHHO yaansiTb, obecneyvBasi GesonacHoCcTb M cobnogas
caHuTapHble npaeuna. KoHTeHepbl 4ns mycopa v (Mnm) CTouHble TpyObl JOIMKHBI ObiTb YETKO MPOMaPKUPOBaHbI.

CaHuTapHasa obpaboTka 1 TexHnyeckoe obcnyxmeaHue (4.7)

342. (4.70) 3gaHus, ucnonb3dyemble Npu NPOU3BOACTBE MPOMEXYTOYHOW npoaykumn n ®C, Heobxoanmo
Haanexawwmm obpasom obcnyxunsaTb, PEMOHTUPOBATL U COAepXaTb B YNCTOTE.

343. (4.71) TMponsBognTenb JOMKeEH paspaboTaTb AOKYMEHThI, onpefensilmne OTBETCTBEHHOCTb 3a
npoBefeHne caHuUTapHoOn 06paboTKM, B KOTOPbIX NMpuBEAEHbI rpaddukM MNpPOBEOEHUS OYUCTKU, MEepPedUCreHbl
mMeToabl, 06opygoBaHvMe U Matepuarnbl, UCNOMNb3yeMble NPU OYMCTKE 30aHUN N MOMELLEHWIA.

344. (4.72) Mpn HeobxoouUMOCTU ANS TOro, YToObl M3bexaTb KOHTaMMHauun obopyLoBaHUSA, MCXOAHOMO
CbIpbsi, YNAKOBOYHbIX MaTepuarnoB U MaTepuasnoB AJ1 MapKMPOBKM, MPOMEXYTOYHOW npoaykumn n ®C, OOmKHbI
OblTb Takke paspaboTaHbl npoueaypbl MO  WUCMONb30BAHUIO CPEeacTB MNPOTUB TPbI3YyHOB, WMHCEKTULMOOB,
yHrIMUMA0B, PYMUTraHTOB M CPeaCTB OYNCTKU U Ae3uHdekummn OC.

TEXHONOIMMYECKOE OBOPYOOBAHUE (5)
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MpoekTupoBaHue n MoHTax (5.1)

345. (5.10) O6opyanoBaHue, Ucnonb3yeMoe npu NPOM3BOACTBE NPOMEXYTOYHON npodykumm n ®C, [omKHO
MMeTb COOTBETCTBYIOLLYIO KOHCTPYKLMIO, COOTBETCTBYIOLUME pa3Mepbl M pacnonaratbCa B COOTBETCTBMU CO
CBOMM HasHayeHMeM u TakuMm obpas3om, 4ToObl MepcoHam MOr OCYLLEeCTBMATb OYMCTKY, Ae3vHdekumio (npu
HeobXxoaAMMOCTU) U TEXHUYEeCKoe 06CcnyXmMBaHue 3Toro 060pyaoBaHusl.

346. (5.11) lNosepxHOCTM 0BOpPYAOBaHWS, KOHTAKTUPYKOLWME C WUCXOOHBIM CbhIPbEM, MPOMEXYTOYHBIMM
npogyktamm nnu ®C, He AOMXKHbI BAMATb HA Ka4yeCTBO MPOMEXYTOYHbIX npodyktoB n ®C n U3MEeHATb KX
XapaKkTepucTUKL 3a npeaensl OMYCTUMbIX 3HaYEHUIN, YCTaHOBNEHHbLIX B cneundukaumsx.

347. (5.12) TexHonornyeckoe obopyaoBaHMe HEOOXOAMMO MCMONb30BaTb TOMIbKO B Mpedenax paboymx
Onana3oHOB, YCTAaHOBJ1EHHbIX MPU KBaJ'II/ICbI/IKaLI.I/II/I.

348. (5.13) OcHoBHOe obopyaoBaHve (HanpuMmep, PeakTopbl, EMKOCTU AN XpaHEeHUs) U cTauuoHapHble
TEXHOMOrM4Yeckne fMHUN, UCMOMNb3yeMble B NMPOM3BOACTBE NMPOMEXYTOYHON npoaykumm mnm ®C, AomKHbI ObiTb
COOTBETCTBYIOLWUM 06pa3om ngeHTurLmMpoBaHbl.

349. (5.14) Nobble BewwecTBa, HeobxoanMble AN MYHKLMOHMPOBaHUSA 060pyAOBaHNS, TakMe Kak CMasku,
XWOKOCTU ONSA HarpeBa Wnu xnagareHTbl, He AOMKHbl KOHTaKTUPOBaTb C NMPOMEXYTOYHOW npoaykumnen unu eC,
4yTOObl HE M3MEHHATb MX KayecTBo. [lpou3BoauTENb LOIMKEH NPOBECTU OLEHKY IHOObIX OTKMOHEHWA OT 3TOro
TpeboBaHusi, YTOObI yOeauTbCs, YTO OTCYTCTBYET HebnaronpuaTHoe BO3AENCTBME 3TUX MaTepuaros, BusitoLee
Ha NPUrogHOCTb MPOMEXyTouHon npoaykumen unn ®C gns ncnonb3oBaHusi. Tam, rae 9TO BO3MOXHO, OOSMKHbI
Mcnonb3oBaTbCA CMa3KM U Macna, npeaHasHadYeHHble As NULLEBON NPOMbILLIIEHHOCTH.

350. (5.15) Bo Bcex cnyyasx, Korga 310 NPMMEHUMO, OOJIPKHO UCMONb30BaThCs 3aKpbITOE UM FepMETUYHO
3aKpbiBatoLLieecs obopyaosaHue. MNpy MCNOMbL30BaHNM OTKPLITOrO 060PYAOBaHNS UK €ro OTKPbITUM HEOBX0AMMO
MPUHATbL Mepbl MPegOCTOPOXHOCTU, YTOBbLI CBECTU K MUHUMYMY PUCK KOHTaMUHaLWW.

351. (5.16) Y npowussoauTens [OOMKEH WMETbCA B HanNUuMM akTyarnbHblA  KOMMMEKT YepTexen
ncnonb3yemoro obopyagoBaHus, a Takke KpUTUYECKMX CUCTEM OOBA3KM (HanpyuMep, KOHTPOMbHO-U3MEPUTENbHbIX
nNpnbopoB, BCNoMoraTesibHbIX CUCTEM).

TexHnyeckoe obcnyxumeaHue 1 odmctka obopyagosaHus (5.2)

352. (5.20) lNpodunakTuyeckoe TexHU4eckoe obOCnyxuBaHne oOOpyLoBaHUSA HeOOGXO4MMO NMPOBOAUTL B
COOTBETCTBMM C YTBEPXAEHHbIMWM rpadukamm W npouedypamu, B KOTOpbIX [JOfKHa ObiTb onpegeneHa
OTBETCTBEHHOCTb 3a UX MpoBedeHue.

353. (5.21) TpousBoauTenb [oOmkeH paspaboTaTb WHCTPYKUMM MO O4YMCTKE OOOpyOoBaHUS U
nocregyoLemy NonyvyeH o pa3peLLeHns Ha ero UCMosb30BaHKe NpU NPOM3BOACTBE MPOMEXYTOYHON NPOAYKLMN
n ®C. lMNMpoueaypbl OYUCTKN JOMKHbI ObITb ONNCaHbI AOCTATOMHO NOAPOGHO, YTOBLI ONepaTopbl MOMMN NPOBOANUTL
ouncTky obopynosaHus noboro Tmna BOCNPOU3BOAUMBIM 1 3(EKTUBHBIM CNOCO6OM. 3TN NpoLeaypbl AOMKHbI
BKIHOYATH:

yCTaHOBIEHNe OTBETCTBEHHOCTM 3a O4MCTKY 060pya0BaHuS;

rpadukM O4MCTKM, BKMOYas (Npu HeobxogumocTn) rpacmnkn caHnTapHom obpaboTku;

MofHoe onucaHMe MeTOAOB M MaTepuarnos, BKIoYas NPUroTOBIIEHNE CPEACTB, UCMOMb3yeMbIX AFIS OUNCTKM
obopynoBaHus;

WHCTPYKUMM no pasbopke u cbopke kaxgonm (mpu HeobxoammocTu) efuHuubl obopydoBaHus Ans
obecneyeHns Hagnexallen o4MCTKY;

WHCTPYKLUMW NO yaaneHuio MapkUpOoBKU NpeablayLer cepum;

MHCTPYKUMK NO 3alimte YNCToro 060py,EI,OBaHI/IF| OT KOHTaMUHaUnn nepen ero NCnosib3oBaHNeEM;,
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MopsiAOK MPOBEPKM YMCTOTbI 0OOPYAOBaHMS HEMOCPEACTBEHHO Mepen ero WUCMofb3oBaHUEM, ecrni 3TO
MPaKTUYECKN OCYLLEECTBUMO;

ycTaHoBIeHWe (Korga NpuMeHNMOo) MakcMarbHOro NpoMeskyTka BpeMeH MeXay OKoHYaHVeM npolecca U
OunCTKOM 060pYOOBaHMSI.

354. (5.22) OGopyaoBaHne N NPUHALOMNEXHOCTU OOMMKHbI OYULLATLCSA, XPaHUTLCA U NpU HEOBXOAMMOCTH
noaeepraTbCsi caHuMTapHon o6paboTke WnM CTepunn3oBaTbCA AN NpefoTBpalleHUs KOHTaMUHaUMKM  Unu
nepeHoca Martepuana, KOTopble MOryT M3MEHWUTb KayecTBO MPOMEXYTOYHOW npogykumm n ®C 3a npepensi,
YCTaHOBIEHHbIE B CreLmndmrKaunsix.

355. (5.23) na obopyaoBaHus, npeaHasHa4eHHOro A51s1 HEMPEPbLIBHOMO TEXHONOMMYECKOro npoLecca nnm
AN NpouM3BOACTBa KaMnaHusaMM (MPOM3BOACTBEHHLIMU LMKIaMK) nocrefoBaTernbHbIX CEPUI OOHOW U TOW e
NMPOMEXYTOYHOM NPOAYKUMM UNN oaHOM K Tol e ®C, HeobXxoaAMMO NMPOBOAUTL OYUCTKY Yepes3 onpenerieHHble
NMPOMEXYTKA BPEMEHW BO M3bEXaHWe HaKOMMEeHUs W MNepeHoca KOHTaMWUHAHTOB (Hampumep, NPOAYKTOB
pasnoXeHns v HegoNyCTMMOrO KONMYECTBA MUKPOOPraHM3MOB).

356. (5.24) ObopynoBaHue, Ucnonb3yemMoe AN NPOU3BOACTBA PasHbIX MaTepuanos, AO/MKHO o4MLLaTbLCS B
NPOMEXYTKax Mexay X CMEeHOIN BO N3bexaHne nepekpecTHON KOHTaMUHaLUMK.

357. (5.25) MNpownssoguTenb OOMKEH YCTAaHOBUTbL M OBOCHOBATb KPUTEPUM NMPUEMMEMOCTU B OTHOLLEHWUN
OCTaTKOB, a TakKe OCYLLEeCTBUTb 1 060CHOBaTL BbIGOP NpoLeayp OYUCTKU 1 MOKOLLMX CPEACTB.

358. (5.26) ObopynoBaHMe JOIMKHO ObITb COOTBETCTBYHOLLMM 06pa3omM NPOMapKMpoBaHO B OTHOLLEHMU €ro
COOEPXKUMOIO U COCTOSIHUAS YNCTOTBI.

Kanubposka (5.3)

359. (5.30) KannbpoBKy KOHTPOSbHO-M3MEPUTENBLHOIO M aHanuTuyeckoro obopyaoBaHust (B TOM 4ducne
BECOB, MNpMOOPOB ANS MOHUTOPWHra), WMEIOLWEero KpuTuyeckoe 3HauyeHune pAns obecneyeHus KadvecTBa
NMPOMEXYTOYHON nNpogykumun nnm ®C, HeobxoanMO NPOBOAUTL B COOTBETCTBUUN C YTBEPXKAESHHLIMU MHCTPYKUMAMUN
N yCTaHOBMNEHHbIM rpadmKom.

360. (5.31) KanubpoBka  gormkHa NpPoBOANTbLCS c MCNONb3oBaHNEM COOTBETCTBYIOLLNX
cepTMULNPOBaAHHbIX CTaHAAPTOB MMM COMOCTaBMMOrO CO cTaHdapTom obpasua nubo aTanoHa (ecnu TakoBble
CYLLIECTBYIOT).

361. (5.32) 3anucu npoBeaeHUs kKannbpPOBOK AOIMKHBI COXPAHATHLCS.

362. (5.33) Tekywun ctaTyc KannbpoBKN KpUTMYECKOro o6opyaoBaHMsa OOMKeH ObiTb M3BECTEH M AaBaTb
BO3MOXHOCTb €r0 NMPOBEPKMN.

363. (5.34) He ponyckaetcs ucnonb3oBaHWe npuboOpoB, KOTOPbIE HE COOTBETCTBYIOT KPUTEPUSIM
KannbpoBKu.

364. (5.35) OTKkNOHeHUA OT YTBEePXKAEHHbIX CTaHOapTOB KanubpoBKM ANA KpUTUYecKnx npubopos
HeobxoaMMo paccnenoBaTtb, YTOObI OnNpeaenyTb, NOBMAKAMNO N 3TO HA Ka4eCTBO MPOMEXYTOYHOW NPOayKUMU Y
®C, nponsBeaeHHbIX C UCNOMb30BaHNeM AaHHOro 060pyA0BaHNs NOCHe ero NocneaHen ycnewHon KannopoBKy.

KomnbtoTepuranpoBaHHble cuctemsl (5.4)

365. (5.40) KomnbioTepuanmpoBaHHblE CUCTEMbI, OTHOCALWIMECHA K HactoAawwmm [lpaBunam, noanexart
Banvpgauun. OObem BanugaummM 3aBUCUT OT MHOroobpasusi, CrOXHOCTU W KPUTUYHOCTU MNPUMEHEHWS
KOMMbIOTEPU3MPOBAHHBLIX CUCTEM.

366. (5.41) Hagnexawmue kBanudukaums MOHTaxa W kBanudukauns ¢YHKUMOHUPOBAHMS LOSKHbI
NPOAEMOHCTPMPOBATL NPUrOAHOCTb KOMMbIOTEPHOrO 06OpPYAOBaHWS W MpOrpamMmHOro obecneveHuns ans
BbIMOJIHEHWNSI MOCTaBMNEHHbIX 3a4ay.
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367. (5.42) Ncnonbdyemoe nporpammHoe obecnevyeHue, KOTopoe Obino KBanuduuumpoBaHo, He Tpebyet
NpoBEAEHUS UCMbITAHUMI TOFO Xe YPOBHsS. Ecnu cyllecTBylowas cuctemMa He npoluna Banugauuio BO BpPeEMS
YCTaHOBKU, Npu Hann4mnm COOTBeTCTByIOIJ.l,eVI OOKYMeHTaunn MOXXHO NpoBECTN PeTPOCNEKTUBHYIO Bannaauuio.

368. (5.43) Heobxogumo, 4TOObI KOMMBIOTEPU3NPOBAHHBLIE CUCTEMbI WMENW [OOCTATOYHbIA YPOBEHb
KOHTPONS AN NpeaoTBpaLleHns HECAHKLUMOHMPOBAHHOIO A0CTYNa K AAaHHBIM NN U3MEHEHWs AaHHbIX. [JomkHa
ObITb NpegycMOTpeHa 3almTa OT NOTepu AaHHbIX (Hampumep, NpU BbIKMOYEHUN KoMMbloTepa). MHdopmaumsa o
NoBbIX N3MEHEHNsX AaHHbIX, O MOCNeAHeM BBOAE AaHHbIX, O TOM, KEM W Korga OHW Bbinu caenaHbl, NOANEXUT
pervcTpauun.

369. (5.44) NMpousBoanTenb OOMKEH UMETb YTBEPXKAEHHbIE NPoLEeAypbl MO 3KCNnyaTauun U TEXHUYECKOMY
06CNy>XMBaHNIO KOMMbIOTEPU3NPOBAHHBLIX CUCTEM.

370. (5.45) Ecnu kpuTMYeckue OaHHble BBOOST BPY4YHYHO, HEOOXOAMMO NPeaycMOTPETb AOMONTHUTENbHYIO
NpPOBEpPKY TOYHOCTU UX BBEAEHMSA. Takyto NPOBEPKY MOXET BbIMNONTHUTL BTOPOW onepaTop Uiu cama cucrema.

371. (5.46) Cbou B paboTe KOMMbIOTEPU3MPOBAHHBLIX CUCTEM, KOTOPbIE MOFYT MOBMUATH HA KayecTBO
npomexyTodHon npoaykumm mnu ®C, Ha AOCTOBEPHOCTb 3anuMcert UNu pesynbTaToOB UCMbITAHWW, noanexar
OOKYMeHTanbHoMy ohopMITEHNIO U paccnefoBaHuIo.

372. (5.47) N'ameHeHns1 B KOMMNbIOTEPM3NPOBAHHbLIX CUCTEMaX He0bXoaMMO OCYLLECTBNATb B COOTBETCTBUM
C npouefypamMu BHECEHUS WM3MEHEeHWW, oduumanbHO KX CaHKUMOHWPOBATb, OPOPMAATb OOKYMEHTaNbHO W
TecTupoBaTb. [JOMKHbI COXPaHATLCA 3anucy BCEX U3MEHEHUI, BKNOYas MOAMMUKALMIO U YCOBEPLLUEHCTBOBAHME
KOMMblOTEpHOro 060pyaoBaHMsA, NPOrpaMMHOro obecneyeHns n Apyrmx KpUTUYECKNX KOMMOHEHTOB CUCTEMbI. DTN
3anmcu JormkHbl OblTh AOKasaTenbCTBOM TOro, YTO CUCTEMa NOoAAEePKUBAETCA B BaNnaMpoBaHHOM COCTOSIHUM.

373. (5.48) Ecnn cbor mnm nonomMmka cuctembl NPUBOAUT K NMOCTOSIHHOW NOTepe 3anucen, NpovM3BoavTENb
OOMKeH NpeaycMOTpeTb CUCTEMY PE3epBHOro KonvpoBaHusa uHdopmaumm. Bo Bcex KOMNbOTEPU3UPOBAHHBLIX
cucTeMax JOMmKHbl ObITb NpegycMOTpeHbl cpeacTBa, obecneumBarowme 3awmuTy JaHHbIX.

374. (5.49) B pononHeHne K KOMMbIOTEPHON CUCTEME A0MYCKAEeTCA 3anucb AaHHbIX U APYTMM CNOCOBOM.
OOKYMEHTAUNA N 3AMNCK (6)
Cwnctema gokymeHTauum v cneumndukaumm (6.1)

375. (6.10) Bce OoKyMeHTbI, MMEOLLME OTHOLLEHWE K MPOM3BOACTBY NPOMEXYTOYHON npogykumn mnn OC,
HeobXx0AMMO COCTaBnATb, NPOBEPATb, YTBEPXAATb WU PacnpoCTpaHATb B COOTBETCTBUMM C YTBEPXKAEHHLIMM
npoussoauTenem npouegypamu. Takme [OKYMEHTbl MOryT ObiTb OOpMIIEHbl Kak B MUCbMEHHOM, Tak U B
3MNeKTPOHHOM BUJe.

376. (6.11) Boigavy, nepecMoTp, 3aMeHy UInn U3bSATUE BCEW JOKYMEHTauum HeobXxoamMmMo KOHTpOnMpoBaTb
C COXpaHeHueM cBedeHun 06 nx npeablgyLmnx BepCcusix.

377. (6.12) lNpomsBoguTenb OOIMKEH OpPraHM30oBaTb CUCTEMY XPaHEHMSI BCEX OOKYMEHTOB (Hampumep,
OTYEeTOB O paspaboTke, OTYETOB O MaclITabmMpoBaHuW, OTYETOB O Mepefadve TEXHOMOMMIN, OTYETOB O Banugaumu
npouecca, 3anucer no oBy4eHuto, 3anucen no MNPOU3BOACTBY, AOKYMEHTOB MO KOHTPOMIO W 3anucert no
peanu3saunn) ¢ ykazaHMeM CPOKOB XPaHEHUS TaKUX JOKYMEHTOB.

378. (6.13) Bce 3anncu no Npon3BoACcTBY, KOHTPOSIO U peanu3aumm HeOOX0AMMO XpaHUTb He MeHee 1 roga
nocrie NCTEeYEeHUs cpoka rogHoOCTM cepun. 3anucu, coaepXxalme AaHHble MOBTOPHbIX UCMbITaHuin PC, OOMKHbI
XPaHUTLCSA HE MeHee 3 NeT nocre NosiHoN peanusauum cepun.

379. (6.14) 3anucu HeoOXOAMMO  BLIMOMHATL  HECMbIBAEMbIMW  YEpHWNaMM B creuunarnbHo
NpegyCMOTPEHHBbIX ANs 3TOr0 MeCTax Cpasdy e MNocrne BbINOMHEeHWUs onepauun; nvuo, CAOernasllee 3anwuchb,
OOIMKHO ObITb 0603Ha4YeHo. VcnpaBneHnsa B 3anncsax OOIMKHbI ObITb NoanMcaHbl C NPOCTaBNeHNeM aaTtbl. Takue
ncnpaereHnsi He JOIMKHbI MPENATCTBOBATL MPOYTEHUIO 3aMNNCK B €€ NepBOHavarnibHOM Buae.

380. (6.15) B TeueHune nepropa XpaHeEHUS OpPUrMHAaINbI UM KONUW 3anMceln OOSMKHbI ObITb NerkogoCTyMHbI
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Ha Mpou3BOACTBEHHOW Mrollagke, rae OCYLIecTBNANUCb paboTbl, onucaHHble B 3TUX 3anucsax. [onyckaeTcs
Takke BbICTPOE Nony4YeHne 3anucei U3 Apyrux MecT XpaHeH!s C NOMOLLbIO SMEKTPOHHbBIX UMK APYrUX CPeacTs.

381. (6.16) Cneuudpmkaumm, MHCTPYKLMK, NpoLeaypbl U 3annucu MOXHO XpaHuTb NMOOo B opuriuHane, nubo B
BMAE KOMWI, TaKMX Kak hOTOKONMUKN, MUKPOUbMbI, MUKPOULIN Unn gpyrne popmbl TOYHOrO BOCNPOU3BEOEHNS
opurMHanbHbIX  3anucel. Ecnm  ncnonb3oBanmucb  MeToAbl  YMEHbLUEHUSI  OpurMHamna,  Hanpumep,
MUKPOUIBEMUPOBAHNE, UMK 3MEKTPOHHbLIE 3anucu, TO HEOOXOAMMO MMETb COOTBETCTBYIOLLEE CUMTbIBAKOLLEE
obopyaoBaHue, a Takke cCpefcTBa NS U3roTOBMEHUS NeYaTHbIX KOMUIA.

382. (6.17) TlNpousBoauTenb OoMmKeH paspaboTatb M OOPMUTb [AOKYMEHTanbHO cneuudukauum Ha
NCXOAHOE Cbipbe, MPOMEXYTOYHYK MNpoaykumio (npu HeobxogmmocTtu), PC 1 maTepuanbl 4N MapKUPOBKU U
ynakoBkW. [JONONHUTENBHO MOrYT NOHaAobUTLCS crneundukaumMm Ha HEKOTOpbIe ApyrMe martepuansl (Hanpumep,
BCromoraTterbHble MaTepuansl, NPOKagKu), NCNoMb3yeMble B Xo4e NPOM3BOACTBA NPOMEXYTOYHOW MPOAYKUUM
mnn OC, koTopble MOryT ObITb KpUTUYECKMMWM fOnsi KadecTtBa. Heobxogumo ycTaHOBUTL UM OhOpPMUTH
OOKYMEHTarnbHO KPUTEPUN MPUEMIIEMOCTHM NSt KOHTPONS B NPOLIECCE NPOU3BOACTBA.

383. (6.18) Ecnn uMcnonb3ylTCs SMEKTPOHHbIE MOAMMCU Ha [OKYMEHTaX, TO OHM [JOSDKHbl ObiTb
NOEHTUULMPOBAaHbLI U 3aLLULLEHBI.

3anucu ouncTkn 1 ncnonb3oBaHus obopynoBaHus (6.2)

384. (6.20) B 3anucsix Mcnonb3oBaHWs, OYUCTKM, CaHUTapHOW 00paboTku u (MnK) cTepunusaumm, a Takke
TeXHU4eckoro obCcnyxmBaHUs OCHOBHOrO o6opyaoBaHMs [OMKHblI ObITb yka3aHwbl JdaTta, Bpemsa (mpu
HeobXx0AMMOCTH), HaUMEHOBaHWE NPOAYKLMU, HOMEpP KaKOOW cepuu MpounsBedeHHOW Ha aTom obopydoBaHum
npoayKLun, a Takke NnLo, KOTOPOe NPOBOANMO OYUCTKY U TEXHUYECKOe ODCnyXMBaHue.

385. (6.21) He TpebyeTcsi cocTaBneHus oTAeNbHbIX 3anncen O4YMCTKM U UCNOoNb30BaHNA 060pyaoBaHus B
cryyae, ecnm OHO creuunanbHO NpegHasHayeHo Afs NpousBoACTBa OAHOMO0 HaMMEHOBAHUSA MPOMEXYTOYHOMO
npogykta unn ®C n cepum 3TOro MpoOMEXYyTOYHOro npoAykra mnu ®C npomsBodsaTCs B NPOCIEXMBaAEMON
nocregoBaTtenbHOCTU. B cnydasx mcnonb3oBaHus crneumanbHO npegHasHayeHHoro ob6opyaoBaHWsA 3anvcu ero
OYUCTKWN, TeXHWYeckoro obCryXvMBaHUS U akcrnyaTauum MoryT ObiTb NnOO 4acTblo AOCbe Ha cepuio, nmbo
OTAEeNbHbIM AOKYMEHTOM.

3anucu Ha CXOfHoe Cbipbe, MPOMEXYTOYHbIE
NPOAYKTbI, YNAKOBOYHbIE MaTepuarnsl U matepuansl 451 MapKUPOBKX
dhapmaueBTuieckmx cybcTaHumii (6.3)

386. (6.30) Heobxooumo BEeCTU 3anucu Ha MCXOOHOE Cbipbe, MPOMEXYTOYHbIE MPOAYKThI, YNAaKOBOYHbIE
martepwvansl, Mmatepuansl Ans Mapkuposku ®C, coaepxalume crieqyome aaHHble:

HavMeHOBaHWe NPOWU3BOAUTENS, MWOEHTUMMKALMIO W KOMUMYECTBO KaXOOW MOCTaBKWA Kaxadow cepuu
NCXOZHOTO ChIpbsl, MPOMEXYTOUYHOWM NMPOAYKLMM UMK YNAKOBOYHLIX MaTepuaros ¥ MaTepuanoB Ans MapKUPOBKU
PC;

HaVMeHOBaHWe MOCTaBLLMKa; KOHTPOSIbHLIN HOMep (HOoMepa) MocTaBLiMKka (eCrin MU3BECTEH) Unu Opyrom
NOEHTUMPUKALMOHHBIN HOMEP; HOMEP, NMPUCBOEHHbLIV NPW NPUEMKE, 1 AaTta NpUeMKu;

pes3ynbTaTbl BCEX NPOBEOEHHbIX UCMbITaHUI Unn NnpoBepoOK U caenaHHble Ha X OCHOBaHWUU BbIBOAbI,
3armncu, B KOTOPbIX OTCNneXxXmnBaeTcAa UCMOoJib30BaHNE MaTepunarnos;

JAOKYMEHTaLMIO MO OLIeHKE U NMPOBEPKe YNaKkoBOYHbIX MaTepuarnoB U MatepuaroB ans Mapkupoekm OC Ha
COOTBETCTBUE YCTAHOBMEHHLIM CrieLudmuKaLuaMm;

OKOH4aTeJ1bHO€E pelleHne OTHOCUTESTIbHO OTKITOHEHHbIX MCXOOQHOIo CblpbA, npomemyTquoﬁ npoaykumm nnum
YNakoBOYHbIX MaTtepunasnoB n MatepuarnoB 114 MapKMpoOBKK dC.

387. (6.31) lMNMpoussoguTenb AOMMKEH XPaHUTb yTBepXAeHHble 0bpasubl 3TUKETOK ONA CPaBHEHUS C HUMM
BbIMyCKaeMbIX 3TUKETOK.
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[MpOMBILLNEHHbIV PErNAaMEHT U TEXHONOTMYECKMNE NHCTPYKUMN (6.4)

388. (6.40) Ons obecneyeHns OOHOPOOHOCTU OT CEPUN K CEpUM MPOU3BOAUTENb AOIMKEH paspaboTtaTb
NPOMBILLIIEHHbIE pernameHTbl Ansa kaxgoro suga ®C, koTopble yTBEpXAalTca pykoBoguTenem npou3soguTens,
a Takke He3aBWCUMO MPOBEPSIOTCS, NMOAMUCHLIBAIOTCA NULOM M3 NoapasfeneHns kadecTBa C MpoCcTaBlieHNEM
gatbl. Ha ocHoBaHMM MNPOMBbILWEHHBLIX PErfnaMeHToB pas3pabaTbiBaloTCs TEXHOMOrMYEecKUe WHCTPYKUMK Ons
Ka)xaon cTagmm TEXHOMOMMYECKOro npouecca u (Mnu) Ans Kaxaoro Buaa NPOMEXYTOYHOW NpoAdyKuuW, KoTopble
MOAMMCBLIBAOTCA OOHMM JMLOM C MPOCTaBfIEHNEM [aTbl, @ Takke He3aBWCMMO NPOBEPSOTCH, NOAMUCHIBAKOTCS
nMLOM M3 MoApasfernieHus kadyectTBa C MpocTaBneHneM Aatbl. [POMbILNEHHbIA pernameHT BKMoYaeT B cebs
nepeyvyeHb UCMNOJIb3yEeMbIX MaTepuanoB C yKa3aHMeM KOoJiM4ecTBa KaXaoro U3 Hux, gaHHble ob ncnonb3yemMmom
obopyaoBaHnK, onncaHMe TEXHOMNOMMYECKOro npoLiecca n MeTO4OB KOHTPOMS Ha BCex aTanax npounssogctea PC.
O6wme TpeboBaHUs K CTPYKTYpe M WHble TpebGoBaHMS K COAEPXKAHUIO MNPOMbILSIEHHBIX PErNaMeHTOB
YCTaHOBJIEHbI COOTBETCTBYHOLLMMMN HOPMAaTUBHLIMU MPaBoBbIMK akTaMu Poccuiickon depepaunn.

389. (6.41) TexHonorM4yeckne MHCTPYKLMN JOIMKHbI BKNOYaTb:

HanMmeHoBaHne BblﬂyCKaeMOVI ﬂpOMe)I(YTOHHOVI npoaykummn mnnm OC 1 cTagumn TEXHOMOrMYECKOro npouecca,
a Takxe, ecinmi npuMeHnMo, COOTBeTCTByI-OLLI,VIVI KOO OOKYMEHTa,

MOMHbLIA MepevyeHb UCXOAHOTO CbipbS U MPOMEXYTOYHOW MPOAYKUMW C YKasaHWEM HauMeHOBaHWn unu
KOOOB, AOCTaTOYHO CreUUdUYHBLIX ANA TOro, YTobbl MOXHO ObINO NPOBECTU UAEHTUdUKALMIO U onpedenuTb
nobble cnelmnanbHble XapakTepUcTUKU KavyecTBa;

TOYHOE yKaaaHme Konm4yectea WM COOTHOWEHUe Kaxagoro HammMeHoBaHUA I/ICI'IOJ'Ib3yeMOFO ncxogHoro
ChbIpbs UM MPOMEXYTOYHOM MPOAYKLUUN C yKazaHUEM eauHuL, namepeHusi. Ecnu takoe KonumyecTBo He sIBNsieTcs
(DUKCMPOBaHHLIM, TO HeobOXoOUMO NPUMBECTU pacyeT ANs Kax[oro pasMepa  Cepun  unu  pexuma
TEXHonorndeckoro npouecca. Takke HeOBXOAMMO ykasaTb OTKMOHEHWSI OT YKa3aHHbLIX KOMUYECTB, €CN OHW
obocHoBaHbI;

MeCTO OCYyLleCTBNIeHNA TexHONOorm4eckoro npouecca n OCHOBHOE TexHOoJ1orm4eckoe O60py,D,OBaHMe,
KOTOpOE Npn 3TOM UCNONb3yeTCA,

noapobHbIe TEXHONOrMYeckne AeNCTBMS, B TOM YUCTE:
nocneaoBaTesibHOCTb, KOTOPY HeobxoauMo cobnogaTh;
ncrnonb3yemble aAManasoHbl NapameTpoB NpoLecca;

yKasaHus rno oTbopy Npob 1 KOHTPOSMIO B NpoLecce NpouM3BOACTBa C yKasaHUEM KpUTEPUER NPUEMIIEMOCTH,
Korga aTo Heo6Xxoaumo;

npeaernbHble CPOKM 3aBEPLLEHUS OTAENbHbIX CTaaun TEXHOMOMMYeCcKoro npolecca v (Mnu) Bcero npolecca
B LleNnoM, Kkorga aTto Heobxoammo;

oXuaaemble AuanasoHbl Bbixoda MPOOYKUMM Ha COOTBETCTBYWOLIMX CTagusax npouecca unu B
onpeaeneHHoe Bpems;

ocobble YKa3aHuAa 1 Mepbl NpeoCTOPOXHOCTU, KOTOPbIe HeobxoagmMMo cobnaaTth, Unm CoOoTBETCTBYHOLLNE
nepeKkpecTHbl€ CCbIJIKN Ha HUX, KOoraa aTto HeobxoaMMo;

yKa3aHua MO XpaHEeHMIo MNPOMEXyTovHon npogykumm unu OC ana obecneveHns MX MPUrogHOCTU K
MCMoNb30BaHMI0, BKOYasA YMakOBOYHbIA MaTepuan v marepvan AN MapkUpoBKW, a Takke ocobble yCroBus
XpaHeHusi C ykasdaHMeM CpPOKOB, KOraa 3To LienecoobpasHo.

Jocbe Ha ceputo (3anucy No NPOM3BOACTBY M KOHTPOIHO
kayecTBa) (6.5)

390. (6.50) Onsa kaxxgoro NpomeXxyToyHoro npogykra u ®C gomkHO ObiTb NMOArOTOBEHO LOCLE HA CEpuUto
NpoAyKuUM, BKMOYatoLwee B cebs NoNHy MHPOPMAaLMIo O MPON3BOACTBE U KOHTPONE KayecTBa KaK4oOW cepuu.
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BblgaBaemasi cbopMa AnNs BHECEHMsI 3anuceli Mo Mpov3BOACTBY [AOSMKHA COOTBETCTBOBATb TEXHONOrMYECKON
WHCTPYKUMWU U SIBNSITbCS akTyanbHol Bepcueil. Ecnn dpopma ans BHeCEHUst 3anuceilt No Npou3BOACTBY Cepum
COCTaBIfieHa Ha OCHOBAHUWM OTAENbHOW YacTU TEXHONIOTUYECKOM MHCTPYKUMM, TO TakoM [AOKYMEHT [OJKeH
cofepaTb CChIMKy Ha UCMOMNb3YeMYH AeCTBYHOLLYIO TEXHOMOMMYECKYH MHCTPYKLMIO.

391. (6.51) ®opMbl OnNs BHECEHMS 3anMCEN AOMKHbl ObITb NMPOHYMEPOBaHbI C YKa3aHWEM KOHKPETHOro
HOMepa cepun MM MOeHTUMUKALMOHHOIO HOMepa, a Takke MognMcaHbl C NPOCTaBfeHWeM AaTtbl Mpu Bblgaye.
Mpn HenpepbiBHOM MPOM3BOACTBE KOA MNpPOAYKUMM, a Tawkke gata W Bpemsa BbiMyCcka MOMyT CIYXWUTb
OOHO3HaYHbIMW AeHTUdUKaTopaMm 4O NPUCBOEHMS OKOHYaTENbHOro HOMepa cepun.

392. (6.52) B pocbe Ha cepuio (3anucax No MPOM3BOACTBY W KOHTPOMIO KayecTsa) Npoaykuuu nocne
3aBepLUEHUS KaXXOoW BaXKHOW TEXHONOMMYECKON cTaguv AOMKHbI ObiTb YKkasaHbl creayolime cBegeHUs:

aarta u, rae NpMMEeHNMo, BpeMms;

OCHOBHOE 1Ccnorb3yeMoe 06opyaoBaHune (HanpuMep, peakTopbl, CYLUWIKA, MeNbHULbI);

cneundmyeckasa naeHTUUKaLUUA Kaxgon cepun, BKMYas Maccy, eAuHULbI U3MEpPEHUs, Homepa cepui
NCXOZHOrO CbIpbsi, MPOMEXYTOYHOM NpoayKUMU nnm niobbix MaTepranos, NpoLlealnx NoBTOPHy0 o6paboTky B
xo[e Npov3BOACTBa;

3aperncTpupoBaHHble hakTUYeckne pesynbTaTbl KpUTUYECKMX NapaMeTpoB NpoLecca;

AaHHble 0 NOLIX NPoBeAeHHbIX 0TOopax Npob;

MOANWCK 1L, BbIMOMHSABLUMX KaXAYH KPUTUYECKYH CTaguio npu paboTe, a Takke OCYLLEeCTBMSBLUMX
HenocpeACTBEHHbIN Haa30p UK NPOBEPKY;

pesynbTaTbl UCNbITAHWI B MpoLiecce NpoM3BOACTBA M fTabopaTopHbIX UCNbITAHWUI;

haKTU4ECKN BbIXOL Ha COOTBETCTBYIOLLMX CTaAUsAX UMW B onpederneHHoe BpeMms;

onMcaHve ynakoBKU 1 MapKUPOBKU ANs MPOMEXYTOYHON npoaykuun unn eC;

obpasel, aTukeTkn Ansg ®C mnm NpoMexxyTo4HOW NPoayKUMK, ECNN OHU NPou3BeaeHbl ANA NPogaxy;

noboe 3aMeyeHHOe OTKIOHEHME, ero OUeHKa, WHopMauusi O NpPOBedEHHOM paccrefoBaHun (npu
HeobX0AMMOCTW) WMM CChbika Ha Takoe paccrefoBaHue, €cnu COOTBETCTBYHLIME [OKYMEHTbl XpaHSATCS
OTOErNbHO;

pe3ynbTaTbl KOHTPOMA NPU Bbl4ave pa3pelleHna Ha BblMyCK.

393. (6.53) lMpousBoauTenb OOMKEH paspaboTate M yTBEpAUTb Mpoueaypbl, KOTOpble HeobXxoaMmo
cobnogaTte Npu paccrnefoBaHUU KPUTUYECKUX OTKIOHEHWA UMW NPU HECOOTBETCTBUM Cepuid MPOMEXYTOYHOW
npoaykuum unm ®C unx cneundukaunam. Takoe paccrnefoBaHue OOMKHO pacnpoCTPaHATLCA U Ha apyrue cepun,
K KOTOPbIM MO Gbl UMETb OTHOLLEHME AaHHblE HECOOTBETCTBUSA MUITN OTKITOHEHUS.

[okymeHTbl nabopaTopHOro koHTpons (6.6)

394. (6.60) OokymeHTbl nNabopaToOpHOro KOHTPONS OOSMKHbI BKMAOYATh MOSHYK MHAOPMALUIO O LaHHbIX,
MonyyeHHbIX B XOA4e BCEX WUCNbITaHWW, NPOBEAEHHbIX AN MOATBEPXOEHUA COOTBETCTBUSA YCTaHOBMNEHHbLIM
cneundurkaumam 1 obLern papmakonenHon cratbe, hapMakonemHon ctaTtbe, HOPMaTUBHOW JOKYMEHTaUMM Unm
HOPMaTUBHOMY JOKYMEHTY, BKIOYas UCCIeJOBaHUSA U KONMMYECTBEHHbIE ONPeaeneHns, a UMEHHO:

onuncaHue o6pa3|_|,oa, Nnony4yeHHbIX OnA npoBeaeHuna UCNbiTaHUA, BKIKOYad Ha3BaHMe UCXOOHOro CblipbA,
MecTo oTbopa npobbl, HOMep cepun UNK OPYrov XapakTepHbln kog, AaTy otbopa npobbl W, rae NpUMeEHMMO,
konuyecTBo 06pasua, NpeacTaBNeHHOro Ans NpoBeAeHUs UCTbITaHWIA, U faTy ero Nofy4YeHus;

onucaHmne Kaxagoro ncnonib3yemoro metoga MCMNbITaHWU UNn CCbIJIKY Ha Takon mMeTog;
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yKkasaHue macchbl obpasla Unu Opyrux eavHul, uamepeHus Ana obpasua, UCNornb3yeMoro Ans Kaooro
UCMbITaHWUA, B COOTBETCTBMWU C OMUCaHHbIM METOAOM; AaHHble O MPUrOTOBMEHUWM M UCMbITAHUM CTaHOAPTHLIX
06pasLoB, peakTUBOB M CTaHAAaPTHLIX PACTBOPOB UM COOTBETCTBYIOLLUME NEPEKPECTHbIE CChINKK;

MOMHbIE 3aMMCU BCEX WCXOAHBLIX AaHHbIX, MOMyYaeMblX B XOAE KaXJoro MCnbliTaHusl, B OOMOSHEHME K
rpacmkam, Tabnuuam M crnekTpam, Nofy4YeHHbIM C NMOMOLLbI NTabopaTopHbIX NPMOOPOB, Haanexawmm oopasom
VI,EI.eHTI/I(*)I/ILI.I/IpOBaHHbIe OnAa KOHKPEeTHOro BellecTBa U cepuin, noasepraeMbliX UCMbITAHUIO;

3anuncu BCex pacyeToB, BbIMOSIHEHHbIX B CBSI3W C NPOBEAeHNEM UCTbITaHUS, BKIToYas e AUHULIbI U3MepPEHNs,
koachbpmuUMeHTbI NepecyeTa U pakTopbl IKBUBANEHTHOCTHU;

N3noXxeHue pe3ynbTaToB NCMbITAHUI U UX COOTBETCTBUS YCTaAHOBJ1EHHbLIM KpUTEPUAM NPUEMINEMOCTH;
noanucb nuua, NnpoBoAMBLLENO KaXXaoe UcnbitaHne, n aaty (D,aTbI) X npoBeneHund;

naty m noanmcb nuua, ceBungeTesribCTByrolero, 4To opurnHarsbl 3anucen Gbinn npoBepeHbl B OTHOLUEHUU
TOYHOCTU, NOJTHOTbI N COOTBETCTBUA YCTAHOBIIEHHbIM Tpe6OBaHI/IF|M.

395. (6.61) Heobxoammo Takke BECTW NOSHbIE 3aMUCU C yKa3aHUEM:
NoObIX N3MEHEHWUI YCTAHOBIEHHbIX aHANUTUYECKUX METOANK;

nepmoanyeckon KanvbpoBku rabopaTopHoro obopynoBaHusi, annapaToB, CpeacTB W3MEPEHUA W
perncTpupyoLLnX yCTPOUCTB;

Bcex ucnblTaHnin ®C Ha cTabunbHOCTL;
paccrnefoBaHnsa OTKNOHEHUI OT crneundgukaumni.
00630p gocke Ha ceputo (6.7)

396. (6.70) Ons onpedeneHus COOTBETCTBUS MPOMEXYyTOYHOW npogykumm mnm ®C yCcTaHOBMEHHBIM
cneundmrkaumsam nepeq BblAaven paspelleHns Ha BbiMyCK Cepun wnv nepen ee peanusauven JOKHbl ObiTb
paspaboTaHbl npouedypbl, KOTOpbIM Heobxoaumo crnepoBaTb npu ob3ope M yTBEepXAeHWu 3anucert no
Npon3BOACTBY 1 NabopaTopHOMY KOHTPOSO Cepuii, BKIOYas YNakoBKY U MapKUPOBKY.

397. (6.71) 3an1cK no Npomn3BoACTBY CEpUn 1 NabopaTopHOMY KOHTPOMO KPUTUYECKUX CTaaui npouecca
noanexaT npoBepke W NOATBEPXAEHMIO noapasgeneHveM (nogpasgeneHvsmu) kadectBa nepeq Bblgaden
paspelleHns Ha BbIMYCK wnNu nepeg peanusaumen kaxgonm cepum PC. 3anucu nNo nNpov3BOACTBY U
nabopaTtopHOMY KOHTPOSIHO AN HEKPUTUYECKUX CTaguMIn npouecca MoryT ObiTb NpOBEpPEHbI KBAaNUULMPOBAHHBIM
nepcoHanom NpPou3BOACTBEHHOIO noapasaeneHnsa unu Apyrux nogpasgeneHnin B COOTBETCTBMM C npoueaypamu,
yTBEPXXAEHHBIMY NoapasgeneHveM (nogpasaeneHnsamm) kadecTBa.

398. (6.72) Bce OTKNOHEHUS, OTHETHI O paccrnegoBaHMAX U OTKITOHEHUSAX pesynbTaTtoB OT crneuudurkaummn
HeobxoAMMO OLieHVBaTbL B npouecce ob63opa AoCbe Ha cepuio nepen Bbldayel paspelleHust Ha BbiMyCK 3TOW
cepum.

399. (6.73) MNopgpaspeneHune (nogpasgeneHuns) kayectTea MoxeT (MOryT) nepegaBaTb NMPOU3BOACTBEHHOMY
noapasgeneHmio 06s3aHHOCTM M MOMHOMOYMS B OTHOLLUEHUWM Bbidayu paspelleHnss Ha UCrorfb3oBaHue
I'IpOMG)KyTO‘-IHOIZ npoaykumn 3a UCKNYeHnemM Tex cnydyaeB, Korga npoaykuna npeaHasHadeHa ona nocrtaBky 3a
npegenbl coepbl KOHTPONS NPOV3BOAUTENS.

PABOTA C CXOOHbLIM CbIPbEM (7)
O6wwmii koHTponb (7.1)
400. (7.10) MNpownssoguTens OOMKEH YyTBEPAUTb OOKYMEHTLI, OMUChIBalOLWME MPUEMKY, MAEHTUMUKALMIO,

nomMeuleHne B KapaHTUH, XpaHeHNe, o6pau.|,eHV|e, OT60p npo6, npoeseaeHne MCNbITaHWI, a TaKkke o,qo6peHV|e mnnn
OTKJNTOHEHNE NUCXOOHOIO CbIpbA.
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401. (7.11) MNpowusBoanTenu NpoMexyTouHon npoaykumm u (mnn) ®C OomkHbl UMETb CUCTEMY OLIEHKM
NOCTaBLUMKOB MCXOAHOIO ChbipbA, KOUTUHECKOro ana Kkavyecrtea.

402. (7.12) locTaBka MCXOOHOrO ChbIpbsi AOMMKHA OCYLWECTBASATLCA MOCTaBLUMKaMK, YTBEPXAEHHbIMU
nogpasgeneHvem (nogpasgeneHnsiMm) kKayectsa, B COOTBETCTBUM C COTNTAacoBaHHbIMU cneundukaLmsamm.

403. (7.13) Ecnn noctaBLMK KPUTUYECKOTO WMCXOOHOrO ChbIpbS HE SABMSETCS ero npoussoauTernem, To
nNpoun3BoanTENb NPOMEXYTOYHON NpoayKuun 1 (unn) ®C formkeH 3HaTb Ha3BaHWe U agpec NPou3BOAUTENS 3TOro
NCXOAHOrO CbIpbS.

404. (7.14) 3ameHa nocTaBLUMKa KPUTUYECKOTO UCXOOHOIO Chipbs OOJMKHA NPOBOAUTLCH B COOTBETCTBUU C
nyHkTamn 540 - 547 HacToawwmx lMpasun.

Mpremka n kapaHTuH (7.2)

405. (7.20) lMpn nony4yeHun 1 nepen NPUEMKON Kakgoe TapHOe MECTO C MCXOOHbIM CbipbeM MMM rpynna
TapHbIX MeCT O6CJ‘I€,EI.yIOTCF| BM3yaribHO Ha nNpaBUITIbHOCTb MAapPKUPOBKU (BKJ‘II-OLIaFl cooTBeTCTBUE Ha3BaHVII7I,
MCMNoJ1b3yeMbliX MOCTaBLUMKOM U 3aKa34uMKkoM, e€Ciin OHU OTJ'II/I‘-IaFOTCﬂ) N Hanunyune noape>|<,u,eH|/|17| KOHTeI7IHepa,
NMOBPEXAEHHbIX NMOMO, CBMOETENLCTB MOCTOPOHHErO0 BMeLLATeNbCTBa WM KOHTaMuHaumu. McxogHoe cbipbe
OOMMKHO codepaTbCs B kapaHTuHe Oo0 oTbopa npod, MpoBEPKM UMW NPOBEAEHUS UCTBbITAHWUA U 0 NOMyYeHUs
paspeLUeHnst Ha ero NCNonb30BaHuKe.

406. (7.21) Oo cmelwwmBaHUA NOCTYNMBLLErO WMCXOOHOIO CbipbS C MMEKLWMMUCS 3anacamu (Hanpumep,
pacTBOpPUTENSMM WINU 3anacamMy B HaKOMUTEmNbHbIX OyHkepax) NOCTynuBLUEE WCXOAHOE Cbipb€ AOIMKHO ObITb
0603HayYeHO Kak COOTBETCTBYlOLWlee TpeboBaHMAM K 3TOMY WCXOOHOMY Cblpbilo, Mpollefllee Heobxoaumble
UCMbITaHWA, eCnu NPYMEHNMO, 1 paspeLleHHoe Ans ncnonb3oBaHusa. Heobxogumo paspaboTtath npouedypbl No
npegoTBpaLLeHWIo OLUIMBOYHON BbIFPY3KM MOCTYMNMBLUErO MCXOAHOIO Chipbs B MMEHOLWMACS 3anac.

407. (7.22) MNpousBoanTenb OOMKEH WUCKNIOYUTb BO3MOXHOCTb MEPEKPECTHOW KOHTaMMHaUMKM MOCTaBKM
"aHrpo"”, ecnM OHa OCYLIECTBNSAETCA B EMKOCTAX, He npedHasHa4yeHHbIX creunansHo pans Hee. [Ons
NMOATBEPXKAEHUS 3TOMO MOTYT UCNOMNBb30BATLCA OOHO MITN HECKOJSIBKO CeyloLmX 4oKa3aTenbCTs:

Hanuyne AOKyMeHTa, NOATBEPKAAIOLLErO OYUCTKY;
UCnbiTaHWe Ha Hanuyue creaoB NpPUMece;
OLleHKa rnocTaBLMKa.

408. (7.23) Bonblune emMKOCTM ANst XpaHeHnst 1 obcnyxneatoLme nx TpybonpoBoabl, MMHUN HAMOSTHEHUS U
pasrpyskv AOSMKHbI UMETb COOTBETCTBYHOLLYIO MapKUPOBKY.

409. (7.24) Kaxxgoe TapHOe MeCTO UNu rpynny TapHbIX MECT C UCXOAHbIM CbIpbeM (Cepuert UCXOAHOro
Cbipbsi) HeoOXoAMMO uAeHTUUUMPOBaTL C MOMOLLBI XapaKTepHOro koda, HOMepa CepuvM WM Homepa,
MPUCBOEHHOIO MpU NpueMke. YKasaHHbI HOMep AO/MKEH MCMOMb30BaTbCA MPU PerncTpaumm MecToOHaxXoXaeH s
Kaxkgon cepun. [lomkHa 6bITb cMCTEMa MAEHTUMUKALUMK CTaTyca KaXXaon Cepun.

OT60p Npob v npoBegeHWe UCTbITAHWIA NOCTYNUBLUNX NCXOOHOTO
cblpbs 1 MaTepuanos (7.3)

410. (7.30) Ona noaTBepXAeHus MOAJSIMHHOCTU KaXOoW CepuM WCXOOHOro Chipbsi M MaTepuanoB (3a
WCKITHOYEHMEM WMCXOAHOro Chipbsa M MaTepuanoB, ykasaHHbIX B NMyHKTe 412 HacTtoAwwmx [MpaBun) Heobxooumo
npoBecTn XoTa 6bl 0O4HO ucnbiTaHMe. Ecnn npousBoanTenbs MMEET CUCTEMY OLIEHKM MOCTaBLUMKOB, TO BMECTO
NpoBeAeHNs OPYrMX UCMbITaHUA MOXHO MCNOMb30BaTh JOKYMEHT NOCTaBLUUKa, NOATBEPXKOAIOLLNIA Ka4eCTBO.

411. (7.31) Tlpouedypa yTBEpXOEHMS MNOCTaBLUMKA [JOJPKHA BKMOYATb OLEHKY CrnocobHOCTU
Npon3BOaMTENS MOCTOSIHHO MOCTaBMATb Chbipbe M MaTepuarbl, COOTBETCTBYHOLWME crneundmrkauusam (Hanpumep,
OaHHble O KayecTBe Mnpeablaylimx noctaBok). [MponsBoanTenb Npexae Yem COKpaTUTb 00BbEM WCMbITAHUM Mpu
BXOAHOM KOHTpOfe, AOSMPKEH NPOBECTU MOSHbIA aHanu3 Kak MUHUMYM Tpex cepui. B nobom crnydae nonHbin
aHanm3 Heobxo4MMO NPOBOAUTL Yepe3 onpedenieHHbIE NPOMEXYTKN BPEMEHU U CpaBHMBATL €ro pesynbTaTthbl C
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JaHHbIMU  [OKyMeHTa MoCTaBLUMKa, MOATBEepXAalLlero kayecTtBo. [OCTOBEPHOCTb [aHHbIX [OKYMEHTOB,
noATBEePXXAaoLMNX KA4YeCcTBO, NOANEXUT PErynApHO NPpoBepKe.

412, (7.32) He TpebyeTca nNpoBEeAEHUE KOHTPOMNS TEXHOMOrmyecknx [[obasBok, oOnacHoro wunm
BbICOKOTOKCUYHOIO CbIpbsl, APYrMX CrneuuanbHbIX MaTepuanoB WNu martepuanoB, fnepefaBaeMbix B Opyroe
nogpasfgeneHne MoA KOHTPONEM 3akasuuka, NMpu Hanmuumm OOKYMEHTa MpOou3BOAUTENS, MOATBEPXOAoLLEro
KayecTBO, yOOCTOBEPSIOLLErO COOTBETCTBME ITOMO Chipbsl YCTAHOBIEHHbIM TpeboBaHuaM. NoeHTudumkaumsa atux
MaTepuanoB NPOBOAUTCHA NyTEM BU3yarnbHOW MPOBEPKM TapHbIX MECT, 3TUKETOK U perncTpaumum HOMEepoB CEpPUN.
OTcyTCTBME KOHTPOISA TAKOrO Chipbsi HA MECTE AOIMKHO OblITb 060CHOBAHO U 0DOPMIIEHO LOKYMEHTABHO.

413. (7.33) lNMpoObl AOMKHBI ObITb penpe3eHTaTUBHbI AJI CEPUM UCXOOHOMO Chipbsi, U3 KOTOPOW OHU
oTobpaHbl. B meTogmkax otbopa npo6 [OMKHbI ObiTb YCTAHOBMEHbI YMCMAO TapHbIX MECT, U3 KOTOPbIX
HeobxoamMmMo oTbupaTtb Npobbl, 1 Ta YacTb TapHOro MecTa, oTkyaa Gepetca npoba, a Takke KONMYECTBO CbipbS,
KOTOpoe AOMMKHO OblTb 0OTOOPaHO U3 Kaxaoro TapHOro mecrta. Yucno TapHbIX MecT anst otbopa npob n pasmep
npobbl OOMMKHbI ObITb yKa3aHbl B MNfaHe oTbopa npob, B KOTOPOM YYUTHLIBAETCA KPUTUYHOCTb CblpbS,
N3MEHUYMBOCTb CBOWCTB Cbipbs, MpealwecTByOWNA onbiT paboTbl C NMOCTaBLUMKOM B OTHOLUEHWM KayecTBa, a
TaKke KonnyecTso, Heobxoammoe AN aHanm3aa.

414, (7.34) Otbop nNpob6 HeobGXO4MMO NPOBOAMTL B OMNPEAENEHHbIX MecTax U B COOTBETCTBUM C
WHCTPYKUUSAMW, MpedHasHa4YeHHbIMU ONs NpefoTBpalleHnss KOHTaMuHauumM oTobpaHHoW npobbl 1M Apyrux
MaTepurarnos.

415. (7.35) TapHble mMecTa, U3 KOTOpbIX OTOMpalT NPobbl, HEOOXOANMO OTKPbIBaTb OCTOPOXHO M MOCre
oTbopa npobbl HEMEANEHHO CHOBa 3aKpbiBaTb. TakMe TapHble MecTa MoanexaT MapkuMpoBKe ONS ykaszaHus
(phakTa oTGopa NpodkLI.

XpaHeHue (7.4)

416. (7.40) ObpalleHe C UCXOAHbIM CbIPbEM M €ro XpaHeHue OOIMKHO OCYLLEeCTBRATLCA Takum obpasom,
4yTOObl NPEaOTBPaTUTL Er0 Pa3noXeHre, KOHTAMUHALMIO N NEPEKPECTHYHO KOHTaMUHAaLIO.

417. (7.41) VicxogHoe chbipbe, XpaHsuweecs B unbpoBbix 6apabaHax, Mellkax Unm silMkax, He LOHKHO
pasmellaTtbcs Ha nony. YKasaHHOe Cbipbe Heobxoaumo pacnonaratb Takum obpasom, 4ToObl obecneynTb
BO3MOXHOCTb MPU HEOBXOAMMOCTU MPOBECTN OYUCTKY U OCMOTP.

418. (7.42) VcxogHoe Cbipbe AOMKHO XPaHUTLCS MPU Taknx YCIOBUSX U B TEYEHME Takoro cpoka, KoTopble
He OKa3blBalOT HebnaronpusiTHOrO BO3AEWCTBUS Ha MX KavecTBO. PekomeHayetcs cnegutb 3a Tem, 4ToObl
NCXOAHOE Cbipbe, MOCTYMNMBLLEE paHbLUe, ObIN0 NCNONBb30BaHO B NEPBYO oYepenpb.

419. (7.43) HekoTopoe MUCXOOHOE Cbipbe B COOTBETCTBYIOLIMX TapHbIX MeCTax MOXeT XpPaHUTbCA BHE
MOMELLEHVNI NMPWU YCMOBUW, YTO MAEHTUMUMPYIOLLME 3TUKETKM OCTalTcs pas3bopuvBbIMK, a TapHble MecTa
Haanexawmm obpa3om ounLLalT nepes BCKPbITUEM M UCTIONb30BAHMEM.

420 (7.44) Ona Toro 4toObI NpPefoTBPaTUTb HECAHKLMOHMPOBAHHOE WCMONb30BaHME B MNPOM3BOACTBE
OTKIMOHEHHOIO WCXOLHOTO CbIpbsl, OHO [OOJPKHO ObiTb MPOMapKMpPOBaHO M HAaxXOAWUTbCHA MOA KOHTPOSieM B
KapaHTUHe.

MoBTOpHas oueHka (7.5)

421. (7.50) Mo mepe HeOOGXOOUMOCTU UCXOOHOE Chipbe LOIMKHO MOABepraTbCsi MOBTOPHOW OLEHKe A5is
TOro, 4ToObl ONpeaennTb ero NPUrogHOCTL 4118 UCMOMNb30BaHMSA (HanpuMep, Nocne NPOAOIMKUTENBHOIO XpaHEeHUS
U1 BO3OENCTBUS TENMa UM BMAXHOCTH).

TEXHOMNOMMYECKUI MPOLIECC U KOHTPOJIb B MPOLIECCE
NMPOW3BO/CTBA (8)

TexHonornyeckue onepaumm (8.1)
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422. (8.10) NcxoaoHoe cbipbe Ansi NPOM3BOACTBa NPOMEXYTOYHOM npoaykumun u ®C cneagyeTt B3BelLvBaTh
UNM OTMepuBaTb B COOTBETCTBYHOLUMX YCIOBMSX, HE OKa3blBAWOLWMX BIIUAHMSA Ha €ro MpuUrogHocTb Ans
ucnonb3oBaHusa. Heobxoammo, 4TOObI BeCbl M YCTPOWCTBA ANsl M3MEpeHuss obbemMa MMeNnM TOYHOCTb,
npueMnemMyto ang npegnonaraemoro Ucrnosb30BaHus.

423. (8.11) Ecnn ncxogHoe cbipbe OensT Ha HEeCKOMbKO MOpLUMK Ans nocreayoLllero Ucnorb3oBaHus B
TEXHOJIOrMYECKMX Onepauunsax, KOHTEMHEP, B KOTOPLIN NOCTYNAaeT UCXOAHOE Cbipbe, AOMMKEH ObITb MPUIrOAHbLIM OIS
3TOro M MapKMpOBaH Taknm obpa3om, YTobbl bbina B Hanuumm cnegytowas nHbopmMaums:

Ha3BaHWe UCXOOHOro Chipbs U (UMW) ero Kop,

HOMep, NPUCBOEHHBI NPU NPUEMKE, U KOHTPONbHbLIA HOMEP;

macca Unm o6bem UCXOAHOrO Chipbsi B HOBOM KOHTEWHEpE;

npu HeobXoAMMOCTHM AaTa NpoBeAeHUs MOBTOPHOMN OLEHKU NN MOBTOPHbLIX UCTILITAHWIA.

424, (8.12) Heobxogumo Habnwogatb 3a KPUTUHECKMMM OnepauusiMy B3BELUMBAHUS, OTMEPMBAHUS UMK
pasgeneHnss U yaocTOBEPATb UX BbIMONHeHMe nNnbo noaBepratb MX 3SKBMBANEHTHOMY KoHTposnio. [lepep
NCMOMb30BaHNEM WMCXOOHOrO Cbipbsi MPOU3BOACTBEHHBIN MEPCOHan OOSMKEH YAOCTOBEPUTLCA B TOM, YTO OHO
OENCTBUTENBbHO SABMSIETCA TEM CbIpbeM, KOTOpoe ykaszaHo B dopMe Anfsi 3anMcu Mo Npou3BOACTBY CEpUM OIS
OaHHOW NpoMeXyTOYHOW npoaykuun nnm eC.

425. (8.13) BbinonHeHne ApYyrnx KpUTUHECKMX onepaumini AOSMKHO Takke MpoBOAUTBLCS MO KOHTpoOnem
BTOPOro cneumanvcTa unm nogBepratbCs 3KBUBANIEHTHOMY KOHTPOJTHO.

426. (8.14) Ha onpefgeneHHbIx cTagmsax TEXHONOMYECKOro npouecca dhaktmieckne BbiXOAbl JOSKHbI ObITh
COMocTaBreHbl ¢ oxuaaeMbiMn. OxmaaemMble BbIXOObl B COOTBETCTBYIOLLMX Npeaenax AOMKHbI onpeaensaTbca Ha
OCHOBaHWUM [AaHHbIX MPOBEAEHHbLIX paHee NabopaTopHbIX, OMbITHLIX UM MPOMbILLNEHHbLIX UCTbITaHWA. MpUYKHBI
OTKIMOHEHWUI OT OXWMAAEMOro BbIXOAA, CBA3AHHbIE C KPUTUYECKMMM CTagusaMy Mpouecca, AOMMKHblI ObiTb
paccrnefoBaHbl, YTOObl onpedenvTb UX BnugHME (MM BO3MOXHOE BIMSIHME) HA Ka4yeCTBO COOTBETCTBYHOLLMX
cepun.

427. (8.15) JloGoe OTKMNOHEHWE [OIMKHO ObiTb OGOPMIIEHO AOKYMeHTanbHO M o6bscHeHo. Jloboe
KpUTM4ecKoe OTKIOHeHWe OOMKHO BblTk paccnegoBaHo.

428. (8.16) TexHonormyeckui ctatyC OCHOBHbIX eAuHuUL obopyaoBaHus OormkeH OblTb yka3aH nmbo Ha
KOHKPETHbIX eauHuuax o6opynoBaHusi, NMMbo B COOTBETCTBYHOLIEN AOKyMeHTauuu, nubo C Mcrnorb3oBaHUEM
CMCTEM KOMMbIOTEPHOrO KOHTPOSS, MMBO C NOMOLLbIO anbTepHATUBHBIX METOAOB.

429. (8.17) lMpownsBoguTenb OOMKEH KOHTPONUPOBaTb MaTepwuarnsl, NpegHa3Ha4yeHHble Ans MOBTOPHOM
06paboTkn nnn nepepaboTkn, AN npegoTBpaLLeHNA HECAHKLMOHNUPOBAHHOMO NCMOMNb30BaHKS.

OrpaHu4yeHue BpeMeHU BbINONHeHUs onepauni (8.2)

430. (8.20) Ecnu B TeExHomorumyeckom WHCTPykumn (nyHKT 389 Hactoswmx [lpaBun) ycTaHOBMEHbI
OrpaHMYeHNsi N0 BpEMEHU, Ux Heobxoammo cobrnoaatb Anst obecneveHns KayecTsa NPOMEXYTOYHON NPOaYKLMU
n ®C. MNpomssoanTens JOMKEH JOKYMEHTaNbHO OPOPMNSATL OTKIOHEHUS OT 3TUX OrpaHUyYeHMn 1 NPpoBOANUTbL MX
oueHKy. Takme orpaHuMyeHWss mMoryT He notpeboBaTbCA Mpu MpoOBEAEHUM TEXHOSOrM4eckoro npoiuecca Ao
OOCTVXXEHUS] YCTaHOBIEHHbBIX 3HAYEHWU MapameTpoB (Hanpumep, AOCTKeHWe Heobxoammoro 3HadeHus pH,
rMaporeHn3aums, cylka Ao NpeaBapuTENibHO YCTAHOBIIEHHOW BENWYUHBI NapameTtpa), NMOCKONbKY 3aBeplueHue
peakuMi wunu CcTaguim npouecca onpeaenseTcs nocpeacTsBoM oTbopa npo® M MCMbITaHUA B npouecce
Npoun3BOACTBA.

431. (8.21) MNpoMexyTo4Hyl MpoayKUMo, NpegHa3HavYeHHy Ana AanbHenwern obpaboTkn, Heobxoanmo
XpaHUTb Npu onpegeneHHbIX YCroBusiX, YToObl 06ecneunTs ee NPUrogHOCTL AN AanbHENLLErO UCMONb30BaHNS.

OT160p npob 1 kKOHTPOIb B Npouecce npoussoacTaa (8.3)

432. (8.30) Mpoussogutenb [OMmMKkeH paspaboTaTb U YTBEPAWUTb MHCTPYKUUM MOHWUTOPWMHIa npouecca u
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KOHTPONS BbIMOMHEHMs1 TeX CTafuii nmpouecca, KoTopble SBMAKOTCA MPUYMHON HErocTosiHCTBA MokasaTenel
KayecTBa MPOMEXYTOYHOW npodykumn u PC. Mopsiaok NpoBedeHUs KOHTPONs B MpoLecce Mpov3BOACTBa U
COOTBETCTBYIOLLME KPUTEPUM TMPUEMIIEMOCTM [OSMKHbI OblTb OMpeferieHbl Ha OCHOBaHUM WHdopMaumu,
MONy4YeHHON Ha CTagun pa3paboTKu1, UM Ha OCHOBAHUM NPEALLIECTBYIOLLEro onbiTa NPoMU3BOACTBA.

433. (8.31) Kputepun npuemnemocT, Tun n 06 beM NCMbITAHUI MOTYT 3aBUCETb OT NPUPOAbI BbIMYCKAaEMbIX
npoMexyTodHon npogykumm n ®C, peakuum unm cTagumu npouecca M CTEMEHW BIMSHWUS TEXHOMOMMYecKoro
npoLecca Ha HenoCTOSIHCTBO kayecTBa NpoAaykumu. Ha HavanbHbIX cTagusix npouecca JonyCTMMO NMpoBedeHue
MEHee >XeCTKOro KOHTpONis B Mpouecce NpOM3BOACTBA, Torda kak Ha Oomee no3gHWX CcTagusax npouecca
(Hanpumep, cTaamm BblAENEeHNs U OYNCTKN) Heobxoanmo NpoBoauTb Bonee XXeCcTKUN KOHTPOrb.

434. (8.32) KpuTuuyeckne 3Tanmbl KOHTPONS B Mpouecce MNPOM3BOACTBA WM MOHUTOPUHI KPUTUYECKUX
MPOLEeCCOoB, BKMOYast TOYKM M METOAbl KOHTPOMS, AOMKHbI ObiTb M3M0XEHbI B MMCbMEHHOM BuAe W YTBEPXKOEHbI
nogpasgeneHmem KOHTPOns KayecTsa.

435. (8.33) KoHTponb B npouecce nNPoOM3BOACTBA [AOMKEH OCYLECTBNATb KBanuuUMpOBaHHbIN
Npou3BOACTBEHHbIAN nepcoHan. KoppektupoBaTb npouecc MOXHO 6e3 npenBapuTeNibHOM — CaHKUUK
nogpasgeneHnsl KayecTBa, €Cnn Takas KOPPEKTUPOBKa MPOBOAUTCS B 3apaHee YCTaHOBMEHHbLIX NpedesibHbIX
3HaAYeHUsX, YTBEPXKAEHHbIX NogpasgeneHnem kadectBa. Bce uvcnbiTaHnss M Mx pesynbTaTtbl OOIMKHbI ObIThb
MOMHOCTbIO OPOPMIIEHBI JOKYMEHTANbBHO Kak YacTb AOCHE Ha CEPUIO.

436. (8.34) Metogbl oTOOpa npo® Ans MaTepuanoB, Haxo4AWMXCA B MNpoLecce NpOWM3BOACTBA,
NpoMeXyTouHon npoaykumm n ®C gormkHbl ObITb NPUBEAEHbI B MHCTPYKUMSIX, YTBEPKAEHHbIX NPON3BOAUTENEM.
MnaHbl oT6opa Npob 1 MeToaAMKU OOIMKHbLI 6a3npoBaTbCHA Ha Hay4HO 0OOCHOBaAHHOM nopsiake oTbopa npoo.

437. (8.35) T[lpousBoguTenb [OOMKEH oOcCyllecTBNATb oOTO6op npob6 B mnpouecce nNpouM3BOACTBA C
ncnonb30BaHWeM MpoLeayp, NpegycMaTpmBaloLLmMX NpeoTBpaLlleHne KOHTaM1HaLmMmM 0TobpaHHOro matepuana um
apyron npomexytodHon npoaykuum unm ®C. Heobxogmmo paspaboTatb npoueaypbl ans obecnedeHus
COXpaHeHMs LenocTHocTM obpasuoB nocne otoopa.

438. (8.36) lNpu npoBedeHUM UCMbITaHWA B MnpoLiecce Npon3BOACTBA, KOTOPble OCYLLECTBNSAT C Lenblo
MOHWUTOPWMHIa W (UNKN) KOPPEKTMPOBKM MNpoLecca, Kak npaBwuno, He TpebyeTcda paccrnefoBaTb Crnydau
HEeCOOTBETCTBUSA crneundmrkaumnsam.

CwmeLumBaHue cepumn NpoMEXKYTOYHOW NpoayKUmm
unu dapmaveBTuieckmx cybctaHuuii (8.4)

439. (8.40) B HacTosilen rnaBe cMelUMBaHME oOMnpefensdeTcs Kak npouecc obbeguHEHMST BELLECTB,
COOTBETCTBYIOLIMX TpeboBaHuAM ofHon cneuudmnkaumm, AnsS  MONyYeHUs OOHOPOAHOM MPOMEXYTOYHOWN
npoaykuun nnm ®C. CmewmvBaHMe B npouecce NpouMsBoACTBa 4acTel OOHOM U TOW >xe cepuu (Hanpumep,
obbeAMHEHNE HECKOMbKMUX 3arpy3ok LeHTpudyrn u3 ogHOW Cepuun, MOMyYEeHHOW NpW KpucTannusauuu) wunu
obObefMHEHME YacTen pasnuUyHbIX Cepuil gns nocnegyowen o6paboTkn cUMTaeTCsl YacTbid TEXHOMOrMYECKOro
npoLecca U He paccMaTpuBaeTCH Kak CMeLUMBaHue.

440. (8.41) CmewvBaHne cepui, He OTBevaloWwmux TpeboBaHuaM crneuudmkaumii, ¢ gpyrmmm cepusimm ¢
uenblo obecneyeHuss COOTBETCTBUSA crieumndmkaumam aenseTca HegonycTumbiM. Kaxgas cepus, Bxogswas B
COCTaB CMeCH, JOKHa ObITb NpoM3BeAeHa Mo YCTaHOBNEHHOW TEXHOMOMUMN, MHAMBUAYANbHO UCNbiTaHa U AOMKHA
COOTBETCTBOBAaTb YCTAHOBIEHHBIM cneumndmrKkauusamM nepes cMeLuMBaHnem.

441. (8.42) Onepauun cMeLLnMBaHUS NPUEMMAEMbI, B YaCTHOCTW, ANS:
CMelUMBaHNsa HeboMbLUUX Cepuii Ans yBENMYeHUs: pasmepa cepuu;

CMeLUMBaHNS OCTaTKOB (TO eCTb OTHOCUTENbHO HEBONbLUMX KONMMYECTB BblOENEHHOrO BeLLecTBa) cepui
OOHOW M TOW e NPOMEXYTOYHOW NPoAyKUMM Unmn ogHon 1 Ton xe ®C ang nonyvyeHns equHon cepun.

442. (8.43) TpousBoguTenb OOMMKEH KOHTponupoBaTb WM OOPMASATb LOKYMEHTanbHO MpPOLECCh
cMmewmBaHusa. [lonyyeHHas B pesynbTate CMELIMBaHUSA cepwsi, T4e MPUMEHVMMO, AOIMKHa MNoABepraTbCcH
UCNbITAHMAM Ha COOTBETCTBME crneunduKkaLmsam.
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443. (8.44) Oocbe Ha cepuio, OTpakalolllee cMelmnBaHue, AoMKHO obecneyvmBaTb BO3MOXHOCTb 0OpaTHOro
npocnexuBaHuna otaesnibHbIX cepvu7|, 13 KOTOPbIX cAaefnaHa CMecCb.

444. (8.45) B Tex cnyyasix, korga gusndeckme xapakrepuctukn ®C aBnsoTcs KpUTudeckummn (Hanpumep,
®C, npegHasHadeHHble NS NOMyYeHUs TBEPAbIX NEKApCTBEHHbIX DOPM UIN CYCMEH3UW ONs NpUeMa BHYTPb),
onepauum CMeLIMBaHUSA HeobxoaMMo BanvauMpoBaTb, YTOObI rapaHTMpoBaTb OOHOPOOHOCTb O6bEeaUHEHHOW
cepun. Banupauusa pormkHa BKOYaTb MNPOBEAEHME UCMBITAHUA KPUTMYECKUX XapakTepUCTUK (Hanpumep,
pacnpefeneHns 4actuu no pasmepam, HacbiMHOW NAOTHOCTU U NIIOTHOCTU NPU YNFOTHEHUN), HA KOTOPbIE MOXET
oKasaTb BMMsiHWE NPOLIECC CMELLMBAHUS.

445. (8.46) Ecnu cmeluMBaHME MOXET oOKasaTb OTpuuaTenbHOe BO3OENCTBME Ha CTabUITbHOCTD,
npou3ssoauTeslb  OOJDKEH nNpoBOOUTb UCMNbITaHUA CTabUNbHOCTM OKOHYaTENbHbIX cepvu7|, NONly4YeHHbIX B
pesyrnbTaTte CMeLUUBaHuS.

446. (8.47) OaTa OKOH4YaHUS CpOKa FOQHOCTM UMW AaTa NpoBedeHWst MOBTOPHbLIX WCMbITAHUI Ccepuu,
nonyyeHHoOM B pesyrnbTaTe CMeLUMBaHWSA, OOIDKHa OonpedensiTbCA Ha OCHOBaHWM JaTbl NPOW3BOACTBA CaMbIX
CTapbIX OCTATKOB UM CamMon CTapon cepun B CMeCH.

KoHTponb koHTamuHauum (8.5)

447. (8.50) [HonyckaeTcss BHOCWUTb OCTaTkuM BeLecTB (B YACTHOCTM, OCTaTKW, HanMUMWMe Ha CTEHKY
n3MenbyMTens, CrMOM BRaXHbIX KPWCTaNoB, OCTaBLUMXCHA Ha CTeHkax 6aka ueHTpudyrn nocrne pasrpysku,
ocTaTku, obpasoBaBLUMECs B pe3ynbTaTe HENOMHON BbIFPY3KN XXMOKOCTEN UMW KPUCTanmoB u3 paboyen eMKocTu
npu NepeHoce BeLlecTBa Ha CrneayoLlyo CTaauio npouecca) B nocrneayowme Cepun Ton e NpPOoMeEXyTOYHOM
npoaykuun nnu ®C npu ycnosuu nNpoBEAEHUS COOTBETCTBYIOLLEro KOHTpons. Takoe BHeceHue He [OIMKHO
noerneyb 3a coOON nepeHoca MPOAYKTOB PasfOXEeHUs WM MWUKPOOHOW KOHTamMuWHauMK, KOTOpble MOryT
oTpvLaTeNbHO MOBMNMATL HA YyCTaAHOBMEHHbIVM Npodune npumecen OC.

448. (8.51) TexHonornyeckne onepauun OOSPKHbI NPOBOAUTLCA TakuM 0BpasoM, YTOBbLI NpegoTBpPaTUTL
KOHTaMUHaLMIO NPpoMeXyTo4HOM npoaykumn unu ®C apyrumm BeLlectsamu.

449. (8.52) C uenbio npegoTepaLlleHnst KOHTaMMHaUMM NpoM3BoaAUTENb OOIMKEH cobnogaTb 0codble Mepbl
NpeaocTopoXHOCTH Npu paboTe ¢ PC nocne ee OUNCTKN.

YMAKOBKA N MOEHTNOULIMPYHOLLAA MAPKMPOBKA ®APMALIEBTUYECKMX
CYBCTAHLUUN N MPOMEXXYTOYHOUW MNMPOOYKUUA (9)

O6wume TpeboBaHus (9.1)

450. (9.10) [poussoguTenb QJOMKEH YTBEPAUTb Mpoueaypbl, OMUCbIBaOWME MNOPSAgOK NPUEMKH,
naeHTudmKaumn, noMeLleHns B KapaHTuH, oTbopa npob, uccrnegoBaHus WM (MNKU) WCNbITAHUA W BblAayn
paspeLleHns Ha UCMOMb30BaHWe YNaKkoBOYHbLIX MaTepuarioB U MaTtepuanoB AN MapKMpOBKM, a Takke MOopsaoK
obpallieHns ¢ TakuMu Mmatepuanamm.

451. (9.11) YnakoBouyHble MaTepuanbsl W MaTepuanbl AN MapkMpOBKU [AOMXHbl COOTBETCTBOBATb
cneumdmkauusam. Te U3 HUX, KOTOPble He COOTBETCTBYIOT TaknM crneumndukaumsam, AOrKHbl ObITb OTKIMOHEHbI A4S
npegoTBpaLLeHUs NX UCMONb30BaHWS NPY BbINOMHEHUN onepaumni, Ans KOTOPbIX OHWU HEMPUIOAHBI.

452. (9.12) lMNpowusBoanTenb OOMKEH BECTM 3anvucu AN KaXOoW MOCTaBKM 3TUKETOK M YNaKOBOYHbIX
MaTepuanoB C ykasaHMeM AaHHbiXx 06 X npuemke, MpPoBEpKe WUNKN UCMbITaHUW, a Takke 00 UX MPUHATUN UMK
OTKIMOHEHUMW.

YnakoBo4yHble MaTepuansl (9.2)

453. (9.20) Tapa pomkHa obecneuynBaTb Haanexallylo 3awWuTy OT MOpYuM WAM  KOHTaMMHaLuu
NPOMEXYTOYHOM NpoayKuun unu ®C Bo BpeMsl TPaHCNOPTUPOBKU U XpaHEHUS B NPEAYCMOTPEHHbIX YCIOBUSIX.

454, (9.21) Tapa gomkHa ObITb YMCTOWM U, €Cnin 3Toro TpebyeT XxapakTep NMPOMEXYTOYHOW MPOoAYKUUM UMn
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®C, nogpepratbca caHuTapHoW 00OpaboTke pnns obecrnedeHust ee NPUrogHOCTU AONist MCMOSb30BaHUSA Mo
HasHayeHuto. Takas Tapa He JormkHa obragaTtb XMMUYECKOW aKTUBHOCTBIO, abcopOmpyolwmmm CBOMCTBAMI UMK
CNYXWUTb WCTOYHUKOM MOCTOPOHHUX MpUMecen, YToObl He BbI3blBaTb M3MEHEHMI KayecTBa MPOMEXYTOYHOWM
npogykuum nnm ®C ceepx npefesnbHbIX 3HA4YEHUIA, YCTAaHOBMEHHbIX B cneumdukaumn.

455, (9.22) Ecnu Tapa npeagHasHadeHa OJ19 MOBTOPHOIO WMCMOSIb30BaHUS, OHA LOMKHA o4yuaTbCs B
COOTBETCTBUMN C YTBEPXOAEHHbIMU MHCTPYKUMAMK, a BCe npenbiayline STUKETKU OOJIKHbI ObITb yAaaneHbl nUnu
CTepTbI.

Bblaaya aTMKeTOK M KOHTporb (9.3)

456. (9.30) JocTtyn B 30Hbl XpaHEHWUSA STMKETOK OOIMKEeH ObiTb paspelleH TONbKO fvuaM, UMEHLUM
COOTBETCTBYIOLLME MOSTHOMOYUS.

457. (9.31) MNpowusBoauTenb O0MKEH MPUMEHATb Npoueaypbl COMOCTaBMEHUS KONMYECTBa BblAaHHbIX,
NCMOMb30BaHHbIX M BO3BPALLEHHbIX 3TMKETOK OS5 OLEHKM PacXOXAEHUS MexXAy KONMYEeCTBOM MapKMPOBaHHbIX
YMaKoOBOK U KOJIMYECTBOM BblAaHHbLIX 3TUKETOK. PakThl pacxoxaeHus Heob6xo4MMOo paccrneaoBaTb, a NofyyYeHHbIe
pe3ynbTaTthl JOMMKHbI ObITh YTBEPXAEHBI NogpasaeneHnem (NnogpasaeneHmsMm) KadecTea.

458. (9.32) Bce Hencnonb3oBaHHble 3TUKETKM C HOMEpamMu Cepuin Unu Opyron neyaTtHonm MHdpopmMaumen,
OTHOCSILLIENCS K 3TUM CEPUSIM, AOMKHbI ObITb YHUYTOXEHbI. BO3BpalLeHHbIe 3TUKETKM HEOOXOOUMO coaepxaTb U
XpaHuTb TakMuM obpas3om, 4ToDbl MpefoTBpaTMTb WX MepenyTbiBaHMe U obecneuntb Hagnexallyro
naeHTumKaumio.

459. (9.33) YcTapeBLUNE STUKETKN AOMKHbI OblTb YHUYTOXEHbI.

460. (9.34) lNpownssoguTenb OOMKEH KOHTPONMpoBaTb 0OOpyAoOBaHME, UCMOMb3yeMoe [Afs nevyaTaHus
OTUKETOK Npu onepaunax ynakoBku, B Lenax obecrneyeHnss cooTBETCTBUSA BCEX OTTUCKOB ne4yaTtHoOMy TEKCTy,
yKkasaHHOMY B 3amnmcsix Mo Npou3BoOACTBY CEPUM.

461. (9.35) OTnevaTaHHble 3TUKETKW, BblOaBaeMble Afs1 ONpeaerieHHOW Cepwun, OOIMKHbI TWwaTenbHO
npoBepATbCA B OTHOWIEHUN UX NOAJTMHHOCTU N COOTBETCTBUA YCTAHOBITIEHHbLIM Tpe6OBaHI/IF|M. Pe3yJ'IbTaTbI Takoun
NPOBEPKN AOMKHbI OPOPMNATLCA AOKYMEHTamNbHO.

462. (9.36) OG6pasey oTneyaTaHHOW 3STUKETKW, COOTBETCTBYIOLLMIA WCMOSNb30BAHHBIM  3TUKETKAM,
HeobXxoaMMO BKMYaTb B 3anUCK NO NPOM3BOACTBY CEPUN.

Onepaumun no ynakoske n mapkuposke (9.4)

463. (9.40) lMpousBoauTenb [OOMKEH YTBEPAUTL WHCTPYKUUK, MpedHasHa4veHHble Ans obecneyeHus
NpaBWUibHOrO UCMOMb30BaHNS YNAKOBOYHbLIX MaTEPMAIIOB U 9TUKETOK.

464. (9.41) lNopsAOok OCYLUECTBRNEHMS Onepauun No MapKUMpOBKE [AOMKEH MWCKMYaTb BO3MOXHOCTb
nepenyTbiBaHUS MaTepuanosB Ans MapkupoBku. Heobxooumo cmanyeckoe mnm nNpocTpaHCTBEHHOE paspeneHue
paboT, CBsI3aHHbIX C Pa3HOW MPOMEXYTOYHOM Npoaykumnen nnm eC.

465. (9.42) J3TukeTkM, ucnonb3yemble AON9 MapPKUPOBKA HapPY>XHOW MOBEPXHOCTU KOHTEWHEPOB C
npoMexyTovHon npoaykunen nnu ®C, OOMmKHbI codepxaTb Ha3BaHue UNN NOEHTUMUKALMOHHBIA KoAd, HOMep
cepvn NpoayKUMU U YCMOBUS XPaHEHUH, eCnu Takas MHgopmaums sSIBASETCA KpuTudeckon ana obecneveHus
KayecTBa MpoMeXyTO4HOW npoaykumu nnu eC.

466. (9.43) Ecnun npomexyTtovHasa npogykums nnm ®C npegHasHayveHbl Ans TPaHCNOPTUPOBKU 3a nNpeaenbl
cdepbl KOHTPOMS CUCTEMbI YNpaBreHns MaTtepuanamu npousBoauTens, TO Ha 3TUKETKE AOIMKHbl ObITb Takke
ykasaHbl Ha3BaHWe W afgpec NpPou3BOAMTENSs, KONMUYECTBO COAEPXKMMOro, ocobble YCrnoBuUs TPaHCMOPTUPOBKM U
nobble  cneuvanbHble  TpeboBaHMSA,  YCTaHOBMEHHble  (DapMakoneMHbIMW  CTaTbMW,  HOPMaTUBHOW
AOKyMeHTauMen UM HopmaTuMBHbIMK JOKyMeHTamu. [ns npomexyTtodHow npoaykumm u ®C, KoTopble MMeloT
YCTaHOBIEHHBIN CPOK FOAHOCTW, Ha 3TUKETKE W B AOKyMeHTe, MoATBepXOaloleM KavyecTBO, AOMmKHa ObiTb
yKka3aHa gaTa WCTeYeHusl cpoka rodHocTu. [ns npomMexyTodHow npogykumm n ®C, B OTHOLIEHMM KOTOPbIX
yCTaHOBMeHa gaTa NOBTOPHbIX UCMbITaHUI, Takas AaTta OOSkHa OblTb yka3aHa Ha 3TUKETKe U (UNn) B JOKYMEHTE,
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noaTBepXXaatloLeM KayecTBo.

467. (9.44) MpoussoguTenb JOSMKEH NPOBEPUTL NOMELLLEHMS 1 000pyAOoBaHUE AN YNAKOBKA MU MapKUPOBKU
HenocpeACcTBEHHO Mnepen UX MCNonb3oBaHUEM, YTOObI yOeauTbes, YTO yAarneHbl BCe MaTepuvarnbl, KOTOpble He
HY>XHbl AMsi Cneaylowen onepauny ynakoBku. Takas npoBepka AOImkHa ObiTb odopmIieHa AOKYMEHTanbHO B
3anncsix No NPou3BOACTBY CEpPUM, B XKypHane MCMNofb30BaHMSA MOMELLEHUIA U AKChyaTaunm o6opyaoBaHNs unm
OTpakeHa B ApYrov cucteme gOKyMeHTauuu.

468. (9.45) [lMpousBoaunTenb AOMKEH MNPOBEPUTH YMNAKOBAHHYID W MapKUPOBaHHYK MPOMEXYTOUHYIO
npogykumnio nmm ®C, 4ytobbl y6eanTbCH, YTO NepBUMYHAs U BTOPUYHAA YNakoBKa ONS Cepuv UMEET MpaBUNbHYHO
MapKMpoBKy. Takas nmpoBepka AOMKHa ObiTb YacTblo onepauuy no ynakoske. PesynbTaTbl yka3aHHOW MpOBEpKy
OOMKHbI BbITb OTPaXXeHbl B 3an1csAX MO NPOU3BOACTBY CEPUM UMW B JOKYMEHTAaX MO KOHTPOIHO.

469. (9.46) YnakoBku ¢ npoMexyTovHomn npoaykuuen unu ®C, noanexaiume TpaHCNopTUPOBKe 3a Npeaensl
cdepbl KOHTPONSA MPOU3BOAUTENS, HEOOXOAMMO ONIOMBMpPOBaTb TakuM 0O6pa3oM, YTOObLI B Criyyae HapyLUeHUS
UINN OTCYTCTBUS NSIOMObI Mony4vaTternb Mor 06paTuTb BHMUMaHME Ha BO3MOXHOCTb U3MEHEHNSI COOEPKNMOTO.

XPAHEHUWE N PEATTM3ALNA (10)
XpaHeHue Ha cknage (10.1)

470. (10.10) [pomusBoauTeENb [OOIMKEH MNPeaycMOTPeTb MOMELEHUS W TEeXHUYeckne CpedcTBa,
HeobxoouMble AMs XpaHEHUs BCEX MaTepuarioB B COOTBETCTBMM C YCTAHOBIIEHHbIMW YCMOBUAMMK (Hanpumep,
KOHTpOnMpyeMble TeMnepaTtypa 1 BraXHOCTb, Koraa aTo Heobxogumo). HeobxogmMmo BeCTr 3anmcu napameTpoB
3TUX YCNOBUWI, €CMNN OHU SABNAOTCHA KPUTUYECKUMM AN COXPaHEHUs CBOMCTB MaTepuaros.

471. (10.11) [llpousBoauTenb MOOMMKEH BbIAENUTb OTAENbHbIE 30Hbl AN BPEMEHHOIO XpPaHEHWs
HaxogAawmnxca B KapaHTUHE, OTKINOHEHHbIX, BO3BPaLleHHbIX UM OTO3BAaHHbIX MaTepuranoB 0 NPUHATUA peLlleHndA
00 ux ncnonb3oBaHM, ecrnini He umMeeTcsd ,u,pyr0|7| CucTteMbl Ana npegorBpalleHna HenpegHaMepeHHOro unu
HEeCaHKLMOHMPOBAHHOIO UCNONb30BaHUA YKa3aHHbIX MaTepuanos.

Peanusauwus (10.2)

472. (10.20) Peanusauma ®C 1 npomMexyTOYHbIX MPOOYKTOB TPETbMM NnuaM OOoMycKkaeTCcd TOMbKO nocre
BblJayn nogpasgeneHvem (nogpasgeneHnsMy) KadecTBa paspelleHus Ha MX BbiNYyCK U NOATBEPXAEHUS
COOTBETCTBUSA CEPUN YNONMHOMOYEHHBIM NnuoM. ®C 1M NpoMeEXyToYHas NPOAYKUMSA B CTaTyce KapaHTMHA MOryT
ObiTb NepefaHbl B Apyroe noapasfeneHve, Haxogslleecda B cdepe KOHTPONs Mpov3BOoaWUTENs, ecnu 3To
paspelleHO nogpasgeneHnemM (nogpasgeneHvsmn) KayectBa U NPy HanmuMuum COOTBETCTBYHOLUMX KOHTPOMS W
AOKyMeHTaumu.

473. (10.21) Ycnosus TtpaHcnoptupoBkm ®C M NPOMEXYTOYHOW NPOAYKUMM He [OIKHbl OKasbiBaTb
oTpuLaTENbHOrO BO3AENCTBUSA HA MX KA4eCTBO.

474. (10.22) Ocobble ycrnoBus TPaHCMOPTUPOBKM unu xpaHeHns PC vnm npoMexyTOYHOM MNPOAYKLMK
OOMXKHbI BbITb YKa3aHbl Ha 9TUKETKeE.

475. (10.23) MNpownsBoanTenb OOMmMKEH y6eanTbCca B TOM, YTO UCMOMHUTEND, OTBETCTBEHHbIN 32 NEPEBO3KY
®C unu NpomexyTo4HOM NPoaYKUUKN, OCBEAOMITEH 00 YCNOBMSAX TPAHCMOPTUPOBKN U XpaHEHUS 1 CODMIO4aEeT UX.

476. (10.24) TlpousBoguTenb [OOMMKEH WMETb CUCTEMY, MO3BOMSAIOLWYI0 ObICTPO YCTaHOBUTbL NyTH
peanu3aumy Kaxgow cepumn NpoMeXyToYHOW npoaykumm u (unm) ®C B uensx obecneyeHus BO3MOXHOCTU WX
OT3blBa.

NABOPATOPHBIN KOHTPOIb (11)
O6wmn koHTponb (11.1)

477. (11.10) HesaBucumoe nogpasgeneHue (nogpasgenennsi) KayecTsa AOIMKHO (OOMMKHbI) MMETb B CBOEM
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pacnopaXxeHun cooTBeTCTBYyHOLLNE na6opaToprle nomMeLwleHna n 060py,D,OBaHI/Ie.

478. (11.11) MNpownsBoanTenb OOMMKEH yTBEPAUTb MHCTPYKUMK, onucbiBalowme oTbop npob, nposedeHne
ucnblTaHWM, O0QoOGpeHMe WUnM OTKINOHEHWEe MaTepuanoB, a Takke AOKyMeHTanbHOoe OOpMIeHue U XpaHeHue
nabopaTopHblX OaHHbIX. BepeHve nabopaTopHbiX 3anucert [OOMMKHO COOTBETCTBOBaTb  TpeboBaHUsM,
yCTaHOBMEHHbIM NyHKTamu 394 - 395 HacToswwmx MNpasun.

479. (11.12) Bce cneumdwukauum, nnaHbl otbopa nNpod M MeToAMKM UCMbITaHWA AOMKHbI ObiTb HAy4HO
060CHOBaHbl M AOMKHbI rapaHTUpPOBaTb, YTO UCXOOHOE Cbipbe, NMPOMEXYTOYHas npoaykums, ®C, 3TUKETKU ©
yNakoBOYHble MaTepuanbl COOTBETCTBYIOT oOWMM dapMakonenHblM CcTaTbsM, apmakoneiHbiM CTaTbsiM,
HOpMaTMBHOW OOKYMEHTaUMW UNUM HOPMaTMBHOMY AOKYMEHTY Mo KavecTBy W (Mnu) umnctoTe. Cneumndpumkaumm m
METOOMKN WCMbITAaHWN JOMKHbI COOTBETCTBOBATb TpeboBaHWAM perucrpaumoHHOro gocbe. [lpoussoauTenb
Takke MOXeT YyTBepauTb crneundukaumn, AONofHsALWMe cneuudukaumm  perncTpaumoHHOro  Jochbe.
Cneuudpmkaumm, nnaHbl otbopa Npob 1 MeToaukM UCNbITaHWUA, BKIOYas BHOCMMbIE B 3TU JOKYMEHTbI U3MEHEHUS,
OOMXKHbl ObITb COCTaBMeHbl COOTBETCTBYHLUMM nogpasgeneHveM MpousBoanuTens, a Takke MpoBepeHbl U
yTBEpXAeHbl nogpasaeneHnemM (nogpasgeneHmsammn) kavecTaa.

480. (11.13) lMpousBoanTenb AOMKEH yTBepauTb cneumdumkauum gns OC, cooTBeTCTByHOLME OOBLIUM
hapmakornemnHbiM cTaTtbsM, apMakonemHblM CTaTbsiM, HOPMATUBHOM [JOKYMEHTauun unv HOpMaTUBHOMY
OOKYMEHTY M cornacyrowmecs ¢ npoleccom npoussoacTtea. Cneuundpmkaumm OomkHbl cogepxatb TpeboBaHus K
KOHTPOMO NpUMEecen (Hanpumep, OpPraHU4eckUX N HeopraHMYecKkux NpuMecer M OCTaTOYHbIX pacTBoOpUTEnen).
Ecnun umeetcs cneundukaumsa ansg @C B OTHOLEHUN MUKPOBMONOrMYECKOM YUCTOTbI, TO A51s obLero konnyectsa
MUKPOOPraHM3mMoB WM Afsi HEZOMYCTUMbIX MUKPOOPraHM3MOB HeobOXOoOUMO yCTaHOBWUTbL Npegensli, Tpedytowme
NPUHATUA Mep B COOTBETCTBMM C npoueaypamu, YyTBepXAeHHbIMU npoussBogutenem. Ecnu umeetcs
cneuncdukauma gna  ®C B OTHOWEHMM COAepXKaHus JHAOTOKCMHOB, TO HeobXxoaMMo yCTaHOBUTb
COOTBETCTBYIOWMNE Npedensl, Tpebylowme NpUHATUS Mep B COOTBETCTBMM C npouedypamu, yTBepXOeHHbIMU
npoussoguTenem.

481. (11.14) Bce npoueaypbl nabopaToOpHOro KOHTPONS [OOSMKHbI MPOBOAUTLCS B COOTBETCTBUM C
YTBEPXKAEHHBIMU  UHCTPYKUMAMU U OPOPMAATECS B MUCbMEHHOM BuAe BO BpeMSA BbIMNONHeHus. Jliobble
OTKIMOHEHMS OT BbllLEYyKa3aHHbIX npoueayp AOMMKHbl BblTb AOKYMEHTarnbHO OOpPMIIEHbI C COOTBETCTBYHOLLMM
0O bACHEHMEM.

482. (11.15) Jltobble nomnyyeHHble JaHHble O HECOOTBETCTBMM crieLmMdukaumm Heobxoammo paccriefoBaTb
N OOKYMEeHTanbHO OgOopMNATL COMNacHO YTBEPXOEHHOW npouenype. B cooTBeTcTBUM C 3TOW npoueaypon
HeobxoQMMO npoaHanuanpoBaTb [AdaHHble, [aTb OLEHKY TOro, UMEKTCA N CylWeCTBEHHble npobnemsl,
onpegenuTb HeobxoaMmble KOPPEKTMpYHoLME AENCTBUA U caenaTb BbiBoAbl. J1l0O0OM NOBTOPHLIN 0TOOP Npob u
(MrnM) NOBTOPHbLIE UCMbLITAHMS MOCHE MOMyYeHUst pe3ynbTaToB O HECOOTBETCTBUM creuudumkaumm Heobxoammo
NPOBOAWTb COrMacHO yTBEPXAEHHON Mpoueaype.

483. (11.16) lNMpoussogutenb OOMKEH rOTOBUTb M MapKMpoBaTb peakTUBbl U CTaHAapTHblE PacTBOpbl B
COOTBETCTBUM C YTBEMKAEHHBIMU UHCTPYKUMAMU. Ha nocyae ¢ aHannTuyeckumun peaktmsamm unv ctaHgapTHbIMU
pacTBopamu (ecnv 370 Lenecoobpa3Ho) AomkHa OblTb ykaszaHa AaTa, A0 KOTOPOW OHW MOTYT UCMOSb30BaTbCH
("wcnone3oBaTb O0").

484. (11.17) Npwn nponssogctee ®C (Npn HeOBXOAMMOCTU) HEOOXOAMMO UMETb NEepPBUYHbIE CTaHAAPTHbIE
o6pasubl. ICTOYHMK kaXkaoro nepBnYHOro cTaHaapTHoro obpasua JormkeH ObiTb 3adMKCUPOBaH B OKYMEHTALMM.
HeobxoamMmo BeCTW 3anvcu XpaHeHWst KaXAoro NepBWYHOrO CTaHA4apTHOro obpasua U ero MCnonb3oBaHus B
COOTBETCTBMM C pekoMeHZauusamy nocTaBlimKka. [lepBuuHble cTaHgapTHble oOpasubl, MOfyYeHHble U3
ohmumanbHO MPU3HAHHBIX UCTOYHWMKOB U XPaHALWMECS B COOTBETCTBMM C PEKOMEeHAauMsMu nocTaBLuMKa, Kak
npasuno, Cnonb3ytT 6e3 NpoBeAeHUs UX UCNbITaHWNA.

485. (11.18) NMpun oTCYTCTBUM NEPBUYHOrO CTaHAApPTHOro obpasua y oduumanbHO NPU3HAHHOTO UCTOYHMKA
OorkeH ObITb pa3paboTaH "BHYTPEHHMI" NEPBUYHLIA CTaHO4APTHbIA obpasey. [na 4OCTOBEPHOrO YCTAHOBIEHNS
MOAMVHHOCTM U YUCTOTbl Takoro MEPBUMYHOIrO CTaHOApTHOro obpasua HeobXOAMMO MpPOBECTM Haanexawime
ncnbitTaHms. HeobxoauMo coxpaHAaTb COOTBETCTBYHIOLLYHO JOKYMEHTALUIO MPOBEAEHUS 3TUX UCTIbITAHUNA.

486. (11.19) NMpounssoanTenb AOMKEH rOTOBUTbL, UOEHTUMUUMPOBATL, UCMbITLIBATbL, YTBEPXAATb U XpaHUTb
BTOpPUYHbIE CTaHOapTHble obpasubl Hagnexawwmm obpasom. [lepen nepBbiM MCMONb30BaHMEM Heobxooumo
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onpeaensaTb NPUroAHOCTb KaXdOW Cepun BTOPUYHOIO CTaHAapTHOro obpasua nyTeM CpaBHEHWS C NMEpPBUYHbLIM
CTaHOapTHbIM oGpasuom. Kakgas cepust BTOPMYHOTO CTaHOapTHOro o6pasua  OomkHa Mepuoauyecku
noaBepraTbCsA NOBTOPHOM KBanuduKaLum B COOTBETCTBUM C NPOTOKOMOM.

WcnbiTaHusi npoMexXyToYHONM NpoayKumm 1 papMaLeBTUHECKMX
cybctaHuun (11.2)

487. (11.20) Onsa kaxgon cepyum NpoMexyTodHon npogykumm n ®C gormkHbl NPOBOAUTLCS HEOOXOAMMbIE
nabopaTtopHble NCMbITAHUA C LieNbo NOATBEPXKAEHNS COOTBETCTBUS cneumdukaLmnsm.

488. (11.21) Kak npasuno, ans kaxgoro ®C cnegyeT ycTtaHaBnmBaTh Npocuib NpUMeECEr, ONUChIBaOLLUIA
NOeHTUMUMPOBAHHbIE N HEMOEHTUMULMPOBAHHLIE MPUMECH, NMPUCYTCTBYHOLLNE B TUMUYHOW CEPUN, NOJTyYEHHOM
B pesynbTaTe OMpefeneHHOro KOHTPONMPYEeMOro TexHoNornveckoro npouecca. lNpodunb npumecen OOMKeEH
BKIHOYATb MAEHTUMKALMIO NI KaKyl-NTMOO Ka4yeCTBEHHYIO aHANMTUYECKYHO XapaKTepUCTUKY (Hanpumep, BPeMs
yOePXMBaHUS), npedenbl COAEPXKaHWUSI KaKOow OOHapyXMBaeMOW MPUMECU W KracCUUKaLMIo  Kaxkaon
NMOEHTUMULMPOBAHHOM NpUMecH (HanpuMMep, oOpraHudeckass M HeopraHudeckas MpPUMECH, PacTBOPUTEND).
Mpodunb npumecen, Kak NpaBuno, 3aBUCUT OT OCODEHHOCTEN TEXHOITOMMYECKOro npouecca U MpPoUCXOXOeHUs
®C. B 6onbLlUMHCTBE Crly4YaeB HET HEOOXOAUMOCTM onpegenaTb npodunb npumecen ans ®C pacTUTensHOro nnm
’KMBOTHOTFO NPOUCXOXAEHUS.

489. (11.22) Npodunb npumecen 4Yepes onpeneneHHble NPOMEXYTKM BPpEMEHN HEOBXOOANMO CpaBHUBATL C
npodunem npumecen, NPMBEAEHHbIM B PErMCTPALMOHHOM AOCbE, UMM C paHee MOoSTyYeHHbIMU LaHHbIMKW, YTOObI
06Hapyxu1Tb nameHeHnsi B PC, apnsiowmecs pesynbTatoM U3MEHEHUA NCXOLHOMO Chipbsi, NapameTpoB padoThbl
obopyaoBaHNs NN TEXHONOMMYECKOro npoLecca.

490. (11.23) MNMpoussoguTenb JOMKEH NPOBOAUTL COOTBETCTBYHOLLNE MUKPOOMONOTrMYECKME UCTIBITAHNSA OIS
Ka)XKOOW cepyn NpoMeXyTovHon npogykumm n ®C, ecnu nx mukpobronoruyeckasi Y4actota HOpMUPYeTCS.

Banupaumsa aHanutnyeckux metogumk (11.3)

491. Bannpaumsa aHanMTMYeCcknx METOAMK JOIMDKHA OCYLLIECTBASATLCA B COOTBETCTBUM C NyHKTammn 511 - 539
HacToswmx Mpaswun.

[lokymeHTbI, nogTBEpXaatoLwme kavyectso (11.4)

492. (11.40) Ons kaxgon cepuy NPOMeXyTodHoW npogykumm unu ®C gorkeH no 3anpocy BblAaBaTbCs
opurMHan JoKyMeHTa, nogTeepXaatLlero kKa4ecTso.

493. (11.41) [okymeHT, noATBEPXAAKLWMNA KayeCTBO, OOIMKEH COAepXaTb MHGOPMauUIo O Has3BaHMK
NpoMeXxyTovHon npogykumm unu ®C, Bknoyas npu HeobxoaAMMoCTM COpT, HOMEP cepuu 1 aTy Bbinycka. Ecnm
O5s NpoMeXyTOoYHOW npoaykumm unu ®C yctaHoBneHa gata UCTEeYEeHUa cpoka rogHoCTH, aTa Aarta AoSbkHa ObiTb
yKasaHa Ha 3TUKeTKe U B AOKYMeHTe, NOATBepXaalLleM KavyecTBo. Ecnu onsa npomMexxyTouHOW NpoayKumm nnm
®C ycTaHoBneHa fata MOBTOPHOrO MCMbITaHUS, TO 3Ta AaTa AOMKHA ObiTb yka3aHa Ha 3TMKETKE U (Mnv) B
OOKyMeHTe, noaTBepXaatoLem KadecTBo.

494. (11.42) B pokymeHTe, MNoATBEpXOaloLeM KayecTBO, AOMMKeH OblTb npuBedeH nepeyeHb BCeX
UCNbITaHWIA, NPOBEAEHHbLIX B COOTBETCTBUM C TpeboBaHMsMM obLlert dpapMakoneiHon ctaTtbn, dapmakonenHom
cTaTbW, HOPMATMBHOM OOKYMEHTaUMM UM HOPMATUBHOIO JOKYMEHTa, a Takke TpeboBaHusimu nokynatens ®C
NN MPOMEXYTOYHOM MNPOAYKUUK, BKMOYas OOMNYCTUMbIE MNpefefibHble 3HA4YeHWst U MOJTyYEHHbIE YMCIIOBbIE
pe3ynbTathl (rae 3T0 MPUMEHMMO).

495. (11.43) [OKyMeHT, NOATBEPXKOAMOLWMIA KAYeCTBO, [JOSMKEH ObiTb nognucaH paboTHMKaMu
nogpasgeneHus (NogpasgeneHun) KadecTBa, MMEHLWMMU COOTBETCTBYHOLIME MOMHOMOYMS, C NPOCTaBlIEHVNEM
4aTtbl U cogepxaTb HauMeHoBaHWe, agpec 1 HoMmep TernedoHa nepBoHavyanbHoro npoussogutens. Ecnn aHanua
Obln NpoBedeH OpraHv3auuen, OCYLLECTBSIOLWEN NEepeynakoBKy WM MOBTOPHYH 06paboTKy, B OOKYMEHTe,
NnoAaTBepXKAalroLeM KayecTBo, HEOOXOAMMO yKasaTb €ro HammeHoBaHue, agpec, Homep TenedoHa W ykasaTb
HanMeHoBaHWe NepBoHaYanbHOro NPOU3BOANTENS.
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496. (11.44) Ecnn opraHnsaumsiMm, OCYLLECTBISIOWMMWU NMepeynakoBky M (Mnun) NOBTOPHYyH 00OpaboTky,
BblAOTCS HOBbIE LOKYMEHTbI, MOATBEPXKAAIOLUME KAYECTBO, TO B HUX OOMKHbI ObITb YKa3aHbl Ha3BaHWe, agpec u
HoMmep TenedoHa nabopaTopuu, NPOBOAMBLUEN aHanusbl. Takue AOKYMEHTbl, nogTBepXgallue KavyecTso,
OOIKHbl TakkKe codepXaTb CCbINIKy Ha HauMeHOBaHWe W agpec nepBOHayaribHOro MNpOM3BOAUTENS W Ha
nepBOHaYarnbHbIA JOKYMEHT, MOATBEPXKAAIOLMNIA KaYeCTBO, KOMWI0 KOTOPOro Heo6xo4Mmo npunarartb.

KoHTponb cTabunbHOCTU hapmaueBTMYecknx cyoctaHumi (11.5)

497. (11.50) T[lpousBoguTens [o/mkeH paspaboTaTb AOKYMEHTanbHO OMOPMIIEHHYIO NporpaMmmy
NPOLOIMKAIOLWMXCS  UCMbITAHUA, MNpefHa3HaAYeHHYID [Ans  KOHTpons crabunbHocTM  xapaktepuctuk  OC.
MonyyeHHble pe3ynbTaTbl HEOOXOOUMO MCMONb30BaTh AN NOATBEPXKAEHNUS HAANEeXaluX YCNOBUA XpPaHEHNS U
OaT NpoBeAeHMs MOBTOPHbLIX UCMbITAHUIA UM UCTEYEHUS CPOKA FTOAHOCTH.

498. (11.51) MeToaMKN MUCMbLITAHUIA, UCMONb3yeMblE MPU UCCNeaoBaHUM CTabUNbHOCTU, AOIMKHbI NPOWTH
Banugauuo n obecneynBatb NonyyeHne Heo6xoaNMbIX AaHHbBIX O CTabUMBHOCTW.

499. (11.52) O6pa3supl 4Nst UCMbITaHUSA Ha CTabWUNbHOCTL HEOOXOAMMO XpPaHUTb B Tape, MOLENMUPYIOLLEN
notpebutensckyto Tapy (ynakoeky). Hanpumep, ecnn ®C peanuayloT B MeLUKax, YrNakoBaHHbIX B ¢hnbpoBble
B6apabaHbl, TO obpasubl AnA MCNbITaHUA Ha CTabwunbHOCTb MOryT ObiTb ynakoBaHbl B MELLKM U3 TOro xe
mMaTtepuana, noMmelleHHble B 6apabaHbl MeHbLUEro pa3mepa, U3roTOBMIEHHbIE M3 MaTepuana, aHanormyHoro unm
naeHTU4Horo matepmany ubpoBbix 6apabaHoB, B koTopbix PC nocTynaeT B Npoaaxy.

500. (11.53) Kak npaBwno, B nporpammy MOHWTOPUHra cTabunbHOCTM Ans nogTBepXKaeHus aat
NpoBeAEeHUs MOBTOPHLIX WCMLITAHUA UMM UCTEYEHMs CpoKa FOAHOCTUM OOSKHbI OblTb BKIHOYEHbI NepBble Tpu
peanusyemble Npou3BOACTBEHHbIE cepuun. Ecnv AaHHble npegBapuTenbHOro nccneaoBaHns CBUOETENbCTBYIOT,
yto PC MOXeT coxpaHsATb CTabMnbHOCTb NO KpawHewn mepe B TeuyeHue ABYX neT, JOMyCcKaeTcA UCMonb3oBaTtb
MeHee Tpex Cepun.

501. (11.54) lNocne aTOoro B nporpammy nNpPOAOIPKAILWNXCA MWCMAbITAHUA CTabMMbHOCTU HeobXxoamMmo
BKMOYaTb Kak MUHUMYM OfHY npou3BefdeHHyto cepuio ®C B rog (3a MUCKNOYEHMEM Tex crydvaeB, Koraa
NPON3BOACTBEHHbIE CEPUU B OAHHOM rofy He BbIMyCKanMCb) U HE MEHee OLHOro pas3a B rof MpPOBOAWTbL ee
ncnblTaHWsa 4N NoaTBEPXKAEHUSA CTabUNbHOCTY.

502. (11.55) B oTHoweHun ®C ¢ KOPOTKMMU CPOKaMM XPaHEHNS UCTIbITaHUS HEOBXOAMMO NPOBOANTL Yalle.
Hanpumep, ans Tex 6uotexHonoru4ecknx, ouonorndecknx n apyrmx ®C, Cpokn XpaHEeHUst KOTOPbIX COCTaBNSAOT
oOVMH rod uUnu MeHblle, Heobxooumo OTOMpaTb 0bOpasubl ANS UCMbITAaHWA Ha CTAbMNbHOCTb U MPOBOAUTL
UCMbITAHNSA eXeMeCAYHO B TeuyeHue NepBblX Tpex MecsAueB, a 3aTeM Kaxable Tpu Mecaua. Ecnm umetrotcs
AaHHble, noaTBepxaaLwme, 4to ctabunbHoctb PC coxpaHseTcs, TO AoNycKaeTcs yanvHeHne nepuogoB Mexay
UcnblTaHUAMU (Hanpumep, AeBATb MeCHALEB).

503. (11.56) MNpwu ncnbiTaHUAX Ha CTabUNBHOCTL pekoMeHnayeTcs obecneynmBaTb COOTBETCTBME YCIOBUWA
XpaHeHus PykoBoacTtBy MexayHapogHow KoHdepeHumn no rapmonu3aumm "M3yyeHme cTaburibHOCTM HOBbIX
rniekapcTBeHHbIX cyGcTaHumii 1 npenapaToB” (ICH Q1A) <*>,

<*> CnpaBo4Ho: PykoBoactBo MexagyHapoaHOMW KOHdbepeHuun no  rapmoHusaumm  "M3ydveHue
CTabuNbHOCTN HOBBLIX NEeKapCTBEHHbIX cybcTaHumni n npenapatos” (ICH Q1A) onybnukoBaHo no agpecy B
NHOPMALMOHHO-TENEKOMMYHUKaLMOHHON cetu "UHTepHeT":
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q1A_R2/Step4/Q1A_R2_Guidelin
e.pdf

[aTbl uCTe4yeHns cpoka rogHOCTU 1 NPOBEAEHNSI MOBTOPHbIX
ucnbeitanmm (11.6)

504. (11.60) Ecnu npomexyTouyHas npoaykuus npedHasHadeHa And nepefaum 3a npegenbsl cdepbl
KOHTPOMNsi CUCTEMbI YNpPaBMeHUs MatepuanaMm NpovM3BOAMTENS U ONst HEE ONpederneHa Aata UCTEeYEeHNst Cpoka
rogHOCTU WM MNPOBEAEHMS MOBTOPHbBIX WUCMbITAHWWA, TO [JOIMKHA ObiTb B Hanmnumm  MHopmauws,
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noareepXxpakwuwiaa ee cTabunbHoOCTb (Hanpl/lmep, OI'Iy6]'II/IKOBaHHbIe OaHHble, pe3ynbTaThbl I/ICFIbITaHI/IIZ).

505. (11.61) OaTbl uUCTeYyeHnss cpoka rogHOCTM UMM MPOBeAeHUs MOBTOPHbIX uchbiTaHun ®C OOMmKHbI
OCHOBbIBaTbCH Ha pesynbTaTax OUEHKU AaHHbIX, NONYyYEHHbIX NPU M3yveHun ctabunoHoctn. O6bivHO ang ¢C
MCNonb3ytoT AaTbl NPOBeAEHUS MOBTOPHbLIX UCMbITAHUIA, a He AaTbl UCTEYEHNS CPOKa rOgHOCTMU.

506. (11.62) MNpeaBapuTenbHbie AaTbl UCTEYEHMS CpOKa FOAHOCTU UKW NPOBEAEHUS NOBTOPHbBIX UCTIbITAHWIA
®C MoryT OCHOBbIBaATbCA Ha pesyrnbTaTtax, MofyvYeHHbIX AMs ONbITHbIX cepui, ecnu: 1) AN OMbITHbIX Cepuii
ncnonb3ylTcs cnocob nponssoacTBa M npoueaypbl, MOAENUPYIOLLME OKOHYaTENbHbIA NPOLECC NPOMbILLIEHHOrO
npoussoactea M 2) kadectBo PC COOTBETCTBYET KayecTBy BeLlecTBa, KOTOpoe OyaeT BbinyckaTbCca B
NPOMBbILLIIEHHOM MacLuTabe.

507. (11.63) [Ons npoBefeHUs MOBTOPHbLIX WCMbITAHUA HEobXo4MMO OTOMpaTb penpes3eHTaTUBHbIE
ob6pasupl.

ApxuBHble 0bpasupl (11.7)

508. (11.70) ApxuBHble 06pa3ubl HEOOXOOAMMO YMaKOBbIBATb U XPAHUTb C LIESIbK0 BO3MOXHOW OLIEHKM
kauyecTtBa cepun ®C B OyayLiem, HO He ANsl NPOBEAEHMS UCMbITAHWIA HA CTAabUITbHOCTb.

509. (11.71) Hagnexawum o6pa3oM MapkUpOBaHHble apxMBHble 00pasubl kaxaon cepum OC OOMKHbI
XpaHUTbCA B TeYeHWe OAHOro roga nocrne gaTbl UCTEYEHMS CpoKa FOAHOCTU cepuu, KoTopas onpegensercs
npou3BoguTenem, Unn B TeYeHWe Tpex NeT Mnocrne peanu3auum cepum B 3aBMCMMOCTU OT TOrO, Kakow CpOK
aBngeTca bonee anutenbHbIM. ApxuBHble 06pasubl PC C yCTaHOBMEHHOW AaToW MOBTOPHbLIX WCMbITAHUN
HeoOXOAMMO XpaHWTb B TeYeHWe Tpex neT mnocrne TOoro, Kak cepus Obina MNOMHOCTLIO peanusoBaHa
npoussoguTenem.

510. (11.72) MNMpwn xpaHeHnn apxMBHOro obpasua HeOOXOAMMO UCMONb30BaTb TaKyo XXe CUCTEMY YMNaKOBKM,
B koTopon xpaHutca ®C, mnu Takyl, KOTOpas 9SKBMBANEHTHa CUCTeMe YMaKOBKW, MNpefHasHadeHHoW Ans
npogaxu, unum obecneumBaeT nyduwyto 3awmTy. [lpousBoguTenb AOMMKEH XpaHUTb apXxuBHbIM obpasel B
KonuyecTBe, LOCTAaTOYHOM AN NPOBEAEHUS KaK MUHMMYM [BYX MOSHbIX aHanvM3oB B COOTBETCTBUM C ObLLew
hapmakonenHon crtaTbel, apmMakonenHon cTaTbel WNM Mpu OTCYTCTBMU apMakonemHom cTaTtbU - ABYX
MOMHbIX aHanM30B B COOTBETCTBUM C HOPMATMBHOW JOKYMEHTaUMNENR UM HOPMATUBHBIM JOKYMEHTOM.

BAITMOALINA (12)
MonuTtuka Banupauun (12.1)

511. (12.10) lpowusBoguTenb OOMKEH [OKYMEHTaNbHO OQOpMUTE OOLLYD MONMUTUKY B OTHOLLUEHWUU
Banugauum, ee 3agaym v NPUHUMNbLI, BKOYAs Banugauuvio TEXHOMOrMYECKUX MPOLEeCcCOB, MPOLEAYP OYMCTKMU,
aHanMTM4YeCckUX MeTOoAMK, Npoueayp KOHTPONSA B Mpouecce Npou3BOACTBa, KOMMNbIOTEPU3UPOBAHHBLIX CUCTEM U B
OTHOLIEHMU nuL, OTBETCTBEHHbIX 3a pa3paboTKy, NPOBEepKy, YTBEPXAEHWEe W OOKYMeHTarnbHoe odopMieHue
Kaxk4oro atana Banugauuu.

512. (12.11) Kputnuyeckne napameTpbl U (Mn) XapaKTEPUCTMKK, Kak NpaBumio, cregyeT onpedenstb Ha
cTagum paspaboTKM UMM Ha OCHOBAHWMUW AaHHbIX NPeABapuUTENBHOMO onbiTa paboThl; criegyeT Takke onpeaenvTb
AnanasoHbl 3HAYEHU 3TUX KPUTUYECKUX NapameTpoB U (MNn) XxapakTepucTuk, Heobxoanmble ons obecneveHns
BOCMNPOU3BOAMMOCTHY npouecca. [Mpu aToM Heo6xoaAnMo:

onpegenuTb Kputudeckme xapakrepmctnkn ®C kak npoayKumu;

yKkasaTb napameTpbl npoLecca, KoTopble MOryT BMMATb Ha KpUTHMYECKue nokasatenu kavectsa ®C;

YCTAHOBUTb AMAna3soH 3HAaYEeHWUI Kaaoro KpUTUYECKOro napamMeTpa rnpouecca, KOTopbI npeanornaraeTcs
“cnonb3oBaTh NPy CepUHOM NPOU3BOACTBE U KOHTPOJSIe npoLiecca.

513. (12.12) Onepauuun, KOTOpble CYATAKOTCH KPUTUYECKMMU Ons KayecTBa W yuctoTbl ®C, noanexat
Banuaauun.

HokymeHTaumsa no Banvagauuu (12.2)
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514. (12.20) Onsa kaxgoro npouecca, Noanexauwlero sanugaumu, OrmKeH ObiTb pa3paboTaH NpoToKon
Banugauumn. ITOT NPOTOKONT LOSMKEH OblTb NPOBEPEH M YTBEPXOEH noapasgeneHveM (nogpasgeneHnsamm)
KayecTBa 1 ApYyrMMu COOTBETCTBYIOLLMMU NOAPA3LENEHNSAMM.

515. (12.21) B npoTokone Banugauun [OSKHbI ObITb onpefeneHbl KpUTUYECKMEe CTaauu npolecca u
KpUTEpMM NPUeMremMocTy, a Takke Bug NPOBOSUMOW Banuaauum (HanpumMep, peTpoCcrnekTUBHasi, NepcrnekTnBHas,
COMYTCTBYIOLLAS) U KONTMYECTBO NPON3BOACTBEHHbIX LIUKIIOB.

516. (12.22) OTtyeT 0 Banugauuun OOMKEH coAepXaTb NepekpecTHble CChINIKUM Ha NPOTOKON Banuaauum u
o6o6LaTe nonyYeHHble pesynbTathl, 0ObACHATL NtoOble OOHapyXeHHbIE OTKIIOHEHUS C COOTBETCTBYHOLLUMU
BbIBOAaMM, BKITHOHAKLLMMW PEKOMEHAYEMbBIE U3MEHEHUS ANA UCTPaBNEeHNs He4OCTaTKOB.

517. (12.23) JTiobble OTKNOHEHWs OT NPOTOKOMa Banuaauun AOMMKHbI BbITb 0OPOPMIEHbl AOKYMEHTaNbHO C
COOTBETCTBYHOLLMM 06OCHOBaHMEM.

Keanudwmkaums (12.3)

518. (12.30) do Havana paboT no Banugauuu npouecca HeobOXOAMMO 3aBepLUMTb KBanudurkauuio
KpUTn4eCcKkoro oGopy,uoaang N BCrnoMmoratesibHbiX CUCTEM. KBaJ'II/Iq.)I/IKaLI,I/IIO 00bIYHO npoBOAAT NoO crnefyrwnm
aTanam (no OTAENbHOCTU UM B COBOKYMHOCTHN):

KBanudukauusi mpoekTa: JOKyMeHTanbHO 0OpPMIIEHHOE NMOATBEPXKAEHME TOr0, YTO NPEASIOKEHHbIA NPOEKT
MPOV3BOACTBEHHbIX MOMeELLEHNA, 0BopyaoBaHMUSA UMM CUCTEM SBMAETCH MPUrOAHbIM AN NPUMEHEHUS Mo
Ha3Ha4YeHuIo.

KBanudukaumsi MoHTaxa: LOKyMEeHTanbHO 0OpPMIIEHHOE MOATBEPXKAEHME TOr0, YTO MOHTaX MOMELLEHWN,
cucteM U 0GopyaoBaHWs  (YCTAHOBMEHHbIX WM MOAUMULMPOBAHHLIX) BbIMOMIHEH B COOTBETCTBUM C
YTBEPKOEHHBIM  MPOEKTOM, pPEeKOMeHZauusamy U3roToBuTenss u  (unn) TpeboBaHMsSIMM  NpousBOAUTENS
NeKkapcTBEHHbIX CPeCTB.

KBanudukaumss  PyHKUMOHMPOBAHMS:  OOKYMEHTasNlbHO OCOpMIeHHOe MOATBEepXKAeHUe Toro, 4To
NMOMELLEeHNs1, CUCTEMbl UM 00opyaoBaHWe (YCTAHOBIIEHHbIE WNU  MOAUMULMPOBAHHbLIE) (OYHKUMOHMPYIOT B
COOTBETCTBUM CO CBOMM NpefHasHayeHneM BO BCEX NPEdYCMOTPEHHBIX pexumax paboTbl.

KBaJ'IVI(bI/IKaLI,VIﬂ Kcnnyatauun: OOKyMeHTallbHO O(*)OpMJ'IeHHoe noareBepXxgeHmne Toro, 4to nomMmelleHud,
CUCTEMDBI U O6OPYD,OBaHVIe npn COBMECTHOM WUCMNOJ1b30BAHUN paGOTaIOT Sd)(bEKTVIBHO n C BOCNpon3BoANMbIMU
nokKkasarendamMmm B COOTBETCTBUU C YCTAHOBJTIEHHbIMU Tpe6OBaHMHMVI N XapakTepucTtnkamu npotecca.

Moaxoak! kK Banuaauum npouecca (12.4)

519. (12.40) Banupaumsa npouecca nNPoOBOAUTCA B LUeENAX [JokasaTenbcTBa TOro, 4TO MpoLecc,
OYHKUMOHVpYOLWMA B Npedenax YCTAHOBMEHHbIX MapameTpoB, obecnednBaeT adpekTMBHOE ©  C
BOCMPOM3BOAUMBLIMUK pe3yrbTaTaMmy MPOU3BOACTBO MPOMEXYTOUYHOW npoaykumm unm PC, cooTBETCTBYHLIUX
npegBapuTenbHO 3adaHHbIM cneuudukaumMamM M nokasaTensam kadectBa. PesynbTaTtbl Banugauuu npouecca
nognexaT JOKyMeHTanbHOMY 0hOpPMNEHNIO.

520. (12.41) CyuwecTtByeT Tpu nogxoga K Banupauun: MNepcrnekTMBHaS Banugauusi, CONyTCTBYOLLas
Banugauus W peTpocnekTuBHasa Banupauus. [lepcnekTuBHasi Banvaaumsi sIBRsieTCs  NpeanoyvTuTeNbHbIM
noaxonoM, HO UMEKTCS UCKITYEHWS], NO3BONSIOLLME NCMONBb30BaTh APYrMe Noaxoabl.

521. (12.42) MNepcnekTUBHYO Banuaauuio pekoMeHayeTCs BbINOMNHATb A51S BCEX MPOLLECCOB, CBSA3aHHbIX C
npoussogcteoMm ®C, kak ykazaHo B nyHKTe 513 HacTosawmx MNpasun. MNMepcnektuBHaa Banugaumsi, NpoBoanmMas
Ans npouecca, cBa3aHHoro ¢ npomssoactesoM OC, gomkHa 6biTh 3aBeplleHa 40 Havana peanv3auuu roToBoro
NekapCTBEHHOro npenapara, NponssefeHHoro n3 aton ¢C.

522. (12.43) ConytcTtBytowasas BanuMpgauus MoXeT ObiTb npoBedeHa Mpu OTCYTCTBMM [aHHbIX AONnd
MOBTOPSIOLLMXCS TEXHOJOMMYECKMX LIMKITOB, €CNW BbIMYLLEHO OrpaHudeHHoe yucno cepun ®C, ecnmn cepum ©C
BbIMyCKanucb peako unvM ObinvM npou3BedeHbl MOCPeaCTBOM BanvMAaMpOBAHHOIO npouecca, KOTopbid Obin
mogudpmumposaH. [o 3aBeplieHus conyTtcTBytowen Banugaumm cepun ®C MoryT ObiTb  BbIMyLWEHbl U
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ncnonb3oBaHbl Ans MPOWM3BOACTBA NEKApCTBEHHOrO npenapaTta, npedHasHauYeHHoro Ans peanusauuun, npwu
YCNOBMU NOSMHOTO kKoHTpons cepun OC.

523. (12.44) Kak wucknoyeHve MoOxeT ObiTb MpoBedeHa PeTpoCneKkTMBHAs BanvMauusa Ans XOpoLlo
OpraHn30BaHHbIX MPOLECCOB, B KOTOpPble HEe ObINO BHECEHO 3HAYUTENbHbLIX U3MeHeHWh Anst nonydenunss ®C
Tpebyemoro KayecTea BCreACTBME M3MEHEHUIN MCXOOHOIO Cbipbsi, 000PYAOBaHUSA, CUCTEM, TEXHUYECKMX CPeacTB
NN TEXHONOMMYECKOro npoLiecca. Takon noaxon K Banvaaumm MoXeT OblTb MCNOMb30BaH, €CNu:

a) (1) onpepeneHbl KPUTUYECKME NOKA3aTENN KadecTBa U KpUTUYECKUE NapaMeTpbl NPOLIECCa;
©0) (2) ycTaHoBNEHbI HagNexawme KpUTepUn NpMeMIEMOCTM U KOHTPONS B NpoLiecce NpoM3BOACTBa;

B) (3) oTcyTcTBOBanM CyllecTBeHHble cOoM B Xxode npouecca unv Bpak npodykuuu no npuuvMHam, He
CBSI3aHHbIM C OLUMOKaMKM onepaTtopa WUnn oTkasaMmm 06opyaoBaHUs;

r) (4) 6binn ycTaHoBREeHbl Npodunu npumecen ana gaHHon OC.

524. (12.45) Cepun, oTOOpaHHble A PETPOCNEKTUBHOW Banuaauun, OOMMKHbI NPeAcTaBnATb
penpes3eHTaTUBHYO BbIOOPKY M3 BCEX CEpUii, MPOU3BEAEHHbLIX 3a MPOBEPSIEMbIN NEPUOA, B TOM 4mUCre IoObIX
Cepui, He COOTBETCTBYHOLMX cneundmkaumnsam. MNMpu 3TOM KONMYECTBO TakUX CEPUN OOSMKHO ObiTb AOCTATOYHBIM
Ons gokasaTenbCTBa NOCTOSAHCTBa npouecca. B uenax nonydeHus gaHHbIX ANS peTPOCNEKTMBHOW Banuaalumu
npouecca MOXeT ObITb NPOBEAEHO UCMbITAHWE apXMBHbBIX 0OpasLIoB.

Mporpamma Banugaumm npouecca (12.5)

525. (12.50) KonnyectBo Npon3BoACTBEHHbIX LIMKMIOB, HEOOXOAMMbIX AN Banuaaunm, OOMKHO 3aBUCETb OT
CMNOXHOCTM Mnpouecca unu OT 3HAYMMOCTM WU3MEHEHMI npouecca, nognexawux paccMoTpeHuto. [ns
NepcneKkTMBHOM M COMYTCTBYIOLLEN BanuMauun OOMKHbI ObiTb MCMONb30BaHbl AaHHbIE, MOMyYEHHble AN Tpex
nocrneaoBaTenbHbIX MPOWM3BOACTBEHHbLIX CEpUA NPOAYKUMW Haanexallero kadectBa. OpHako MoryT ObiTb
cuTyauun, Korga [Ond  JokasaTenbCTBa  MOCTOSIHCTBA — Mpouecca  HeoOXOAMMbl  AOMOSHUTENbHbIE
NPOV3BOACTBEHHbIE LMKITbI (Hanpumep, Npoueccbl NPOU3BOACTBA CNOXHbIX PC unu gnuTenbHble MpPOLEecChl
nponssogctea ®C). [Ana OuEHKM NOCTOSHCTBA MpoLecca Mnpy PeTpOCMNeKTUBHOM Banuiauuu, Kak npasBwuro,
Heobxoammo uccnegosaTb daHHble and 10 - 30 nocnegosaTenbHbIX CepuiA, HO MPU COOTBETCTBYHOLLEM
060CHOBaHMM 3TO YMCNO MOXET ObITb YMEHbLLEHO.

526. (12.51) Bo Bpemss npoBedeHuMs WUcCcnegoBaHM MO BanuMgauMm rnpouecca Heobxoanmo
KOHTPOTMpOBaTh 1 NPOBEPATb €ro KpuTndeckne napameTphbl. I‘Iapameprl npouecca, He CBA3aHHbIe C Ka4eCTBOM,
HanpuMmep, nepemMeHHble, KOHTpOoJIMpyemMblie B Lenax COKpalleHUdA n0Tpe6neva 3Heprmn nnm mncnonb3oBaHuA
o6opyaoBaHnsi, MOXXHO He BKNoYaTb B Banugaumio npolecca.

527. (12.52) Banuagaumsi npouecca [oJbkHa MOATBepXAaTb, YTO Npodunb npumecen ans kaxgon dC
HaxoauTca B 3adaHHbIx npegenax. [podwune npuMecen AomkeH ObiTb cxofeH (nNnbo ObiTb nyywe) c¢ paHee
nonyyYyeHHbIM npoduneM, a Takke (r4e 9TO NPUMEHMMO) C npodunem npumecen, YCTaHOBIEHHbIM Mpu
pa3paboTke npouecca WU CEepPUN, WCMOMb30BAHHbIX AN OCHOBHbIX KIUHWYECKUX W  TOKCMKOINOTMYECKUX
nccregoBaHun.

Mepuroamnyeckasi npoBepka BanuanpoBaHHbIX cuctem (12.6)

528. (12.60) Cuctembl 1 npoueccbl HeobxoaAMMO nogsepraTb NEPUOSUYECKON OLIEHKe AN NOATBEPKAEHUS
TOro, YTO OHU NO-MpPEexHeMy (PYHKLMOHMPYIOT NpaBuibHbIM 06pa3oM. Ecnn B npouecc mnu cuctemy He OGbino
BHECEHO CYLLECTBEHHbIX M3MEHeHWn M 0D30p KavecTBa NOATBEPAMS, YTO CUMCTEMa WM NpOLEecC MOCTOSHHO
obecneunBaloT MPOM3BOACTBO MaTepuana, COOTBETCTBYHOLLEro cneumgukauusaMm, Kak npasBufo, OTCYTCTByeT
HeobxoaMMOCTb B NpOBE4EHUN NOBTOPHON Bannaauuu.

Banugaums ounctkm (12.7)

529. (12.70) lNpouenypbl OYUCTKWU, KakK MpaBuUNno, AOMKHbI NPONTW Banupauuio. Banupauuio o4ncTku
MPOBOAAT B Cryyasix, NpW KOTOPbIX KOHTAMUHAUMA WM MEPEHOC BELLEeCTB MpeacTaBnsioT HambonbLuyo
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onacHocTb Ans kadectsa ®C. Hanpumep, Ha HayanbHbIX CTagusAX TEXHOMOMMYECKOro MnpoLecca MOXeT He
TpeGoBaTbCs NPOBeAEHUs Banuaaumm npouenyp 04MCTKM 0GopyaoBaHus, eCiiv OCTaToOYHbIE BELLECTBA yaansoT
Ha nocneaywoLwmnx CTagusx O4YUCTKU.

530. (12.71) Banugauusa npouenyp OYUCTKM OOMKHA OoTpaxaTb haKTUYECKUA XapakTep MCMoNb30BaHUs
obopynoBaHus. Ecnn pasHble ®C mMnm pasnnyHyto NPOMEXYTOYHYO MPOaYKLUMIO MPOU3BOAAT Ha OAHOM U TOM Xe
obopyaoBaHnM 1 3TO 0O0PYAOBaHME OYULLAKOT OOHUM U TEM Xe CnocoboMm, TO ANA Banugaumm OYUCTKA MOXHO
BblOpaTb penpes3eHTaTMBHY MPOMEXyTouHyo npoaykumio unm OC. Takon BbIGOp AOMKEH OCHOBbLIBATbCS Ha
OaHHbIX O PacTBOPMMOCTU U TPYAHOCTSIX OYMCTKM, @ TakkKe Ha pacyeTe NpedenbHOro coaepkaHusi OCTaTkoB, C
Y4ETOM MX aKTUBHOCTM, TOKCUYHOCTU N CTaBUIBbHOCTM.

531. (12.72) B npoTokone Banvauum OYUCTKU OOMKHbI OblTb OonMcaHbl 06opygoBaHWe, noanexailee
O4YNCTKe, npouedypbl, Matepuanbl, MNPUEMIIEMbIE YPOBHU OYMCTKW, KOHTPONUPYEMbLIE W perynmpyemble
napameTpbl U aHanUTU4eckue mMeToauku. B npoTokone HeobxoauMmo Takke ykasaTb Buabl OTOMpaemblix Npoo,
cnocobbl X oTbopa n MapKUPOBKMK.

532. (12.73) Onsa obHapyXeHWs Kak HEpaCcTBOPMMbIX, TaK U pacTBOPMMbIX OCTaTkoB MeTodbl oTbopa npob
OOMKHbI BKITIOYaTb, MCXOAS M3 CUTyauun, B3ATME Ma3KOB, CMbIBOB WM Apyrve MeToAbl (Hampumep, Mpsmyo
aKCTpakumio). Ucnonbdyemble meTodbl oTOopa Mpob OOSMKHbI NO3BONATbL KONMMYECTBEHHO OnpedensTb YPOBHU
OCTaTKOB Ha MOBEpPXHOCTAX obopyaoBaHMsA nocne oductkn. Metog otbopa npob NOCpeacTBOM B3SATUS Ma3KOB
MOXeT OKa3aTbCs NPaKTUYECKU HEOCYLLEeCTBUMbIM, €CMNU KOHTaKTUpYLWUe ¢ NPOAYKTOM NOBEPXHOCTU ABMSAKOTCS
TPYLHOOOCTYMHLIMU BCMNEACTBUE KOHCTPYKTUBHBbIX OCOOEHHOCTElN obopyaoBaHust (Hanpumep, BHYTPEHHMWE
MOBEPXHOCTM LUMAHIOB, TPaHCMOPTHbIX TpybOMpOBOAOB, E€MKOCTU pEeakTOpOB C Y3KMMM [OKaMK, a TaKke
HebonbLloe MO pasmepy CrioxHoe obopygoBaHME, HaMpUMepP, MUKPOHM3AaTOpPbl MU MUKpOpAacnbinMTenu) n (Mnm)
€CInn CyLLEeCTBYIOT OrpaHMyeHnst npouecca (Hanpumep, o06paboTka TOKCUYHBIX BELLLECTB).

533. (12.74) Heobxogmmo ucnonb3oBaTb BanuAWPOBaHHbIE aHanNUTUYECKUe MeToauku, obnagarwowue
OOCTaToOYHOW YyBCTBUTENBHOCTBIO Ansl ODHapyXXeHMsl OCTaTKOB MMM KOHTaMuHaHTOB. [pegen obHapyxeHus
KaXkOowm aHanmMTMyYeckom MeToauKM AOMmMKeH bbiTb JOCTAaTOUHbLIM AN 0OHapyXeHUst onpeaeneHHoro NpuemMemoro
YPOBHA OCTaTka WM KOHTaMWHaHTa. [Ons MeTooukm HeobGXOAMMO YCTaHOBUTb AOCTUraeMbli  YPOBEHb
u3ssneyeHnsa BewlectBa. [lpegenbl codepXaHust OCTaTKOB AOMKHbI  ObiTb  peanbHbIMWU, LOOCTMXUMbBIMUA,
npoBepsieMbIMM 1 OCHOBLIBATbCS Ha codepXxaHun Hanbonee BpedHoro octatka. [lpegensl MOXHO
yCTaHaBnvMBaTb, OCHOBbLIBasiCb Ha  MWHUManbHOM  obGragatwolemM  WM3BECTHOM  hapMakosiorMyeckon,
TOKCMKOMNOTMYEeCKon unu U3nonormyeckon akTuBHOCTblo KonuvectBe PC unu ee Hambonee BpeaHOro
KOMMOHEHTA.

534. (12.75) Ons npoueccoB, B KOTOpbIX CyLleCTByeT HeobXOAMMOCTb CHUXEeHUs obLlero konuyectsa
MWKPOOPraHM3MoB UNun 3aHAOTOKcMHOB B ®C, mnu and Apyrnx NpoueccoB, rAe MOXeT MMeTb 3HayeHue Takas
KOHTaMuHauus (HanpvmMep, NPon3BOACTBO HecTepunbHbix PC, ncnonb3yembix A9 NPOU3BOACTBA CTEPUSIbHbIX
NEeKapCTBEHHbIX MNpenapaTtoB), WUcCcnegoBaHMe O4YMCTKM W (UNK) caHuMTapHoW 0OpaboTkm obopyaoBaHus
HeobXx0AMMO NPOBOANTL B OTHOLLEHUWN KOHTaMUHALUMM MUKPOOPraHM3mMamm 1 SHAOTOKCUHAMM.

535. (12.76) [lpousBoauTenb [OMKEH KOHTPONUPOBaTb Mpouedypbl OYMCTKU C  onpedeneHHOM
NepruoanYHOCTLIO MOCne Banvaauun, YTobbl yoeanTbed, YTo aTu npouedypbl ABMASAKOTCA 3PDEKTUBHBIMU NPU X
MCMOMb30BaHWM BO BpeMsi TEKyLlero TexXHONormd4eckoro npouecca. Yuctory obopygoBaHus, korga 370
OCyLLeCcTBMMO, HeOBXOAMMO KOHTPOMMpOBaTb MOCPEACTBOM MNPOBEAEHMSI aHanUMTUYECKUX WCMbITaHUA W
BMU3yanbHOro ocMoTpa. BusyanbHbin 0CMOTP NO3BOMSET 06HAPYKUTb 3HAYMTESNbHbIE CKOMMEHUS KOHTAaMUHAHTOB
Ha HebomnbLUMX yyacTkax, KOTOpble MOryT oka3aTbCH He 0BHapyXXeHHbIMW MHbIM crnocobom npu oTbope npob n
(vnn) aHanuse.

Banupauusa aHanutnyeckux metoamk (12.8)

536. (12.80) Ncnonb3yeMble aHanMTMYeCKMe METOOUKM OOMKHbI NPOMTU Banuaaumio. MpurogHocTb Beex
NCMNOMb3yeMbIX METOAMK WCMbITaHUA HeobxooumMo, TeM He MeHee, MPOBepsiTb B peasibHbIX  YCrOBUSX
NPUMEHeHWs, a pe3ynbTaTbl 0pOpMIIATE JOKYMEHTANBHO.

537. (12.81) Banugaums MeTOAMK [OIMKHA NPOBOAUTLCA C YY4ETOM XapakTepuUCTUK, NPUBEOEHHbIX B
pykoBoAcCTBax Nno Banugaumm aHanutudecknx metogmk. O6bem NnpoBOAMMON aHanMTUYeCcKon BanvaaLumn JOrmKeH
3aBWCeTb OT LUenu aHanusa u ctagum TexHonoru4eckoro npouecca npomssoacrsa ©C.
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538. (12.82) o Havana Banvgaumym aHannTUYeckKnx MeToank AoShkHa ObiTb MpOBeAeHa COOTBETCTBYOLLIAS
KBanudmkaumsa aHanuTnyeckoro obopyaoBaHus.

539. (12.83) Heob6xooumo BeCTM MOSIHbIE 3anMcK MOObIX U3MEHEHUA BanMOUPOBAHHOW aHanMTU4ECKOW
MeToauku. Takve 3anncyu [OOMKHbl OTpaxaTb MPUYMHY MW3MEHEHUA W COOTBETCTBYHOLUME [AaHHble AN
NnoaTBEPXKAEHMS TOTO, YTO M3MEHEHWE NPUBOAUT K pesyrnbTaTtaM, KOTOpble CTOfb e TOYHbl M HadeXHbl, KaK u
pe3ynbTaThl, NOfly4YeHHbIE C MOMOLLbHO NMPUHSTON METOLUKMN.

KOHTPOJ1b UBMEHEHWI (13)

540. (13.10) lMpousBogutens OOMMKEH pa3paboTaTb CUCTEMY KOHTPOMS M3MEHEHUN AN OLEHKN BCEX
N3MEHEHN, KOTOPbIE MOTYT MOBMUATL HA MPOM3BOACTBO M KOHTPOSIb NPOMEXYTOUHOM npoaykumm n ®C.

541. (13.11) lpomusBoauTens AOMKEH yTBEpAWUTb Npouenypbl Ans MAeHTUdUKaLMKM, AOKYMEHTanbHOro
0hOpPMIIEHUS], COOTBETCTBYIOLLEN MNPOBEPKN W YTBEPXKAEHUS W3MEHEHWA B OTHOLUEHWM WCXOAHOMO CbIpbS,
cneunduKaumn, aHanMTUYEeCKNX MeTOOUK, MOMELLEHWUA, BCroMoraTernbHbIX CUCTEM, 06opyaoBaHust (BKMo4yas
KOMMbIOTEPHOE 000pYyAOBaHUE), CTaaMi Npouecca, YyNakoBOYHbIX MaTepyarnoB, MaTepmasnoB OS89 MapKMpoBKY, a
Takke KOMMbTEPHOro NPOrpamMmMHOro obecneyeHus.

542. (13.12) Jltobble NpennoXeHns No N3MeHEHUAM, KacaloLmMMcs opraHn3auum Nnpon3BoacTBa U KOHTPONS
KayecTBa [J€eKapCTBEHHbIX CpPeacTB, [OOMMKHbI  ObiTb  MOATOTOBMEHbI, MPOBEPEHbl W YTBEPXKOEHbI
COOTBETCTBYOLUMMW  MnogpasgeneHnsamn, a 3aTeM MpoBepeHbl W YTBEPXAEHbl  noapasaeneHnem
(mogpasgeneHuammn) kKadecTaa.

543. (13.13) HeobxoaMmo OUEHWUTb BO3MOXHOE BIIMSIHAE MPEAJIOKEHHOTO W3MEHEHWsI Ha KadecTBO
npomMexyTodHon npoaykummn mnm ®©C. lMNpoueaypa Knaccupukauum N3MEHEHUA MOXET NMOMOYb B OonpeneneHnm
obbema ucnbiTaHWA, BanupauMM M OOKYMeHTauuu, Tpebyembix Ansi 060CHOBaHWUS M3MEHEHWUN, BHOCUMBbIX B
BanNMANpOBaHHbIA npouecc. NameHeHnsa MoryT ObiTb KnaccudmumpoBaHbl (HanpuMMep, Kak CYLLECTBEHHbIE WMn
HecyLLeCTBEHHbIE) B 3aBMCMMOCTI OT UX XapakTepa u o6bema, a Takke BNUSHUS, KOTOPOE OHM MOTYT OKa3aTb Ha
npouecc. C y4eToM 060CHOBAHHOIO 3aKIOYEHUsI MPOU3BOAUTENL OOMMKEH ONpeaennTb, Kakue LOMNOMHUTENbHbIE
UCMbITaHUS U UCCNeaoBaHUSA Mo Banuaaumm Heobxoanmbl AN 060CHOBaHUS TakUX U3MEHEHUNA.

544. (13.14) lMpwn BHeApeHUM YTBEPKAEHHBIX U3MEHEHU HeobXxoaMMO nepecMoTpeTb BCe AOKYMEHThI, Ha
cofepKaHue KOTOpbIX BAUSIOT 3TN U3MEHEHUS.

545. (13.15) MNocne BHeOpeHUs N3MeHEHNs1 HEOOXOAMMO NPOBECTU OLIEHKY MEPBLIX CEPUIA, MPON3BEAEHHbIX
W UCMbITaHHbBIX NOCIIE BHECEHMS 3TOMO U3MEHEHUS.

546. (13.16) lMpousBoauTenb AOMKEH OLEHUTb BO3MOXHOCTb BO3AEWCTBUS KPUTUYECKMX M3MEHEHUN Ha
CTabunbHOCTL U, CNefoBaTENbHO, HA YCTAHOBMNEHHbIE AATbl MOBTOPHbLIX UCTbITAHWUIA UK OATbl UICTEYEHMS CpoKa
rogHocTtu. lMpu HeobxoaMmocTn obpasLbl MPOMEXYTOYHOM npoAdykumm unu ®C, koTopble OblNu Npou3BeneHbl
nocpeacTBOM M3MEHEHHOTO npoLecca, MoryT 6biTb BBEAEHbI B NPOrpaMmy YCKOPEHHOIO U3yYeHUss CTabunbHOCTH
1 (UNK) BKIMKOYEHbI B NPOrpamMmy MOHUTOPUHIa CTabunbHOCTY.

547. (13.17) TlpounsBoguTenb [JOMKEH NPOUHEMOPMUPOBATL COOTBETCTBYHOLUMX NPOU3BOAMTENEN
NeKapCTBEHHbIX MpenapaToB 00 M3MEHEHUSAX B YCTAHOBMEHHbIX TEXHOMOMMYECKMX MpoLeccax U npouegypax
KOHTpOMs npoLecca, KOTopble MOryT NOBMAMATb Ha kavyecTBo PC.

OTKITOHEHWE U NMOBTOPHOE NCIMONb30OBAHNE MATEPUAINOB (14)
OtknoHeHne(14.1)

548. (14.10) [lpomexyTouyHyto npoaykumo u OC, KoTOpble He COOTBETCTBYHT YTBEPKAEHHbLIM
cneundurkaumam, HeobxoauMo YeTKo MPOMapKUpOBaTb COOTBETCTBYHOLLIMM 06pasoM u cogepxaTb B YCIOBUSX
KapaHTMHa. Takas npomexyTouyHas npoaykuma wunu ®C moxeT noaBepratbCA MOBTOPHOW 06paboTtke unu
nepepaboTtke. OKOHYaTENbHOE peLleHne B OTHOLUEHWM OTKIIOHEHHbIX MaTepuarioB AOIMKHO ObiTb 0hopmIeHo
OOKyMEHTanbHO.
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MoBTOopHasi obpaboTka (14.2)

549. (14.20) MNoBTOpPHOE BBEOEHNE B MPOLIECC NMPOMEXYTOUHOM npoaykuun nnn OC, BkoYasa nNpoayKumio,
He COOTBETCTBYIOLLYIO crneuudmkaumsam, n nx nostopHas obpaboTtka nyTeM NOBTOPEHUSA CTaaumn KpucTannmaaumm
NN Apyrux COOTBETCTBYIOLMUX CTagui obpaboTkm xvmuyeckumun unn dusmndeckumm cnocobamu (Hanpumep,
AncTuUnnsauus, dunbTpauusi, XxpomatorpadmpoBaHue, U3MerbyYeHUue), SBMSIOWNXCS YacTbio YCTaHOBMEHHOro
NPON3BOACTBEHHOrO npouecca, 0b6blMHO cumTaloTca npuemnembiMu. OgHako ecnvM noBTopHas ob6paboTka
ncrnonedyetca onsa OonblUMHCTBA cepui, TO ee HeoOXOAMMO BKMYMTL B KayecTBe 4acTu CTaHOApPTHOro
TEXHONOrMYecKoro npotecca.

550. (14.21) lNpopormkeHue OCyLLEeCTBMEHUA CTagun TEXHOMNOrMYeckoro mnpoluecca nocne Toro, Kak
KOHTPOMb B MNpoOLlecce NPOM3BOACTBA MoOKasar, YTO CTaaus He 3aBeplleHa, CYMTAETCs 4acTbio OObIYHOro
npovecca, a He NOBTOPHOWN 0OpaboTKOW.

551. (14.22) lNoBTOpHOE BBEAEHME HEMPOPEArMpoBaBLLErO BELLECTBa B MPOLIECC U NOBTOPHOE NpoBeaeHne
XUMUYECKON peakLuun CYATAKTCH MOBTOPHOM 0OpaboTKOW, ecnn 3TO He SIBNSETCA 4acTbio YCTAHOBEHHOMO
npouecca. Takoln NOBTOpHON 06paboTke AOImMkHA NPefLlecTBOBaTh TLATerNbHasi OLEHKa, rapaHTMpyoLlas, YTo
3TO He MOBMMSET OTPULATENBHO Ha KayecTBO MPOMEXYTOYHOM npogykuum unn ®C Bcrneactsne BO3MOXKHOMO
obpa3zoBaHMs NOBOYHBIX NPOAYKTOB M BELLECTB, NpopearMpoBaBLUUX CBEPX YCTAHOBMEHHOW HOPMbI.

MepepaboTka (14.3)

552. (14.30) Mepen NpUHATUEM peLleHMst O NepepaboTke Cepuil, He COOTBETCTBYHOLUMX CreunduKkaumnsam,
HeoOXO0AMMO NPOBECTU paccrefoBaHNe MPUYMH Takoro HECOOTBETCTBUS.

553. (14.31) Cepuun, nogeprHyTble nepepaboTke, AOMXKHbI ObITb ObbekTamu (ecnu Ana 3TOro ecTb
OCHOBaHWs1) COOTBETCTBYIOLLMX OLEHKW, WCMbITAHUA, WCCNEefOoBaHUS CTabUNbHOCTU U [OOKYMEHTAINbHOMO
odhopMIeHusi, 4ToObI rapaHTUpPoBaTh, YTO NepepaboTaHHasi NPOAYKLMS MO Ka4yeCcTBY 3KBMBANEHTHA MPOAYKLUW,
Npon3BeEeHHON MNOCPEeaCTBOM MNEepPBOHaYaribHO YCTaHOBMEHHOrO MNPOW3BOACTBEHHOrO npouecca. Haubonee
uenecoobpasHblM MOAXOAOM K Banugauuu npouenyp nepepaboTkum fABnsSeTCs COMyTCTBYHOLWAA Banugauus.
[aHHbIN nogxoa No3BonsieT COCTaBUTL 3anucu npoueaypbl nepepaboTky, yCTaHOBUTL NOPSAOK €e NPOBEAEHMS U
onpefenuTb oXxmnaaemble pesynbtatbl. Ecnu nepepaboTke noanexuT TOMbKO OAHa cepusi, TO MOXeT ObiTb
COCTaBMEeH NUCbMEHHbIN OTYET, a Cepus paspeLleHa K BbifMyCKy cpasy nocrie noaTBEPXAEHUS ee KayecTsa.

554. (14.32) MNMpomnsBoauTenb OOIMKEH YTBEPAUTL Npoueaypbl Ans CpaBHEHUA NPOdunst NPUMECEN KaXKaoM
nepepaboTaHHON cepun C MpounamMu NpuUmMecen Cepui, NPOU3BEAEHHbIX MOCPEACTBOM YCTaHOBMEHHOro
npouecca. EcnvM npumeHsemble aHanuTUYeckMe MEeTOAMKM He MO3BOMSAT  Hagnexawmm obpasom
oxapakTepu3oBaTtb nepepaboTaHHyo cepuio, TO cneayeT BOCMNONb30BaTbCHA AOMONMHUTENBbHBIMU METOAMKAMMU.

PereHepauusa matepuanos u pactsoputeneii (14.4)

555. (14.40) PereHepauusa (Hanpumep, K3 MaTOYHOW KMAOKOCTWM wNM (puUnNbTPaTOB) pPeakTUBOB,
NPOMEXYyTOYHOW npoaykuun unu dC  cuutaeTca [ONYCTUMOW MpU  Hanmuuum  yTBEPXOEHHbIX npoueayp
pereHepauMnm U COOTBETCTBMM pPEreHepupoBaHHbLIX MaTepuanos cneundukaumsaM, MNOAXOAAWMM  AnNS
npegnonaraemMoro UCNonb30BaHNsA Taknx MaTepuarnos.

556. (14.41) [onyckalTcsa pereHepaumss U NOBTOPHOE WUCMONb30BaHUE pacTBOPUTENEN B TEX Xe WNn
Opyrux npoueccax npu ycrioBuu, YTO Npouenypbl pereHepaunm KOHTPONUPYOT U NPOBEPSIOT Ans obecnedeHus
COOTBETCTBUS pacTBoputenen cneumdukaunam nepes Mx NOBTOPHbIM UCMOMNb30BAHMEM UMW CMELUMBAHUEM C
OpyrMMy ogobpeHHbIMK MaTepuanamm.

557. (14.42) JdonyckaeTcs cMeliMBaTb HOBblE U pereHepupoBaHHble PacTBOPUTENU W peakTUBbI, eCnv B
Xo[4e COOTBETCTBYIOLMUX WUCMbITAHWN MOKasaHa WX MPUrOAHOCTb Afs BCEX TEXHONMOrMYeckMx MpoLeccos, B
KOTOPbIX OHW MOTYT UCMOfb30BaTLCS.

558. (14.43) Wcnonb3oBaHWE pereHepupoOBaHHbLIX PACTBOPUTENEN, MAaTOYHbIX >KUOKOCTEM W APYrnx
pereHepnpoBaHHbIX BELWECTB AOJT)KHO ObITb Od)OpMHeHO OOKYMeHTallbHO.

Bosspar (14.5)
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559. (14.50) [TllpousBoguTenb [OIPKEH Hagnexawym obpa3oM MapKMpoBaTb  BO3BpaLLEHHYHO
NPOMEXYTOUHYIO MPOAYKLUMIO Uy Bo3BpaLlleHHble PC 1 cogepkaTb MX B YCIOBUSIX KapaHTUHA.

560. (14.51) Ecnn y npousBoouTensi BO3HUKAKOT COMHEHMSI OTHOCUTENbHO COOMOAEHUS Hagnexalymx
YCINOBUIN XpaHEHUS UMW TPAHCMOPTUPOBKM BO3BPALLEHHON NMPOMEXYTOYHOW NPOAYKUUWN Ui BO3BpaLLeHHbIX PC
00 i1 B Mpouecce nx Bo3BpaTa Ui OTHOCUTESNBHO COCTOSIHUA Tapbl B YaCTU BO3MOXHOTMO BIIMSIHMSA Ha KavyecTBo,
TO BO3BpalUEHHasi NMPOMEXYTOYHas Npoaykuus mnm Bo3BpalwleHHble PC nognexaT MnoBTOpHOW obpaboTke,
nepepaboTKe NN YHUUTOXEHWUIO B 3aBUCMMOCTU OT KOHKPETHOW CUTyauuu.

561. (14.52) MNpowussoauTenb OOMKEH BECTU 3anvcy BO3BpaTa NpoMexyTodHon npoaykumm nnn ®C. Ons
Ka)kgoro Bo3BpaTta B JOKYMEHTaUMM HEOOXOAMMO yKasaTb:

HavMeHOBaHWe 1 agpec rpysononyyarens;

HauMeHOoBaHVe NPOMEXYTOUHOM NpoayKumu unu ®C, Homep cepuu 1 BO3BpaLLEHHOE KONUYECTBO;

NPUYMHY BO3BpaTa;

yKa3aHue Ha MCMonb30BaHWe UM YHUYTOXEHWE BO3BPALLEHHOW NPOMEXYTOYHON npoaykumm nnm dC.
MPETEH3NN N OT3bIBbI (15)

562. (15.10) [lpoussogutenb [JOMKEH [OOKYMEHTanbHO OdOopMAsaTb UM paccnegoBaTb  COracHo
YTBEPXKOEHHON WHCTPYKUMW BCE MONyYeHHble MM MpPeTeH3WM OTHOCUTENbHO KayecTBa He3aBMCMMO OT TOro, B
Kakow oopme (YCTHOW MM MUCbMEHHOWN) U3NOXEHbI Takne NPeTEH3NN.

563. (15.11) 3anucy paccMOTpeHUsa NpeTeH3ni A0MMKHbI CoaepXaThb:

HavMeHOBaHWe 1 agpec nuua, NpeabABMBLIErO NPETEH3NIO;

dhamunuio, UMs1, OTYECTBO (MPU HaNMuKMK), a NpU HEOBXOAMMOCTU TaKkKe OOMKHOCTb Nuua, NpeabsaBMBLLENO
npeTeHs3nio, 1 HoMep ero TenedoHa;

CyTb NpeTeH3nu (BKIoyasa HassaHne n Homep cepum PC);

4aTy NOCTYNfeHUsl NPeTeH3nu;

nepBOHaYanbHO NPUHATbIE MEPbI C YKa3aHNEM AaTbl U NULa, NPUHABLLIETO Mepbl;

AanbHelwne encTBms Mo PaCCMOTPEHUIO NPETEH3NN;

OTBET, OTNPABIIEHHBIN NULY, NPEAbABUBLLEMY MPETEH3MIO (BKIOYAA AaTy OTNPaBKU TaKoro oTBeTa);
OKOHYaTenbHOe peLleHne OTHOCUTENBLHO CEPUN UK NaPTUKN MPOMEXYTOYHOM NpoayKummn nnn eC.

564. (15.12) 3an1cy paccMOTpeHUsT MPETEH3UN HEODXOOANUMO COXPaHATb AN OLEHKU TEHAEHUMIA, YacToThl
nocTtynneHna npeTeH3|/|17| N UX Cepbe3HOCTN AOAnd nNpUHATUA OONONHUTENbHONro W, npu HeOGXO,ElI/IMOCTVI,
HeMearneHHOro KOPPEKTMPYHOLLEro AEeNCTBUS.

565. (15.13) lNpownsBognTenb OOSMKEH YTBEPAUTH Mpouedypy Ans onpedeneHuss obCcTosATenbcTB, npu
KOTOpbIX HEOOXOAMMO paccMaTpuBaTh BONPOC 06 0T3bIBE NPOMEXYTOUHOM npoaykKuumn nnmn eC.

566. (15.14) lpouenypa oT3biBa AOMKHA oONpedensiTb, KTO [OOMKEH NpUHMMaTh yvacTue B OLeHKe
nHdopmaLmm, Kak Heo6Xx04MMO HauMHaTb NPoLeAypPY OT3biBa, KTO AOMMKEH ObiTb NPOMH(OPMMPOBaH 00 OT3bIBE U
Kak Heob6XxoQuMo NocTynaTb C OTO3BaHHBIM MaTepuarnom.

567. (15.15) B cnyyae cepbe3HOMW UNU MOTEHUMAaNbHO YrpoXalowen >XU3HW CUTyauuu npov3BoavTenNb
OOImKeH NPOMHGOPMMPOBaTL 06 3TOM YNONIHOMOYEHHbIN heaepanbHbI opraH UCMONMHUTENBHON BNAcTW, a Takke
KOMMeTeHTHble OpraHbl BCeX CTpaH, Kyaa Obina HanpasneHa NpoayKuums.
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MPOM3BOLOCTBO MO AOIrOBOPY (BKIMKOYAA JTIABOPATOPUWN) (16)

568. (16.10) Bce ucnonHuTenu, paboTtarowme no AoroBopy (Bknovasi nabopaTtopumn), JOMKHbI cobnogaTb
TpeboBaHus HacToawwmx [Npasun. Heobxogmmo yaenuTb ocoboe BHMMaHME NPeaoTBpaLLEeHMIO NepekpecTHON
KOHTamMuHaLumn n obecneyveHnto NpocnexmBaeMocTu.

569. (16.11) 3akasumk [OOIDKEH OLEHMBATb MWCMOMHUTENS, paboTalrlwero no JoroBopy (Bk4as
nabopartopuu), C Uenbl OnNpedeneHns COOTBETCTBMS  KOHKPETHbIX Onepauui, BbIMOMHAEMbIX Ha
NpOM3BOACTBEHHBIX MAoLWaaKkax ucnonHuTens, padoratowero no gorosopy, TpebosaHuam HacToawmx MNpaswun.

570. (16.12) B goroBope, 3akno4aeMoM Mexay 3aKa3yMKoOM WM MCMOSHWUTENEM, pekoMeHayeTcst Noapo6HO
onpegenaTe 00A3aHHOCTM CTOPOH B OTHOWEHMM cobnogennss TpebosaHui HacTosawmx [lpaBwn, BkoYas
MEPONPUATUS KaXkaom N3 CTOPOH No obecneyeHunto kayecTea.

571. (16.13) PekomenfyeTcs npegycmaTpmBaTb B JOroBope BO3MOXHOCTb 3aKasduuka npoBOAMTb ayauT
0eATenbHOCTU UCNONTHUTENS Ha COOTBETCTBME TpeboBaHMsiM HacToswwmx Mpasun.

572. (16.14) PekomeHayeTca npegycmatpuBaTb B AOroBOpe YCroBMEe O TOM, YTO WUCMOMHUTENb BripaBe
npuBnekaTb TPeTbUX NUL ANS UCNOMHEHNS OroBopa TOMNbKO C COrfnacus 3akasyuka.

573. (16.15) lNponsBoacTBeHHbIE U NabopaTopHble 3anucyu HeobXooMMO XpPaHUTb Ha MPOM3BOACTBEHHOM
nnowagke, Ha KOTOpOVI BbINOJTHANUCD paGOTbI. Takune 3anucu AOOJMKHbI ObITb Nerko OOCTYMHbI.

574. (16.16) PekomeHnayeTcs npegycmatpvsaTb B JOroBOpe yCrnoBue O TOM, YTO UCMOMHUTENb He Brpase
BHOCUTb W3MEHEHWsi B COrNacoBaHHble CTOPOHaMW TEeXHOMOrMyeckui mnpouecc, obopyaoBaHue, MeToAWKW
UCMbITaHWN, cneundukaummn, a paBHO B UHble YCNOBKSA AoroBopa 6e3 cornacus 3akas4yuka.

OPTAHU3ALIMK, OCYLLECTBNSAIOLWME MEPEYNAKOBKY
W (M) NEPEMAPKUPOBKY (17)

O6nacTtb npumeHeHua (17.1)
575. (17.10) TpeboBaHus, ycTaHOBrneHHble NyHkTamu 575 - 589 HacToAwwmx [NpaBun, pacnpocTpaHaTCcs
Ha oOpraHu3auuu, OCYyLIEeCTBNAWME NepeynakoBky W (MnM) nNepemMapKkMpoBKYy, KOTOpble He SBMSATCS

nepBoHa4valribHbIMN Npon3BoaAnTENAMU OC nnn npomemyTquoﬁ npoaykuun.

576. (17.11) OpranHusaumm, OCYLLECTBMSIOLINE MNepeynakoBky W (MnNn) nepemMapKkMpoBKY, LOSKHbI
cobntogate TpeboBaHMA HACTOALLEN MaBbl.

MpocnexuBaeMocTb peanu3oBaHHbIX (hapMaLeBTUYecKUx cybcTaHummn
1 NPOMEXYTOYHOM npoaykuum (17.2)

577. (17.20) OpraHusaumn, OCYLLECTBMSIOLINE MNepeynakoBky W (MnNn) nepemMapKkMpoBKY, LOSKHbI
obecneunBaTb MOJSHYK MPOCNEXMBAEMOCTb peanuayemblx umm ®C 1 NpomMexyTouHoM npogykuuun. Ons aTtoro
HeobX0AMMO MMETb 1 XpaHUTb criegytoLimne JOKYMEHTbI U CBeAEHUS:

HaVMeHOBaHWe NepBoOHaYanbHOro NPOM3BOAUTENS;

agpec nepeoHayanbHOro NPou3BoanTENs;

3aKas3bl Ha NOCTaBKYy;

HaknagHble (TpaHCNOPTHbIE AOKYMEHTHI);

OOKYMEHTaLMIO O MPUEMKE;

HasBaHue unun obosHaveHne ®C nnu NPpoMeXKyTOYHOW NPOAYKUMK;

HOMEp cepuun, I'Ipl/lCBOGHHbIVI npon3soaunTenem;
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MHGOPMaLMIO O TPAHCTIOPTUMPOBKE U peanusaumnu;

BCe OpurnHanbl OOKYMEHTOB, noATBepXAdakuwmnx Ka4vecCTBO, BKIOYad OOKYMEeHTbl, noAareepXaarwne
Ka4eCTBO, MOJlydeHHble TMOocClne nepeynakoBkm wu (I/U'IVI) nepemMapkmMpoBKkM, a TakKkKe nMoJly4YeHHble OT
nepBoHa4alribHOro Nnpon3BoaAnNTENA;

AaTty nposBefeHns MOBTOPHbLIX UCMbITAHUIA UK AaTy UCTEYEHMS CpoKa FOAHOCTW.
YnpasneHue ka4yectsoM (17.3)

578. (17.30) OpraHusauum, oCyLLECTBIIAIOLLME NEPeynakoBKy U (M) nepemMapKNpOBKY, AOMKHbI CO34aTh U
BHeApPUTb 3(PMEKTUBHYIO CUCTEMY YMpaBiEHUS KavyeCTBOM, KaK ykasaHo B nyHkTax 289 - 308 Hactoswmx
MpaBun, a Takke BECTU HEOBXOOUMYIO OKYMEHTaLNIO.

MNepeynakoBka, NepeMapKkupoBKa U XpaHeHue hapMaLeBTUHECKUX
cybCcTaHuun 1 NpoMeXyTodHon npoaykuun (17.4)

579. (17.40) MNepeynakoBKy, nepeMapKkMpoBKy 1 xpaHeHne ®C 1 NpomexxyTO4HOM NPOAYKUUN HEOBXOANMO
OCyLLEeCTBMATb B COOTBETCTBMU C TpeboBaHusMu HacToawmx [Npasun, 4ytobbl M3bexaTb nepenyTbiBaHUA Wnu
yTpaTtbl NOANMHHOCTU NMMGO YNCTOTbl ®C NNM NPOMEXKYTOYHOM NPOAYKLUN.

580. (17.41) NepeynakoBKy HEOOXOAMMO OCYLLECTBNATL B COOTBETCTBYHOLLNX YCITOBUSIX MPOM3BOACTBEHHOM
cpenbl Ana npenoTepalleHna KOHTaMuHaumm nnn I'IepereCTHOVI KOHTaM1HauUUn.

CrabunbHocTb (17.5)

581. (17.50) Ecnn ®C v npomexyTO4HYI0 NPOAYKLMI0 NepeynakoBbiBalOT B Tapy (MEPBUYHYIO YNAKOBKY),
TN KOTOPOW OTNM4YaeTcs OT wucnonbdyemoro npoussogutenem ®C nnmM MNPOMEXYTOYHOW MPOAYKUMMK, TO
Heobxo04MMO uccnegoBaTb CTabunNbHOCTb AMnst OOOCHOBaHWS YCTAHOBMEHHbIX AATbl UCTEYEHUS CPOKa rOAHOCTM
UNn gatbl NPoBeAeHNs NOBTOPHbLIX UCMbITAHUNA.

Mepenayva nHgopmavrmm (17.6)

582. (17.60) OpraHusaumn, OCYLLECTBMAIOLINE MNepeynakoBky W (MnNn) nepemMapKMpoBKY, LOSKHbI
nepegaBaTb BCO WHPOPMAUMIO O KayeCTBE U peLlleHUsiX YMNorHOMOYEHHOro dedepanbHOro opraHa
WCMNOMHUTENBbHOW  BRacTW, MOnNyyeHHylo o7 npomsBogutensa OC  unu  NpOMEXYTOYHOW  MpoayKuuM,
npuobpeTaTento, a uHdopMauumio ot npuobpeTtaTens - nponssoauTento ®C 1M NPoMeXKyTOYHON NPOAYKLUN.

583. (17.61) OpraHusaumu, ocyLeCTBNAOLWME NepeynakoBky U (M) nepeMapKknpoBKy, Mpu peanv3aumm
®C unn npomexyTouHOW MNpoayKuMu npuobpeTaTento AOSKHbI yKasbliBaTb HaMMeEHOBaHME NepBOHAYaribHOro
npoussogutens ®C nnv npoMexxyTo4YHON NpogyKkumnm n Homep (HoMmepa) NoCTaBNAEMON cepun.

584. (17.62) OpraHusauun, ocyLLeCTBNAKLINE NepeynakoBKy 1 (UnNn) NnepeMapKknpoBKy, 00a3aHbl Takke no
3anpocy YnoSIHOMOYeHHOro defepanbHOro opraHa WCMOSIHUTENBHOW BNacTW NpefocTaBuTb MHAOpMaLUo O
nepBoHavansHom npoussogutenie ®C unyM nNPoMexyTodHOW NpoAaykuuu. [MepBoHavanbHbIA NPOU3BOAMTENb
MOXET NPeoCTaBUTb Takyto UHOPMALMIO YNONTHOMOYEHHOMY hefiepanbHOMY OpraHy UCNOMHUTENbHOW BMacTu
HenocpeaCTBEHHO MUIN Yepes CBOMX NpeacTaBUTENEN.

585. (17.63) B OTHOWEHMM [OOKYMEHTOB, MNOATBEPXAAKLWMX KA4YecTBO, Heobxoammo cobnogaTtb
cneumanbHble TpeboBaHUA, NPeayCcMOTPEHHbIe NyHkTamn 492 - 496 HacTosawwmx lNMpasumn.

Pabota c npeteH3namu 1 ot3biBamm (17.7)
586. (17.70) OpraHusauun, OCYyLLECTBNAOLIME MEpPEyNakoBKy M (UNK) NepemMapkUpOBKY, OOIMKHbI BECTU
3anMcu pacCMOTPEHUs NPETEH3UA U OT3bIBOB MO NpaBuniam, NpeaycMoTPEHHbIM NyHKTaMn 562 - 567 HacToaLwmx

MpaBun, B OTHOLLIEHNM BCEX NPETEH3MIN N OT3bIBOB, KOTOPbIE NONaAaT B chepy UX AEATENBHOCTY.

587. (17.71) Tpn HeoOXoOOUMOCTM OpraHvM3auuMu, OCYLLECTBRAKOLWME MNepeynakoBky U  (Mnm)
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nepemapKMpoBKY, OOMKHbI paccMaTpuBaTh MPETEH3WN0 BMeCTe C nepBoHavanbHbIM npoussogutenem ®C unm
MPOMEXYTOYHON nNpoayKuuM, 4TOObl onpeaenuTb, credyeT v NpeanpuHMMaTh AanbHenlune AecTBUS
COBMECTHO C ApyrMMU npuobpeTatensmu, KOTopble MOMM nonyuntb Takve xe PC unm npomexyTouHYio
NpoayKumMio, nMMBo C YMNONMHOMOYEHHbIM (eaeparbHbIM OpraHOM MWCMOMHUTENBHOW BriactTu, Nubo co BCeMM
3aMHTEpPEeCcOBaHHLIMM CTOpoHaMu. PaccnenoBaHue NpUYMHBLI MPETEH3UU UMW OT3blBa [OMKHO MPOBOAUTLCS U
0POpPMNSATECA JOKYMEHTaNbHO COOTBETCTBYIOLLEN CTOPOHOIA.

588. (17.72) Ecnu npeTteH3ns kacaeTca nepsBoHavanbHoro npoussogutens ®C unu npomexyTo4YHOM
NpoAyKUUW, TO 3anuMCU pPacCMOTPEHUs MNPETEeH3Un, KoTopble BedyT oOpraHuvsauuy, OcyLlecTBhsowme
nepeynakoBKy 1 (Mnn) NnepeMapkUpoBKY, AOIMKHbI coaepXaTb Mnobble 0TBEThI, NOyYeHHbIE OT NepBOHAaYaribHOro
npounssogutens ®C nnm NpoMexKyTOYHON NpoayKumm (BKMoYasa gaTy v npegocTaBneHHy nHhopmaumio).

Pa6oTta c Bo3BpaTtamu (17.8)

589. (17.80) PaboTta c Bo3BpaTamMu NpogyKuMM OOSMKHA NMPOBOAMTLCS B COOTBETCTBUM C TpeboBaHUSIMMU,
YCTaHOBMNEHHbIMU MyHKTOM 561 HacTtoswmx MpaBun. OpraHusaumm, ocyLLECTBRSIOWME NepeynakoBky U (Mnn)
nepemMapKMpoBKY, OOSMKHbI BECTU AOKYMEHTaLMIO NO BO3BpaLLeHHbIM PC 1 NpoMeEXXYTOYHON NPOaYKLUN.

CNEUMANBHOE PYKOBOOCTBO MO ®APMALIEBTUYECKUM
CYBCTAHUUAM, NPON3BOAVMbBIM MYTEM KYJIbTUBUPOBAHUA KITETOK
NI ®EPMEHTALINW (18)

O6wwe TpeboBanusa (18.1)

590. (18.10) B nyHktax 590 - 621 HacToawmx [lpaBun onpegeneHbl crneuunanbHble TpeboBaHus
OTHOCUTENBHO KOHTpons @®C  unu  NPOMEXYTOYHOW NPOAYKLUUKW, KOTOpble MNPOM3BOAATCA MOCPeacTBOM
KyNbTMBMPOBAaHMWSA KNETOK U hepmMeHTaLum ¢ NCnorb3oBaHNEM NPUPOAHBIX UM PEKOMOVMHAHTHBLIX OPraHM3MOoB.
YKka3aHHble TpeboBaHUsI He [OMKHbl paccMaTpuMBaTbCsl OTAENbHO OT APYrnx, NOCKonbkKy TpeboBaHus,
npuBedeHHble B APYrUX MNyHKTax HactoAwmx [lpaBun, TakKke MNPUMEHUMBbI K Takonm npoaykumun. [ns
"Knaccuyeckux" npoueccoB MNOMYyYEHUS HU3KOMOMEKYSISAPHbLIX BeWecTB WM ANs MpoLeccoB, B KOTOPbIX
NCMNOMb3yloTCA PEKOMOMHAHTHbIE W HepeKkoMOWHaHTHble oOpraHuaMbl Ans npousBodcTBa 0OemnkoB M (uUnu)
nonMnNenTUaoB, AOMKHbI MPUMEHATLCA OAHM U TE e NPUHLUMMBLI depMeHTaunn, XOTa CTeneHb KOHTPOMs Npu 3TOM
Oynet pasnuuHoi. B gaHHbIX NyHKTax ykasaHbl 3TVM pasnuunsi, eCnvM OHU CyLLeCTBYIOT Ha npaktuke. CTeneHb
KOHTpONsl BUOTEXHONOrMYECKMX MPOLLECCOB, UCMONb3yeMbIX ANsi NPou3BOACTBa OenkoB M NONMNENTUAOB, BbIlLE,
4yeM AN KNacCcMyecknx npoueccos hepmeHTaumu.

591. (18.11) TepmuH "OGUOTEXHONOTMYECKUM npouecc” OTHOCUTCA K WCNOMb30BaHUIO KINETOK WNn
OPraHM3moB, MOSyYEHHbIX WM  MOOUMULMPOBAHHLIX MOCPEACTBOM TexHonmormm pekombuHanTHon [OHK,
rMOpMOOMHOM WUNW  OpYyron TexHomorun, ¢ uenbio npoussogctea PC. OC, nonyveHHble C MOMOLLbHO
OMOTEXHONOMMYECKMX NPOLIECCOB, OOLIYHO COCTOST M3 TaKMX BbICOKOMOMEKYISAPHbLIX COEAMHEHWN, Kak 6enku n
nonunenTuabl, cneynanbHble TpeboBaHMsI B OTHOLLEHMM KOTOPbIX NpuBeAeHbl B NyHKTax 590 - 621 HacToswmx
Mpaeun. Mo TexHonorum pekombuHaHTHoM [HK Taikke moryT ObiTb nonydeHbl onpegeneHHbie ®C ¢ HU3KOM
MOMNEKYNsIPHON Maccol, Takne Kak aHTUOUOTMKM, aMMHOKUCIOTbI, BUTaMWHblI U YrNeBoabl. YPOBEHb KOHTpPOMS
aTnx BnaoB ®C aHanNornmyeH ypoBHIo, NpUMeHSeMoMy AN Knaccudeckon doepmMmeHTaumnmn.

592. (18.12) TepmuH "knaccuyeckas pepmeHTauma” oTHoCUTCA K npoueccam nonyydeHnss ®C, B KOTOPbIX
NCNonb3ylTCA NPUPOAHBIE MUKPOOPraHU3Mbl U (UNTM) MUKPOOPraHU3mbl, MOAMMULNPOBAHHbIE OBLLENPUHATBIMUN
MeTogamu (Hanpumep, NOCPeacTBOM OBMy4YeHMs UM XumMmdeckoro mytareHesa). dC, nonyyeHHble NOCPEeaCTBOM
"Knaccuyeckon dpepMeHTaummn”, 0BblMHO SIBNSOTCA MPOOYKTaMUM C HU3KOWM MOSEKYNSAPHOMW MacCOW, TakMMu Kak
AHTUOMOTUKIN, aMUHOKUCIOTbI, BUTAMUHbI U YTNEBOAbI.

593. (18.13) MNpownssoacteo ®C MM NPOMEXYTOYHON NPOAYKLMU U3 KMETOYHbIX KyMnbTyp WM MEeTOAOM
hepmMeHTaumm BKIoYaeT B cebs Takne Npouecchl, Kak KynbTUBMPOBaHWE KNETOK UMK SKCTparMpoBaHUe 1 o4mcTka
MaTepuana, nofy4eHHOro OT XMBbIX OPraHM3MOB. JTU MPOLECChl MOryT BKIOYaTb AOMOMHUTENbHbIE CTaauu,
ABMAOLWMECS YacTblo MPOW3BOACTBEHHOrO Mpouecca, TakMe Kak U3NKO-XMMUYeckas Moamdumkaums.
Mcnonb3dyemoe ncxogHoe cbipbe (cpedbl, bydepHble KOMMOHEHTbI) MOXeT obecneunmBaTb BO3MOXHOCTb pocTa
KOHTaMUHMPYOLNX MUKPOOPraHM3moB. B 3aB1MCMMOCTH OT MCTOYHMKA, cnocoba nonyyveHns u npegnonaraemoro
npuMmeHeHnss PC unm NpPOMEXYTOYHOW MpoAyKuMM MoXeT OblTb HeobxoAnm KOHTPOMb BUoHarpysku,
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KOHTaMMHauuMM BuMpycaMu W (Mnu) SHOOTOKCMHAaMM BO BpEeMsi NMPOW3BOACTBA M MOHWMTOPWMHIa npouecca Ha
COOTBETCTBYIOLLUX CTAAMUSIX.

594. (18.14) Ona obecneyeHusi KadecTBa MPOMEXYTOYHOW npogykuum mn (unm) ®C Ha Bcex cragusx
NPON3BOACTBA AOMKEH ObiTb YCTAHOBMEH Haanexawuin KOHTponb. HecmoTpsa Ha To, YTO HacToswas rnaea
NMPUMEHSETCH, HauyMHas CO CTaauMu KyNbTMBMPOBAHUS KMETOK uMnn depMeHTaumu, npeallecTtsylolme craguu
(Hanpumep, co3gaHmMe OaHKka KMeToK) HeobXoAMMO OCYLLECTBRATb MpUM Hagnexawem Mpou3BOACTBEHHOM
KOHTpone. HacTtosiwasa rnaeBa oOxBaTbiBA€T KyNbTUBMPOBaHWE KNETOK Wnu depMeHTaumio, HayuHas C Toro
MOMEHTa, Koraa 13 6aHka KneTok M3BnekatoT orakoH C KynbTypou KNeTOoK Arst UCMOoNb30BaHUSA B MPOM3BOACTBE.

595. (18.15) nsa cBegeHUsi K MMHUMYMY pUCKa KOHTaMMHaUMM MPOM3BOAUTENb OOIDKEH WCMOSb30BaTh
Hagnexallee obopygoBaHMe M NPOBOAUTL KOHTPOSb NMPOM3BOACTBEHHOW cpedbl. Kputepun npuemnemMocty ans
KayecTBa I'IpOI/I3BO,D,CTBeHHOl7I cpedbl U 4YaCToTa KOHTPOJIA 3aBUCAT OT CTaaun u yCJ'IOBI/II7I TexXHosnorn4yeckoro
npotiecca (OTKpbITble, 3aKPbIThbIE UM U30NIMPOBAHHbLIE CUCTEMbI).

596. (18.16) NMpu TEXHONOrMYECKOM KOHTPOS1E HEOOXOANMO YUYNTbIBAT:

nogaepxaHve paboyero 6aHka KneTok (ecnv oH umeeTcs);

NpaBuIbHbIA NOCEB N POCT KyNbTYpb;

KOHTPOJ1b KPUTUNHECKNX pa6oq|/|x napameTpoB BO BpeMs KyIbTUBUPOBaAHUA KINETOK UIA (bepMeHTaLIMM;

KOHTPONMb MpoLecca pocTa KIMeToK, WX >KM3HEecCnocobHocTM (ana  OonblUMHCTBA  MPOLIECCOB
KyNbTUBMPOBAHNS KNETOK) U NPOOYKTUBHOCTU, r4e 3TO NPUMEHMMO;

npoueaypbl cbopa U O4YUCTKM, MPU KOTOPbLIX MPOUCXOAUT YAANEHUEe KIEeTOK, KMeTOYHbIX OCTaTKOB W
KOMMOHEHTOB cpef C OOHOBPEMEHHOW 3alUMTOM MPOMEXYTOYHOM npogykumm unm PC oT KOHTaMMHauuu
(0cobeHHO KOHTaMMHALMM MUKPOBMOOrM4YecKor Npupoadbl) U OT yXyALEHUS Ka4ecTBa;

KOHTPOIJ1b 6MOHany3KM n ypOBHeI7I 9HOOTOKCUHOB (an HeO6XO,EI,I/IMOCTI/I) Ha COOTBETCTBYHOLIMX CTaguax
TEXHOJTOI'M4YEeCKOoro npouecca,

BOMPOCHI BUPYCHON 6e30MacHOCTM.

597. (18.17) Tam, roe a3TO NPUMEHMMO, [OOIMKHO ObITb [OKa3aHO, YTO KOMMOHEHTbl cped, Oenku
KINeTOK-X0351€B, [OpyrMe CBsi3aHHble C MPOLECCOM M COMYTCTBYKOLLME MNPOAYKLMN MPUMECUH W KOHTaMWHAaHTHI
yOaneHsol.

MopaepxaHne 6aHka kneTok n BegeHve 3anucen (18.2)

598. (18.20) Ooctyn k GaHkam KrNeTOK OOMMKeH OblTb paspelleH TOMbKO Nuuam, MMEKLWMM Ha 3TO
NMOSTHOMOYMS.

599. (18.21) BbaHKkM KNEeToK [OMMKHbI XPaHWUTLCH B YCMOBUSX, CheuuanbHO npegHasHavYeHHbIX Ans
obecneyeHns noaaepKaHust XXn3HecnocobHOCTM KNEeTOK 1 NPpefoTBPaLLEHNSt KOHTaMUHaLNN.

600. (18.22) MNpounsBoanTENb OOIMKEH BECTU U COXPAHSTb 3arMuCK MCMOSb30BaHUS U YCITOBUA XPaHEHWS
or1IakoHOB U3 HAHKOB KIETOK.

601. (18.23) B cnyvyae HeobGxoguMOCTU GaHKM KNeTok OOSBKHbI MepUoanyveckn NMPOBEPSATLCHA C LIEMbo
onpegeneHns nx NpurogqHoCcTy ANsi UCMoSib30BaHUS.

602. (18.24) Ecnn HopmaTuBHbIMW npaBoBbiMW akTamu Poccuiickon ®egepaunmn  yCTaHOBMEHbI
cneumanbHble TPeOoOBaHNSA B OTHOLLEHUN coaepaHus 6aHKOB KNeToK, Takme TpeboBaHWA AOMKHbI cobnoaaTbes.

KynbTuBMpoBaHue KneTok unu pepmeHtaums (18.3)

603. (18.30) Ecnn kneToyHble cybcTpaThbl, cpefgbl, Oydepbl u rasel Heobxogumo [o06aBnNATb B
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acenTUYecknx YCMoBUAX, TO MO BO3MOXHOCTU [OOMMKHbI MCMNONb30BaTbCA 3aKpbiTble WM U30NMPOBaHHbIE
cuctembl. Ecnv noceB B nepBoHaYanbHOM €MKOCTM WM nocredyolime nepeHocbl unu gobasneHus (B
yacTHoCTU, cpen, 6ydepoB) BLIMOMHATCA B OTKPbITbIX €MKOCTSIX, TO HEOGXOAMMO OCYLLIECTBISTh KOHTPOSb U
COOTBETCTBYHOLLME NpoLeaypbl A5 CBEAEHUA K MUHUMYMY PUCKA KOHTaMUHALIN.

604. (18.31) EcnM mukpobHas KOHTaMMHaLMA MOXeT MNOBNUSATbL Ha kadectBo PC, TO onepauumn c
NCMNOMb30BaHMEM OTKPbITbIX E€MKOCTEN [OSPKHbI MpoBoauTbCcs B Ookce, obecneuyvBarolem OGUMONOrMyeckyo
©e30nacHOCTb, U B NPON3BOACTBEHHOW Cpeae, KOHTPONIMPYEMOM TaknM e obpasom.

605. (18.32) Mpu paboTe ¢ KynbTypamu KNeTOK NepcoHan AormkeH ObiTb 04eT B cneumanbHylo oaexay u
cobntogaTh cneumarnbHble Mepbl MPeSOCTOPOXHOCTMY.

606. (18.33) [Ona obecneyeHns NOCTOSIHCTBA YCTAHOBMEHHOrO npouecca NPOU3BOAUTENL [OOIDKEH
KOHTPONMpoBaTb Kputuyeckme paboune napameTpbl (Hanpymep, TemnepaTypy, pH, CKOpoCcTb nepemeLunBaHus,
nobaeneHve rasos, gaBneHue). Takke NPon3BoOAUTENb AOMMKEH KOHTPONMPOBATL POCT, XKM3HECNOCOOHOCTbL (Ans
GONbLUMHCTBA NPOLECCOB  KYNbTMBMPOBAHMS KNETOK) W, roe 370 MNPUMEHMMO, NPOAYKTUBHOCTL KIETOK.
Kputnyeckne napameTpbl 6yayT pasnuyHbIMKM OT Mpouecca K npoueccy, U Ans Krnaccudeckon depmeHTauum
MOXET He NoTpeboBaTbLCsl KOHTPOSb ONpeAeneHHbIX NapaMeTpoB (HanpuMep, XM3HECMOCOOHOCTY KITETOK).

607. (18.34) ObopynoBaHue, UCMOMb3yeEMOE AN KyNIbTUBMPOBAHUS KNETOK, MOCNE UCNONb30BaHNS LOIMKHO
ObITb O4YMLLEHO M CcTepunuaoBaHo. [Npn HeobxogumocTn obopyaoBaHve ANsi NPOBeAeHNst (depMeHTaLnn Takke
OOIMKHO ObITb OYNLLEHO, NOABEPTHYTO CaHNTapHOW 06paboTKe M CTEPUIM30BAHO.

608. (18.35) [lutaTenbHble cpegbl nNepea WX WCMNONb3OBaHWMEM HeOBXOoOUMO CTepunu3oBaTtb A
npefoTBpaLLeHnss HebnaronpUsSTHOro BNUsHUS Ha kavecteo PC.

609. (18.36) [lpousBoamTenb [OOIMKEH YTBEpAUTb Npouedypbl ONs BbISBIEHWS KOHTaMUHAUUU U
onpegeneHna OENCTBUN, KOTopble Heobxoaumo ocywectButb. K HMM OTHOCATCA npouenypbl onpeneneHus
BNUAHMUS KOHTaMMHALMK Ha MPOAYKLUMIO U Npoueaypbl AeKOHTaMUHALMM O0DOpyAOBaHUSA M BO3BPALLEHUS ero K
COCTOSIHMIO, MO3BOMAIOLLEMY MCMONb30BaTh 3TO 060pyAOBaHMeE A11S MPOU3BOACTBA NOCNEAYIOLLMX CEPUIA.

610. [llpomsBoguTenb [OOIMKEH NpU HEOOXOOUMOCTM MAEHTUUUMPOBATbL MOCTOPOHHUE OpraHM3Mbl,
06Hapy)KeHHbIe B Xoae npoueccos (bepmeHTau,mm, N OUEHUTb BInAHNE UX NPUCYTCTBUA Ha Ka4eCTBO nNpoayKuun.
Pe3yJ'IbTaTbI TaKnNX OuLeHOK AOOJMKHbI ObITb NPUHATBI BO BHMMaHuMe nNpu peleHnn Bonpoca O BO3MOXHOCTU
NCNonb30BaHUA NOMy4YEHHOro MaTepuana.

611. (18.37) lNMpounsBoanTesnb OOMKEH COXPAHSTb 3anucuy ClydaeB BbISIBIEHNSA KOHTaAMUHALNN.

612. (18.38) lNocne ouucTkn yHMBepcanbHOro (NpegHasHa4YeHHOro And NPOW3BOLACTBA MHOMMX BUAOB
npoaykuun) obopyaoBaHWs MeXAy UMKIamu no Mpou3BOACTBY PasHOW MpooyKumyM MOXET noTpeboBaThbes
NpoBeAeHNE AOMOSTHUTENbHbLIX UCTIbITAHWI C LENbo CBEAEHUS K MUHUMYMY pUCKa NEPEKPECTHON KOHTaM1HaLNW.

C6op, Bbligenexve n ounctka (18.4)

613. (18.40) Ctagmmn cbopa Kak Ans yaaneHus KNeToK UMM KNeTOYHbIX KOMMOHEHTOB, Tak M Ansa cbopa
KNeTOYHbIX KOMMOHEHTOB MOCrie pa3pyLleHus AOMKHbI OCYLLECTBASATLCA C NMOMOLLbIO 060pyaoBaHMSA U B 30HAX,
npegHa3HavYeHHbIX Ans CBe4eHUSA K MUHUMYMY pUCcKa KOHTaMUHaLUuu.

614. (18.41) [Tlpouenypbl cbopa M OYMCTKM, MO3BONSAOWME YyAANATb WU MHAKTUBMPOBATb
MUKPOOPraHM3M-NpoayLEHT, KIeTOYHble OCTaTKU M KOMMNOHEHThI cpef, (Mpy cBeAeHUN K MUHUMYMY pa3pyLUeHus,
KOHTaMMHaLMN U CHUXKEHUS KavyecTBa), AOIMKHbI obecneymBaTtb NOMy4YeHNe NPOMEXYTOYHOM npogykumn unm ®C
NMOCTOSIHHOIO Ka4yecTBa.

615. (18.42) MMocne wucnonb3oBaHua Bce obopydoBaHWe AOMKHO OblTb OYMLLEHO M MOABEPrHYTO
caHuWTapHo/ obpaboTke B yCTaHOBMEHHOM mnopsiake. [poOu3BOACTBO HECKOMNbKUX MOCMNefoBaTeNbHbIX Cepui
NpoMeXyTouHon npoaykunm n ®C 6e3 ounctkn obopygoBaHus 4ONYyCKaeTCs TOMbKO B TOM Cly4vae, ecnu 310 He
OKa3blBaeT BMSHMSA Ha UX Ka4eCTBO.

616. (18.43) MNpn McNonNb30BaHUN OTKPbITHIX CUCTEM OYMCTKA AOMXKHA MPOBOAUTLCH B KOHTPONUPYEMbIX
YCrnoBKsIX NMPOU3BOACTBEHHOW cpeabl, 00ecrneymBatoLLmMX COXpaHeHne KayecTBa npoayKLmu.
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617. (18.44) Ecnn obopyaoBaHue MCMNONb3yeTcs AN MPOM3BOACTBA pasfiMYHbIX BMAOB MPOAYKUMW, TO
MOryT NPUMEHATBLCA  OONOJTHUTENbHbIE BUAbl KOHTpOnA, Takne KaK ncnonb3oBaHune crneunanbHbIX
xpomaTorpa(queCKmx CcMon nnun npoeeaeHne OonoJIHUTENbHbIX UCMbITaHUNA.

Cragun yganeHus nnn nHaktueaumm supycos (18.5)

618. (18.50) Ecnmu HopmaTuBHbIMM npaBoBbiMM akTtamu Poccuiickon Pepepauumn  yCTaHOBIEHDI
cneunarnbHbie TpGﬁOBaHVIFI B OTHOLWEHUn yganeHna unn nHaktueauum BUPYCOB, Takue TpGﬁOBaHI/IFI OOJMKHbI
cobntogaTtbes.

619. (18.51) Ctagun yganeHnss 1 UHaKTUBaLUN BUPYCOB SIBNSKOTCA KPUTMYECKUMU CTagusmm obpaboTku
OIS HEeKOTOPbIX MPOLIECCOB, U UX HEeoOXOAMMO OCYLIeCTBNATbL B MNpedenax napameTpoB, MNPOLUEeALNX
Banuaauuio.

620. (18.52) [lpousBoauTenb [JOMKEH MpPUHUMATbL Hagnexawue Mepbl MNPeaoCTOPOXHOCTU  Ans
npefoTBpaLLEHUSA MOTEHUMANbHOMW KOHTaMuMHauuy BMpyCcaMu MpoayKuuy, Npollefllent cTaguv yganeHus vnm
WHaKTMBaLMM BUPYCOB, OT MNPOAYKLUMW, KOTOpasi 3TU CcTagum He npowra. [Mostomy o0paboTKy B OTKPbITbIX
cucTemMax HeobXoaMMO OCYLLECTBRSTbL B 30HAX, OTAENEHHbIX OT APYrnX 3TanoB TEXHONOMMYECKOro npouecca u
nmeroLwmnx oTaenbHble cuctembl 06paboTkm Bo3ayxa.

621. (18.53) OgHo 1 TO Xe obopynoBaHMe, Kak NPaBuIlo, HE UCMOMb3YIOT Ha PasfMYHbIX CTAAUAX OYUCTKN.
Ecnn HeobxoamMmo ucnomnb3oBaTb OOHO WM TO e obopyaoBaHwe, nepen NOBTOPHBIM MCNOMb30BaHWEM €ro
HeobxoaMMO Hagnexaiimm obpa3om OYMCTUTb M NOABEPrHyTb CaHUTapHou obpaboTke. [pon3BoanTens AOMKeH
npeanpyHMMaTh Hagnexalime Mepbl NPeaoCTOPOXHOCTU ANs NpeoTBpaLLeHNss BO3MOXHOIo nepeHoca BUpycoB
C nNpepiayLmx cTagui (Hanpuvep, Yepes o6opyaoBaHne unv NPOU3BOACTBEHHYIO cpeay).

SAPMALIEBTUYECKUE CYBCTAHLIMN, NMPEOHA3SHAYEHHbLIE
AnA KIMMHNYECKMX NCCNEOOBAHNMA (19)

Obwwe TpebosaHus (19.1)

622. (19.10) He Bce BMAbI KOHTPOIS, ONMUCaHHbIE B NpeablayLmMX NyHKTax HacTosLWen rmasbl, MPUMEHUMBI
npy npousBoacTBe opurnHanbHon ®C, npegHasHadeHHOW ANA NPOBEAEHUs1 MUCcnegoBaHWA BO BpeMsl ee
pa3paboTku. B nyHkTax 622 - 644 HacToswwmx [NpaBun npuBeaeHsl crneyunarnsHble TpeboBaHus K aTum PC.

623. (19.11) KoHTponb, ocyliecTtensemMbin npyu npoudsoactee ®C, npeaHasHayYeHHbIX AN KAMHUYECKUX
nccrefoBaHun, OOMKEH COOTBETCTBOBATL (hpase pa3paboTku NekapCTBEHHOrO npernaparta, B COCTaB KOTOPOro
Bxoant PC. lNpouecc n MeToaMKM MUcCcnefoBaHWA AOMKHbI OblTb MMOKMMKM Ons obecneyeHust BO3MOXHOCTM
BHECEHWSI UBMEHEHUI MO Mepe HaKOMMEeHUs 3HaHUK O NMpoLecce N NPOABWKEHNUS] UCCIEeA0BaHWIN NIEKapCTBEHHOMO
npenapata OT [OOKIMHUYECKUX WCCMEeOOBaHUA K KIMHMYECKMM uccnegoBaHusMm. Korgoa paspaboTka
nekapcTBEHHOro npenaparta gocturaet ctagun, Ha kotopon ®C nonyyatoT N8 NPUMEHEHUS B NIEKAPCTBEHHOM
npenapaTe, NnpegHasHa4YeHHOM NS KIMHUYECKUX UCCneaoBaHUn, NPOU3BOAMTENM AOMKHbI rapaHTUpoBaThb, YTO
®C npousBeneHbl C MOMOLLLIO MOAXOASLUNX TEXHUYECKMX CPEACTB C MCMONb30BaHMEM COOTBETCTBYHOLLMX
npouenyp Npou3BOACTBA M KOHTPONs, HeobxoamMMbIx Ans obecneveHnst kavectea OC.

KauectBo (19.2)

624. (19.20) Mpwn nponssoacTee ®C, nNpegHasHaYeHHbIX ANsl KIMHWYECKUX UCCRefoBaHUN, Heobxoanmo
NPUMEHATbL COOTBETCTBYIOLWMNE TpeboBaHMsa HacTosawmx MNpaBun 1 Hagnexally npoueaypy ogobpeHust Kaxaon
cepun.

625. (19.21) Heobxoammo opraHu3oBaTb HesaBucumoe(ble) OT MPOM3BOACTBA nNoapasgerneHue
(nogpasgenennst) kadectBa AN O4OOpeHMst UNKM OTKIOHeHMs Kaxgol cepum PC, npegHasHavyeHHOW Ans
KIMTMHUYECKUX UccrnegoBaHUin.

626. (19.22) HekoTopble W”3 YHKUMW MO NPOBEOEHWIO WUCMbITaHWW, BbINOMHAEMbIX OBbIYHO
nogpasgeneHvem (nogpasfeneHnsiMm) kKayectsa, MOXHO OCYLLECTBMSATL B APYrMX nogpasaerneHunsix.
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627. (19.23) MeponpusiTuss B OTHOLLEHUN Ka4yecTBa LOMKHbl BKIOYATb CUCTEMY MCMbITAHUA UCXOLHOIO
CbIpbsl, YNaKoOBOYHbIX MaTepuanos, MPOMEXyTOYHOM npoaykummn n ®C.

628. (19.24) TpousBoguTens [OOMKEH aHanua3upoBaTb MpPobnembl, CBsi3aHHble C MNPOM3BOACTBOM U
kayectBom ®C, NnpegHa3HaYeHHbIX AN KNMHUYECKUX UCCIefOBaHUM.

629. (19.25) Tekct mapkupoBkn ®C, npegHasHaYeHHbIX ANSA KIMHUYECKUX UccregoBaHui, Heobxoammo
Hagnexawmm obpasom KOHTponupoBaTb. B HeM gomkHO ObiTb ykaszaHO, YTO BeELLECTBO NpefHasHayeHo AN
nccnegoBaTenbCKMX Lenen.

MomeweHus n obopynoaHume (19.3)

630. (19.30). Bo Bpemsa Bcex ¢ha3 KMMHMYECKOrO WUCCeAOBaHUs, BKNOYas WCMOMNb30BAHME OMbITHBIX
y4acTKoB unu nabopartopuii ons npom3BogcTea cepuii ®C, npegHasHavYeHHbIX AN KMMHUYECKUX UCCreaoBaHWNn,
OOMKHbI BbITb NPEAYCMOTPEHbI NPOLIEAYPLI, FrapaHTUpyloLWme, YTo 06opyaoBaHNE NpoKannbpoBaHo, OYULLEHO U
COOTBETCTBYET CBOEMY Ha3HAYEHMUIO.

631. (19.31) lMopsagok akcnnyatauum obopydoBaHWs [OOMKEH rapaHTMpoBaTb npoBedeHue paboT ¢
NCXOAHBbIM CbIpbEM TakuMm 0Opa3oM, 4TOObl CBECTM K MWHWMYMY PUCK KOHTaMuMHaUMU W NepeKpecTHOW
KOHTaMUHaLuW.

KoHTponb ncxogHoro cbipbs (19.4)

632. (19.40) WcxogHoe cbipbe, ucnonb3yemoe npu npoussoactee PC, npefHa3HAYEHHbIX Ans
KNMMHUYECKUX UCCRefoBaHUi, HeobXxoouMo OLeHMBaTb MOCPEeACTBOM MPOBEAEHWUst UCMbITAHWA MM nosny4vaTb
BMeCTe C pesynbTaTamy aHanusa, npoBefeHHOro nocTaBlukoM. [MponsBoguTenb Takke OOMMKEH MPOBOAUTbL
UCMbITaHWe MCXOAHOIO Cbipbsi HA MOAJIMHHOCTL. ECnun BelecTBO cuMTaeTcsi onacHbIM, TO JOCTaTOYHO aHanuaa,
NpPoBEAEHHOrO NMOCTABLLMKOM.

633. (19.41) B HekoTOpbIX Cry4yasiX MPUrOOHOCTb WMCXOAHOrO ChipbS MOXHO oOnNpeaendtb nepen
NCMNOMb30BaHWEM Ha OCHOBaHUWM Pe3yrbTaToB, MOMYYEHHbIX NPY MPOBEAEHUN peakuuy Hebonblioro maclutaba
(To ecTb wucnbiTaHWN (PYHKUMOHANBHOW MPUIOAHOCTM), YTO MNPEeAnovYTUTENbHEEe, YeM NpPOBeAEHME TOMbKO
aHanNUTUYEeCKUX UCTbITaHWNA.

MpounssoacTtso (19.5)

634. (19.50) MpoussogctBo PC, nNpegHa3HaAYEHHbIX OIS KIMHUYECKUX MWCCredoBaHWMN, Heobxoanmo
dmkcmpoBaTb B TabopaToOpHBIX XXypHanax, B 3anncsiXx Ha CEPUIO UMK C NMOMOLLBIO OPYrMX MOOXOAALMX CPeacTB.
OTN [OOKYMEHTbl [OOJDKHbI BKMOYaTb MHGopmauuio 00 wucnonb3oBaHuUM MartepuanoB, o6 o06opyaoBaHum,
TEXHOIOrM4YecKoM npoLecce, a Takke HayyHble HabnaeHus.

635. (19.51) Oxumaoaemble BbIxOAbl NPOAYKUMU MOFYT OTNMYATLCA OT OXMAAeMbIX BbIXOAOB NPOoAyKUUN B
npoueccax, BbIMOSHAEMbIX B MPOMBbILLIIEHHOM MacliTabe, n ObiTb MeHee ornpeferieHHbIMU MO CPaBHEHUIO C
HuMmK. PaccnegoBaHus MPUYNH OTKITOHEHWUI OT BENMYMHBI OXXMOAEMOro BbiXxoda He TpebyeTcs.

Banupaumsa (19.6)

636. (19.60) Ecnu npousBeneHa ogHa cepus ®C nnbo ecnm namMeHeHnst npouecca BO BpeMs pa3paboTku
®C penaloT BOCNPOU3BOACTBO CEPU 3aTPyAHMTENBHBIM UM HETOYHBIM, Banvauusa npouecca npou3BOACTBA
®C, npegHasHadeHHOM pAns KIMHUYECKUX WccnegoBaHui, 0OblMHO HeuenecoobpasHa. Ha atom cragum
paspaboTkn kayvectBo PC obecneyvnBaeTcss CoYeTaHMEM KOHTPOMs, KanubpoBkM M Mpu HeobXxoanMOoCTM
kBanudpmkaumm obopyaosaHus.

637. (19.61) Ecnn cepuvn npousBogdATcs ONS KOMMEPYECKOrO WUCMONb30BaHWs, Banuaauuio npouecca
Heo6xoQMMO MPOBOAMTL B COOTBETCTBMM C MyHkTamu 511 - 539 HacToawmx MNpaBun, gaxe ecrniv Takue cepum
NpoOn3BOOATCS B ONbITHOM UM OMbITHO-NPOMBbILLITIEHHOM MacLuTabe.

N3meHeHuns (19.7)
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638. (19.70) lMNMpousBoguTens OOMKEH BHOCUTH COOTBETCTBYHOLLME U3MEHEHWUS BO BpeMs pa3paboTky no
Mepe NprMobpeTEHNS HOBbIX 3HAHWI 1 pocTa MacwTaba npomsBoacTBa. Kaxxgoe M3aMeHeHne B TEXHOOrMYECKOM
npotecce, cneundmkaumsax unm MeToAMKax UCMbITaHU HEOBX0ANMO Haanexawmm obpasom permcTpmpoBaThb.

JlTabopatopHkIn koHTpoOrb (19.8)

639. (19.80) HecmoTpst Ha TO, YTO aHaANUTUYECKME METOOUKM, UCMONb3yeMble AN oueHku cepun PC,
npegHasHa4YeHHoM AON1s KMMHUYECKUX WCCEeAOBaHUA, MOTYT elle He MPOWTM Banuaaumio, OHU OOJDKHbI ObiTb
Hay4YHO OOOCHOBaHbI.

640. (19.81) MNMpousBoguTenb OOMKEH OPraHN30BaTb CUCTEMY XPaAHEHUST apXUBHbIX 0OpPa3L0OB BCEX CEPUNA.
OTa cuctema fJormkHa obecneumBaTb COXpaHEHME OOCTAaTOYHOIO KONMMYEeCTBa KakAoro apxuBHoro obpasua B
TEYEeHMe YCTaHOBMEHHOIO Mepuoda BpeMeHu nocrne ofobpeHus, 3aBeplieHWss WnKu OT3biBa 3asBKM Ha
perncTpauuto.

641. (19.82) OnpegeneHne faTbl UCTEYEHUS CpOKa rOOHOCTU U AaTbl NPOBEAEHUS MOBTOPHbLIX UCMbITAHUMN,
Kak ykasaHo B nyHkTax 504 - 507 HactosAwmx [NpaBun, NpMMeHMMO MO OTHOLWEHWMO K cyuiecTtsyowmm OC,
npegHasHayYeHHbIM ONns KNMHUYeckux uccriegoBaHnin. [Ons HoBbix PC, HaxodsdWMXCS Ha paHHMX CTagusax
KMMHUYECKUX uccrnegoBaHun, TpeboBaHusd, ykasaHHble B nyHkTax 504 - 507 Hactoswwmx [MpaBun, 06bIMHO He
NPUMEHSIOTCS.

OokymeHTaums (19.9)

642. (19.90) Cuctema poKyMeHTaUUM OOSMKHA rapaHTUpOBaTb, YTO MHAOpPMauUs, MOIyYeHHass B Xoae
paspabotkn u npoussoactea PC, npegHasHAYeHHbIX AONS KIMHUYECKUX UccrneaoBaHun, OyaeT OOMmKHbIM
obpasom opopmeHa AJOKYMEHTanbHO U AOCTYMNHa ANS UCMONb30BaHMWS.

643. (19.91) Pa3spaboTka M NpYMEHEHNE aHaNUTUYECKUX METOAMK, WCMOMNb3yeMblX ANsi NOATBEPXKAEHUS
Bbinycka cepumn PC, npegHasHa4YeHHOW [ONs1 KIMHUYECKUX WCCIEAOBaHUNA, [OOSMKHbI ObiTb  OOPMIIEHDI
OOKYMEHTanbHo.

644. (19.92) MMpousBoauTenb [OMMKeH paspaboTaTb WU BHEOPUTb CUCTEMY XPaHEHWs 3anucei no
NPOM3BOACTBY M KOHTPOMO M COOTBETCTBYIOLLEN JOKYMEHTauun. Ota cuctema JosmpkHa obecnednBaTb XpaHeHve
3anncer M OOKYMEHTOB B TEYEHME YCTAHOBIIEHHOrO mnepuoga BpeMeHW nocrne ofobpeHus, 3aBeplieHus unm
OT3bIBa 3asBKN Ha perncTpauuio.

TEPMWHbLI 1 ONMPEOENEHNA (20)

645. [na uenen HacTosileW rnaBbl KpOMe TEPMUHOB W onpefeneHunin, npegycMoTpeHHbIX rnasown |l
HacTosAwmx [NpaBun, NCNOMb3YTCA TaKkKe CrefytoLme OCHOBHbIE NMOHATUSA:

GuoHarpyska - ypoBeHb W BUA MUKPOOPraHW3MOB (Hanpumep, Henpuemnemble WM  OONyCTUMble
MWKPOOPraHnambl), KOTopble MOryT MPUCYTCTBOBATb B UCXOAHOM CblpbE, MCXOOHOM Cbipbe AN Npou3BoACTBa
hapmaueBTUYEeCKOl CcybCcTaHUMKM, NPOMEXYTOYHOW MPOAyKUMM unvM B chapMaueBTUYecko cy6cTaHumu.
BuoHarpysky He crnegyeT cuMTaTb KOHTaMuHaUMeW, ecrnv ee YPOBHM He MPeBbIWaloT YCTaHOBMEHHbIe
npeaernbHble 3HaYeHNa NN He oBHapYXeHbl MUKPOOPraHU3Mbl, onpeaensemMble Kak HegonycTUMbIE;

BCroMoraTenbHble MaTepuanbl - MaTepuanbl, 3a WCKIYEHWEM pacTBOpPUTENEl, KoTopble SBMATCSH
BCMoMoraTenbHbIMM MpU NPOU3BOACTBE MPOMEXYTOYHON NpoayKuuM unu dapmaueBThdecko cybcTaHumm u
camm no cebe He y4yacTBYIOT B XMMWYECKOM Wnn 6Guonorvyeckoin peakuuu (Hanpumep, OUIbTPYOLME
maTepuarnbl, akTUBMPOBAHHbIN Yrofb);

BbIXO4 OXMOAEeMbl - KONMYEeCTBO mMaTepuana uinm npoueHT OT TEOPETUYECKOro BbiXoAa, OXunaaemMble Ha
nobon COOTBeTCTByI'OLLI,eﬂ CcTagnn TEXHOJNI0rM4yecKoro rnpouecca, OoCHOBaHHble Ha [OaHHbIX, npenBapuTesibHO
nony4eHHbIX Npu Npon3BoACcTBe 3TON0 Mmatepuana B na60paToprlx, OMbITHBIX TN NPOMBbILUNEHHbIX YCITOBUAX;

BbIXo TeOpeTI/I‘-IeCKMﬁ - KOInMn4ecTBO, KOTOpOEe onpeaeneHo Ha OCHOBaHMM Komnun4yecteBa UCNONb3yemMoro
mMaTtepuana n MmoxeTt ObITb npoun3segeHo Ha ntobowm COOTBeTCTByPOLLI,eIZ cTaann TexHonorn4eckoro npouecca npu
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YCrnoBumn OoTCyTCTBUA Kakux-rmobo noTepb UM OTKITOHEHWI B YCMOBUSIX pearibHOro TeXHONOrM4YecKoro npouecca;

[aTa UCTeYeHUs] Cpoka rofIHOCTU - AaTa, ykasaHHas Ha yrnakoBke U (Unn) aTUKeTKax chapMaLeBTUYecKon
cyGCcTaHumMm M o6o3HavaoLWwas nepmoa BpeMeHu, B TeYeHe KOTOPOro Npu XpaHeHUN B YCTAHOBIEHHBIX YCIOBUSIX
XapaKTepUCTUKM hapmaueBTUYeckon cybcTaHuMM [OOSKHbI OcTaBaTbCsl B Npefenax crneuudukauunii, u mno
NCTEYEHUM KOTOPOTO hapMaLleBTUYECKYIO CyOCTaHLMIO HEeNb3si UCMOMb30BaTh;

JaTta NOBTOPHOIo UCNbITaHUA - gata npoBeaeHnAa NoOBTOPHOINo KOHTPONA Matepuana ona noarsepXxneHuda
ero npuroaHocTu Aand JanbHeunLwero Ncnosb30BaHus;

UCXOOHOE cCblpbe ANl MPOoM3BOACTBA hapMaLeBTUYEecKon cybcTaHuMM - Cbipbe, MPOMEXYTOYHas!
NpoaykuMst wunu apyrve apmaueBTMdeckue cybcTaHumMM, KOTopble MCMONb3yTcs Ans Npou3BOACTBa
thapmaLeBTUYECKUX CYOCTaHUMIA U BXOOAT B CTPYKTYpY (hapMaueBTUYECKON CyOCTaHUMKU B KaYecTBe BaXKHOrO
CTPYKTYpHOro goparmeHTa. McxodHoe cbipbe Ans Npov3BOACTBA (hapMalleBTUYECKO CyGCTaHUMU MOXET ObiTb
npuobpeTeHo npousBoAWUTENEM MO [OOroBOpPY Y OOHOTO MIIM  HECKOSbKMX MOCTaBLUMKOB, NGO MOXeT
MPOV3BOAMTLCS UM CaMOCTOSITENbHO. MIcxogHoe chipbe Anst NPOM3BOACTBa hapMaLeBTUYeckon cybcTaHumm, Kak
NpaBusIo, UMEET YCTAHOBMNEHHbIE XMMUYECKMe CBOMCTBA M CTPYKTYPY;

KOMMbIOTEPHAs cucTemMa - rpynna KOMMOHEHTOB annapaTtHoro obecrneyeHusi M COOTBETCTBYHOLLENO
nporpamMmHoro obecneyvyeHusi, CnpoeKkTUpOBaHHasi U CMOHTUPOBaHHas TakuMm 0O6pa3oM, 4YTOObI BbINOMHATH
onpeeneHHyro yHKUMIO Unn Habop yHKLUNIA;

KOHTaMUHauuAa - HeXenaternbHoe BHeCeHue I'IpI/IMeCGIZ XUMUNYECKON UNu MI/IKpO6I/IOJ'IOFI/1‘-IeCKOIZ npupogsbl
Mnn MHOPOAHbIX BeLWeCTB B MICXOAHOE CbIipbe, NPOMEXKYTOYHYHO NPOAYKUMIO UMK dC BO BpeMA TEXHOJI0ONrM4YeCcKoro
npouecca, 0T6opa r|p06, ynakoBKK Ui nepeynakoBkn, XpaHEeHUA UM TPAHCNOPTUPOBKU;

KpUTEPUM MPUEMNIEMOCTU (OOMYCTMMbIE HOPMbI) - YUCMNOBblE npefenbl, WHTepBanbl WNWM Apyrue
COOTBETCTBYOLLME MEPbI AN NPUHATUS Pe3yNbTaToB UCTbITaHWUIA;

KPUTUYECKUI - TEPMUH, OTHOCALLMIACS K MPOM3BOACTBEHHOW CTaann, YCIOBUIO TEXHONOMMYECKOro npoLecca,
TpeboBaHMO MCMbITAHWUIA UM NOOOMY ApYromy CyLLEeCTBEHHOMY napameTpy Unu npegMeTy, KOTopble OOIDKHbI
KOHTpONMpoBaTbCs B MpeAdenax 3afaHHbIX KpuTepueB pAna obecrneyeHns COOTBETCTBMS FEKapCTBEHHOro
cpenctea 1 (Mnu) dapmaueBTUYECKON CyOCTaHUMM YTBEPXKAEHHOW creundukaumu;

MaTepuan - obuee noHATMEe, obOo3Ha4alllee Chipbe (MCXOOHOE Cbhipbe, PeakTMBbl, PacCTBOPUTENW),
BCnomMoratesibHble MaTtepuanbl, MPOMeXyTOYHYI0 NpoayKuuio, Ct)apMaLl.eBTI/ILIeCKyI-O Cy6CTaHLLI/IIO, YNaKoBOYHbIE
MaTtepuarnbl, MaTepuanbl 4na MapKNpOBKU,

MaToOYHas >XWAOKOCTb - OCTaTOMHas >XWMAKOCTb MOCMAe MpOLEeCcCCOoB KpuUCTannu3auun unuv BblAeneHus.
MaTouyHaa XMOKOCTb MOXET CcoAepXaTb HenpopearMpoBaslUMe BeLecTBa, MPOMEXYTOYHble MNPOAYKThI,
HekoTOopble KonunyecTBa hbapmaueBTuyeckon cybctaHumm n (unu) npumecern. OHa MOxeT OblTb MCMONb30BaHa
Ons pansHerwen obpaboTku;

obecreyeHne KayecTBa - COBOKYMHOCTb BCEX OpraHM3aLMOHHLIX MEepOnpuUATUMIA, HamnpaBneHHbIX Ha
obecrnieyeHne TOro, 4YTOOblI BCE IEKApCTBEHHble CpeacTBa U (unu) dhapmaueBTUYECKME CyOCTaHUUKM MMEnn
KayecTBO, Heobxoaumoe ANns UX npegronaraemMoro NPYMEHEeHWs, a BCE CUCTEMbI KayecTBa MOAAEPKUBanUCh B
paboyeM CoCcTosaAHMM;

OTKITOHEHUE - OTCTynJieHne ot yTBep)Kﬂ,eHHOﬂ MHCTPYKUMN UITN YCTaHOBJIEHHOIO CTaH4apTa;

nepepaboTtka - npoBegeHUe OAHOW WIM HECKOMbKMX CTagun, OTMAMYaKLWMXCA OT YCTaAHOBIIEHHOTrO
NpPOM3BOACTBEHHOIO MpoLecca, ¢ Lenbio 06paboTkn Takor NPOMEXYTOYHOW NPOAYKLMKN U dbapmaLeBTUYECKOM
cybcTaHuun, KoTopasi He COOTBETCTBYET CTaHAapTaMm Wnuv crneuudmkaumam, Onst NosydeHns NpoMeXyTOYHOWM
nNpoaykuumn nnu dapmaLeBTUIecKon cybCTaHUMM NPUEMIEMOrO KavecTBa (Hampumep, nepekpucTannmsaumsi ¢
MOMOLLBIO OPYroro pacTBopuTens);

nognmncaHo, noanncb - NoAnncb nnuua, KoTopoe BbINOJHANO onpeaeneHHoe AencTeme unm ocyLiecTBndano
NPOBEPKY. OTa noanucb MoXeT ObITb B BUAE MHMLMANOB, NMOMTHOMO PYKONMUCHOro BapuaHta (*)aMVIJ'II/IM, NUMEHN U
oT4yecTBa (I'Ipl/l HaJ'IW«-Il/II/I), pyKOI'II/ICHOVI nognucun, NYHOM nevaTn nnu ayTeHTI/I'«-IHOIZ 1 3alULLEHHON 3ﬂeKTp0HHOIZ
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noanucw;

nogpasaeneHve (noapasfeneHus) kKayecTsa - NnogpasfeneHue, KOTopoe He3aBMCUMO OT MPOM3BOACTBA U
BbINOMHAET 06513aHHOCTM KaK No obGecrneyeHuno KayecTBa, Tak U Mo KOHTPOIO kayecTBa. ATO MOryT ObiTb NGO
oTaenbHble noapasaerneHus obecneyeHnsl kKayecTBa U KOHTPOSs kKayecTBa, MO0 O4HO NULO WK Fpynna nuy B
3aBUCMMOCTU OT MacluTaba 1 CTPYKTYpbl OpraHnsauum;

npuMech - MoBOIN KOMMOHEHT, NPUCYTCTBYIOLLIMIA B MPOMEXYTOYHON NPOoAyKUMU uUnu dapmaLeBTUYecKoi
CcyGCTaHUMK, Hanu4e KOTOPOro HexenaTterbHO;

npousBoguTenb, paboTawlmii No [OOroBOpY - NPOM3BOAMTENb, BbLINOMHSIOWMIA OMNpPeaeneHHbIn BuA
NPON3BOACTBEHHOW AEATENBHOCTM NO NOPYYEHNIO NEPBOHAYANbHOrO NPOV3BOANTENS;

NPOTOKON Banuaauum - AOKYMEHTanbHO O(OPMIEHHbIV MfaH, yKasbiBaloLWWi, Kak crnegyeT NpoBOAMTb
Banugauuo, W onpedensowni  KpuTepunm npuemnemoctu. B yacTHocTW, B MpoToKOone Banuaauuu
NMPOM3BOACTBEHHOIO Mpouecca [OSMKHbl OblTb  ykadaHbl TexHonmormyeckoe o0opygoBaHue, KpuTuyeckue
napameTpbl npouecca 1 ero paboune pexvmbl, XapakTepuUCTUKN NpoayKumn, oTbop Npob, AaHHbIe UCNbITaHWN,
KOTopble Heo6xoaAMMO cobpaTb, KONMMYECTBO BannaauMOHHBIX LIMKIOB U NpUeMneMble pesyrnbTaThl UCMbITaHWN;

npoune nNpuMMecern - OnuCaHue WAEHTUMPUUUPOBAHHBIX W HEWOEHTUULMPOBAHHLIX MNPUMECEN,
NPUCYTCTBYHOLUNX B hapmaLieBTMYECKON CybGCcTaHuuu;

pacTBOPUTENb - HeopraHudeckasl UM opraHudeckasl XWAKOCTb, UCMONb3yeMas B KayecTBe cpedbl Ans
MPUroTOBMIEHMA  PacTBOPOB WNW  CYCMEH3WWA MpuU  NPOM3BOACTBE  MNPOMEXYTOYHOM  NPOAYKUMM UMK
hapmaLeBTUYECKOWN CyOCTaHLMK;

CTaH,D,apTHbIﬁ o6pa3eu,, BTOpW—IHbIVI - CyGCTaHLI,I/Iﬂ YCTaHOBJIEHHOINo KadectBa U 4YUCTOTbI, YTO AOOKa3aHO
nocpeancTBoM CpaBHEHUA C NMeEpPBUYHbIM CTaHAAPTHbIM o6pasu,0M, ncnonb3dyemasa B KadeCTtBe CTaHOapTHOro
o6pa3u,a OnA TeKywmnx na6opaToprlx aHarnma3oB;

CTaHOapTHbIN obpaseL, NepBUYHbIA - CybCTaHUUA, KOTopasa sBNSeTCA NOANUHHBIM BELLECTBOM, YTO ObINo
[OKa3aHoO C MOMOLLbK pPaCLUMPEHHbIX aHaNUTUYECKUX WCMbITAHUA, M KOTopasl OOSbkHa o6ragaTb BbICOKOM
CTENeHb YUCTOThl. DTOT CTaHAAPT MOXET ObITb: 1) MonyyeH M3 oduUManbHO MPU3HAHHOIO UCTOYHUKA MUK 2)
nony4YeH NOCpeaCcTBOM HE3aBUCUMOIO CUHTE3a, UK 3) NOMy4YeH M3 UCMONb3YEMOro B NMPOM3BOACTBE BELLECTBa C
BbICOKOW CTEMEeHb YUCTOTbl, WM 4) MpUroToBNeH MNOCPEACTBOM MOCMNeayoWwen O4YUCTKM BeLLecTBa,
NCMNonb3yemoro B Npon3BoACTBE;

dapmaueBTmnyeckme cybctaHumm (PC) - nekapcTBEHHble CpPeAcTBa B Buae [OENCTBYIOLUX BeLLECTB
ouornormyeckoro, GUOTEXHOMOMMYECKOro, MWHEPAribHOr0 WM XUMUYECKOro MNPOUCXOXAeHMs, obnagarwoline
hapMaKonorm4yeckon akTMBHOCTbIO, MNpedHa3HayYeHHble AN NPOU3BOACTBA, M3rOTOBMIEHWSI JIEKAPCTBEHHbIX
npenapaToB 1 onpegensowmne nx apeKTUBHOCTb <*>.

<*> [yHkT 2 ctatbn 4 PepepanvHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpaweHun
nekapctBeHHbIX cpeacTts” (CobpaHue 3akoHogaTtenbcTBa Poccunckon ®epepaumn, 2010, N 16, ct. 1815).

Mpunoxexne N 1
Kk MNpaBunam Hagnexatuen
NPON3BOACTBEHHOWN MPAKTUKN
MPON3BOACTBO CTEPUITbHbLIX IEKAPCTBEHHbLIX CPEOCTB

[. MPUHLUMN
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1. K npounsBoacTBY CTEpPUIbHBLIX NEKAPCTBEHHBLIX CPEACTB NpeAbsBhsloTCs 0cobble TpeboBaHWUs, YTOOLI
CBECTU K MUHUMYMY PUCK KOHTaMUHALMN MUKPOOPraHM3Mamu, YacTuuammu U nuporeHaMmu. YkasaHHble NonoxXeHust
3aBUCAT OT KBanudukauMn NpPoM3BOACTBEHHOrO MepcoHana, ero obyyeHuss M oTHoweHus k pabote. [Ons
obecrneveHuns: kayecTBa Npv NPOU3BOACTBE CTEPUIbHLIX NpernapaToB Heo6xoaMMOo NpuaepXkMBaThCs TLLaTeNbHO
paspaboTaHHbIX 1 BanuaMpoBaHHbIX criocoboB NpounsBoacTBa U npoueayp. KoHeyHasi cTagusi npousBoAcTBa Unu
KOHTPOINb roTOBOW NPOAYKLNM He SIBMSIOTCS €AMHCTBEHHbLIM CPeCTBOM 06ecrneveHust CTepUIbHOCTU UN ApYrnx
nokasaTenen kayecTsa NPOAYKLUN.

2. [eTanbHble MeToAdbl ONpPeAeneHnss YNCTOTbl BO34yXa, NMOBEPXHOCTEN U APYrNX OObEKTOB MOHUTOPUHIa
no MUKPOOPraHM3mMam 1 Yyactuuam onpeaerneHsl HopMaTUBHLIMU NMPaBOBbIMU akTamu Poccuickon ®egepauun.

II. OBWWME TPEBEOBAHNA

3. (1) CTepunbHy0 NpoayKLUuo HEOBXOANMO NMPOU3BOANTL B YMCTLIX 30HAX, AOCTYN B KOTOpPblE NepcoHana
n (unu) noctynneHne oGopyaoBaHUS, UCXOLQHOMO ChiPbs U YNAKOBOYHbLIX MaTepuanoB AOMKHbI OCYLLECTBASATLCS
Yyepes BO3gyLIHble LWNHO3bl. B 4MCTbIX MOMeLlleHMsIX (30Hax) AOMMKeH MNOAAepPXMBaTbCS YPOBEHb YUCTOTHI,
OTBEYalLNA COOTBETCTBYIOLLEMY YPOBHIO YUCTOTbI, B HUX HEoBXoaMMO MopaBaTb BO34yX, KOTOPLIA MpoLllen
Yyepes PUnNbLTPbI COOTBETCTBYIOLLEN 3DFHEKTUBHOCTH.

4. (2) PasnuyHble onepauuy NO MOATOTOBKE KOMMOHEHTOB, MPUrOTOBIIEHWIO MPOOYKUUM W HAanoOMHEHWIO
OOMKHbl  OCYLLEeCTBNATLCA B OTAEfNbHbIX 30HAX (MOMELLEHWSIX) BHYTPU YUCTOW 30HbI  (MOMeELLeHus).
TexHonornyeckne onepaumm AenaTcs Ha ABE KaTeropuu: nepsas, Korga npoAykuuio noasepraroT OUHMULLHON
cTepunusaumm (B MEPBUYHON YNakoBKe), M BTOpas, Korga onepauum Ha HECKOMbKMX WM BCEX CTaausx
BbIMOSHAIOT B aCENTUYECKNX YCIOBUSIX.

5. (3) Yuctble 30HbI (MOMelleHus) ANns NPOM3BOACTBA CTEPUMbHOM MPOAYKUMM KnaccuguumpyroTcs B
COOTBETCTBMU C TpebyeMbiMM XapakTepucTukamu npov3BOACTBEHHOW cpedbl. Kaxgas npousBoAacTBEHHas
onepaumusa TpebyeT onpeaeneHHOro YpoBHS YMCTOTbl NPOU3BOACTBEHHON cpefbl B KCMyaTpyeMOM COCTOSIHUM
C Uenblo CBeAeHVs K MUHMUMYMYy puCKa KOHTaMMHauUMM 4YacTuuaMum UM MUKPOOpraHu3amamy MpoaykTa umm
o6pabaTbiBaEMOro UCXO4HOIO Chipbs M MaTepuaros.

6. [Ona obecneveHnss cooTBeTCTBMS TpeboBaHUSM B "3KCMnyaTMpyemMom" COCTOSIHUM 4YUCTblE 30Hbl
(nomeLLeHNs1) JOMKHBI ObITb CMPOEKTUPOBaHLI Tak, YToObl 06ecneynTb TOYHO ONPEAENEHHbIN YPOBEHb YMCTOTHI
BO3ayxa B "OCHaLLEeHHOM" COCTOSAHUN.

7. "OcHaleHHoe" COCTOsIHME - COCTOSIHWE, B KOTOPOM YMCTOE NMOMELLEHNE NOCTPOEHO N DYHKUMOHNPYET,
TexHornornyeckoe obopyaoBaHMe NOMHOCTbI0 YKOMIMIIEKTOBAHO, HO NMepcoHan OTCyTCTBYeT.

8. "OkcnnyatMpyemoe" CoCTOsIHME - 3TO COCTOSHME, MPU KOTOPOM YMCTOE NMOMELLEHNE U TEXHONOIMYecKoe
obopynoBaHue yHKLMOHMPYIOT B TpebyemMoM pexmme ¢ 3agaHHbIM KonNnyecTBoM paboTaroLlero nepcoHana.

9. TpeboBaHusa K "ocHalleHHOMY" 1 "aKCnnyaTUpyeMOMY" COCTOSIHUSIM AOMXKHbl OblTb YCTAHOBMEHbLI ANS
Ka)Kgoro YMCToro NoMeLLEHUs Uy KOMMNeKca YACTbIX MOMELLEHWA.

10. UYucrtble 30HbI (NOMELEeHWs) Mpu  NPOU3BOACTBE  CTEPUMbHBIX  fEeKapCTBEHHbIX  CpeacTs
noapasfenstoTcs Ha YeTblpe Knacca:

Knacc A - rnokanbHasi 30Ha Ans NPOBEeAEeHMs onepauui, NPeacTaBnstoWNX BbICOKUMI PUCK ANS KavyecTBa
NPOAyKUNN, B YACTHOCTM, 30HbI HAMOMHEHUS, YKYNOPKMX, 30HbI, rae amnynbl U rakoHbl HAXOAATCS B OTKPbITOM
COCTOSIHMM W BbINOSHSAOTCA COeQUHEHNs YacTen 0bopyaoBaHUSA B acenTuyeckux ycrnosusax. Kak npasuno, Takne
ycnoBus obecnevmBaloTcs TaMUHapHbLIM MOTOKOM BO34yxa Ha paboyem mecte. CUCTEMbl TaMUHAPHOIO MOTOKa
BO34yxa AOMKHbI obecrneymBaTb paBHOMEPHYH CKOPOCTb Bo3gyxa B AuanasoHe 0,36 - 0,54 m/c (HopmaTuBHOE
3HayeHne) Ha paboyen MOBEPXHOCTU, HaxXOOSALENCS B OTKPbITOA YNCTOM 30He. [NogaepxaHne naMmMHapHOCTU
OOIMKHO ObITb JOKa3aHO M MpoBanuaupoBaHo. B 3akpbIThbix M3onaTopax n Gokcax C nepyaTtkaMu LOMyCcKaeTcs
ncnonb3oBaTb O4HOHANPABMEHHbIN NOTOK BO34yXa C MEHbLUMMU CKOPOCTSMMU;

knacc B - 30Ha, HenocpencTBeHHO OKpyXakuwladA 30HY Kracca A, npegHasHa4eHHy Anda acenTtn4eckoro
NPUroToBII€EHNA N HANOJTHEHUA;

knaccel C u D - yncTtble 30HbI ANSA BbINOMHEHUS MEHEEe KPUTUYHbIX CTaguhi NPOU3BOACTBA CTEPUIIbHOWN
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npoayKLUnu.

1. KNACCUPUKALMSA YACTLIX NMOMELLEHUM 1 YACTLIX 30H

11. (4) YucTble nomMeLleHNa U YUCTble 30HbI Knaccuduuupytotes <*>. MNoaTBepxaeHue kKnacca YUCTOThl
HeobxoQMMO 4YeTKO OoTAenAaTb OT MOHMTOPWHra MpPOU3BOACTBEHHOW cpedbl MNpu MPOBEAEHWM Mpouecca.
MakcumanbHO AonyCcTUMas KOHLEHTpaLUUs aspo30SibHbIX YacTuL ANs KaXAoro knacca npueegeHa B Tabnuue N 1.

<*> CnpasoyHo: [OCT P NCO 14644-1 (EN ISO 14644-1).

Tabnuua N 1
3oHa | MakcumanbHO gonyctumMoe 4ncro vactuy B 1 ky6. M Bo3gyxa npu pasmepe YacTuu, paBHOM Unu
Honbluem

B ocHalLeHHOM COCTOSAHUK B akcnnyatnpyeMom COCTOSIHUK
0,5 MKM 5,0 MKM 0,5 MKM 5,0 MKm

A 3520 20 3520 20

B 3520 29 352 000 2900

C 352 000 2900 3520 000 29 000

D 3 520 000 29 000 He pernameHTupyetcs He pernameHTupyeTtcs

12. (5) Ons uenen knaccudukaumm B 3oHax knacca A MUHMMarnbHLIN 06beM oTbMpaemoin Npobbl Bo3ayxa
JorkeH ObITb He MeHee 1 M3 Ons kaxgol Tovkm oTbopa npob. Knacc A cootBetctByeT knaccy NCO 4.8 no
nokasaTesnto npeaenbHOro KoNM4YecTsa YacTul B BO3Ayxe pasMepom = 5,0 MKM.

Knacc B (B ocHalleHHOM COCTOSIHWM) MO KONMMYECTBY a3po30MbHbIX YacTul, cooTBeTcTBYeT knaccy MCO 5
MO KONMMYECTBY YacTuL, 06OMX yKka3aHHbIX pa3mMepoB.

Knacc C (B OCHallEHHOM W 3KCnnyaTMpyeMOM COCTOSIHUAX) MO KOMMYECTBY aspoO30SibHbIX YacTuy,
cootBeTtcTBYyeT knaccy MCO 7 n NCO 8 cooTBETCTBEHHO.

Knacc D (B ocHaLLeHHOM COCTOSIHUK) MO KONMMYECTBY asp030sibHbIX YacTuL, cooTBeTcTBYeT knaccy NCO 8.
[na noaTBepXAeHUs Krnacca YMCTOTbl NMPUMEHSIETCA MeToamka <*>, B KOTOPOW pernamMeHTUpOBaHbl Kak

MWUHUMaAribHOE KOJIM4eCTBO TO4YEeK AJid 0T6opa r|p06, Tak u obbem I'Ip06bl C y4eToM npenernoB aHHOro Kracca
OIS KonnyecTBa YacTuvl HamborbLUero u3a YKa3aHHbIX pa3mMepoB, a Takke MeTo OUeHKN NoJTy4YeHHbIX JaHHbIX.

<*> CnpasoyHo: [OCT P NCO 14644-1 (EN ISO 14644-1).

13. (6) OAns nogTBepXOeHus Kknacca HeobxoAMMO WCMOoNb30BaTb MOPTATMBHbLIE CYETYMKU 4YacTul C
KOpOTKMMM TpyBkamu ansi ot6opa Npob M3-3a OTHOCMTENBHO BbICOKOTO YPOBHSI OCaXAEHUs YacTuL, pasMepoM =

50 MKM B [AMCTaHUMOHHbIX cucTtemax ang otbopa npob ¢ AnvHHbIMKM Tpybkamu. B cnydae cucrtem
OOHOHanpaBnNeHHOro NOTOKa BO34yXxa OOJMKHbI UCNOMb30BaTbCA N3OKMHETUYECKME Hacadku Ans otéopa npob.

14. (7) NopTBepXkAaeHMe Krnacca B 3KCMMyaTpyeMOM COCTOSIHUM JOMYCTMMO NPOBOAUTL BO BPeMS paboTbl
UM Npy MOZEenMpoBaHUM paboymx onepauuin, Unu Npu HarosIHEHNM NUTaTeNbHBIMK CPeAamMm, Kak Toro Tpebyet
MOOENUPOBaHWe CcuTyauuu, Mpu KOTOPOM WMWUTUPYIOTCA nNpedenibHO AOMyCTUMble MapaMeTpbl BeaeHust
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TEXHOJIOrMYEeCcKoro npoLecca npu cambix HebnaronpuATHLIX hakTopax 1 ycrnoBusax (ganee - HAMXYALWNA cry4van)
<*>,

<*> CnpaBoyYHO: YKasaHusa MO NpoBeOeHUI0 UCMbITaHUA AN NOATBEPXKAEHUS MOCTOSHHOIO COOTBETCTBUS
3agaHHOMY Krnaccy YicToThl npusedeHsl B ctaHgapte [OCT P UCO 14644-2 (EN ISO 14644-2).

IV. MOHUTOPUHI YACTbIX MOMELLEHUN N YACTbIX 30H

15. (8) HeobxogmMmo npoBOAUTb TEKYLUMA MOHUTOPUHI YMUCTbIX MOMELLEHUA M YUCTbIX 30H B Mepuog ux
akcnnyaTtaumn. Toykn oTbopa npob Ons Tekyllero MOHUTOPUHra BblOMpaltT Ha OCHOBE aHanu3a PUCKOB U
pes3ynbTaToB, NONYYEHHbIX NPY Krnaccuukaumm YUCTbIX NOMELLEHNI U (UITN) YACTBIX 30H.

16. (9) Ana 30H knacca A MOHWUTOPUHI YacTuUL, AOMMKEH MPOBOAUTLCA HENPEPLIBHO HA BCEM MPOTSKEHUU
KpuTM4eckoro mnpolecca, Bkntouvas cbopky obopygoBanus. [pu Hapnexalwem 0OOCHOBaHWM WCKIOHYEHUE
COCTaBIAKT npoueccbl C NpMMeHeHnemM 3arpAa3HAarWmMX BewecTB, KOTopble MOryT noBpeanTb CHETHUK 4YacTul
nnn npencTaBnAaTb cobon OnacHOCTb, B 4YaCTHOCTWU, XMBble OpraHM3mMmbl UK paguornornyeckad OonacHOCTb. B
TaKMX criydasix MOHUTOPWHT CreayeT OCYLLECTBISATb BO BPeMsi OObIYHbIX onepauuii Mo HacTporike obopyaoBaHus
0O MOMeHTa nosiBreHuns pucka. Takke HeobGXoaAMMO MPOBOAWMTL MOHWTOPUHI BO BpeMsi MOAENUPOBaHUS
onepauuin. B 3oHax knacca A MOHWUTOPWHI OOSHKEH MPOBOAMTBLCA C TaKOW 4acTOTOW U Mpu Takom oGbeme
oTOupaembIx Npod, YTOObl MOXHO ObINO 3adUKCUMPOBaTL BCE BMELLATENbLCTBA, ClydanHble cOObITUS U Niobble
noBpeXaeHUs1 CUCTEMbI, a B Criyyae BbIXOAda 3a npeaen npeaynpexaeHus - nogHAaTb Tpesory. HenocpeactseHHO
B MECTEe HanoSIHEHMsI He Bceraa BO3MOXHO NMPOAEMOHCTPUPOBATL HU3KME YPOBHM YacTuy pa3mepom = 5,0 Mkm B

npouecce HanoJiIHeHN4a n3-3a 06pa3OBaHVI9| YacTuuy unun Kanesib U3 camoro npoaykra.

17. (10) PekomeHayeTcs, 4TOObI Takas e cMcTemMa NpMMeHsinack Ans 30H kracca B, xota yactota otbopa
npo6 MoXeT ObiTb MeHblen. BaXHOCTb CUCTEMbI MOHUTOPMHIA 4YacTul [OoIbkHa ObiTb onpegeneHa
3(PPEKTUBHOCTLIO pasferneHns Mexay pacnosfioXeHHbIMW psaomM 30Hamu kriaccoB A u B. B 3oHax knacca B
MOHUTOPWHI AOSHKEH MPOBOANTLCS C TAaKOW YacTOTOM M COOTBETCTBYHLUUM 06BbEMOM OTOMpaembIx Npod, 4TobbI
MOXHO Oblfo 3adMKCUPOBaATb M3MEHEHUSI YPOBHSI KOHTaMMHaUMKM U fobble yxyaweHus paboTbl CUCTEMbI, a B
cry4ae BbIxofa 3a ypoBeHb TPEBOMM MOXHO ObINo 6bl NPUHATL 3KCTPEHHbIE MEpbI.

18. (11) CucTembl MOHUTOPUHIa a3P030JIbHbIX YAaCTULL MOTYT COCTOSATb M3 HE3aBUCKUMbIX CYETUYMKOB YacTul,
M3 CUCTEMbI TMOCNEAOBATESIbHO PacMoSIOKEHHbIX ToYek oTGopa npob, MpUcoedvHeHHbIX TPyGonpoBoAoM K
OOHOMY CYEeTYMKY 4actul, unu obbeauHATb 3TM ABa noaxoda. Mpu BblGope CUCTEM KOHTPONSA OOSHKHbI
yuuTbiBaTbCA TpeboBaHUA K pa3mepam 4actuu. [pu MCMonb3oBaHUKM yAaneHHbIX cucTem oTGopa npob
HeoGXoaAMMO yuuTbiBaTb ANMHY TPyBOK U paanyckl M3rMGOB TPYGOK C y4ETOM BO3MOXHOCTV OCELaHUs YacTul B
Tpybkax. lMpu BbibOpe CUCTEMbI MOHWUTOPWHIa HeobXoOMMO TaKkKe Y4YWTbiBaTb OGO PUCK, UCXOOALMA OT
mMaTepuarnos, UCMOJIb3yeMbIX B TEXHOMOMMYECKOM MpoLecce, HanpuMep, Harnmume X1BbIX MUKPOOPraHN3MOB UIK
paaMnoaKTMBHbIX JIEKapCTBEHHbIX NMpenapaTos.

19. (12) MNpn wucnonb3oBaHWM aBTOMATU3NPOBAHHOW CUCTEMbI TEKYLLEro MOHUTOpPMHra obbem npob
3aBWCUT, Kak NpaBuiio, OT CKOpPOCTM oTOopa npo6 ucnonb3yemon cuctembl. O6bem npob npu TekyLllem
MOHWUTOPWMHIE MOXET OTnn4aTbcs OT obbema npob Mpu MpoBeAeHUN KBanMMUKAUUW YUCTbIX MOMELLEHUA W
YNCTbIX 30H.

20. (13) B 30Hax knacca A U B MOHWUTOPWHI KOHLEHTpaLuy YacTuy, pasmepoM =5.0 MkM umeeT ocoboe

3HayeHune, MOCKOMbKY 3TO HABMSETCH BaXHbIM WHCTPYMEHTOM AWarHOCTUKM [ONS  PpaHHEero BbIIBNEHMWS
HecoOTBETCTBUS. VIHoraa nokasarteny konuyectsa Yactuy pasmepoM = 5.0 MKM MoryT 6biTb OLUMBOYHEIMK 13-3a

3NEKTPOHHOIO LLYMa, MOCTOPOHHENO CBETA, Cry4YalHOro CTeveHust 06CTOSTENLCTB U Npoudnx dakTopoB. OaHako
€CIM CYeTYMK MocreaoBaTeNbHO U CUCTEMATUYECKM PEerncTpyMpyeT Marnoe YMCio 4acTuu, TO 3TO yKasbiBaeT Ha
BO3MOXXHOCTb KOHTaMMHaUMK, YTo TpebyeT paccregoBaHns. Takue criydam mMoryT 3abnaroBpeMeHHO yKasbiBaTb
Ha HEMCNpPaBHOCTb CUCTEMbl BEHTUMNSAUMM WM KOHOMLUMOHUPOBAHWS, YCTAHOBKM  HAaMOfHEHUS  UNnn
CBMAETENbCTBOBATL O HAapYyLLUEHWMN NpaBU BO BpeMsi Hanaaku o60pyaoBaHNs UK ero aKkcnnyatauuu.

21. (14) JonycTMMoe KONMUYEeCTBO YacTuL, AS1 OCHALLEHHOro COCTOSIHUS, YKka3aHHoe B Tabnuvue, OOJMKHO
JocTuraTbCsi MOCNe KOPOTKOro nepuoga OYUCTKU NPOAOIKUTENBHOCTLIO 15 - 20 MUHYT (HOpMaTUBHOE 3HAYeHUe)
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npu OTCYTCTBUM NEepCcoHana rnocre 3aBepLueHns paboThbl.

22. (15) MoHutopuHr 3oH knacca C n D B aKkcnnyaTMpyeMoM COCTOSIHUM AOSDKEH OCYLLEeCTBNSATLCH B
COOTBETCTBMU C MPUHUMMNAMK yrnpaBreHus puckamun Ans kadectsa. TpeboBaHMSA K YPOBHIO TPEBOMU U YPOBHIO
aencteusa OyayT 3aBWCeTb OT XapakTepa BbINOSHAEMbIX onepauui, ogHako B nioboM crnyvae JOMKHO ObiTb
OOCTUrHYTO peKkoMeHAO0BaHHOE 3Ha4eHue "nepmoga o4ncTkun".

23. (16) Odpyrve nokasatenu, Takne kak Temnepartypa u OTHOCUTErNbHAs BNaXHOCTb, 3aBUCAT OT NpoayKumnu
N xapakTepa BbIMOMHSEMbIX onepauvn. 3T napameTpbl HEe OOMKHbl BAWATb Ha YCTaHOBfIEHHblE HOPMAaTUBbI
YUCTOThI.

24. (17) lMpumepbl onepauui, KOTopble crefyeT BbIMOMHATbL B 30HAaX C pa3HbiMU Knaccamum YUCTOTbI,
npveeaeHbl B Tabnuue N 2, a Takke B nyHkTax 35 - 42 HacToswero MNpunoxeHus.

Tabnuua N 2
Knacc Mpumepkl onepaunii 4na NpoAyKuuW, nognexaiwen GUHULLHON cTepunm3aumn (MyHKTbl 35 -
37 HacToswero MpunoxeHus)
A HanonHeHne npoaykumm, KOTOPYIO HENb3S NoaBepraTb PUCKY KOHTaMUHaLUK
C MpuroToBneHne pacTBOPOB, KOTOPLIE HENb3s NOABEPraTb PUCKY KOHTaMUHauun. HanonHeHne
npoayKuum
D MpuroToBneHne pacTBOPOB M NOArOTOBKA NEPBUYHON YNAKOBKWU, MaTtepuanos Ans

nocneagyrouiero HanoJiHeHnA

Knacc Mpymepbl onepaunin ANg NPUroToBrEHUsS B aCENTUYECKNX YCNOBUAX (MYyHKTbI 38 - 42
HacTosLwero MNpunoxeHns)

A AcenTuyeckoe NpUroToBrneHue 1 HanonHeHue
C MpurotoBneHne pacTBoOpoB, noanexawnx punsTpaumm
D Onepauunmn ¢ matepranamm nocne Monku

25. (18) [Tllpu BbINOMHEHUM acenTUYEeCKUX MNPOLECCOB HEeOobXoOUMMO  MOCTOSIHHO  NPOBOAUTb
MUKPOBUONOrMYECKUI MOHUTOPUHT C UCMOMNb30BaAHNEM CEAMMEHTALMOHHOIO U acnMpalmMoHHOro MeTogoB otbopa
npo6 Bo3gyxa, otbopa Npob C NOBEPXHOCTEN METOAOM CMbIBOB TaMMOHOM W C WUCMOSb30BaHMEM KOHTAKTHbIX
nnactvH. Metogbl otbopa Npob, Mcnomnb3yemble B IKCMyaTUPYEMOM COCTOSIHMM, HE OOJKHbI HAHOCUTb Bpen
3awmTe 30Hbl. Pe3ynbTaTbl MOHUTOPUMHIA AOMKHBI YYUTBIBATLCA NPW NpoBeAeHnM 063opa JOCbe Ha ceputo Anis
BblJayM paspelleHnst Ha BbIMyCK roTOBOW NpoAyKumu. Nocne BbINOMHEHUS KPUTUYECKUX onepauni Heobxoammo
NPOBOAWUTb MOHUTOPUHI MOBEPXHOCTEM M MepcoHana. Takke [OMMKEeH MpoBOAUTBCS  OOMOMHUTENbHbIN
MUKPOBUONOrMYECKUI MOHUTOPUHI BHE TEXHOSTOMMYECKOro mpolecca, B YaCTHOCTW, nocre Banugauum CUCTEM,
OYUCTKM U Ae3UHEKLMN.

26. (19) PekomeHayemble npegenbl MNpM  MUKPOOMONOMMYECKOM MOHWUTOPUHIE UYUCTbIX 30H B
aKcnnyaTMpyeMoM CoCTossHMM npuBeaeHsl B Tadbnmue N 3.

Tabnmua N 3
Knacc PekomeHnayemble npeaernbl MUKPOBHONM KOHTamMuHauum (a)
B Bo3ayxe, CeguMeHTaumsa Ha KoHTakTHble nnactnHbl | OTnevaTok nepyatku (5
KOE/ky6. m Yawky aunameTtpom 90 AnameTpom 55 mwm, nanbLues),
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MM, KOE 3a 4 4 (b) KOE/nnactuHa KOE/nepyatka

A <1 <1 <1 <1

B 10 5 5 5

C 100 50 25 -

D 200 100 50 -
MNpumeyaHue:
(a) MpnBeneHbl cpegHne 3HauYeHus.
(b) OTAEeNbHbIE NNACTUHBI ANst CEAMMEHTaUMM MOTYT SKCMOHUPOBATLCA MeHee 4 4acos.

27. (20) Mo pesynbTaTam MOHUTOPWUHIa 4YacTUL, U MUKPOOPraHU3MOB [OJPKHbl ObiTb YCTAHOBMEHbI
COOTBETCTBYIOLLME Mpefenbl: YPOBEHb TPEBOMM U ypOBEHb AEWCTBUSA. B onepaumoHHbIX npouenypax OOSMKHbI
ObITb ONUCaHbl KOPPEKTUPYIOLLME OENCTBUS B CIlyHae NpeBbILLEHMS 3TUX Npeaenos.

V. N3OJIMPYIOLWAA TEXHONOI A

28. (21) VWcnonb3oBaHne W30NupYyHoLLEen TEXHONOMMU CBOAMT K MUHMMYMY BMELUATENbCTBO YeroBeka B
NPOV3BOACTBEHHbBIX 30HaX, B pe3yfbTaTe 4Yero 3HAYUTENbHO CHWXAETCA PUCK MUKPOOHOW KOHTaMumHauum
nNpoayKuunn, NpomM3BeaeHHON B aCENTUYECKNX YCNOBUSX, U3 MPOU3BOACTBEHHON cpeabl. CylecTByeT MHOIoO TUMOB
N30MATOPOB U NepefaTodHbIX YCTPOWCTB. M30MSTOp M ero KOMMMEKTYLWmne OOMKHbI ObiTb CKOHCTPYMPOBAHbI
Takum oOpa3om, 4YTOObl B COOTBETCTBYIOLLEN 30HE obecneymBanocb HeoOXO4MMOEe KavecTBO BO3Ayxa.
M3onsaTopbl, M3rOoTOBMEHHbIE M3 pa3sHbiX MaTtepuanoB, B 6Oonblien UMM MeHbLUEeN CTeneHn MOABEpPXKEHbI
NOBPEXAEHMIO M3oNAUMM U pasrepmeTusdauun. [lepegaTodHble YCTPOMCTBA MOryT ObiTb  pasHbiMU:  OT
KOHCTPYKUMIA C OAMHApHOW MM OBOWHOMW ABEPbI0 4O MOMHOCTBbH repMETU3UPOBAHHbLIX CUCTEM, BKNHOYAKOLLUX
yCTpOWNCTBa ANd cTepunmusaumn.

29. (22) lNepepmaya mMaTtepuanoB BHYTPb M HapyXy M30onsitopa SBNSAETCA OOHUM M3 caMbiX OonbLUMX
noTeHunanbHbIX NCTOYHNUKOB KOHTaMUHaLUUN. O6bI4YHO NPOCTPAHCTBO BHYTPU NU30NIATOPA ABNAETCA orpaqueHHoPl
30HON ANsA NpoBeAeHWst onepauumi, NpeacTaBnsoLWmnX BbICOKME PUCKM NS KayecTBa npoaykuuun. B To xe Bpems
JonyckaeTcs, YTo B paboyel 30He BCEX TaKMX YCTPONCTB MOXET OTCYTCTBOBATb JlAMUHAPHbLIA NOTOK BO34yXa.

30. (23) TpeboBaHMsl K 4YMCTOTE BO3QyXa B Cpede, OKPYXXalLWen WN30NnATop, 3aBUCAT OT KOHCTPYKLUK
n3onaTopa M ero HasHadeHusi. YnctoTy aTow cpedbl HEOBXOAMMO KOHTPONMpoBaTb, U AN acenTU4ecKoro
Npon3BOACTBA OHAa AOMKHa COOTBETCTBOBATb, MO KpariHen Mmepe, knaccy YnmctoTbl D.

31. (24) N3onsTopbl MOryT GbITb BBEAEHBI B 3KCMIyaTaumio TOMbKO Nocre NpoBeAeHUs COOTBETCTBYHOLLEN
Banudauun. Banvpauma [omkHa yuuTbiBaTb BCE KPUTUYECKME (OakTopbl W3ONMPYIOLLEN TEexHomnormu, B
YaCTHOCTW, Ka4yeCTBO BO3dyXa BHYTPU WM CHapPyXu M3onsaTopa, nopsgok AesvHdekumn usonsTtopa, npouecchl
nepegaym u LenocTHOCTb N3onsaTopa.

32. (25) Heob6xooumo MpoBOAMTBL HEMPEPbLIBHbIN MOHUTOPWHI, BKMOYalLWun B cebsa YacTble MCMbITaHus
repMeTUYHOCTUN N30NATOopa M Y3NoB "nepyaTtkum - pykasa".

VI. TEXHONNOI A "BblAYBAHUE - HANONHEHWE - TEPMETU3ALINA"

33. (26) YcTpowcTBO "BblAyBaHWE - HaMOINHEHME - repMeTusauus” npenctaBnsieT cobor yCTPOWCTBO
crneumanbHOW KOHCTPYKUUW, TAe B OOHOM aBTOMAaTMYECKOM KOMMIEKCe B TeYEeHUe OOHOro HernpepbiBHOMO
TEXHOMOrMYECKOro LMKNa 13 TepMOMnnacTUYHOro rpaHynsata OpMUPYIOTCH YMNakoBKW, KOTOPbIE HarMoMHATCA
NPOAYKTOM U repMeTU3npyroTcs. YCTPOMUCTBO "BblAyBaHWE - HanorHeHue - repmeTusaums”, ucnonb3yemoe B
acenTMyeckoM MPOU3BOACTBE U MMelolwee 30HYy knacca A ¢ appeKkTMBHbIM MOTOKOM BO34yxa, MOXeT ObITb
YCTaHOBMEHO, NO KpanHen mepe, B 30He krnacca C npu ycnoBuu UCNonb30BaHWUA ogexabl, NPUMEHSEMON B 30HaX
anga knaccos A u (unun) B. MNpoussBoacTBeHHas cpeda B OCHALLEHHOM COCTOSIHUM [OfMKHa COOTBETCTBOBATb
YCTaHOBIMEHHBLIM HOpMaTUBaM Mo YactTuuam M MUKpoopraHnsMam, a B SKCNyaTMpyeMOM COCTOSIHUW - TOSNBbKO MO
MUKpOOpraHMsmam. YCTPOMCTBO "BblayBaHue - HanosIHEHWE - repmeTusaums”, ncnonb3yemMoe B MPOM3BOACTBE
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npoaykuun, nognexawen UHULLHOW CTepunusauum, OOSMKHO yCTaHaBNMBATbCSA, MO KpaWHeW Mepe, B 30HE
knacca D.

34. (27) YuuTbiBas 0COBEHHOCTN yKazaHHOW TeXHONOrMnN, Heobxoammo obpallatb ocoboe BHMMaHWe Ha:
KOHCTPYKLMIO 1 KBanudukaumio obopyaoBaHms;
Banuaauuio 1 BOCNPOM3BOANMOCTb MPOLLECCOB "o4ncTKa Ha mecTe" n "ctepununsaums Ha mecte";

NMPOCTPaAHCTBO YMUCTOrO MOMELLEHNS, KOTOPOE SIBNSIETCA NPOU3BOACTBEHHOW CPefon Ans pasmeLleHHOro
Tam obopynoBaHus;

o6y4yeHre onepaTopoB 1 UX OAEXAY;

NeNCTBUS B KPUTMYECKOW 30He obopydoBaHus, BKM4Yas BbINOMHEHWE MOACOedVHEHU U cOopkM B
acenTUYEeCKNX YCroBUAX 0 Havana HarnonHeHus.

VII. NIPOAYKUUA, MOABEPITAEMAA ®UHWLLIHOW CTEPUIN3ALMN

35. (28) lMogrotoBKka KOMMOHEHTOB MNEPBUYHOW YMAKOBKM W APYrMX MaTepuanoB W MNpPOM3BOACTBO
BonbLUMHCTBA BUAOB NPOAYKUMU AOMKHbI MPOBOANTLCS B NPOM3BOACTBEHHOW cpede, Mo KpaviHen Mepe, Krnacca
D, 4T0o6bl 06ecneynTb AOCTAaTOMHO HMU3KWMN YPOBEHb PUCKOB KOHTAMWHALMKU YacTULaMyW U MUKPOOPraHM3Mamu,
noaxoasLwmi ans unbTpaumm u ctepunusauun. Ecnm myukpobHas KoHTaMmuMHauus NpeacTaBnsaeT BbICOKUE UMK
0COOEHHbIe PUCKM ANA NPOAYKLUUK (B YACTHOCTU, KOrAa NPOAYKUMSA SABNSETCHA XOpoLleln NuTaTernbHOW cpeaon ans
pocTa MUKpoopraHuamoB nubo ee cTepunu3aumMu npeallecTByeT ANUTENbHbIA Mepuod BpemMeHu, nmbo
TEXHONMOrMYeCcKkNA npouecc BedeTcd No Oonbluen 4YacTu B OTKPbITbIX €MKOCTSX), NPUroTOBfeHue crnegyet
OCYLLIeCTBMATb B MPON3BOACTBEHHOW cpefe knacca C.

36. (29) HanonHeHue npogykTtamu, noanexaluMmm (OUHWULLIHOM CTepunmnsaumu, OOIDKHO MPOBOAUTHCH B
NpPou3BOACTBEHHOM cpefe, Mo KparHen mepe, knacca C.

37. (30) lMNpn NOBbLILWEHHOM pUCKE KOHTaMuHauMWM NPOAyKTa OT NPOW3BOACTBEHHON Cpedbl, B YaCTHOCTMU,
€Ccrnn onepauuu HanosfHEHWUs NPOXOASAT MeAfeHHO UMW YNakoBKM MMEIOT LUMPOKOE ropno, unmn ux Heobxoammo
AepxaTb OTKPbITbIMUA O0ree HecKOonbKUX CeKyHA A0 repMeTm3auuu, HanofiHeHWe AOIMKHO NPOBOAUTLCHA B 30HE
knacca A C OKpyxalLllen cpefon, No kpanHen Mmepe, knacca C. lNpurotoBneHne n acosky Maseun, Kpemos,
CYCMEH3UA N 3MynbCcui nepen (UHULLHOW CcTepunm3aumen HeobXxooumo, Kak MpaBumio, OCYLLECTBNSATb B
Npon3BOACTBEHHOW cpefe knacca C.

VIIl. ACENTUYECKOE NPON3BOACTBO

38. (31) Onepaumu ¢ KOMNOHEHTaMK NEPBUYHON YNAKOBKM U APYrMMU MaTtepuanaMmm nocne MOvMku SOMKHbI
NpoBOAMNTLCS B NMPOW3BOACTBEHHON cpefde, No kpanmHen mepe, knacca D. O6paboTky CTepuribHOro MCXOOHOro
CbipbSi M KOMMOHEHTOB, e€CnvM B JanbHelnlem He npegycMoTpeHa CTepunu3aums Wnm  cTepunusyloLas
unbTpaums, Heobxogumo oCyLLeCTBNATL B paboyert 30He knacca A ¢ Mpon3BoACTBEHHOW cpeaow knacca B.

39. (32) T[lpuroToBneHMe pacTBOPOB, KOTOpble B XO4e TEeXHOMOorMyeckoro nmnpouecca noanexar
cTepunuaylowen unbTpaumMn, AOOMMKHO MNPOBOAUTBCA B MPOM3BOACTBEHHOW cpede knacca C. Ecnm
cTepuynuayowas ounbTpaumusi He NPOBOAUTCH, TO MOArOTOBKa MaTtepuarnos U NPON3BOACTBO NPOAYKLUMUN OOIKHbI
OCYLLIECTBNATLCA B pabo4er 30He knacca A ¢ Npou3BOACTBEHHON cpefon knacca B.

40. (33) ObpaboTky 1M HanonHeHMe NPOJYKUWUW, NPUrOTOBIIEHHON B aCENTUYECKMX YCINOBUSAX, HE0OX0ANMO
npoBoauTb B pabo4er 30He knacca A ¢ Npou3BOACTBEHHOW cpefon knacca B.

41. (34) [llepemayy (TpaHCMOPTUPOBKY) HE OKOHYATENBbHO YKYMOPEHHBbIX MNEPBUYHbLIX YMAKOBOK C
NPOAYKUMNEN, HAaNPUMeEP, NMOUIM3NPOBAHHON, 0 3aBEPLUEHMS NpoLecca YKYNopku HEOOXOAMMO OCYLLECTBNATL
uUnmn B 30He Knacca A, HaxogsLencs B NPOn3BOACTBEHHON cpede knacca B, unu B repMeTnyHbIX nepegaToyHbiX
KOHTENHepax B NPOM3BOACTBEHHOW cpeae knacca B.

42. (35) MNpurotoBneHne 1 HanorHEHNE CTepPUIbHbIX Ma3en, KPeMOB, CYCMNEeH3NA N 3MyNbCUMn Heobxoanmo
OCyLLEeCTBMATbL B 30He knacca A, Haxogswewncs B MPOM3BOACTBEHHOM cpefe knacca B, ecnu npoaykuus
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HaxoAMTCsl B OTKPbITbIX EMKOCTSIX U B AanbHEWLLIEM He NOoABepraeTcs CTepUnuaytolen punbTpauum.
IX. MEPCOHAI

43. (36) B uucTbix 30Hax [OMycKaeTCs HaxOXAEHWe TONbKO MWHMManbHO HeobXoaMMoro KonmyecTsa
nepcoHana, 4To 0cobeHHO Ba)XkHO ANsi acenTU4eckoro Npon3BoacTsa. [poBepkn U KOHTPOIbHbIE onepaumu, nNpu
Hann4MM BO3MOXHOCTU, CrieayeT NpoBOAUTb, HAXOASICh 3a NpeaeniaMmm YMCThbIX 30H.

44. (37) Becb nepcoHan (B TOM 4ucrie NepcoHan, 3aHATbIA OYUCTKOW U TEXHUYECKUM OOCMyXMBaHUEM),
paboTalolWwmnin B TakMX 30HAaX, [OOMKEeH NpoXoauTb perynspHoe obydyeHve no Bonpocam Haanexallero
NPON3BOACTBA CTEPUSIbHOM NPOAYKLMN, BKITHOYas BONPOCHI TMIMeHbl 1 OCHOBbI MUKkpobuonorun. Ecnu cywecTtasyeT
Heo6xoQMMOCTb TOro, YTobbl MOCTOPOHHME NNUA, He NpoLUeaLlne Takoro obydeHust (Hanpumep, paboTtarowme no
OOroBoOpy CTpouTenu nnu Hanag4vkm obopyaoBaHus), HaXoAUNNCb B YMCTOM NMOMELLEHUW, TO YKasaHHble nvua
OOMKHbI MPONTU NOAPOBHbLIA MHCTPYKTaX U 38 HUMU AOIMKHO BbiTb YCTaHOBEHO CTpOroe HabnogeHve.

45. (38) Bxog B 30HbI CTEPUNIBHOTO MPOM3BOACTBA MepcoHana, paboTalwero C CbipbeM M3 TKaHen
XMBOTHBLIX WM KyNbTypaMu MWUKPOOPraHW3MOB, KOTOPbIE€ HE MWCMOMb3YTCA B TEKYLEeM TEeXHOIOrMYeCKoM
npouecce, JoMnycKkaeTcs TOMbKO B Cy4ae, ecnu nepcoHan cobnogaeT ycTaHOBNEHHbIE NpoLeaypbl B OTHOLLEHWM
BXxoaa.

46. (39) HeobxogmMMo BbINOMHATL TPeOOBaHWS K NMYHOW TUrMeHe u 4dnctoTe. lepcoHan, 3aHATbIn B
NMPON3BOACTBE CTEPUSIbHBIX JIEKAPCTBEHHbIX CPEACTB, AOMMKEH ObiTb NMPOUHCTPYKTUPOBAH O TOM, YTO OH 0653aH
coobwatbs 0 Mobbix obCcTOATENBCTBAX, KOTOpble MOryT ObiTb NPWYMHOM pacnpoCTpaHeHUs HeZonyCTUMbIX
Konu4yecTBa Unv BUOOB KOHTAMWUHaHTOB; NMPU BO3HUKHOBEHUW TakUX OBCTOATENLCTB HEOOXOAMMBI Nepuoanyeckme
MeOULMHCKUE OCMOTPbl COTPYAHMKOB. [1eCcTBMSA, KOTOpble He0OX0AUMO NPeanpUHATbL B OTHOLLEHUW NepcoHana,
KOTOpbIA MOXeT CTaTb WCTOYHWKOM MWKPOOHOM KOHTaMuHauuMK, [OSMKHbl OMpeaensTbCcs  crneumanbHo
Ha3Ha4YeHHbIM NMUOoM, 06nagaroLLMmM HeobXo0AMMBbIMU MOSTHOMOYMAMMU.

47. (40) B uncTbiX 30Hax 3anpellaeTcs HOCUTb HapydHble Yacbl M IOBENUPHbIE YKpalleHUd, a Takke
ncnonb3oBaTb KOCMETUKY.

48. (41) lNepeogeBaTbCA M MbITbCA HEOOXOAMMO B COOTBETCTBUM C YTBEPXAEHHbIMW MPOM3BOAUTENEM
WHCTPYKUNAMY, pa3paboTaHHbIMU TakuMm 06pa3om, YToObl CBECTU K MUHUMYMY PUCK KOHTaMUHaUMW ogexabl Ans
pa60TbI B YNCTbIX 30HaAX U1 BHeCeHNA KOHTaMUHAHTOB B YACTbIE 30HbI.

49. (42) Opexaa n ee Ka4eCcTBO AOMKHbI COOTBETCTBOBATb TEXHOIOMMYECKOMY MPOLIECCY U Knaccy paboueii
30HbI. Ee HyHO HOCUTb Tak, YTo6bl 06eCcneUnTb 3aLUUTY NPOAYKLUMM OT KOHTaMUHALMW.

50. (43) OnncaHne HeobXooUMOW OfeXabl ANsl KaXAoro Knacca YACTOTbl MOMELLEHUA NPUBEOEHO HUXKE:

knacc D: Bomochkl, a Takke 6opoda u ycbl (Npy HanMuMmM) JOIMKHbI ObiTb 3aKpbiTbl. HEOOXOAMMO HOCUTL
OObIYHbBIN  3ALUMTHBIA  KOCTIOM M COOTBETCTBYWOLWY 00yBb unu OGaxunbl. [JomkHbl OblTe  MPUHSATHI
COOTBETCTBYIOLLME Mepbl AN NpeaoTBpaLleHns nobon KOHTaMUHALMN YUCTON 30HbI U3BHE;

knacc C: Bonocel, a Takke 6opoda 1 ycbl (MpyM UX HanMuMm) OOIMKHbI ObITb 3akpbITbl. He06X0AMMO HOCKTB
KOMOWHE30H UIM OGPHOYHLIN KOCTIOM, MAOTHO obnerawolmii 3ansacTbst U MMEIOLMIA BbICOKMI BOPOTHUK, a Takke
CcoOoTBeTCTBYIOLWY0 00yBb Unun 6axunbl. OT ogexabl 1 00yBY NPakTUYECKM HE OOMMKHbI OTAENSTLCS BOMOKHA UM
yacTuubl;

knacc A/B: ronoBHoit yGop AOSKeH MONHOCTbIO 3aKpbliBaTb BOSOCHI, a Takke Gopody M ycbl (Mpu KX
HanuyMu), M [oSkeH ObiTb BCTaBieH B BOPOTHUK KOCTIOMA, Ha JMuUEe HeobGXoAMMO HOCUTb Macky [nJis
npeaoTBpalleHnss  pacnpocTpaHeHus kanenek. Tawke HEOGXOAUMO HOCUTb COOTBETCTBYHOLIMM 0OGpa3oM
NPOCTEepPUIIN30BaHHbIE U HEOMyAPEHHbIE PE3VHOBLIE UMW NIACTUKOBbLIE NepyaTku U NPOCTEPUNU3OBAHHYI0 UK
npoaesnHpULMpoBaHHyo 00yBb. HibkHMe kpasi WTaHWMH OOMKHbI ObiTh 3anpaBrneHbl BHYTPb 0ByBU, a pykasa
ofexnbl - B nepyaTku. 3aliMTHas odexaa NpakTUYecku He OOSHKHa BblOENATb BOMOKOH MMM YacTuy U JoJKHA
3aJepX1BaTb YacTuUbl, OTAeNsoWmnecs oT Tena.

51. (44) YnuuHyto ogexay 3anpeljaeTcs BHOCUTb B KOMHaTbl AN NepeofdeBaHus, KOTopble BeayT B
nometleHus knaccoB B n C. Kaxabii paboTHUK B 30He kracca A/B fomkeH ObiTb obecneyveH YMcTon CTepUIbHOM
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(MpocTepunM3oBaHHOW UNU MNpollelwel COOTBETCTBYIOLLYIO CaHUTapHyt0 06paboTKy) 3alUMTHOM O4EeXOoW Ha
Kaxgylo paboyylo cmeHy. lNepyaTkn Bo Bpems paboTbl Heobxoaumo perynspHo AesuHduumposatb. Mackm u
nepyaTkm Heob6xoAnMO MeHNATb, MO KpanHen Mepe, KaKayr CMEHy.

52. (45) Opexgy ANns YMCTbIX NOMeLLEHMI HeobxoanmMo oumnwaTb U obpabaTbiBaTh TakMM 0Opa3om, YTOObI
OHa BMOCMEACTBUM HEe CTaHOBWUMACb MPUYMHOM KOHTaMUHaUMW. JTWM onepauun AOMMKHbl BbINOMHATLCS B
COOTBETCTBMM C YTBEPXKAEHHbIMU MHCTPYKUMAMWU. [Ns NOATOTOBKM TakoW ofexAabl XenaTernbHO WMeTb
oTAenbHble NpayeyHble. HenpaeunbHas obpaboTka ogexabl noBpexaaeT BOSIOKHA TKaHW, YTO YBENUYMBAET PUCK
OTAENEeHUs YacTull,.

X. NMOMELWEHWA

53. (46) B umncTbix 30Hax BCe OTKPbITblEe MOBEPXHOCTM OOSMKHbI ObiTb rMagkMMu, HEMpoHWULaeMbIMU U
HenoBpeXaeHHbIMKU, YTObbI CBECTU K MUHUMYMY obpa3oBaHne M HaKkoMfeHne YacTul UM MUKPOOPraHM3MoB, a
Takke No3BoMsATb MHOTOKPATHO NPUMEHATb MOKOLLME U, NPU HEOBXOAMMOCTM, Ae3UHMULIMPYIOLLNE CPEACTBA.

54. (47) Ana yMeHbLUEHUS HAKOMIEHUS MNbinyu N obneryeHns yoopkn B MOMELLEHMSX HE AOIMKHO ObITb He
NoAOaLLNXCS O4UCTKE YriybneHnii u JOMKHO OblTh Kak MOXHO MeHbLLE BbICTyNalLWmUX Kpaes, NOMOK, WKadoB v
obopynosaHus. [1Bepn [OSMKHbI ObITb CKOHCTPyMpoBaHbl 6e3 yrnybneHun, HeOoOCTYNHbIX AMs OYUCTKM,
MCMonb30BaTh pasaBWMXHbIE ABEPU HeXenaTenbHo.

55. (48) lMoaBecHble MOTONKU OO0SMKHbI OblTb FrEpPMETUMYHBbIMKA C Lefbl NpedoTBpalleHnss nonagaHus
KOHTaMUHAHTOB N3 NPOCTPaHCTBa Hag HUMW.

56. (49) MoHTax TpybonpoBoAoB, BO34YXOBOAOB M Apyroro obopynoBaHMs HEOOXOAMMO BbIMOMHATL Tak,
4YTOObI He ObINo yrnybrneHun n He3akpbITbIX OTBEPCTUI, a TakkKe OTCYTCTBOBaNN MOBEPXHOCTU, HE JOCTYMNHbIE ANS
OYUCTKM.

57. (50) 3anpeluaeTcs ycTaHaBnMBaTb pPakoBMHbI M CrMBbI B 30HaxX knacca A un B, ncnonbsyembix Ans
acenTnyeckoro npousBoAacTBa. B gpyrux 3oHax HeobxoaMmo npedycMmaTtpuBaTtb paspbiB  CTpyM Mexay
obopyaoBaHNEM U KaHanM3aumoHHOW Tpybow (BopoHkom). CTOKM B MOMy B YMCTbIX KOMHaTax c 6onee HU3KUM
KMaccoMm YMCTOTbI AOMMKHbI ObITb 06ecneveHbl crudoHamm unu rngposaTeopamu Ans NpeaoTepalleHns o6paTHoro
noToka.

58. (51) KomHaTbl ons nepeofeBaHnsi AOMKHbI ObITb CKOHCTPYUPOBAHbI Kak BO3AYLUHbIE LUMI03bl U AOMKHbI
ucnonb3oBaTbCca Ansl obecnevyeHuss U3NYECKOro pasferieHust pasHbiX 3TanoB CMeHbl odexabl W, TakuM
obpas3om, CBOOMTb K MWHMMYMY KOHTaMMHAUMIO 3alUMTHOM OAEXAbl MUKpoopraHmamMamn u vactmuamu. OHu
OOIMKHbl  3pbekTMBHO 06TekaTbCA OTUNBTPOBAHHBIM BO34yXOM. 30Ha nepes BbIXOAOM M3  KOMHAThI
(nomeLLeHuns) onsa nepeogeBaHnst B OCHALLEHHOM COCTOSIHUM AOSMKHA MMETb TOT XKe KNnacc YUCTOThl, YTO M 30Ha,
B KOTOPYIO OHa BefeT. B HekoTopbIx cnydasx Anst Bxoda B YACTbIE 30HbI U BbIXO4a U3 HUX LienecoobpasHo MMeTb
OTAENbHbIE KOMHATLI (MOMELLEHNs) AN nepeogeBaHnsi. Kak npaBuno, yCTponcTBa ANst MbiTbS PYK AOSMKHbI ObITb
TONbKO B Hayarlie KOMHaT OJis NepeocaeBaHus.

59. (52) Obe aBepw BO3OYLIHOMO L0338 HE MOryT ObITb OTKPbLITHI OAHOBPEMEHHO. [na npegoTspalleHns
OOHOBPEMEHHOro OTKpbIBaHUSA Gornee ofHoW ABepu AorkHa paboTtaTb GroKMpoBOYHas cucTeMa unvM cuctema
BM3yanbHOro 1 (MUnu) 3ByKOBOro NpeaynpexaeHust.

60. (53) Nogayva oTOUNLTPOBAHHOIO BO3AyXa OOIDKHA NOOAEPXKMBATL NOJTOXMTENbHBIN Nepenag AaBreHus
OTHOCUTENBHO NPOU3BOACTBEHHbIX 30H C Bonee HM3KUM KNnaccoMm npu Bcex paboymx yCnoBusiX, @ BO3AYLUHbIN
NoToK JosmkeH adcpekTMBHO ob6TekaTb 30HY. CMeXHble MOMELLEHMS C pasHbIMKU KlacCamn YUCTOTbI LOSIKHbI
nmeTb pasHuuy B aaeneHun 10 - 15 MNMa (HopmaTuBHoe 3HayeHue). Ocoboe BHMMaHWe crieqyeT yaensaTh 3almTe
30HbI HanMbOMNbLUMX PUCKOB AMA KayecTBa MpoAyKUuMu, TO €CTb NMPOM3BOLACTBEHHOW cpefe, HenocpeacTBEHHOMY
BIIMSAAHMIO KOTOPOW MOABEPraeTcsi MPOAYKUMS MMM OYMLLEHHbIE KOMMOHEHThI, KOHTAKTUMPYLOLWMWE C NPOAYKUMEN.
[onyckatoTca pasHble BapuaHTbl B OTHOLIEHWM MOdayn BO3gyxa W nepenaga [LaBleHWA, KOTOpble MOryT
notpeboBaTbCs M3-3a NPUCYTCTBUS HEKOTOPbIX MaTepuanoB, B YaCTHOCTW, MATOrEHHbIX, BbICOKOTOKCUYHbIX,
pPaanoaKTMBHBIX UM XMBbIX BUPYCOB MK GaKkTepuarnbHbIX MaTepuanos, Uy npenapaTtos U3 HUX. [ns HEKOTOpbIX
onepauun MoxeT ObiTb Heobxoauma LOeKOHTaMMHaLMs NoMeLLeHui u obopynoBaHus u obpaboTka Bo3gyxa,
yOansiemMoro U3 YMCTON 30Hbl.
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61. (54) Heobxooumo noaTBepaunTb, YTO HanpaBneHne BO34YLIHbLIX NMOTOKOB HE NpeacTaBsieT PUCKOB A5
KOHTaMMHaLuM1 NpoayKTa, B TOM uYucne criegyeT YAOCTOBEPUTBLCSH, YTO B 30HY, NPeAcTaBnsitowy HanbonbLline
puckn gna kKadecrtBa npoAykTta, C BO3AYLWHbIM MOTOKOM HE NOCTynakT YacTuubl, UCTOYHUKAMWU BbloeneHnda
KOTOpbIX ABMSHOTCA 06CNYXMBaOLLMIA NepCcoHar, BbiNoNHseMast onepaums nnm obopyaoBaHue.

62. (55) [omkHa ObITb nNpegycMoOTpeHa CUCTEMA aBapUMHOTO OrnoBelleHust 06 oTkase CucTembl
BEeHTUNALNN. Ecnn pa3Huua B AaBleHun mMexny ABYyMA NoMelleHnAMU ABndeTcAa KpI/ITVNHOVI, mMexay HUMuU
H806XO,IJ,I/IMO YCTaHOBUTb AaTHUKKN nepenaga gaBleHnd. 3Ha4yeHusa nepenaga gaBneHusA HeO6XO,lJ,I/IMO perynapHo
3anncbiBaTb UM opopMIIATbE JOKYMEHTANBHO NHLIM CNIOCOOOM.

Xl. OBOPYJOBAHNE

63. (56) He ponyckaeTcs, 4TOObl 4Yepe3 neperopoaky, OTAEnsAwLWy 30HY knacca A unm B ot
NPOV3BOACTBEHHOW 30HbI C Bonee HM3KOM YMCTOTOW BO3Ayxa, Npoxoaurna NeHTa KOoHBenepa, 3a UCKNIYEeHNEM
cny4yaeB, Korga cama NneHTa noaBepraeTcsl HenpepbiBHOW cTepunusaumm (Hanpumep, B CTEPUNU3aLUOHHOM
TYHHEnRe).

64. (57) Ob6opygoBaHue, UTUHIM (MecTa COeOuHeHMs) M 30Hbl OOCMYXMBaHUS pPeKoMeHOyeTCcH
npoekTMpoBaTb W YyCTaHaBnuBaTb TakuM ob6pasom, 4Tobbl paboTbl ¢ obopyaoBaHWeM, €ro TexXHW4YecKkoe
obcnyxnBaHue U PeMOHT MOXHO ObINo NPOBOAMTL CHapPYXM YNCTOM 30HbI. Ecnn Heobxoomma ctepunusaums, To
OHa JorkHa ObITb NpOBeAeHa Nocrne MakcMmarbHO NOHOM cOopkn 06opyaoBaHNMS.

65. (58) Ecnu TexHunyeckoe obcnyxuBaHue o60pyaoBaHMS ObINO MPOBEAEHO BHYTPU YMCTOM 30HbI U
HeobXxoAMMble HOPMbl YUCTOTHI U (MNK) acenTukM BbiNu HapyLlieHbl BO BpeMs 3ToW paboTbl, TO 30Ha OOMkHa
ObITb OuMLLEeHa, NpoAe3nHpULMpoBaHa 1 (MK) NpocTepunuaoBaHa (B 3aBUCMMOCTM OT TOrO, YTO NOAXOAMT) OO
BO30OHOBNEHMA Npouecca.

66. (59) YcrtaHoBKM Ans MOArOTOBKM BOAbl M CUCTEMbI ee pacnpefeneHus crieqyeT NpoekTUpoBaThb,
KOHCTpPYMpOBaTb M 3KCMIyaTupoBaTb Tak, YToObl obecneunTb HagexHoe obecneyeHne BOOOW COOTBETCTBYHOLLETO
KayecTBa. Mx Hemnb3sa aKcnnyaTupoBaTb CBEpX MPOEKTHOW MolHoCcTW. Bogy aAna uwHbekuuii Heobxogumo
NpOM3BOAMTb, XpaHUTb W pacrnpefensTs Takum o6pa3oM, 4ToGbl NpefoTBpaTUTb POCT MMKPOOPraHW3MOB,
HanpumMep, 3a cHeT ee NOCTOSIHHOM LMpKynaumMu npy TemnepaTtype Boiwwe 70 °C.

67. (60) Bce obopynoBaHue, Takoe kak cTepunuaatopbl, cucTtembl 0b6paboTkm u cunbTpauumn BO3ayxa,
BO3yLUHbIE M rasoBble PUNLTPLI, CUCTEMbI 06PabOoTKM, MONMYYEHMS, XPaHEHMS U pacnpeneneHns Boabl SOJKHbI
nognexaTtb BanuaauuMum U NNaHOBOMY TEXHMYECKOMY OOCMyXMBaHUIO, a Ha WX MOBTOPHOE BBEAEHWE B
3KCNnyaTauuto AOMKHO ObITb BblAAHO paspeLleHne NULIOM, UMEHLWMUM COOTBETCTBYOLLME NMOMTHOMOYMS.

Xll. CAHUTAPHAA OBPABOTKA

68. (61) CanuTapHass obpaboTka 4MCTbIX 30H UMeeT 0co00 BaXHOe 3HayeHue. 30Hbl Heobxoaumo
TLWAaTeNbHO O4YMLLaTh B COOTBETCTBUM C YTBEPXKAEHHOW NMPOU3BOAMTENEM MHCTpyKUMen. B cnyyae npoBeneHus
OEe3NHMEKLNN OOMKHbI MPUMEHSITBCA HECKOSBKO TUMOB Ae3MHUUMPYIOLWMX cpeacTB. [na BbiSIBNEHUS pa3BUTUS
PE3UCTEHTHbIX LUTAMMOB MUKPOOPraHN3MOB HEOOXOAMMO MPOBOAUTL PErYMSPHbIA KOHTPOTb.

69. (62) Motowme un pgesvHUUMpYOWME cpeacTBa HeobXOOUMO KOHTPONMPOBaTb B OTHOLLUEHWUU
MUKpoOUuonormdeckon 4uctoTbl. WX pacTBopbl HeobOXooumo [gepXaTb B MpeaBapuUTenbHO  OYULLEHHBIX
KOHTerHepax (Tape) N XpaHWUTb NULLb Ha NPOTSXXEHUN YCTAHOBIIEHHBLIX CPOKOB, 33 MCKITHOYEHNEM TEX PacTBOPOB,
KOTOpble npocTepunnaoBaHsl. Moowue 1 gesnHgpuumpyowmne cpeacrsa, Mcnonb3yemsle B 30Hax knaccos A u B,
nepeai ncnorib3oBaHMem OOJIKHbI ObITb CTepuinbHbIMU.

70. (63) Ona cHWXeHUs MUKPOOHOW KOHTaMuMHauMW B HEOOCTYMHbIX MecTax MOXeT ObiTb nonesHa
dymuraums YNCTbIX 30H.

Xlll. TEXHONOIMMYECKWI MPOLIECC

71. (64) Ha Bcex cTagusax npousBOACTBa, B TOM YMUCME Ha CTaausx, NpefllecTBYOLWNX cTepunusauunm,
HeoOX04MMO NPUHUMATL Mepbl, CBOAALLME K MMHUMYMY KOHTaMUHaLUWIO.
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72. (65) NMpon3BoACTBO fleKapCTBEHHbLIX CPEACTB MUKPOOMONOrM4ecKoro NpoMCXoXaeHNs UM HanosiHeHne
MMN B 30HaX, UCMNOJNIb3yeMbIX ONA NMpoun3BOoACTBa APYrnX NekapCTBEeHHbIX CpeacTB, He OOoMNyCKaeTCA. BaKLlIAHbI,
cogepxative y6I/ITbIe MUKpOOpraHnambl WUnn 6aKTepV|aanb|e OKCTPaKTbl, nocne WHakTuBauunum MOryT ObITb
pacdacoBaHbl B TEX Xe MOMELLEHUNAX, YTO U ApYyrMe CTepUnbHbIe NeKkapCcTBEHHbIE CpeacTBa.

73. (66) Banugaumsa npoueccoB, NPOBOAMMBbIX B acenTUYeckux YCINOBUsSX, [OSHKHA BKOYaTb
MogenupoBaHMe npouecca C MCNOoNb30BaHWEM NuUTaTeNnbHOW cpefbl (HanofnHeHue nuTaTenbHbIMKU cpegamu).
MuTtaTtenbHyto cpedy HeobxoAMmo BblIBUpaTb C y4eTOM NekapCcTBEHHOW (POPMbl NEKapCTBEHHOro npenapara, a
Takke CeneKkTMBHOCTM, MPO3PaYHOCTU, KOHLEHTpaUun U NpUrogHoOCTU NUTaTensHOW cpeabl AN cTepunusanum.

74. (67) MopgenupoBaHue npouecca [OMKHO Haubornee TOYHO MMUTMPOBATbL CEPUNHBIA Mpouecc
acenTMyeckoro nNpPOM3BOACTBa M BkNoYaTb B cebs ero nocriegoBaTenibHble KpUTUYeckue ctagun. Takke
H606XO,IJ,I/IMO y4nUTbiBaTh pasfindHble BMellaTernbCTBa, KOTOpble MOryT BO3HUKHYTb BO BpeMA 00ObIYHOrO
Npon3BOACTBEHHOrO NpoLecca, a Takke cutyauun "Hamxyguiero cnydas".

75. (68) MopgenupoBaHue npouecca Mpu MepBOHaYyanbHOW BanvgauuyM [OOIDKHO BKMOYaTb  Tpu
nocnegoBaTesibHbIX yOOBNETBOPUTESIbHbIX UCMNbITaHUA ONA |<a>+<,u,0|7| CMeHbl onepaTtoposB. B p,aaneVn.ueM nx
Heo6Xxo4MMO MOBTOPSATb Yepe3 YCTAHOBMEHHbIE MPOMEXYTKA BPEMEHU, a Takke nocne noboro cyLecTBeHHOro
M3MEHEHUS] B CUCTEME BEHTUNSALMM W KOHOULMOHMPOBaAHMS BO3dyxa, B 00o0pyaoBaHWM, npouecce Wnu
KonvdecTtBe cmeH. Mogenvpylolme npoLecc MCMbITaHUs OOJDKHbI MOBTOPATHCS OBaXAbl B rod Ansl KaXaom
CMEHbI ONepaTopoB M KaXaoro npotecca.

76. (69) Konn4ecTBo KOHTENHEPOB (MEePBUYHLIX YNAKOBOK), NpeAHa3Ha4YeHHbIX Ans ¢acoBkM nuTaTenbHbIX
cpef, OOMKHO ObITb AOCTaTOYHbIM, 4TOObI 0BecneunTb LOCTOBEPHYIO OLEHKY. B cnyyae Hebonblumx cepun
KONMMYEeCTBO KOHTEWHepoB Anst hacoBKM MUTATENbHbIX CPeA AOIMPKHO, KaKk MMHUMYM, COOTBETCTBOBaTb pa3mepy
cepun npoaykumn. Heobxogmmo CTpemMuTbCs K OTCYTCTBMIO pPOCTa MMKPOOPraHWM3MOB, MpW 3TOM nognexat
NMPUMEHEHMIO CeayoLMe HOPMbI:

a) ecnu HanonHsnum meHee 5 000 eguHWL, NpooyKUWMK, HE OOJMKHO ObITb HU OLHOW KOHTAMWUHWPOBAHHOW
eOVHNLBI;

©) ecnu HanonHanm ot 5 000 go 10 000 eanHUL NpoayKumMK, TO:

OoaHa (1) KOHTaMUHNpOBaHHaA enHuLUa ABNAETCA OCHOBaHMEM OJ1A paccnenoBaHud npuydnH m ﬂOBTOpHOIZ
(baCOBKI/I nnTaTenbHbIX cpea,;

aBe (2) KOHTaMUHUPOBaHHbIE e4MHULbI - NPOBOAUTCH paccneoBaHve NPUYMH U NOBTOPHaA Banvaaums;
B) ecnu HanonHsnm cebiwe 10 000 egnHuy, TO:

oaHa (1) KOHTaMWHMpPOBaHHast eauMHULA ABMASETCS OCHOBaAHWEM A8 paccrneaoBaHUs NPUYNH;

ABe (2) KOHTaMWHUPOBaHHbIE €OVHNLBI - MPOBOAUTCS paccrefoBaHUe NPUYUH 1 NOBTOPHAas Banugauums.

77. (70) Mpu nobom KonuyecTBe NEpPBUYHBIX YNAKOBOK C MUTaTEerbHOW Cpeaon nepuoauyeckue crnydam
obHapy>XeHUsi MUKPOGHON KOHTaMMHaUMW MOTyT yKasblBaTb Ha Hanunyne HebOonbLUMX YPOBHEN KOHTaMWMHAHTOB,
4YTO OOMKHO ObITb paccrnegoBaHo. [Npy OGHapy>XeHUM 3HAYUTENbHOM MUKPOOHOW KOHTaMuMHauuMu Heobxogmmo
paccMOTpeTb BO3MOXHOE BIUSIHWE Ha CTEPWUNbHOCTb CEPUN, BbIMYLLEHHbIX MOCne NpOBeAeHMs MNOCIeAHNX
YCMELUHbIX UCMbITAHWI C HanofHEHEM NUTaTENbHbLIMU CpeaamMu.

78. (71) Heobxoaumo obecneunTb YCrioBusl, MpU KOTOPbIX Mobas Banuoauus He co3gaeT PUCK Ans
TEXHOIOINMYeCKMX NPOLECCOB.

79. (72) WNcTtouHnkn BogocHabxeHwsi, obopydoBaHve Ans NOArOTOBKW BOAbI U MPUroTOBIEHHas BoAa
noanexaT perynsgpHoMy MOHUTOPWMHIY Ha HanmuMuine XUMWYECKMX W OMONOrnmyeckMx KOHTaMWHaHTOB M B
HeobXoAMMbIX Cryyasix Ha SHOOTOKCMHbI. PesynbTaTbl MOHMTOPMHra M nobblX NpeanpuHATLIX AeNCTBUiA
HeobXxoaMMOo 0hOPMIIATL AOKYMEHTASbHO.

80. (73) B uuncTbix 30Hax, ocoGEHHO B Xofe Mpouecca acenTU4eckoro Mnpou3BOACTBa, OEeATENbHOCTb
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nepcoHana AomkHa ObiTb MMHMMAarbHON, a ero NnepeaBMXeHne AOMKHO BbiTb pa3MepeHHbIM U KOHTPONUPYEeMbIM
BO wu3bexaHne un3ObITOMHOIO BbIOENMEHNS YacTuL, W MUKPOOPraHW3MoB, OOYCMOBNEHHOIO MOBbILLEHHON
OBUraTtenbHOM aKTUBHOCTBLIO. TemnepaTtypa W BRaXHOCTb OKpyXawwen cpedbl OOMKHbl OblTb HE OYeHb
BbICOKMMU, YTOObI HEe co3gaBaTh ANCKOMAOpPTa C y4ETOM CBONCTB UCMONb3yeMON oaexabl.

81. (74) MwukpoOHas KOHTaMMHaLMS WCXOOHOrO CbipbA M MaTepuanoB [OOMMKHA OblTb MWHUMAanbHOMN.
Cneumndmkauum Ha HUX OOSMKHbI BKINOYaTh B cebs TpeboBaHmst K MUKPOBMOMNOrMyeckon YnctoTe.

82. (75) B uncTbix 30Hax HeobXoAMMO CBOAUTbL K MUHUMYMY HamnuyMe KOHTEMHEPOB W maTepuarnos, OT
KOTOpPbIX BO3MOXHO OTAEefIeHNe BOMTOKOH.

83. (76) HeobxogMmo npuHUMaTbL Mepbl MO NPeAoTBPAaLEHUMIO KOHTaMMHauum rOTOBOW MpodyKumu
Yactuuamu.

84. (77) Tlo OKOH4YaHMM npouecca OYUCTKA KOMIMOHEHTOB, KOHTEMHEPOB M 0OOOPYAOBaHUS C HUMM
HGOGXOJJ.I/IMO OﬁXO.lJ.I/ITbCFl Tak, 4yTOObI HE npouncxoaunna nx NnoBTopHasa KOHTaMUHauuA.

85. (78) WHTepBanbl BpeMeHN Mexay MOWKOW, CYLUKOW U cTepunusauuein KOMNOHEHTOB, KOHTENHEPOB U
obopydoBaHMs, a Takke Mexay WX CTepunusauuenin U MnocregyrowmMm  MCNonb30BaHNEM [OIDKHbI ObiTb
MWHUManbHBIMU N UMETb OrPaHNYeHne Mo BPEMEHU, COOTBETCTBYHOLLEE YCIIOBUAM XPaHEHUS.

86. (79) Bpemsa mexay Hayanom nNpuUroToBrEHUS pacTBOpa U ero ctepunusaumen unuv CTepunuaytoLLen
unbTpaumMen [OMKHO OblTb MUMHUManbHbIM. NS kaxgoro Buaa npoaykumM HeobxoaMmo  yCTaHOBUTb
MaKCcMMarbHO AONYCTUMOE BPEMS C Y4ETOM €€ COCTaBa U yCTaHOBINEHHOTO NOpsiAKa XpaHeHus!.

87. (80) lMepen crepunusaumein HeOBXOAMMO KOHTPONUPOBATb YPOBEHb MUKPOOHOW KOHTaMuHauuwu.
JomkHbl ObITb ycTaHOBNEHbl paboyne rpaHuubl KOHTaMMHAUMKW HENoCcpeACTBEHHO Nepen CTepunu3auunen,
KOTOpble COOTHOCATCS C 3PEKTUBHOCTHIO UCMNOMbL3YEMOrO MeToAa. YPOBEHb MUKPOOGHOW KOHTaMUHaLuu
HeobX0AMMO KONMUYECTBEHHO OMNPEAEensTb ANS KaXOoW Cepun Kak NpoayKuMMu, HamofHEHHOW B acenTUYeCKuUx
YCrnoBusX, Tak U NPOAYKUMM, NoABeEpPraeMon (OMHULLHON cTepunm3aumun. Ecnu gna nekapcTBeHHbIX nNpenapaTos,
noaBepraembix (PUHWULLHOW CTEPUNN3aUMK, YCTaHOBMEHbI Boree XecTkMe napameTpbl CTEpPUNM3aLmKn, YpoBEHb
MUKPOOHOW KOHTaMMHALUMM MOXHO KOHTPONMPOBATb TONbKO Yepe3 COOTBETCTBYHLUME WHTEpBalibl BPEMEHU
cornacHo rpadgwmky. [lpu wmcnonb3oBaHUM CUCTEM Bbilycka NO napaMeTpam onpefeneHne MUKPoGHON
KOHTaMUHaUuM HeobGXxoaMMO NPOBOAMTL ANS KakAOW cepun M paccMaTpuBaTb Kak WCMblTaHWe B npoLlecce
npounsBoacTea. [pn Heo6X0AMMOCTU AOMKEH OCYLLECTBISATLCA KOHTPOMNb YPOBHSA SHAOTOKCUHOB. Bce pacTBopbl,
0COOEHHO MHPY3NOHHbIE XNOKOCTM BonblIOro obbema, He0OXoANMMO NoABepraTh CTepunuayowen unsTpauun
Mo BO3MOXHOCTW HEMOCPEACTBEHHO Nepes HanoNHEHUEM.

88. (81) KoMnoHeHTbI, KOHTeWHepbl, 0bopyaoBaHue u niobble gpyrne NpeameTbl, HE0OXOOUMbBIE B YUCTOW
30He, 0COGeHHO npu paboTe B acenTMYecKMX YCMOBUSX AOMKHbl ObiTb MPOCTEPWUIN30BaHbI U NepefaHbl Tyaa
yepe3 BMOHTUPOBAHHbBIA B CTEHY MPOXOAHOW CTEPUIM3ATOP C ABYCTOPOHHMM AOCTYNOM WIIM MHBIM Crnocobom,
npegoTBpaLlaoLMM KOHTaMUHauUuo. Heroptoume rasbl OOMKHbI MPOXOANTb Yepe3 punbTpbl, 3adepXuBaoLlime
MUKPOOpPraHM3mbl.

89. (82) OddekTnBHOCTL MOOOrO HOBOrO Mpouecca [OSPKHA ObiTb MOATBEPXKAEHA MpW Banvpauuu,
KOTOpPYI HEOOXOOUMO pEerynsipHO NOBTOPSATH B COOTBETCTBMM C NMTAHOM, YYMTbIBAOLWMM rpadomk skcniyataumm, a
Takke npu nobom 3HaYMTENBHOM N3MEHEHMM B NpoLecce nnmn obopynoBaHum.

XIV. CTEPUNN3ALINA

90. (83) Bce npouecchl cTepunm3aunm A0MKHbI NponTh Banvagauuio. Ocoboe BHMMaHue Heobxoaumo, ecnu
NpUMeHsieMbI MeTog, cTepunusaumm He onucaH B [ocyaapcTBeHHon dapmakonee Poccuiickon ®epepauun mnm
ucnonb3yetca Ans  nNpoaykta, He SBMSIOWErocsd MNpOCTbiIM  BOAHbIM - MM MachsiHbiM — pacTBOPOM.
MpeanoyTuTEnbHbIM ABASETCS METOA4 TEpMUYEcKow cTepunusaumm. B nwobom crnydyae metoa crepunusaumm
JOIMKEeH COOTBETCTBOBAThL NMLIEH3UN HA MPOU3BOACTBO U pErMcTpauuoHHOMY OOChe.

91. (84) lepen BbIGOPOM nHOGOro npouecca cTepunmusaunm HeobxoouMo NPOAEMOHCTPUPOBaTL C
NMOMOLLbIO (PU3MYECKNX U3MEPEHUI WU, €CNN BO3MOXHO, OMOMOrMYecknx MHOAMKATOPOB, YTO OH MOAXOAWUT Ans
OaHHOV npoaykumm n adydpekTuBeH Ans AOCTUXKEHUS HEOOXOOUMbBIX YCMOBUW CTEpunmnsaumMmM BO BCEX 4acTaAX
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Kaxxgoro Tuna 3arpysku. Banupaumio npouecca HeoGxoOoMMO MOBTOPSiTb 4Yepe3 YCTAHOBIEHHblE rpadhukom
NMPOMEXYTKW, HO He pexxe OAHOro pasa B rof, a Takke Bcerga B ClydYae BHECEHUS CYLLECTBEHHbIX U3MEHEHWI B
obopyaoBaHue. Heobxoanmo XpaHuTb 3anncu ¢ pesynbTatamu.

92. (85) [Ona adppeKkTMBHOM CTepunusauMm Becb MaTtepuan B UenoM JorkeH OblTb MogBeprHyT
Heobxogumon 06paboTke, a MNpouUecc OpraHn3oBaH TakMM 00pas3oM, 4ToObl rapaHTMpoBaTb, YTO AOIMKHASA
apdekTMBHOCTL ByaAeT JOCTUrHYyTa.

93. (86) Ona BCex MpoLEeCcCOB CTEpPUNU3aLUN AOMKHbI OblTb pa3paboTaHbl U OOMMKHbI NPOWTU Banvaauuto
cnocobbl 3arpysKu.

94. (87) [lpumeHeHne 6MONOrMYECKUX WHOUKATOPOB [OOMKHO paccMaTpuBaTbCA  TOMbKO  Kak
OONOMHUTENbHBLIA METOL KOHTpons cTepunusaumu. Buonorumuyeckve wnHOMKaTOpbl HEOOXOAMMO XPaHUTb U
ncrnonb3oBaTb B COOTBETCTBMM C MHCTPYKUMSAMU MPOM3BOAMTENS, @ MX Ka4yeCTBO KOHTPONMpoBaTb MeTogamu
MO3NTMBHOrO KOHTpoNsd. B cnyyae ncnonb3oBaHnsa BGMONOrMyecknx MHAMKaTOpoB HEOBXOOAMMO NPUHATL CTporue
Mepbl, NpeAoTBpaLLaloLLme MUKPOOHY0 KOHTaMUMHaLMI0 OT CaMnX MHANKaTOPOB.

95. (88) domxkHbl ObITb YeTKO ONpeaerneHbl Mepbl, obecnevmBatoLne pasgeneHve NPoayKUmMmn, NpoLleaLlei
N He npoweawen crepunusauunio. Ha kaxaon Kop3vHe, NOTKE WnM LApYron eMKOCTM AN NPOAYKUMU UMK
KOMMOHEHTOB AOMKHa ObITb YeTkas 3TUKETKa C HaMMEHOBaHMEM MaTepuana, HOMEPOM CEpUM U yKa3aHWEM,
npoLlen OH cTepunu3aunio unu Het. [Npu HeobxoaMMocTn MoryT ObiTb MCMOMb30BaHbl TakMe MHOUKATOPbI, Kak
aBTOKNaBHas NeHTa, ANng ykasaHus Toro, npowuna nn cepus (Mny 4acTb Ccepun) Npouecc ctepunmaaumm, ogHako
OHW He JaloT AOCTOBEPHOro NOATBEPXKAEHUSA TOr0, AEUCTBUTENBHO NN CEPUsSt CTEPUITbHA.

96. (89) Ons kaxgoro uMKna cTepunusaumMnm HeoBXxoAMMO COCTaBMSTb 3arnvcu, KOTOpble AOSKHbI ObITb
yTBEPXKOEHbI B pamKax npoLeaypbl BblAaun paspeLleHunst Ha BbiMyCcK Cepun.

XV. TEPMUYECKAA CTEPUITM3ALUA

97. (90) Kaxablm UMK TEepMUYEecKOW CTepunusauun [oSbkeH ObiTb 3anvMcaH B BuAe AuarpaMMbl B
KoopAuHaTax BpeMs-TemnepaTypa B JOCTaTOYHO 6onblioM Macwtabde unu ObiTe 3aperncTpypoBaH C NOMOLLBHO
OPpYroro COOTBETCTBYHLLEro 000pYyAOBaHUS, MMEKLWEro HeoOXoAUMYK NpPaBUIIbHOCTb M TOYHOCTb. MecTo
pacnonoXeHns TemnepaTypHbIX AaTYMKOB, WCMOMb3YEeMbIX AMs KOHTpons u (Mnu) 3anucu, AOSMKHO ObiTb
onpefeneHo BO BpeMs BanvgauMm M B Criydae HeobXOAMMOCTW TakkKe MPOBEPEHO C MOMOLLBI ApYroro
He3aBMCMMOro TeMnepaTypHOro Aatymka, pacnonoXeHHOro B TOM Xe MecTe.

98. (91) HonyckaeTcs mcnonb3oBaTtb XMMUYECKME M OMONOrMyeckne MHAMKATOPbl, HO OHW HE LOTKHbI
3aMeHsATb npoBefeHne OrU3n4ecKUx N3MepeHun.

99. (92) HomkHO ObITb NpPedycMOTPEHO [OCTaTOYHOE BpeMs, YTOObl Becb 0ObeM 3arpysku [OCTur
HeoOxo4MMON TemnepaTypbl 4O TOro, Kak OydeT HadaT OTCYeT BpEMEHU CTepunuaaumn. OTOT Nepuo OOSKeH
ObITb OnNpegerneH s Kaxaoro Tuna CTepunimayemMon 3arpysku.

100. (93) lNMocne 3aBepLUeHUsT BbICOKOTEMMNEPATYPHON hasbl LMKNa TEPMUYECKON CTEPUnM3auumn SOMKHbI
ObITb MPUHSITHI MEPbl NPEAOCTOPOXXHOCTM, NpedoTBpaLlaloLe KOHTaMUHaUUIO NPOCTEPUINM30BAHHOW 3arpy3ku
BO Bpemsi oxnaxgeHus. JlioGas oxnaxzatowas XMOKOCTb MNK ra3, KOHTaKTUpYoLWMe C NpoayKUMen, OOIKHbI
OblTb MPOCTEPUNN30BAHbLI, KPOME Cry4aeB, KOrga BO3MOXHOCTb WCMOSIb30BaHUSI HErepMeTUYHBIX YNaKOBOK
UCKIMoYeHa U NpuBeAeHbl COOTBETCTBYIOLME JOoKa3aTenbCTRa.

XVI. CTEPUNN3ALINA NAPOM

101. (94) TMpu cTepunusaumMm napom HeobxoAMMO KOHTPONMPOBaTb TemnepaTypy W AdaBneHue.
Pekomenayetcs, 4ToObl cpeAacTBa ynpaBneHusi Obinv He3aBWCKUMbl OT CPEACTB KOHTPOMS U 3anucbiBaloLLMX
ycTponcTtB. Ecnn ana aTton LenuM ucnonb3ylTcs aBTOMATUYECKME CUCTEMbl YMNpPaBreHUS U KOHTPOSS, OHMU
OOJSDKHBI MPONTU Banuaaumio, 4Tobbl rapaHTMpOBaTh UX COOTBETCTBME TPEOOBaHMAM K KPUTUYECKOMY MpoLieccy.
HapylwieHus B xoae npoLlecca OOMKHbl PErMcTpupoBaThbCs CUCTEMOW M HAXOAMTLCA NoA Haa30pom onepartopa. B
X0[4e npouecca CTepunu3auMu MokKasaHWsi He3aBMCMMOIO AaTyvka TemnepaTypbl HeoOGXO0OuMMO MOCTOSIHHO
CBepsiTb C AaHHbIMM AuarpaMmbl 3anucbiBaloLLEro ycTpowcTea. [Ons cTepunvM3aTopoB, MMEKLUX CTOK B OHE
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Kamepbl, MOXET BO3HUKHYTb HEOOXOOUMOCTb perucTpaummn TemnepaTtypbl B 3TOW TOYKE B TEYEHMe BCero Lukna
cTepunusaumn. Ecnv B UMK cTepunusauuyM BXOOMT 3Tan BaKyyMUMpOBaHWSl, TO HEOOXOAMMO perynsipHoO
MPOBOAUTb NPOBEPKM KamMepbl Ha FePMETUYHOCTb.

102. (95) Crepunuayemble NpeameTbl, HE HaxoOsdWMECH B TEPMETUYHbIX YMNakoBKax, OOJMKHbI ObiTb
3aBepHYTbI B MaTepumarsn, NPonycKalwLmMin Bo3ayX U nap, HO NpeoTBpaLLatoLLMiA MOBTOPHYI0 KOHTAMUHALIMIO 3TUX
npegMeToB nocre ctepynu3aumm. Heobxogumo obecneynTbs KOHTaKT BCEX YacTen 3arpy3kv CO CTEPUITU3YIOLLUM
areHToM Mpv 3adaHHbIX TEMNepaType n BpEMEHM.

103. (96) Heobxoanmo obecneunTb, Y4TOObI ANs CTEpUNM3aLmMmn NPUMEHSANCA Nap Haanexallero kavyecTsa,
He coepXalluii Takoro KOnM4yecTBa NpUMeceil, KOTopoe Morfo Gbl Bbi3blBaTb KOHTAMUHALUMIO NMPOAYKLMN UK
obopynoBaHus.

XVII. CYXOXXAPOBAA CTEPUNTN3ALINA

104. (97) Mpwn cyxoxapoBoW CTepMnM3aLun A0mKHbl ObiTb NPeAyCMOTPEHbl LMPKYNALMSA BO34yxa BHYTPU
KaMmepbl U nogaepkaHue M3bbITOYHOrO OaBMNEHUs ANS NPeAoTBpaLleHMs NonagaHus BHYTPb HEE HECTEPUIBHOMO
Bo3gyxa. JIlobon nocTynawwmin BHYTPb BO3OYX OOJPKEH MPOXOAMTb Yepes3 hunbTpbl BbICOKOW 3heKTUBHOCTM
(HEPA-dpunbTp). Ecnn ctepunusaums npegycmaTpuBaeT YCTpaHEHWe MNMPOreHoB, TO KaK 4YacTb Banvgaumm
OOMKHbI BbITb NPOBEAEHbI UCMbITAHUSA C NpegHaMepeHHbIM UCMOMNb30BaHNEM SHAOTOKCHMHOB.

XVIIIl. PADMALUMOHHAA CTEPUITN3ALINA

105. (98) PaguaunoHHyl0 CTepunM3aumilo  UCMOMb3yloT [MaBHbIM OOpa3om Ans  cTepunusauuu
TEPMOYYBCTBUTESbHBLIX MaTepuanoB W npogykuun. MHorme nekapCcTBEHHble CpeacTBa W HEeKoTopble
YMNaKoBOYHbIE MaTepuanbl YyBCTBUTENbHbI K WOHU3MPYIOLLEMY W3My4YEeHUIO, CredoBaTeNlbHO, 3TOT MeTon
JOMnycTUM TONMbKO Torda, kKorga Obino 3KCnepuMeEHTanbHO MOATBEPXOEHO OTCYTCTBME BPEOHOro BMAHUSA Ha
npogykuuto. Kak npaeuno, obnydeHne ynbTpadunonetoBbiM U3NyYEHNEM HE SIBNSETCA NPUEMMEMbIM METOLOM
CTEpMNM3aLmn.

106. (99) Bo Bpems mnpouecca cTepunu3auun AOSHKHO MPOBOAMTLCA M3MEPEHWEe MOrMoLEeHHON A03bl
MOHN3NpYyoLero nanyy4yeHus. ,D,J'Iﬂ 9TOro cnenyeT ncnonb3oBaTb OO3MMETPLI, NMOKa3aHUA KOTOPbIX HE 3aBUCAT OT
NCMNOSb3yeMOM MOLLHOCTM [03bl U3MYy4YeHus, HO KOTopble obecneyvmBaloT KONMMYECTBEHHYKD perMcTpaumio go3bl
N3Ny4YeHUsi, MOFTOLLEHHY0 camoi npoaykumein. [1osumeTpbl OOMKHbl OblTb pasMeLleHbl Cpean 3arpysku B
OOCTaTO4YHOM KONMYECTBE M HA AOCTATOMHO BSIM3KOM pacCcTOsIHUM ApYr OT Apyra, 4Tobbl rapaHTMpOoBaTh Hanu4ne
O03UMETPOB BO BCEX MecCTax, noAaBepraemMbix obnyyeHuto. MNnactMaccoBble 403UMETPbI AOMKHbBI MPUMEHSTLCS
b B npegenax cpoka p,eI7ICTBI/IF| nXx KaJ'II/I6pOBKI/I. lNoka3aHus OOo3nMeTpoB HGOGXOJJ.I/IMO CHMMAaTb B Te4deHue
KOpPOTKOro OTpe3ka BpeMeHu nocne obny4yeHus.

107. (100) B kayecTBe cpenctBa AOMOMHWTENBHOTO KOHTPOMSA MOrYT MCMONb30BaTbCs Ouonornyeckme
WHANKaTOPBI.

108. (101) lMpouenypbl BanugauMm OOSMKHbI rapaHTUPOBATb, YTO YYTEHO BMWSHWME pPa3HOW MNOTHOCTU
YKNagku CTepunmayemMon NpoayKumm.

109. (102) lMNpoueaypbl obpalleHns ¢ maTtepuanamv OOIDKHbI MpefoTBpallaTh nepenyTbiBaHWE Mexay
obnyyYeHHbIMM U HeobnydYeHHbIMM  MaTepuanamu. Ha Kaxagyl ynakoBKy [OSMKHbl OblTb  HaHECEHbI
YyBCTBUTENbHbIE K U3IYyYEHNIO LIBETOBbIE UHAMKATOPBI AN TOro, YTobbl pa3nuyath YnakoBKM, NpoLleflme U He
npolegwmne obnyyeHune.

110. (103) CymmapHas nornolieHHas [go3a W3fyvyeHust AofkHa ObiTb HabpaHa B TedeHne BpPEMEHM,
OTBEEHHOrO Ha NPOLEeCC CTepunmnsaumm.

XIX. CTEPUNN3ALINA OKCOOM STUITEHA

111. (104) O1OT MeTon MOXeT OblTb MCMONb30BaH TONMbKO TOrga, Korga HEeBO3MOXHO MCMOSfb30BaHME
apyroro crnocoba. Bo Bpemsi Banvpauum npouecca AomkHO BbiTb Joka3aHO, YTO OTCYTCTBYET MoBpexapatollee
BINMMAHME Ha nNpoayKuutko, a npeaycMoTpeHHble AOAnA Aerasadum ycnoBma U BpeMdA TakKoBbl, YTO KONMYECTBO
OCTaTOYHOIO ra3a M MNPOAYKTOB peakumyn OyoeT HaxoouTbCsi B OOMNYCTUMbIX MPedenax, YCTaHOBMEHHbIX ONs
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O0aHHOro Bnaa npoaykuunn nnn matepuana.

112. (105) CywecTBeHHOe 3Ha4YeHWe WMEET HEemnoCPeaCTBEHHbIM KOHTaKT MeXay rasom U
MUKpoopraHmamamun. Heobxoaumo MpuHATE Mepbl NPEAOCTOPOXHOCTU OT BKIMIOYEHUS MUKPOOPraHM3MoOB B
mMaTepuan (Hanpumep, B KpUcTansbl UM BbICyLLEHHbIN 6ernok). Bug n konuyecTBO ynakoBOYHLIX MaTepuanos
MOTYT CYLLLECTBEHHO MOBMUATL HA NPOLECC.

113. (106) Nepen 06paboTKOM ra3oM AOMKHO ObITb 06ecne4YeHo COOTBETCTBME BNAXHOCTU N TEMMNEPATYpbI
MaTepuanoB TpeboBaHusM npouecca. Tpebyemoe p[nsi 9TOro BpeMs AOMKHO OblTb, MO BO3MOXHOCTU,
MUHUMarbHBIM.

114. (107) Kaxabii UMK CTEpUnu3auumn OOIDKEH KOHTPONMPOBATbCS C MOMOLLbIO COOTBETCTBYHLLMUX
OMONOrMYecKnx MHOMKaATOPOB, HEOOXOAMMOE KONMMYECTBO KOTOPbIX AOMKHO ObiTb PABHOMEPHO pacnpeneneHo no
Bcen 3arpyske. [lonyyeHHas npu 3TOM MHOpMaUMA [OSMDKHA COCTaBMATb YacTb [OCbE Ha CEpUI0 FOTOBOW
nNpoAayKunn.

115. (108) [ns kaxgoro uuMkna cTepunusauumn OoImkHbl ObiTb 0OPMIIEHBI 3aMUCK C yKa3aHUEM BPEMEHMU
NONMTHOro 3aBeplleHuna UuKna, gaBlneHua, temnepartypbl U BN1aXXHOCTU B KaMepe BO BpeMsA rnpouecca, a Takke
KOHLeHTpauun u o6Llero konmmMyectBa WCMNONb30OBaHHOrO rasa. [aBneHwe w Temnepatypy Heobxooumo
perncTpmpoBaTb Ha NPOTSPKEHUWM BCErO LMKNa Ha guarpamme. OTU 3anmcun AOMKHbI COCTaBMATb YacTb 4OCkbEe Ha
CEpUo rOTOBOW MPOaYKLNN.

116. (109) 3arpysky nocne crepunmsaumm HeO6XoOUMO XPaHUTb MO KOHTPOSIEM B YCIOBUSIX BEHTUMSLMM,
4yTOOblI ObBecneynTb CHWXKEHWE COAepXaHUsi OCTATOYHOrO rasa W MPOOYKTOB peakuun [0 YCTaHOBNEHHOro
npegena. AToT NpoLuecc AOMKEH NPOUTU Banugauuio.

XX. oUNbTPAUNA IEKAPCTBEHHBLIX CPE[LCTB, KOTOPLIE HE MOTI'YT BbITb
NPOCTEPUITM3OBAHBLI B OKOHYATEJIbHOU YINAKOBKE

117. (110) [lpoBegeHne cTepunuaylowen GUNBTPAUMM He SBNAeTCS [OCTaTOYHbIM - YCIOBUEM
cTepunusauum, ecnvu BO3MOXHO MpoOBedeHVWe CTepunu3aumMm npoayKuMM B OKOHYaTerbHOW  YMNakoBKe.
MpepnoyTnTenbHblM  SBASETCA MeToA CcTepunu3aumMm napom. Ecnm  npogykuma He MoxeT ObiTb
npocTepunM3oBaHa B OKOHYaTeSNbHOW YNakoBKe, TO PacTBOPbl UMM XUOKOCTM MOryT ObiTb NpOunbTPOBaHbI
yepes3 CTepWsibHbIN (PUbTP C HOMMHamNbHbBIM pasmepoMm nop 0,22 MKM (UnM MeHee) unu 4vepe3 UNbLTP C
aHanorm4yHom CcnocobHOCTLI0 3adepxuBaTb MWUKPOOPraHW3Mbl B NpeABapuUTENbHO NPOCTEPUNIU3OBaHHbIE
KOHTeVHepbl (ynakoBku). Takue punbTpbl MOryT yAansaTb GONbWMHCTBO HBakTepui U nNrecHeBbIX rpnubos, HO He
BCE BMPYCbl MnU Mukomnnasmbl. [1oaToMy gormkHa ObiTb paccMOTpeHa BO3MOXHOCTb [OMOSIHEHUS npoLecca
unbTpaumMm TepmMmyeckor 06paboTKom onpeaeneHHON CTENEHN.

118. (111) B cBa3n ¢ Tem, 4TO Npu CTepunuaylolen punbTpaLn No CpaBHEHUO C APYrMMKU MpoLeccamm
cTepunusauum CyLwecTByeT MNOTEeHUManbHbld AONOMHUTENbHLI PUCK, HemnocpeacTBeHHO nepen hacoBKoOW
pekomeHayeTcsl NoBTopHas unbTpauns Yepes AONONHUTENbHBLIA CTEPUNU3YIOWNA OUNBLTP, 3a4epKUBatoLLMM
MUKpOOpraHnsmbl. MocnegHio cTepunuaytowyo punbTpaumnio HeobXxoaAMMO OCYLLECTBASATE Kak MOXHO Grvke K
MecTy pacoBKw.

119. (112) Heobxoaumo ncnonbL30BaTh PUNLTPLI C MUHUMAIbHLIM OTAENEHNEM BOSOKOH.

120. (113) lMepen vcnonb3oBaHUEM CTEpPUNU3yOLWEro dunbTpa M cpasy Mocrne ero WCnosib30BaHus
Heo6xoQMMO MPOBEPSITb €ro LIEeNIOCTHOCTb TakMm MEeTOAOM, Kak "TOouka nysbipbka”, meTogom AMddy3MOHHOro
noToKa Wnu ncnbliTaHuem nod gaesneHuem. Npu Banugaumm JOMKHbI oNpeaendaTbcs Bpems, Heobxoammoe Ans
dunbTpaumMm pactBopa 3agaHHoro obbema, M nepenag gasBneHun Ha dunbTtpe. Jliobble CcylecTBeHHble
OTKITOHEHUS1 OT YKa3aHHbIX NapameTpoB BO BpeMs TeKylLlero npou3BOACTBa HEOOXOAMMO perMcTpvpoBaTtb U
nccriegoBaTb. Pe3dynbTaThl 3TUX MPOBEPOK AOMKHbI ObITh BKMOYEHBI B A0CHE Ha cepuio npoaykuun. Cpasy nocne
NCMNonb30BaHNA HeoOXOAMMO MOATBEPXKAATb LENOCTHOCTb KPUTUYECKMX Ta30BbIX WM BO3AYLUHBbIX (OUNBbTPOB.
LlenoctHocTb Apyrux omnbTpoB AOMKHA NOATBEPXKAATECS Yepe3 COOTBETCTBYIOLLME NHTEPBATIbl BPEMEHM.

121. (114) He ponyckaeTcs ucnonb3oBaTb OAWNH U TOT e hunbTp B TeyeHne 6onee ogHoro paboyero aHs,
3a WCKMKYEHMEM Cny4vaeB, Korga BO3MOXHOCTb Ooree AnUTENbHOMO €ro MCnofib30BaHUsA MNOATBeEpXAeHa
Banugaumnen.
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122. (115) OunbTp He OOIMKEH OKa3biBaTb BIIMSIHWME HA MPOAYKUMIO, 3adepXuBasi €e WUHIPEeANEHTbl UIn
Bblaendsa B Hee kakune-nmbo BeLllecTBa.

XXI. OKOHYAHME MPOLECCA NPOV3BOACTBA CTEPUIIBHOW MPOLYKLNN

123. (116) YacTmyHO yKynopeHHble (lakOHbl NMOcne 3aBepLUeHUs NMMOMUABLHOIO BbICYLUMBAHUSA OOSKHbI
HaxoauTbCs B 30HE Kracca A 4O MX OKOHYaTeNbHOro yKyrnopmeaHus npobKow.

124. (117) KoHTenHepbl (NepBUYHbIE YNAKOBKW) AOMKHbI ObITb YKYNOpeHbl COOTBETCTBYOLWMMY cnocobamu,
KoTopble npownu Banugaumio. [lpy  wKcnonb3oBaHUW MeToda 3anavikv, Hanpumep, CTeKNSHHbIX Unn
nnacTmMaccoBbiX amnyr, Bca npoaykumsa nognexuT 100%-HoMy KOHTPOM Ha LEenocTHoCTb. B apyrmux cnydvasx
KOHTPOSb LIeMOCTHOCTY NPOAYKLUMMN AOMMKEH NPOBOANTLCH YCTAHOBMEHHBIMU METOAaMM.

125. (118) Cuctema ykynopvsaHus (ONakoHOB, HAMOMHEHHbIX B acenTUYecKUX YCroBUSX, HE SBMSeTcs
MONHOCTbIO LeNOCTHOWM A0 Tex MNop, Moka Ha YKyrnopeHHOM npobkowi dnakoHe He OyaeT obGxart (3akaTaH)
antoMUHMEBBIN  Konnadok (kpblwka). B cBA3n ¢ atum ob6xmm Komnayka nocne yKynopuBaHuWs npoGKon
HeobX0AMMO BbINOMHATL Kak MOXHO paHbLLUe.

126. (119) Mockonbky Npu 0GXMME KONMMavykoB MOXET BbIAENATLCA OOMbLUOE KONMMYECTBO MEXaHUYeCKUX
yactuy, obopygoBaHve OnA obxuma Heobxooumo pasmellaTb OTAEeNbHO M cHabXaTb CUCTEMOWN BbITSDKKU
BO34yXa.

127. (120) O6xumm KonnavykoB Ha hNakoHax MOXET MPOBOAMTBLCA Kak YacTb acenTUyecKkoro npouecca ¢
NCMNOMb30BaHWEM MPOCTEPUNMU3OBAHHBIX KOJMAYKOB MMM B YCIOBUSX YMCTOrO MOMELLEHUS BHE acenTUyecKom
30Hbl. B nocnegHem crniyyae nakoHbl OOMKHbI ObiTb 3alWileHbl 30HOW knacca A, Mnoka He MNOKUHYT
acenTMYecKylo 30HY, U B AdanbHeneM YKynopeHHble npobkamu drnakoHbl OOMKHbl OblTh 3alUMLLEHbl MyTem
MoAAaYM YNCTOro Bo3ayxa kracca A, noka Ha H1X He ByayT obxaTbl Konnayku.

128. (121) dnakoHbl 6€3 NPObKM UNK Co CMeLLeHHON NPobKo Heobxoanmo yaansaTb 4o 06XMMa Konnadka.
B cnyyae ecnu npu obxunme KonnaykoB HeobxoOAMMO BMeLLATENbCTBO YeroBeKa, ANsl UCKITHOYEHUS MPSIMOro
KOHTaKTa ¢ orlakoHaMn N MUHUMU3ALMN MUKPOOHOWM KOHTaMMHaLMKN OOJKHA MCMONb30BaTbCA COOTBETCTBYHOLLAS
TEeXHonorus.

129. (122) 3deKkTUBHBIM CPEACTBOM 3aLLMTLI MOTYT ObiTb Gapbepbl UM M30NATOPbLI, OrpaHMYMBaloLLMe
goctyn B pabouyto 30Hy, obecnednBatoime Tpebyemble YCNOBMS U CBOOALME K MUHUMYMY MPSIMON AOCTYn
YyeroBeka K onepauumn odxmma.

130. (123) lMNepBUYHbLIE ynakoBKW, repMeTU3MpoBaHHbIE MOA4 BaKyyMOM (BaKyyMHbl€ YMaKOBKM), OOMKHbI
NPOBEPSATLCA Ha COXpaHeHue BakyyMa nocre 3apaHee onpegeneHHoro NpoMexyTka BpeMeHu.

131. (124) MNepBnYHbIE YNAKOBKN C MPOAYKUMEN AN NapeHTepanbHOro BBeAeHnss HeobxogmMmo npoBepsiTh
WHAMBUAYanNbHO (NOWTYYHO) Ha HanNMune NOCTOPOHHUX BKMOYEHWUN UMW APYrMX HECOOTBETCTBMM MO KayecTsy.
BusyanbHbI KOHTPOSb AOMXEH MPOBOAMTBLCH MPU YCTAHOBIEHHbLIX YPOBHSAX OCBELLUEHHOCTM U ¢hoHe paboyero
nonsi. HeobxogmMMo perynsipHo NpPOBepsiTb 3pEHWE ONepaTopoB, BbIMOMHAOLWMX BU3yalbHbIA KOHTPOMb (ecnu
onepaTopbl UCMOMb3YOT OYKM, TO MpPOBEpPKa 3pPEHWs NPOBOOAUTCH B o4vkax). B xoge BuayanbHOro KOHTPONS
NPOAYKUUN PEKOMEHOYETCA [OCTAaTOMHO 4acTO OpraHvM30BbIBaTb MepepbiBbl B paboTe onepatopos. [lpu
MCMOMb30BaHWM OPYrMX METOLOB KOHTPOSA MPOLLECC KOHTPONs Heobxooumo BanuampoBaTtb, COCTOSIHWE
obopyaoBaHUA HeobGXoAMMO nepuognyeckn npoBepsTb. PesynbTaTbl BU3yanbHOro KOHTPOMS OOSMKHbI ObiTb
ohopMMeHbl AOKYMEHTanbHO.

XXIl. KOHTPOJIb KAHECTBA

132. (125) VcnbiTaHue roToBbiX NPOAYKTOB HA CTEPUITbHOCTb HEOOXOOUMO paccMaTpuBaTb TOMbKO Kak
3aBep|.uarou.u/||7| aTan B Cepumn KOHTPOJIbHbIX MepOI'IpI/IFITI/IVI, rapaHTnpyrLnx CTepuibHOCTb. MeTop,vma ncnblTaHnA
Ha CTEePUNBHOCTb JOIMKHA ObITh BanuaupoBaHa Ans KaXaoro npoayKra.

133. (126) B cny4asx, korga nony4yeHo paspeLleHne Ha BbiMyCK CTEPUIIBHON NPOAYKLMU Mo napameTpam (
Mpunoxernne N 17 k HacToswmum [NpaBunam), ocoboe BHMMaHWE LOMKHO YAENATLCA Banuaauum U KOHTPOJO
BCEro TEXHOMOMMYeCcKoro npowecca.
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134. (127) Bbibopka obpasuoB MpoayKUMK, KOTOpble Obiln OTOOpaHbl Ansi MPOBEOEHUS UCMbITaHMS Ha
CTEePUNbHOCTb, [OOSMKHA OblTb penpes3eHTaTMBHOW Ansi BCeW cepunm U obsizaTenbHO BkMoyaTb 06pasupl,
OTO6paHHbIe M3 Tex 4acrtemn cepun, Ona KOTOpPbIX npepgnonaraeTca HanbonbLLM PUCK KOHTaMuUHauuun, B
4YacTHOCTH:

a) (a) Ans NPOAYKTOB, HAMOMHEHHbIX B aCENTUYECKMX YCIOBUsX, 06pasubl AOSKHbI BKIHOYATh KOHTEMHEpPDI
(nepBUYHbIE YNaKoBKM), B KOTOPbLIE MPOUCXOANUO HAMOSTHEHME B HAaYarne 1 B KOHLe NPOU3BOACTBA CEpUN, a TakkKe
nocre no6oro 3Ha4uMTeNbLHOro BMeLLaTeNbCTBa;

6) (b) Ans NpoAyKTOB, MpoLleAwMX TEPMUYECKYHD CTEPUNU3ALIMI0 B OKOHYATENbHOW YMAKOBKE, OOIMKHO
6bITb yAeneHo BHMMaHne oT6opy Npob 13 NoTeHLManbHO CambliX XONOAHbIX YacTen 3arpy3ku.

Mpunoxexne N 2
K NMpaBvnam Hagnexawemn
NPON3BOACTBEHHOW NPAaKTUKM

NMnPOU3BOACTBO
BUONTOMMYECKMX (B TOM YNCJIE UMMYHOBKMONOI’MYECKNX)
OAPMALIEBTUYECKMX CYBCTAHLUINN N IEKAPCTBEHHbIX NMPEMNAPATOB

I. OBJTACTb NMPUMEHEHUA

1. TexHonorua npoussoacTBa Guoniornyeckux (B TOM Ymcrie MMMyHOGKONormyecknx) dapmaueBTUYeckmx
cyGCTaHUMi M BMONMOrMYeckux reKapCTBEeHHbIX MpenapaTtoB (ganee - "Guonoruyeckne dapmaueBTUyeckme
cyOGCTaHUMM U JieKapCTBeHHble npenapatbl") SBMASETCHS  KPUTUYECKMM  (paKTOpOM,  onpedensiowum
COOTBETCTBYIOLLUIA PErynaTopHbIi KOHTponb. dapmMaueBTudeckne cybCcTaHUMM UM NekapcTBEHHble npenaparhbl
MOryT BbITb OnpeaeneHbl Kak GUOMorMyeckne B 3HaYMTENbHON Mepe UCXOOs U3 TEXHOMOrMM UX NPOW3BOACTEA.
Hacrtosiliee [MpunoxeHue CRyXWUT PYKOBOACTBOM A1 BCEro crnekTpa GuonorMyeckux dapmMaleBTUYeckmx
cyGCTaHLMiA U BUONOrMYecKUX NekapcTBEHHbIX NpenapaTos.

2. TpeboBaHusi, ycTaHOBMNEHHbIe HacTosAwmuM [MpunoXxeHneMm, pacnpoCcTPaHATCA Ha aHTMOMOTUKM Ha
duonormyecknx ctagmsx ux npomssoactea. [MpaBuna nNpon3BoACTBa NEKAPCTBEHHbIX NpenapaTtoB, NOSyYeHHbIX
13 pakUMOHMPOBAHHOW [OOHOPCKOM KPOBW WUNK Mnasmbl, ycTaHoBreHbl [lpunoxeHnem N 14 Kk HacTodALMM
MpaBunam, a AOns HeTpaHCreHHbIX pPacCTUTENbHbIX JleKapCTBEHHbLIX npenapatoB - [lpunoxeHvem N 7 K
HacTosAwmM Npasunam.

3. Hactosuwee MpunoxeHne pa3geneHo Ha ABe OCHOBHbIE YacTu:

a) (a) Obwee pykoBoactBo (Yactb A) - cogepXuT [OOMONHUTENbHbIE MpaBuna MNpPOM3BOACTBA
6uonornyecknx apMaueBTUHECKNX CYOCTaAHUMI M NEKAPCTBEHHLIX MpenapaToB, HauyuMHas OT KOHTPOMs
MOCEBHbIX KyNbTYp U GaHKOB KNETOK U 3aKaHYMBasi 3aKMOYUTENBHBIMW OnepauusiMmn 1 NpoBedeHneM UCTbITaHW,;

©) (b) CneumanbHoe PpyKOBOACTBO MO OTAeNbHbIM Tunam npogykumm (Yacte B) - comepxut
OONOMHUTENbHOE PYKOBOACTBO ANA OTAENbHbIX TUMNOB OMOMOrMYecknx dapmaueBTU4eckmx cybcTtaHumn u
neKapCcTBEHHbIX NpenapaTos.

4. Obnactb NnpUMeHeHNA HacToALLero anJ’IO)KeHI/IFl BKIMHOHAET ABa acnekra:

a) (a) cTtagmnst NnpomnsBoACTBa: A0 TOr0 MOMEHTa, Noka buonornyeckne dapmaLeBTUYECKMe CyoCcTaHUMM He
CTaHyT CTEPUIIbHBIMU, OCHOBHbIM JOKYMEHTOM Ans HUX siBnsietcs rnaea |V Hactoawwmx Mpasun. Mpaeuna gns
nocrnegyowmnx CraguMm npousBoacTBa OMONMOrMYecKknx IeKkapCcTBEHHbIX npenapaTtoB cogepxatca B rnase |l
HacToswux Mpasun;

©0) (b) Bug npoaykummn: HacToswee NMpunoxeHne ABNSETCA PyKOBOASALLMM OOKYMEHTOM ANs BCEro crekrpa
BGMONOrMyYeckMx NekapcTBEHHbIX NpenapaToB.
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5. O gBa acnekTta npegcrtaenexbl B Tabnuvue N 1. YpoBeHb TpeboBaHUn ycunmBaeTcs no Mepe nepexoaa
OT pPaHHUX K MO34HMM CTagusiM NPOW3BOACTBA OMoOnormdecknx apmaueBTUYecknx cyOocTaHuui, OAHaKo
NpUHLMNbLI HacToALwmX NpaBun AomkHBI cobniogaTbcsa Bceraa.

6. Ecnu HopmaTuBHbIMM nNpaBoOBbIMW akTamn Poccuiickon depepaummn yCTaHOBMEHbI cneunanbHble
TpeboBaHusi:

a) (a) Onst TKaHEW U KNeToK, ncnonb3dyemblX AONnA Npou3BOoACTBa J1€eKapCTBEHHbIX CpencTB, KOTOpble
cTaHoBATCA Guonornyecknmm (*)apMaLl,eBTI/I‘-IeCKI/IMI/I Cy6CTaHLI,VI$'-|MI/| ana HeKOoTopbIX BWMOOB BGronormyeckmnx
JIeKapCTBEHHbIX NpenaparTtos;

©) (b) B OTHOWEHWM BbLICOKOTEXHOMOMMYHLIX FEKapCTBEHHbIX MNpenapaTtoB, B KOTOPbIX KPOBb WNu
KOMTMOHEHTbI KPOBM UCTMONb3YIOTCS B KA4eCTBE MCXOLHOrO Chbipbsi B YaCTW yCTaHOBMeHus TpeboBaHuii k oTbopy
AOHOPOB, K kayecTBy M GesonacHocTu npu 3abope, TecTupoBaHuu, 0b6paboTke, XpaHEHUN U TPAHCMOPTUPOBKE
4erioBeY4eCKON KPOBU N ee KOMMOHEHTOB;

B) (C) AN Mpou3BOACTBA W KOHTPONSA FEHETUYEeCKn MOAMMULMPOBAHHBIX OPraHM3MoOB, B OTHOLUEHWM
KOTOpbIX AomkHa ObiTb obecneyeHa u cobniogeHa COOTBETCTBYOLLAA U30MAUMSA WM Opyrne Mepbl 3aluTbl Ha
obbekTax, rge ocyllecTBnseTcs kakaa-nnbo paboTta ¢ reHeTnyeckn MoandULMPOBaAHHBIMU MUKPOOPraHU3Mamu,
B LeNnsAx yCTaHOBNEeHUs W cobniogeHnss COOTBETCTBYHOLIEro ypoBHSA Guonormyeckon GesonacHOCTM, - Takue

TpeboBaHWst AOMMKHbI cObnoaaThCS.

Tabnuua N 1. ObnacTb npuMeHeHns HacTosiwero lNMpunoxeHus

Tun ¥ MCTOYHUK | [IpuMep NpOOyKLMM [lpyMeHeHMe HacToAmux [I[paBMjl K CTaAMaM [NPOM3BOICTBAa (BHIEJIEHO
MaTepmraos cepeM QOHOM)
1. XuBOTHOTO T'enapmMH, MHCYJIUH, CBop pacTeHMi, Peska, Mzonauusa un IIpuroTOBJIEHUE,
VI bepmeHTE, OeJku, OpTaHOB, TKaHeM CcMelBaHue ¥ ouMcTKa HaIOJIHEHME
PacTUTENIbHOTO SKCTPaKTH VIV XMIOKOCTEN (nnm) nepBUYHAS
TIPOMCXOXIOEHMA & aJIJIEepTeHoB, <1> obpaboTka
HEeTPAHCTEeHHEE |BEHCOKOTEXHOJIOTUYHEE
JIeKapCTBEHHEE
npenapaTel, MMMYHHBE
CEIBOPOTKM
2. Bupyce wnnmu BupycHele mnm CozmaHue u KynpTypa KJIETOK VHaKTUBaLMA IIpuroToOBJIEHHUE,
BaxTepun/ BaKTeprasbHee nommepxaHmue n (uim) npn HarnoJIHEHMEe
bepmenTauusa/ |BakUMHE, GEPMEHTH, TJIaBHOTO <2> u bepmenTaLMS HeoBXOoOMMOCTH,
KYJIbTYPEL ek pabouero OaHKOB M30JIALUA U
KJIETOK KJIETOK, TJIABHOTO ouMcTKa
u pabBouero
BMPY CHBIX
IIOCEBHHIX
MaTepuasos
3. PeKOMOMHaHTHEIE CosmaHme u KysnbTypa KJIETOK V3omauus, [IpuroTOBJIEHME,
BrOTEXHOJIOTHS IPOOYKTEHL, rnonnepxaHue n (mnm) O4YMCTKE, HaroJIHEHME
/bepmenTauns/ MOHOKJIOHAJIbHEIE TJIaBHOTO U bepmenTauua MomudMKaums
KYJIb TYPEL aHTHUTeNa, paBouero OaHKOB
KJIETOK anJyiepreHsl, BaKLMHEL, |KJIETOK, IJIABHOM
JIeKapCTBEHHEE n pabouen
npenapaTs T'€HHOM IIOCEBHHX KYJIbTYP
Tepanuu (BUPYCHHE U
HeBVPYCHbE BEKTOPH,
T1J1a 3MMIEL)
4. XKMBOTHOTO PexoMOMHaHTHEIE TJIaBHBEI U Peska, MNzonauusa, IIpuroTOBJIEHHUE,
IPOMCXOXIEHMS 6enku, pabounit CcMelBaHue ouMcTKa M HaIOJIHEHME
TPaHCT'e€HHEIE BHICOKOTEXHOJIOTMYHEIE | TPAHCTEHHEN OaHK | (MIM) nepBUYHAas Mommubmxanms
JleKapCTBEHHEIE obpaboTka
npenapatTsl
5. PexoMOMHaHTHEIE TJIaBHBEI U BrelpaumeaHue, llepBMruHad, IIpuroTOBJIEHHUE,
PacCTUTEJIBHOTO Oesky, BaKLMHEL, pabounit cbop pacTeHuUM SKCTpakums, HaIOJIHEHME
NPOUCKOXIEHNS : anJepreHsl TPaHCT'eHHEI OaHK <3> M30IAUUS,
TpaHCT'eHHEIe ouMCcTKa,
MoOIMdMKaLMS
6. depMeHTH, CBop xmOxocTen CvemBaHMe 1 Vsonauua un [IpuroTOoBJIEHMKE,
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YesloBEeUECKOTO |MOJIydeHHEEe M3 MOulu, (nnmn) nepeudHas ouMCTKa HarloJIHEHME
TIPOMCXOXOEHUA TOPMOHEL obpaboTka
7. JlekapCTBeHHEIE Jonauus, IIpon3BOOCTBO T'eneTnuyeckas |lIlpurorosseHue,
YeJioBEUECKOTO npenapaTs T'€HHOM IocTaBka u BEKTOPOB <4>, MoImmuduKaums HalloJIHEeHMe
n (mm) Tepanmn: VICIIEIT @HM S OUMCTKa KJIETOK 1 KJIETOK BHE
XMBOTHOTO TeHeTUYEeCKM MICXOIHEIX TKaHeMn/ oBpaboTka opraHmusMa,
NIPOMCXOXIEHMUA MOIMPUUMPOBaHHEIE KJIeTOK <6> OunucrTka u cosmaHue
KJIETKU obpaboTka TJIaBHOTO M
NPOMU3BOICTBEHHEIX pabBouero
BEKTOPOB <5> u 6aHKOB
KJIETOK KJIETOK WUJIU
KJIETOYHOTO
3anaca
JlekapCTBeHHEIE Jonauus, CozpmaHue Mzonaunsa IIpuroToBJieHUE,
npenapaTe Tepanumn IocTaBka u TJIaBHOTO U KJIETOK, coenuHeHME,
coMaTn4de CKMMM VICIIEIT @HM S paBouero OaHKOB ouMcTKa HaIOJIHEHME
KJI€ TKaMM MICXOIHEIX TKaHeNn/ KJIETOK MM KYJIBETYP,
KJIETOK <6> KJIETOYHOT'O coeIuHeHue C
3anaca HEeKJIE TOYHEIMU
KOMIIOHEHTaMu
JlekapCTBEHHEE JoHauus, llepBruHada Mzonaumnsa IIpuroToBJjieHUe,
npenapaTs TKaHEBOM nocTaBka u oBpaboTka, KJIETOK, coemuHeHue,
VHXeHepUn VICIIEITaHMUA M30JIAUMA U ouMCcTKa HalloJIHEeHMe
VICXOIHBIX TKaHei/ oYuMcTKa, KYJbTYP,
KJIeTOK <6> cosgaHue coemMHeHue C
TJIaBHOTO U HeKJIe TOYHEIMU
pabouero OaHKOB |KOMIIOHEHTaMM
KJIETOK, 3amnaca
MNEePBUYHEIX KJIETOK
\
Ycunenne TpeboBaHMiL \
/
/

TepMuHbI NpuBeaeHbl B HAacTodAweM MNpunoxeHuu.

<1> MyHkTbI 87 - 94 HacToswero MpunoxeHus.
<2> lNyHKTbl 54 - 62 HacTosLwero MNpunoxeHus.

<3> [nsa BblpawmBaHns, yOOpku Kn NepBUYHOM 0OpPabOTKM, KOTOPbIE OCYLLECTBMSIOTCA B MNOMEBbIX
YCNOBUAX, MOXET NPUMeHATbCA PykoBOACTBO MO MpaBuniaM Hagnexallero BblpallMBaHusa U cbopa MCXOLHOro
CblpbSl PACTUTENbHOrO NPOUCXOXAEHWS.

<4> Koraa 370 BMPYCHbIE BEKTOPbI, MPMMEHSETCS CTpoKa 2 Tabnumubl.

<56> Tpe6OBaHMﬂ K 4yerioBe4eCKMM TKaHAM U KneTkaM, UCnosib3yeMbiM Npu Npon3BoACTBE JIEKAPCTBEHHbIX
cpencTs, cogepKaTtcAa B HOPMaTUBHBLIX NMPaBOBbIX aKTax Poccunckon dJe,qepau,MM.

Il. MPUHUMN

7. Mpoussoacteo Guonornyecknx apmaueBTUYeckux CybcTaHUMn U NeKkapCTBEHHbLIX NpenapaTtoB umeet
CBOK cneunduky, onpegensdeMyto XxapakTepoMm MpoAayKLUUMM UK TEXHOMNOrMen npomnsBoAacTBa. Xapakrep
NPON3BOACTBA, KOHTPOMS U NpUMEHeHWst BMOoNorMyeckMx nekapcTBeHHbIX npenapaToB TpebyeT ocobbix Mep
NPeaoCTOPOXKHOCTH.

8. B oTnnume OT 06bIYHBLIX NEKAPCTBEHHbIX CPEACTB, MPOMU3BOAMMBIX C WUCTOMNb30OBaHUEM XUMUYECKUX U
m3nyecknx MeTodoB, CMOCOGHbLIX [AEeMOHCTPUPOBATb BbLICOKYID CTeNeHb HaAeXHOCTM, MNpPOou3BOACTBO
Guonoruyecknx apmaueBTUYeckMX cybCcTaHUMn W NekapCTBEHHbIX MpenapaTtoB BkMo4yaeT B cebs
Ucnonb3oBaHMe OMONOrMYecKMX TMPOLEeCCOB M MaTepuarioB, TakuMX KakK KynbTUBMPOBaHWE KIETOK WIu
JKCTparMpoBaHue MaTepuana U3 JKMBbIX OPraHu3MoB. YKasaHHble Ouonormyeckne npoueccbl MoryT
J[eMOHCTPUPOBaTb CBOWCTBEHHYID UM W3MEHYMBOCTb, UYTO MPUBOAMUT K CYLLUECTBEHHOMY OMana3oHy MoBOoYHbIX
NPOAYKTOB pasnuyHoi npupodpl. [o3ToMy NpUHLMNGLI YNpaBRNeHns puckaMmu Ans KayecTsa 0CoBEeHHO BaXkHbl O1s
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JaHHOTO Krnacca martepuanoB U JOMKHbl COOMoaaThCs Npy paspaboTke METOAOB KOHTPONS Ha BCEX CTagusix
npou3ssoacTtea Ond  MUHUMU3aUUN BaplﬂaGeﬂbHOCTl/l N  yMeHblleHUAa BO3MOXHOCTU KOHTaMuWHauum wu
NnepekpecTHON KOHTaMMHaL MK,

9. Matepuansl, nuTaTenbHble cpeabl U YCoBUA KyNbTUBUPOBAHUSA LieNeBbIX MUKPOOPraHW3MOB, KyrbTyp
KNeToK, BUPYCOB BO MHOFOM CrOCOGCTBYIOT BO3MOXHOCTM pPOCTa KOHTaMWHMPYOLMX areHToB. MHorue
NleKapCTBeHHble npenapatbl UMEeKT OrpaHUYeHHYH yCTOVNVIBOCTb K LLUMPOKOMY CMNEKTpy MeTonoB OYUCTKU, B
OCODOEHHOCTUN K MeTogam, npegHadHadYeHHbIM AOnd MHakKTuBauun UM yCTpaHeHUA NOCTOPOHHUX BUPYCHbIX
KOHTamMMHaHTOB. [ns cBegeHust K MUHUMYMY BO3MOXHOCTW TakoOW KOHTaMWHALMW MPOU3BOAUTENb OOSHKEH
yOensTb OCHOBHOE BHUMaHWE MMaHMPOBAHUIO TEXHONOMMYECKOro MpoLlecca, KOHCTPYKUMM obopydoBaHus,
NnoMeLLEeHMIn, cuctem obecriedeHnsi, YyCrnoBusiM NpUroToBreHust n gobaeneHus 6ydgepoB 1 peareHToB, OTOOPY
npo6 n oby4veHuto nepcoHana.

10. Cneundukaumm Ha npopykumto (B YacTHOCTW, creumndmkaumm B obwmx dapMakonenHbiX cTaTbsix,
hapMaKkonemnHbiX CTaTbsiX, PEMMCTPALMOHHOE A0ChE) AOMKHbI Onpenensatb, MoryT nn (M ecnu MoryT, TO 40 Kakow
CTeneHn 1 0O KakoW CTafauum) BelwecTBa U MaTepuarnbl MMeTb OnpedeneHHbl YpoBEeHb BUOHArpy3ku Unm e OHU
OOMKHblI  ObITb  CTepunbHbIMKU. [poOM3BOACTBO Takke [OIDKHO COOTBETCTBOBaTb ApyrMM TpeboBaHusM,
W3MNOXEHHbIM B perncTpauuMoHHoM pfocbe nnbo B NPOTOKOME KIMHUYECKOro uccrnegoBaHusa (Hanpumep,
KONMMYeCTBO reHepaumnn (yABOEHUI, Naccaxen) Mexay NoCeBHOWN KynbTypon unu 6aHKOM KNeTok).

11. Ona Guonornyecknx MatepuarioB, KOTopble He MOryT GbiTb NMPOCTEPUNN30BaHbl (HampuMep, nyTem
unbTpaummn), NpPoM3BOACTBO [AO/MKHO MNPOBOAWTBCH B ACENTMYECKUX YCIOBUSX AN MUHUMK3AUMM pucka
BHECEHMS1 KOHTaMUHaHTOB. [Ns pernameHTaumn onpeneneHHbIX NPon3BOACTBEHHbLIX METOAO0B, Hanpumep, Ons
yaaneHus Unu UHakTUBaUuM BUPYCOB, HEOBGXOAMMO PYKOBOACTBOBATLCA COOTBETCTBYIOLMMU YTBEPKOEHHBIMU
npoueaypamu. MpuMeHeHWe COOTBETCTBYHOLLEr0 KOHTPOMSA Y MOHUTOPUHIA 3a COCTOSIHUEM MPOWU3BOACTBEHHON
cpedbl, W, raoe 3TO SBNAETCA BO3MOXHbIM, CUCTEMbI YOOPKM W cTepunmusaumMm "Ha MecTe" BMecTe C
UCMOMb30BaHMEM 3aKPbITbIX CUCTEM MOXET 3HAUUTENIbHO YMEHbLUUTb PWUCK CryYalHOW KOHTaMUHaLUK U
NepeKpPeCcTHON KOHTaMUHAaLMU.

12. KoHTponb BkMo4vaeT B ceba OGuonornyeckme aHanuTUYeckne MeToAbl, KOTOpble XapaKTepusyloTcs
Gonee BbICOKOW CTeMneHblo BapuabenbHOCTU, YeM (U3MKO-XMMUYeckne MeTodbl. [MoaTomy Mnpu NpoM3BOACTBE
Guonornyecknx apmMauleBTUYECKUX CYBCTaHUMIN M NEKapCTBEHHbIX MpernapaToB KIOYeBYlD pofib wUrpaet
HageXHbI NPON3BOACTBEHHBIN NpoLecc, U ocoboe 3HaYeHUe MMEeeT KOHTPOrb B NpoLiecce NpousBoaCcTBa.

13. Buonornyeckme nekapCcTBeHHbIe NpenapaThbl, B COCTaB KOTOPbIX BXOASAT JOHOPCKUE TKAHW UMK KNeTKM,
Kak HanpvMmep, OnpeaerneHHble BbICOKOTEXHOIOMMYHbLIE NeKapCTBEHHbIE NMpenapartbl, LOIMKHbI COOTBETCTBOBATb
TpeboBaHnsaM 3akoHogatenbcTBa Poccuiickon ®egepaumym B YacTu MPOCEXMBAEMOCTW, YBEOOMIEHMS
YMOSTHOMOYEHHOIO  pefepanbHOro  opraHa WCMOSHUTENbHOW BriacTM O HeOnaronpusaTHbIX peakuusax wu
KIMMHNYECKNX CchnyvYadax B Xopde Tepanuun, a Takke B 4YacCTun TeXHUYEeCKUX Tpe6OBaHI/II7I no I/I,D,eHTVICpI/IKaLI,VII/I,
06paboTke, NpegoXpaHEHNIO, XPaHEHWUIO 1 TPAHCMOPTUPOBKE JOHOPCKNX TKAHEN 1 KneTtok. 3abop maTepmanos u
npoBefeHne UCNbITaHWUIN OOMKHbI NPOBOAUTLCSA B COOTBETCTBUM C CUCTEMOM KavyeCTBa, NSl KOTOPOM onpeaeneHbl
CTanOapTbl M TeXHNYeckne TpeboBaHus.

14. bBuonornyeckne dapmaueBTUdeckme CcybCcTaHUMM U NEeKapCTBEHHble Mpenapatbl  AOMKHbI
COOTBEeTCTBOBaTb TpebOOBaHWAM HOPMATUBHbLIX MPaBOBbIX akToB Poccunckon depepaumm B OTHOLLEHUM
YMEHbLUEHNSI pycKa nepegayvn Bo3dyauTens rybyaton aHuedanonaTum XXMBOTHBIX U NTATEHTHLIX BUPYCOB Yepes
nekapcTBEHHbIe NpenapaTbl AN MeQULMHCKOro NPUMEHEHUS 1 NS NPUMEHEHUS B BETEPUHAPUMN.

lll. OBLUEE PYKOBOACTBO (UACTb A)
MepcoHan

15. (1) NepcoHan, paboTatowmii B 30HaxX NPOM3BOACTBA M KOHTPONs OMonornyeckmx apmaueBTUYECKNX
cybCcTaHuun 1 nekapCTBEHHbIX NpenapaTtoB (B TOM 4YUCIe NepcoHar, 3aHATbI O4YMCTKOW, ODCMyXMBaAHWEM UMK
KOHTPOMEM KayecTBa), JOJPKEH MPoXoanTb obyveHne n nepunognyeckoe noBTopHoe obyvyeHne B COOTBETCTBMM CO
CBOMMM 0OOsI3@aHHOCTAMM U crneumMdUKo NpoM3BOAMMON NPOAYKUUKM, BKMAOYas BCe o0Ocobble Mepbl
NpeaoCTOPOXHOCTU ANA 3alMTbl NPOAYKLUMU, NepCOHana u oxpaHbl OKpY>KatoLLen cpeapl.
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16. (2) Ons obGecrnevyeHnss 6e30NacHOCTN MNPOAYKUMM AOSHKHO MPUHUMATbCA BO BHMMAaHWE 300pPOBbE
nepcoHana. CoTpyOHWKN, 3aHSTble B MPOM3BOACTBE, TEXHUMYECKOM OOCNyXMBaHUW, NPOBEOEHUM UCNbITaHWUA U
yxoge 3a >KUBOTHbIMM (B TOM 4WUCIEe OCYLLECTBMAIOLIME KOHTPOSMb), MpY HEOBXOAMMOCTU [OIMKHbI ObITh
BaKUMHMPOBAaHbI COOTBETCTBYHOLUMI CrieunruyeckumMm BakUuMHaMK, a Takke OOJKHbI NMPOXOAUTb perynsipHble
MeaWLMHCKME OCMOTPbI.

17. (3) Jlobble 3aboneBaHusA nepcoHana, KOTopble MOryT HebnaronpusaTHO MOBNWMSATbL Ha KadyecTBO
npoayKTa, OOMKHbI MPEnATCTBOBAaTb paboTe Takoro nepcoHana B NPOM3BOACTBEHHOW 30HE, @ COOTBETCTBYHOLLME
3anucu coxpaHaTbes. B npomnssoacTee BakumHbl BLK 1 nekapctBeHHbIX npenapaTtoB TyGepkynuHa moryT ObiTh
3aHATbl  TOMbKO  COTPYAHWKW, KOTOpbIE PErynsipHO MPOXOAST MNPOBEPKY WMMMYHHOrO cTatyca wnu
peHTreHomnornyeckoe obcrnefoBaHve rpyaHon Knetku. COTpyaHUKU JOIMKHBI MPOXOAUTL MEAMLMHCKUA OCMOTP C
y4eTOM pu1CKa, KOTOPOMY OHM MoAaBepXeHbl. MeauumHcknii ocMoTp TpebyeTcsa Ans nepcoHana, paboTarowero ¢
onacHbIMU opraHn3mMmamu.

18. (4) C uenbo MMHMMMU3aLUMM BO3MOXHOCTU NEPEKPECTHOW KOHTaMMHAaLUN HEOBXOOMMO KOHTPONMPOBaThb
OrpaHu4yeHne ABWXKEHMS nepcoHana (B TOM 4Mcre COTPYOHWMKOB CryX0bl KOHTPOMS KayecTBa, CneumManucToB Mno
obcnyxmBaHnio M ybopke) Ha OCHOBE MPUHUMMNOB YMpaBieHUs puckamMu Ansa kadectBa. Kak npaBuno, He
JonyckaeTcs nepexon COTPYOHUKOB U3 30H, r4e BO3MOXEH KOHTAKT C XXMBbIMU MUKPOOPraHM3Mamu, reHeTU4eCKM
MOAMPULMPOBAHHBIMU OpPraHM3MamMm, TOKCMHaMWN UMK XUBOTHBbIMU, B 30HbI, FAe NpoBOAATCA paboTbl C Apyromn
NPOAYKUNEN, MHAKTUBMPOBAHHOW NPOAYKUMEN UK ApYrMMKU opraHnaMamu. Ecnv nogoGHbIx nepexonos unsbexaTb
HEBO3MOXXHO, OOMKHbI ObITb NPUHATHI Mepbl ANS KOHTPOMs KOHTaMWMHALMK COrMacHO MpUHUMNaM YynpaBrieHus
puckamu ans KayecTsa.

lMomeleHnsa n obopygoBaHue

19. (5) CteneHb KOHTpPOMNs NPOWU3BOACTBEHHOW Cpedbl B OTHOLWEHMM KOHTaMMHaUMM YacTuuamm u
MUKPOOpPraHnamamy B MPOU3BOACTBEHHbLIX MOMELLEHUSIX AOMMKHA COOTBETCTBOBATb BuAy (hapmaueBTUHECKON
cybCcTaHuumn, NpPOMEXYTOYHOW WM TFOTOBOW MNPOAYKUUM W CTaguy TexXHOosorMyeckoro npouecca. [lpyu atom
HeobXxoQMMO y4MThIBaTb YPOBEHb KOHTAaMMHALUKM MCXOOHbIX MaTepuarnioB W CTEMeHb pucka Afis roToBOro
npoaykra. B nporpammy MOHWUTOpPMHra MPOM3BOACTBEHHOM Cpedbl OOMKHbI ObITb OOMOMHUTENBHO BKOYEHbI
MeToAbl ANs onpeaeneHns NpUCcyTcTBuA cneumduruyecknx MUKpOOPraHnM3moB (B YaCTHOCTU, OpraHM3Ma-xo3sanHa,
OPOXOKEBBIX, NIIECHEBLIX TPMOOB, aHAa3POOHbLIX MUKPOOPraHM3MOB), ECIIN Ha 3TO yKa3biBaeT MPOLLECC YNpPaBIeHNs
puckamu ans KadecTsa.

20. (6) TlNNpown3BOACTBEHHbIE W CKNAACKMe MOMELWEeHNa LOMKHbl ObiTb CMPOEKTUPOBaHbI C  Y4EeTOM
TpeboBaHWA K KraccaMm YUCTOTbl, @ MpOLEeCcChl ChraHMpoBaHbl Takum obpadom, 4TOGbI NpefoTBpaTUTL
KOHTaMUHaUMIO NPOAYKLUMM MOCTOPOHHMMU BeluecTBamu. [NpegoTBpalleHue KoHTamuHaumm sBnsieTcs Gonee
3 eKTMBHbIM, YeM ee ODHapyXeHWe U yCTpaHeHne, XOTS KOHTaMMHaLMsA MOXEeT MPOSBUTbCA BO BPEMS TakuX
NMPOU3BOACTBEHHbIX MPOLIECCOB, KakK PepMeHTauus U KyrbTUBUPOBAHME KIETOYHbIX KynbTyp. KOHTpOnbHble
N3MepeHunsi, BKIIOYas KOHTPOMb CUCTEM oOOecrneyeHnss M KOHTPOMb MPOW3BOACTBEHHOW cCpedbl, AOMKHbI
NpOBOANTLCH B COOTBETCTBUM C MPUHLUMMNAMMU yNpaBneHUs puckaMu Ans KadecTBa Ha yyacTkax, rae mpoxogdar
OTKpbITblE MNpoueccbl W Npoaykuuss MoXeT ObiTb nogBepKeHa HenocpeacTBEHHOMY — BO3OEVCTBUIO
NPON3BOACTBEHHOWN cpeabl (Hanpumep, BO Bpems fobaBneHWs BCroMoraTtenbHbIX BeLwecTB, cped, Oydepos,
rasos, paboT BO BpeMs MPOM3BOACTBA BbICOKOTEXHOMOMMYHbBIX NeKkapcTBeHHbIX npenapatos). [pu BbiGope
nocrneaoBaTteribHbIX KNaccoB YMCTOTbl B MPOW3BOACTBEHHbLIX MOMELLEHUSX U COOTBETCTBYIOLWMX METOO0B
KOHTPOMS MPUHLUMMBI YNPaBneHusa puckaMu A1A KadecTBa [AOMMKHbl YYUTbIBaTh MPUHLUMUMBI, WU3NOXEHHble B
cooTBeTCTBYOLWMX NyHKTax MNpunoxeHna N 1 kK HacToswum MNpasunam.

21. (7) PaboTta C XMBbIMW KNeTkamu, YCTOMYMBBIMU K CPede MPOU3BOACTBEHHbLIX MOMELLEHUI, OOIDKHA
OCYLLECTBMATBCA B CrneuManbHO npefHas3HaYeHHbIX MPOM3BOACTBEHHbIX NMOMeLLeHusx. Ecnv B npom3Boactse
NPUMEHSIIOTCS NMaTOreHHble MUKPOOPraHuambl (Hanpumep, 1 1 2 rpynnbl NATOreHHOCTH), TO Takke Heobxooumo
Ncnonb30oBaTh TOMbKO CneLManbHO NpeaHasHavYeHHble 4N 3TOro NPOM3BOACTBEHHbLIE MOMELLEHMS.

22. (8) Ncnonb3oBaHue ooHOrO NoMeLLeHUs Ang Npou3BOACTBA HECKOMbKMX NeKkapCTBEHHbIX npenapaTtoB
MOXET ObITb paspeLleHo, €Cny MNEPEYUCTIEHHBbIE HWKE WM JKBMBANeEHTHble (PaKTopbl U MeponpuaTUs
(COOTBETCTBEHHO paccMaTpvBaemMbIM TUNaM NPOAYKLUN) ABMAOTCS YacTblo 3 EKTUBHON CTpaTernm KOHTPOrs,
HanpaBfieHHOW Ha NpeaoTBpaLleHe NepekpecTHON KOHTaMUHaUum:
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a) (a) 3HaHMe OCHOBHbIX XapaKTEPUCTMK BCEX KIETOK, OPraHM3MoB M JIOObIX MOCTOPOHHWX areHTOB
(HanpuMep, NaTOreHHOCTb, BO3MOXHOCTb OOHapy>XeHWs, YCTOMYMBOCTb, BOCTIPUUMHYMBOCTbL K MHAKTUBaLuUK),
paboTa C KOTOPbIMU OCYLLECTBSAETCHA B OOHMX U TEX XXE NOMELLEHUSIX;

6) (b) npy npon3BoACTBE NPOAYKLMN M3 MHOTOYUCIIEHHBLIX ManNeHbKUX CEPUIA, MOMyYaeMbIX U3 PasfiM4yHOro
NCXOOHOTO Chipbsl (HanpuMMmep, nekapcTBEHHble npenapaTbl HAa OCHOBE KIETOYHbIX TEXHOMOrMA) Ha CTaguu
pa3paboTku CTpaTerMnm KOHTPOS AOMKHbI YYUTLIBATLCA TakMe (pakTopbl, Kak COCTOSIHUE 3[0POBbs [OHOPOB C
Liernblo CHUXXEHUSI pyUcka NOSHOW NoTepy NpoayKLUmu;

B) (C) mpepoTBpalleHe MonagaHus XMBbIX MUKPOOPraHM3MOB M CMOP B CMEXHble MOMELLEHWS WUIn Ha
obopyaoBaHve nyTem onpedeneHvus Bcex MNOoTeHUMarnbHbIX MapLlUpyTOB NEPeKPeCTHOW KOHTaMuHauum wu
MCMNOMb30BaHNs OOHOPA30BbIX KOMMOHEHTOB W COOTBETCTBYHOLUMX WHXEHEPHbIX MeponpuaTui (Hanpumep,
3aKpbITbIX CUCTEM);

r) (d) Hanuune MeponpuUATUIA KOHTPOMS MO YAaneHWI0 MWKPOOPraHM3MOB W Crop Meped NocieaytoLwmm
NMpOM3BOACTBOM [ApYyron npogdykumu. lNMpouenypbl OYUCTKM U AEeKOHTaMUHaAUUMK OT MWUKPOOPraHW3MOB W criop
AOJDKHbI ObITb oTBanManpoBaHbl (B TOM 4ucne gna cuctemMm OTonfieHua, BeHTUnAuUnMm " KOHOMUMOHMPOBaAHUA
BO34yxa);

A) (e) ecnu MUKPOOPraHMambl SBMAOTCS YCTOMYMBBIMU K YCMOBUSIM MPOU3BOACTBEHHON cpedbl U B
pacropsiKeHNM UMEKTCH COOTBETCTBYIOLLME METOAbI, KOHTPOMb NPON3BOACTBEHHOW cpeabl, cneumduyecknin ons
nony4aemMoro MUKpoopraHnama, HeoB6xoaMMO MPOBOAUTL B CMEXHbLIX 30HaX BO Bpemsi NPpOM3BOACTBa W nocre
3aBEpLUEHUSs OYMCTKM M OeKOHTamuHauuu. Takke HYXHO MNPUHMMaTb BO BHUMaHWE PUCKM, CBA3aHHble C
UCnonb3oBaHMeM OnpeaerneHHOro KOHTPOIbHO-M3MepuUTenbHOro obopyaoBaHus (Hanpumep, Ans onpeaeneHus
yacTMy B BO3[yxe) B 30Hax, roe MnpoBoAATcA paboTbl C KMBbIMM U (UNM)  crnopooGpasyoLmmim
MUKPOOpPraHn3mamu;

e) (f) npoaykumsi, obopygoBaHue, BcrnomoraTenbHoe obopyaoBaHue (Hanpumep, ANS KanubpoBku K
Banvgauum) u ogHopas3oBble MaTepuanbl OOMMKHbI NepemMeLLaTbcs B Npeaenax npegHasHavyeHHbIX 30H U OOSKHbI
yaansaTbCcs U3 3TMX 30H TakMM 06pas3om, YToObl NPeaoTBPaTUTL KOHTAMUHALMIO APYrMX 30H, APYroi NpoayKumm
Ha pasnuuHbiX CTagusix MpoM3BOACTBA (B 4acTHOCTM, crnedyeT npedoTBpaTUTb  KOHTaMMHALMIO
WMHaKTUBMPOBAHHBIX MPOAYKTOB UM aHAaTOKCUHOB HEMHAKTUBMPOBAHHBLIMU NPOAYKTaMu);

X) (g) Nnpon3BOACTBO HA OCHOBE NPUHLMNA NPOBEAEHNS OAHOTUMHBIX LIMKMOB NPOM3BOACTBA (KamMnaHuii).

23. (9) HeobxoammocTb HanuuMs creuuanmM3MpoBaHHbIX MOMELWEHUA Ansa UHULLHONM 06paboTkn (B
YaCTHOCTH, OAnda NpUrotoBneHna, HanonHeHus, yI'IaKOBKI/I) 6y,u,eT 3aBUCETb OT NepeYvYncrneHHbIX Bbille CbaKTOpOB, a
TakKke OT AONOJNTHUTENbHbIX ¢)aKTOpOB B OTHOLUEHUN CI'IeLI,I/Id;)I/IKI/I ouonornyeckoro lekapCTBeHHOro npenapara u
XapakTepucTvK Apyron npoaykuuu, BKMoYas nobble Hebuomnornyeckne npoaykTbl, MPOM3BOAWMBbIE B TEX Xe
nomMeLleHuax. Ha 3aknioumTenbHbIX CTagmsx MOryT noTpeboBaTbCsA OpyrMe Mepbl KOHTPOMs OnpenerieHHoN
nocrnegoBaTenbHOCTM J0OaBneHns BeLLeCcTB, CKOPOCTU NEpPEMELLMBAHMWS, KOHTPOMS BPEMEHU U TemnepaTypbl,
npefensHOro BPEMEHU BO3OENCTBUS CBeTa U repmetv3aumy (M3onauuun), a Takke B npouedypax OYUCTKM B
crnyyae nponuea (paccbinaHus).

24. (10) MeponpusaTusa 1 npouenypbl, HeobxogmMmble Ans obecneveHnss 6e30nacHOCTM NPOU3BOLCTBEHHOW
cpedbl M MepcoHana, He [AOMKHbl NPOTMBOPEYUTb MEpPonpuUATMAM W npouegypamM, HeoOXOoauMMbIM - ONnd
obecrneyveHnst kKayecTBa NPoAyKTa.

25. (11) Cuctembl BO34YyXOMNOATOTOBKM OOMMKHbI  OblTb  CMPOEKTMPOBAHbLI, CKOHCTPYMPOBaHbI U
obcnyxmBaTbCc TakMM 00pa3om, 4TOObl WUCKMYUTL PUCK NEPEKPECTHOM KOHTAMUHALUMKM MeXOy pasnuyHbIMU
NMPOM3BOACTBEHHBIMM  30HaMW. Takke MOXEeT BO3HWKHYTb HeobXoAMMOCTb B  OTAEMbHbIX CUCTEMAaX
BO34yXOMOArOTOBKU ANS onpefeNieHHbIX 30H. PelleHne 0THOCUTENbHO MCMOMNb30BaHWsA CUCTEM BeHTUnAumm 6e3
pPeunpKynaLmMmM OOMKHO BbITb MPUHATO HA OCHOBAHUM NPUHLMNOB YNPaBeHUs pUuckaMm ans kadecTsa.

26. (12) PaboTy co cTepwnbHOM Npogykunern Heobxoanumo BECTM B 30HAX C U3ObITOYHLIM AABINEHMEM, HO B
0COObIX 30Hax B TOYKax Jflokanusauumn naToreHHbIX MUKPOOPraHnM3mMoB HeobxoauMo co3gaBaTb OTpULATENbHbIN
nepenag AaBneHus Onsi NpegoTBpalleHns pacnpoCcTpaHeHUs KOHTaMMHAHTOB 3a npegenbl 3Tux 3oH. Ecniv ans
paboTbl B aCENTMYECKNX YCMOBUSAX C MaTepuanamu, COCTaBnaoLWMMN 0cobbli puUck (Hanpumep, ¢ NaTtoreHHbIMn
MUKPOOpraHM3MamMmm) UCNonb3ylTCA 30HbI C MOHWXKEHHbIM AaBrneHveM unn 6esonacHble GOKCbl, MX cnegyet
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OKpyXaTb 30HaMu COOTBETCTBYIOLLErO Kracca YUCTOTbl C W3ObITOYHbIM AdaBneHveM. [aHHble nepenagpl
OaBneHnst OOMKHbl OblTb 4YEeTKO onpedeneHbl U AOSMKHbl HAaxXOAWUTbCA MNOo4 MOCTOSSHHbIM - KOHTPONEM C
COOTBETCTBYIOLLUMMWN HACTPOMKaMM aBapUNHOM CUrHanm3auuu.

27. (13) KoHcTpykuusi obopynoBaHus, UCMonb3yemoro ans paboTbl C XMBbIMU MWKPOOPraHM3Mamun wu
kneTkamu, BKknioyass obopydoBaHue Ans otbopa npob, AOMKHA MCKMYaTb BO3MOXHOCTb KOHTaMMHAUMKU BO
BpeMs npoBeaeHns pabor.

28. (14) KoHcTpykums, obecneumBarollasi MEPBUYHYHD W3OMALMIO, AOMMKHA WCKMIKYaTb PUCK YTEYKU
OMOnorMyecknx areHToB B HEMOCPEACTBEHHOE pabodee MNPOCTPAHCTBO, YTO AOMKHO ObiTb NOATBEPXOEHO
pes3ynbTataMmyn TECTUPOBAHUS C ONpeaeneHHON NepUOANYHOCTBIO.

29. (15) lMpn HanNMuMn BO3MOXHOCTM PEKOMEHOYETCH WCMNOoNb30BaTb CUCTEMbI "OUMUCTKM Ha MecTe" U
"0bpaboTkm napom Ha mecTe" ("cTepunusauum Ha mecte"). KOHCTpyKLMS BEHTUNEN Ha bepMeHTaTopax 4OJKHA
npegycmatpuBaTb BO3MOXHOCTb MX CTEPUM3ALUN NapoM.

30. (16) BosayLwHble punbTpbl AOMKHbI ObITb TMAPOGOOHBIMK, CPOK X CryXObl AormkeH BbITb onpeaeneH
B npouecce BanuMgauum nytem MpPOBEPKM LENOCTHOCTM C OonpederneHHon NepuoauNYHOCTBI  COrfacHo
COOTBETCTBYHOLUMM NPUHLIMNAM YNpaBneHns puckaMmum Ans KayecTtsa.

31. (17) KoHCTpyKUMSt OPEHaXHbIX CUCTEM AOSPKHA NO3BONATL NPOBOAUTE 3P EKTUBHYIO HENTpanm3aumo
N OEeKOHTaMMHALUMIO CTOYHbIX BOA [Af1 WUCKIIOYEHMS puUCKa MNEepeKkpecTHOM KOHTaMuHaumu. [OomkHO ObiTb
obecrneyeHo BbINONHeHWe TpeboBaHMI 3akoHodaTenbcTBa Poccuiickon depepaumm € LENbld MUHUMU3ALUK
puycka KOHTaMWHAaUMM OKpyXaloleh cpefbl B COOTBETCTBUM C PUCKAMM, CBSA3AHHBIMU C  OMONOrnmyYeckom
OMNacHOCTbI0 OTXO40B NPON3BOACTBA.

32. (18) BBuay M3MEHYMBOCTM CBOWCTB OMOMOrMYECKUX reKkapCTBEHHbIX CPEeACTB WMuM MNpoLEecCoB KX
npon3BoAcTBa HeOOXOAMMO OTMepMBaTb MMM B3BELUMBATHL Kakoe-nubo cooTBeTCTBYyOLEe U (MNK) KpUTUYECKOE
NCXOdHOe cbipbe (Hampumep, nuTaTenbHble cpedbl U Oydpepbl) B xog4e TexHororumueckoro npouecca. B atux
cryyasx B NMpPOW3BOACTBEHHON 30He AOMYyCKaeTCs XpaHeHue HebornbluMX 3anacoB 9TOro MCXOAHOrO Chipbs Ha
MPOTSXKEHUN CPOKa, YCTAHOBIIEHHOIO Ha OCHOBAHMWN COOTBETCTBYIOLUMX KpUTepueB (Hanpumep, ONUTENbHOCTb
NpOM3BOACTBA CEpUN NNu ANUTENbHOCTb KaMnaHuw).

JK1BOTHbIE

33. (19) OAnsa npousBoacTBa GMOMNONMYECKMX NEeKapCTBEHHbIX MPenapaTtoB WCMONb3yTCs pasHble BUAbl
JKMBOTHbIX. MOXXHO BblAenuTb ABe Gorblune rpynnbl UICTOYHUKOB:

a) (a) xuBble XNBOTHblE, 0ObEANHEHHbIE B rpynnbl, cTaga, ctan. Hanpumep, 06e3bsiHbl (BakuuHa NpoTuB
nonvoMmenuTa), fowanu, oBuUbl U KO3bl (MMMYHHbIE CbIBOPOTKM MPOTUB SIAOB 3MEW U CTOMGHSIKA), KOLLKW
(annepreHbl), KPOMWKW, MbIM U XOMSsIKM (BaKuMHa NpPOTUB OGelleHCTBa), KO3bl, KPYMHbIA poraTbil CKOT
(TpaHcreHHble NpoayKTbI);

6) (b) TKaHN U KNEeTKU XXMBOTHOIO NPOUCXOXAOEHUA, N3BNEYEeHHble U3 YMepLUBII€HHbIX XXMBOTHbIX (OBLl,bI 7
CBVIHbI/I), ncnonbdyemble O51d Npon3BoACTBa BbICOKOTEXHOJIOMMYHbLIX NNEKapCTBEHHbIX npenapaTtoB Ui Kak Cbipbe
and q)epMeHTOB, AdHTUKOArynaHToB 1 rOPMOHOB.

34. JKvBOTHble Takke MCMOMb3YKTCA AN KOHTPONS KadecTBa B COOTBETCTBUM CO creumdurkaunamm
(MMPOreHHoCTb, TOKCUYHOCTL, 6E3BPEAHOCTL, crneundmnyeckas akTUBHOCTD).

35. (20) B gpononHeHue K BbINONTHEHNIO HOPMATMBHBIX TPEOOBaHWU B OTHOLLIEHUU ryGyaTon sHuedanonatum
XMBOTHbIX, [OpyrMe onacHble areHTbl (BO3byauTenu 300HO30B, aAHTPOMO30OHO30B XMBOTHLIX) OOMMKHbI
KOHTPONMPOBaTbCS WU PErmcTpupoBaTbCA COMMacHO MOCTOAHHO AEWCTBYIOLLEN nporpaMmme MOHUTOpuHra. [Ans
opraHusauMm TakuMx MporpaMM HeobXxooumo nonyyaTb KOHCYfMbTauuilo COOTBETCTBYHOLLEro cneuyuanucta. B
cny4yasx 3aboneBaHnsi XXUBOTHBLIX-AOHOPOB UM XKMBOTHbIX, KOTOPbIE UCMOMb3YHTCHA B KAYECTBE CbIpbs, AOMKHbI
ObITb MPOBEAEHbl M 3aperucTpupoBaHbl COOTBETCTBYHOLLME WCCNEAOBaHMSA Ha NpeaMeT MNPUrogHoOCTU 3TUX
XMBOTHbIX U MPUrOOHOCTYU XMBOTHbIX, NMPEObIBABLUNX B KOHTAKTE C 6OMbHBIM XXMBOTHBIM, A9 NCMOMb30BaHWS Npy
npoun3BoacTee (B KayvyeCcTBe UCXOOHbIX MaTepunanoB UM NCXO4HOro Cblpbﬂ), Npn KOHTpoOIie KavyecTBa npoayKkumn n
npy npoBefeHUn ucnbiTaHui Ha 6Ge3onacHocTb. [lomkHa ObiTe paspaboTaHa npoueaypa peTpoCrneKkTUBHOrO
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aHanusa, No3BossoWas NPVHYMaTb PeLleHne OTHOCUTENbHO ToAHOCTU Guororndeckoin apmaueBTUYeCcKoi
cyGCTaHUMU UMM MeKapCTBEHHOro npenapaTa, B COCTaB KOTOPOro BXOAWUT WMW MPU NPOU3BOACTBE KOTOPOro
MCNonb30Bancsa Takol MaTepuan XMBOTHOMO NMPOUCXOXAEHMS B Ka4ecTBe UCXOOQHOro mMaTepuana Unm UcXoaHoro
cbipbs. [nA ycTaHOBMNeHWs TOro, Kakas M3 [oHauuii nocriegHeit nokasana oTpuuaTteNbHbIA pesynbTaT Ha
Hanuuve 3abonesBaHusl, Tam rae NPUMEHUMMO, NPOBOAUTCS MOBTOPHOE TECTUpOBaHWe 06pasLoB, COXpaHeHHbIX
npu NpeadblgylweM B3sTUM MaTepuana oT TOro e >KUBOTHOIo-A0OHOpa (ECNv TaKoBble MMEITCS), YTO BMMSIET Ha
npoLecc NPUHSTUS AaHHOro pelleHus. [Mpu onpeaeneHnn nepuoga UsbsATUSE KUBOTHBIX U3 MPOrpaMMbl AOSKEH
yunTbIBaTLCA  Nepuofd  BblBEAEHWUS  NEeKapCTBEHHbIX  CPEACTB, WCMOMb30BaBLUMXCA AN BBeOeHUs
KMBOTHbIM-AOHOPaM WM >KUBOTHBLIM, KOTOPble WCMOMNb30BaNUCb B KayecTBe Cbipbsl, YTO OOMKHO GbiTb
0hOpPMINEHO AOKYMEHTAaNbHO.

36. (21) Ocoboe BHUMaHWe HeOOGXOAMMO YAENATb MPefoTBPALLEHUIO M MOHUTOPUHIY WHMEKLMNOHHBLIX
3aboneBaHnii Y JKMBOTHbIX, KOTOPbIE MCMONb3YITCA B KAYECTBE CbIpbs, U Y KUBOTHbLIX-AOHOPOB. MpMHUMaeMble
Mepbl  OOSMKHbI  BKMKYATh  KOHTPOMb  WUCTOYHMKOB, MOMELLEHUR, nacTtbull, KOHTponb ©Ouonormyeckomn
©e30nacHOCTN, PEXUMOB MNPOBEAEHUS WUCMbITAHWI, KOHTPOSMb BCMNOMOraTenbHbIX MaTepuanoB WU KOPMOB ANs
XMBOTHbLIX. OCOBEHHYI0 3HAYMMOCTb MMEIKOT MPOBEPKM XKMBOTHbIX, CBOOOAHBIX OT CMeLMdUYECKMX MaTOreHoB.
HormkHbl ObITb onpegeneHbl TPeOOBaHUA K COAEPXKAHMIO U MOHUTOPUHIY 340POBbS APYIUX XUBOTHBLIX (Hanpuvep,
XUBYLLIMX B CTasiX Unu ctagax).

37. (22) Ons NeKapCTBEHHbIX MnpenapaTtoB, NPONU3BeAEHHbIX C UCMNOJIb30BaAHNEM TPAaHCreHHbIX XXNBOTHbIX,
JomkHa OblTb obecrneyeHa OTCNEXMBAEMOCTb MCXOAHbIX XXMBOTHbLIX, MCMOMb30BaHHbLIX AN CO34aHUst U3 HUX
TPaHCIreHHbIX XXNUBOTHbIX.

38. (23) Ocoboe BHVMMaHWe AOMKHO ObITb yAeneHO BbINOMHEeHWU TpeboBaHMN HOPMaTUBHbLIX MPAaBOBbIX
aktoB Poccuickon  ®depepauun, perynuvpyrolimMx —BOMPOCbl  3alUUTbl  XUBOTHbIX, WCMOMb3yeMbIX B
9KCMEePUMEHTAanbHbIX LIENsX, B OTHOLUEHUN BUBapUEB, B KOTOPbIX COAEPXKATCS XUBOTHbIE, YXOAa 3a XUBOTHLIMU 1
KapaHTUHa. BuBapuu, B KOTOpbIX COAEPXaTCA XMBOTHblE, WUCMOMb3yeMble ONsi MPOUM3BOACTBA M KOHTPONS
kayecTBa Ouomnormyeckux apmMaLeBTUYecknx cybcTaHUMA M NeKkapCTBEHHbIX npenapaToB, AOJKHbI ObITb
OTAEeneHbl OT 30H NPOM3BOACTBA M KOHTPOSS KayecTsa.

39. (24) Ans pa3nuyHbIX BUOOB XXMBOTHbIX AOMKHbI ObITb ONpefeneHbl OCHOBHbIE MOKa3aTenu, KoTopble
3aTeM KOHTPONUPYIOT U perucTpupytoT. [okasatenu mMoryT BKMYaTb BO3pacT, MOf, BEC U COCTOSIHWE 340pOBbS
>KUBOTHBIX.

40. (25) Onsa npegoTBpalleHns pucka nepenyTbiBaHUS XXMBOTHbIX, BMONOrMYeckUX areHToB 1 pe3yrbTaToB
NPOBEAEHHBIX MCMbITAHUA U MpegoTBpaLLeHNss BO3MOXHbBIX OMacHOCTEN, OOIDKHA CyLlecTBOBaTb cCUCTEMA WX
naeHTndmkaummn.

[okymeHTaums

41. (26) [Onsi MCXOQHOrO Chbipbsi W WCXOAOHLIX MaTepuarnoB Ansi NPOM3BOACTBa  OMONornyeckmx
NEeKapCcTBEHHbIX MNpenapaToB MOXeT noTpeboBaTbCs  OOMNONHUTENbHAs MHGOpMauuss 00 UCTO4YHMKE,
NPOVCXOXAEHUMN, LEenn NOCTaBOK, MeTode MPOM3BOACTBA U NMPUMEHSIEMbIX MeTodax KOHTPONis KadecTBa Ans
obecne4veHnst HeobxoaMMoro o6bema KOHTPOIs, B TOM YMCIe MUKPOBMOOrM4ecKoro KOHTPOrsi.

42. (27) Ons HekOTOPbIX TUMOB NPOAYKLUMU MOXET noTpeboBaTbes cneuunduryeckoe onucaHue Matepuarnos,
BXOOSALWMX B CEpUo, B YacTHOCTM, COMAaTUYECKMX KNETOK, WCMOoNb3yeMblX MpU  NPOM3BOACTBE
BbICOKOTEXHOMOMMYHbIX fIeKapCTBEHHbIX NpenapaToB. B oTHoOWeHun ayTonorMyHoro nekapcTBeHHOro npenapata
N NnekapCcTBEHHOro npenapaTa OT cneuunanbHO Nogo6paHHOro AoHOpa, NPOAYKUMS AOMKHA paccMaTpuBaTbCs Kak
ofHa cepusi.

43. (28) Ona nekapCTBEHHbIX NpenapaToB, MpU MPOU3BOACTBE KOTOPbLIX UCMONb3YHOTCA 4YenoBeveckue
KNeTKNn vnu TKaHW OOHOPOB, AOMKHA ObITb obecneyeHa MOMHas NPOCMNEXMBAEMOCTb, HAYMHAs OT UCXOLHOro
Cblpbsi U MaTepuanos, B TOM 4ucrnie cogepxawas vHdopMauuio 060 Bcex BellecTBax, KOHTaKTMpPOBaBLUMX C
KneTkamym unu TKaHsMKW, BNMOTb A0 NOATBEPXKAEHMS MOMyYeHUs FIEKAapCTBEHHOro npernapata B MecTe ero
npumeHeHnsi. OOHOBpPEMEHHO C 3TUM JomkHa ObiTb obecneyeHa aAHOHMMHOCTb  MALMEHTOB U
KOHMAeHUnaneHoCcTb  MHopmaumm 06 ux 3gopoBbe. CoOTBETCTBYHOLWME 3anucy, obecneuynBatroime
NPOCNEXMBAEMOCTb JIEKapCTBEHHOrO MpenapaTa, OOJPKHbl XpaHMTbCA B TeYeHue Tpuauatu NneT nocne pathbl

www.consultant.ru Crpanuua 106 ns 207
HafeXHasa npaBoBas noaaepXxka


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpukas MuHnpomTopra Poccumn ot 14.06.2013 N 916

(pen. ot 18.12.2015) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBepxaeHun MpaBun Haanexallen Npon3BoACTBEHHOM lata coxpaHeHus: 24.08.2020
n...

OKOHYaHMs1 Cpoka rogHOCTM fekapcTBeHHoro npenapata. Ocoboe BHMMaHWe AOIMKHO YAENsTbCs obecneyeHmio
MPOCMEXMBAEMOCTM CreLndUIecknx NekapcTBEHHbIX NpenapaTtos AMs UCMOoMNb30BaHUs B 0COBbLIX crydasx, Kak
HanpuMep KNeTkM OT creunanbHo noJobpaHHoro [nOoHopa. [pou3BOACTBO NEKAPCTBEHHbIX CPeacTB ¢
MCMonb3oBaHMEM KOMMOHEHTOB KPOBM B KAYeCTBE UCXOAQHOrO Chipbs UMW MaTepuarioB AOMKHO COOTBETCTBOBATL
TpeGoBaHNAM 3akoHogaTenbcTBa. [py MPOM3BOACTBE BbLICOKOTEXHOMOMMYHBLIX JeKapCTBEHHbIX MpenapaToB
JormkHa bbITb obecneyeHa NPOCNEXNBaeMOCTb YEIIOBEYECKMX KITETOK, B TOM YMCIIE FEMOMNO3TUYECKUX CTBOSOBbIX
kneTok. MeponpusiTusi, obGecrneuyvBaiollMe MNPOCIEXMBAEMOCTb W XpaHeHWe [OKYMeHTauuu B TeyeHue
Heo6xoaMMOro nepuoaa BpeMeHW, AOMKHbI ObiTb BKIOYEHbI B TEXHUYECKUE COrMalleHns Mexay BOBMeYeHHbIMM
B TaKylo 4eATeNnbHOCTb CTOPOHAMMU.

MponssoacTeo

44. (29) YuntbiBas BO3MOXHYIO BbICOKYIO M3MEHUYMBOCTb CBOWCTB OMOMOrMYECKUX BELLECTB U NPOAOYKTOB,
HeobxoamMMo obecneunTb Ha pasHbIX 3Tanax XM3HEHHOro LUMKna npodykuun (Hanpumep, Ha aTane pas3paboTku
npouecca) noBblleHNe HaAEeXHOCTU M YCTOMYMBOCTM MpoLecca, CHKasd TeM cambiM ero BapuabenbHoOCTb U
noBbIlLas BOCMNPOM3BOAMMOCTb. [1OBTOpHas oueHKa [OSKHa MNpoBOAUTLCS B Mpouecce 0O30pOB KayecTBa
NPOAYKUUN.

45. (30) lMNockonbky cpedbl U peakTMBbl B YCINOBUAX KyNbTUBMPOBaHWS 00eCcneymMBaloT POCT KNETOK UMK
MMKPOOPraHM3MOB, KOTOpPbIE, Kak MpaBuio, SBNATCA MOHOKYNbTypamMun, ocoboe BHUMaHWE LOOMKHO yOenaTbCs
cTpaTerMn KOHTPONS KavecTBa AN rapaHTUmM NpeaynpexneHns n MUHUMn3auum GuoHarpyskm u CBA3aHHOMO C
Hel 3arpsisHeHMs meTabonuTamy U 3HAOTOKCMHAMU. NS BbICOKOTEXHOMOMMYHbIX JIEKAPCTBEHHLIX NPenapaToB Ha
OCHOBE KIETOK, KOTOpble, KaK MpaBuiio, MPou3BOAATCS ManbiMU CEPUAMW, PUCK NMEPEKPECTHOW KOHTaMuHauun
MeXOy KIeTOYHbIMU FeKapCTBEHHbIMW MpenapaTamMy OT pasHbiX AOHOPOB C PasfMyHbIM COCTOSHMEM 300POBbS
OOJDKEH KOHTPONMPOBATLCSA COrMAacHO YCTaHOBIEHHbIM TpeboBaHUSAM 1 Npoueaypam.

McxopgHoe Cblpb€ U UCXOOHblE MaTepuarbl

46. (31) CnegyeT 4eTKO onpedensitb UCTOYHMK, MPOUCXOXOEHNE U NPUFOAHOCTE BMONOrMYECKMX MCXOAHOMO
CbipbSi U WCXOOHbIX MaTepuarnioB [AJi MOCNeaylLwero KX MWCMonb3oBaHUsS (HanpuMmep, KpUOMpPOTEKTOPbI,
nuTaroLwme KneTkn, peareHTbl, nuTaTenbHble cpeabl, bydepbl, CbIBOPOTKMA, PEPMEHTbI, LIMTOKMHbI, (hakTopbl
pocta). Ecnn npoBegeHve HeobGXooMMbIX MWCMbITAHUA 3aHUMaET MHOrO BpPEMEHW, LOMYCKaeTcs HaudmHaTb
06paboTKy MCXOAHbLIX MaTepuanoB A0 MOMy4YeHUs pe3ynbTaToB 3TUX UCMLITAHWMI, HO A7 UCMOSb30BaHNUST 3TUX
NCXOOHbIX MaTepuanoB [OMMKHO OblTb YYTEHO WX BMMSHWE Ha [OpYyrMe cepuyM B Cry4Yae BbISBIEHUS
HECOOTBETCTBUS M OLEHEHbI PUCKM COMNAcHO NpUHUUNaM ynpaBrieHNst puckamu Ans Kadecrsa. B Takux cnyyasx
Bbldaya paspelleHnsi Ha BbIMyCK CEpUM FOTOBOW MPOOYKLUMW 3aBUMCUT OT YOOBETBOPUTENbHbLIX pPe3ynbTaToB
UCNbITaHWIA NCXOQHOrO Cbipbsa. Ha ocHoBaHMM TpeboBaHM K COOTBETCTBYIOLLMM CTaaMsiM NPOM3BOACTBA AOSHKHA
NPOBOAMTLCA MAEHTMMUKALMS BCEX UCXOL4HbLIX MaTepuanos. [JononHutTensHble TpeboBaHus ons Guonornyeckux
neKkapCcTBEHHbIX npenapaTtoB M3noxeHbl B rnaee lll Hactoawmnx [MNpaeun n lMpunoxeHun N 8 K HacToAWwUM
MpaBunam, a gnsa Guonornyeckmx gapmavueBTnyeckmx cybctaHuuin B raee |V HacToawwmx Mpaswmn.

47. (32) lNMpun oueHke PWUCKOB KOHTaMMHaLUW MCXOOHOrO CbIPbS M MCXOOHbIX MaTepuanoB BO BPeEMS KX
NPOXOXAEHUA MO uenu nocTtaBok 0coboe BHMMaHME HeOOXOoOUMO yaensaTb PUCKY, CBA3AHHOMY C rybyatomn
3HUedbanonaTmen XMBOTHbIX M NMaTeHTHbIMKW BUpycamu. Takke AOIMKHO ObiTb yAeneHO BHUMaHWe WCXOOHbIM
MaTepuanam, HenocpeaCcTBEHHO KOHTaKTUPYIOLWMM C TEXHONOrMYecknm obopyaoBaHMEM NN NPOAYKUMEN (TaKUM
Kak nutaTenbHble cpedbl, UCMONb3yeMble OJ1 CUMYMSLMU acenTMYecKkoro posnvBa, U CMa3ouvHble matepuansl,
KOTOpbI€ MOTYT KOHTaKTMPOBaTb C NPOAYKTOM).

48. (33) Bcnepcteue TOro, YTO PUCKM BHECEHUS KOHTaMMHAUUKW U COOTBETCTBYHOLLME MNOCMEACTBMA ANS
roTOBOro fiekapCTBEHHOro npenapaTa He 3aBUCAT OT CTaguu NPou3BOACTBA, YCTaHOBIEHNE cTpaTermn KOHTpons
ONng  3awmnTbl NpoAyKUWMW, MPUrOTOBIIEHUS pacTBOpoB, OydepoB M [00aBNSEMbIX KOMMOHEHTOB [AOMKHO
OCHOBbIBATbLCA Ha MNPUHUMNAX W PYKOBOAALMX YKasaHWUAX, COAEPXalUMXCA B COOTBETCTBYIOLIMX MyHKTaX
Mpunoxernns N 1 k Hactodwum [lpaBunam. Ocobyl0 BaXHOCTb MMEWT KOHTPOSbHbIE MeEpPOnpUATHS,
HeobxoouMble [Onsi NPOBEPKM KayecTBa WCXOOHbIX MaTepuarnoB, a Takke [Afs npouecca acenTuyecKkoro
nNpon3BoACTBa NPOAYKUUU HA KMEeTOYHOW OCHOBe, rae (uHULIHas CTepunm3auums He sBNSeTCA BO3MOXHOW, a
CNocOBHOCTb yaaneHnss MUKPOGHbBIX NMOBOYHBLIX MPOOYKTOB OrpaHudeHa. Korga B permcTpauMoHHOM [OCbe WUnn
MPOTOKONE KITMHUYECKUX UCCNELOBaHUN YCTAaHOBMEH AOMYCTUMbIA TUM U YpPOBEHb OUOHArpysku, Hanpumep, Ha
CcTagum nonydveHus dpapmaueBTUYeckon cybcTaHumm, Toraa cTpaTernsi KOHTPONsA OOJbkHa npegycmaTpuBaThb
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cnocobbl, KoTopbIMK ByAeT NOAAEPKUBATLCSA YCTAHOBIEHHbBI YPOBEHb GUOHArpy3sku.

49. (34) Npn HEOOXOAMMOCTM CTEPUNM3ALNM UCXOLHOTO ChipbsS U MaTepuaroB, Takas CTepunusaums, npu
HanMYMM BO3MOXHOCTW, [OOMKHA MNPOBOAUTLCS TEepMMUYECcKMM MeTogoMm. [lpu HeobGXOooMMOCTU MOTyT Takke
ncrnonb3oBaTbCA ApPYrne COOTBETCTBYIOLIME METOAbl, MCMONb3ylLMecs ANs WHaKTUBauuM OMONOrMyeckmx
MaTepuanoB (B YaCTHOCTU, paguauus n ounbTpaums).

50. (35) MoxeT notpeboBaTbCcsi npoBeAeHUE APYrMX MeEpPONpUATUA, B 4YaCTHOCTW, MCNOMb30BaHWME
AHTUOMOTMKOB Ha paHHMX 3Tanax NPOM3BOACTBA C LIENbl0 YMEHbLUEHUS OMOHarpysku, Kotopasi BO3MOXHa Npwu
MOCTaBKe XMBbIX TKAHEN U KIeToK. PekoMeHayeTcs No BO3MOXHOCTU m3beratb Takmx MEPONPUATUIA, HO B Criydae
HeOoOXOAMMOCTU UX UCMONb30BaHNE JOMKHO OblTb 0OOCHOBAHO, @ NX NPMMEHEHME B TEXHOMOMMYECKOM npoLecce
AOJNKHO ObITb npekpaweHo Ha ctaauu, yKa3aHHOI7I B pernctpaunoHHOM p[ocbe UM NpoToKoJie KIMUHUYECKUX
nccnenoBaHum.

51. (36) Ona 4YenoBeYyecKknx TKaHEW W KNEeTOK, UCMOMb3yeMbIX B Ka4eCTBE UCXOOHbIX MaTepuanoB ANnd
OMOnorMYecKnx NekapCcTBEHHbIX CPeacTB, HEOOXOAUMO yUnTbIBaTh cneagyroLmne TpedoBaHns:

a) (a) nx npunobpeTeHne, AoOHAUMUS U NPOBELEHNE UCTIbITAHWUIA JOIMKHO OCYLLECTBNATLCA B COOTBETCTBUU C
HOpMaTUBHbLIMK NpaBoOBbIMK akTamn Poccuiickon ®egepaumn. OpraHnsaumm, NOCTaBNSAOLWME UCXOOHOE Cbipbe,
OOMKHbI UMETb pa3peLleHne YNONTHOMOYEHHOrO dhedeparibHOro opraHa MCNOTHUTENbHON BacTu B COOTBETCTBUM
€ 3akoHogatenbcTBOoM Poccunckon deagepaumm. Hanmune Heobxoammbix paspeLlleHnin AOMKHO ObiTb MPOBEPEHO
B paMKax CUCTEMbI ynpaBlieHNA NOCTaBKaMW;

0) (b) B cnyyasix MMMNOPTUPOBaAHUSA TaKMX YENOBEYECKMX KINETOK U TKaHEeW M3 OpYyrMx CTpaH, OOIMKHbI ObiTb
cobnofeHbl CTaHA4apTbl KOHTPONS KadecTBa M 0e30MacHOCTU, COOTBETCTBYHOLME TpebOoBaHMAM HOPMAaTUBHbIX
npaBoBbIX akToB Poccuiickon ®enepauuu;

B) (C) B HekOTOpbIX cry4asx paboTta c KneTkamm WM TKaHSIMW, UCMONb3YyEMbIMU B KayecTBe WMCXOOHbLIX
mMaTepuanoB Ans Guonormyecknx nekapcTBEHHbIX MNpenapaTtoB, OydeT Npou3BOAUTLCA B OpraHu3auusax no
B3ATUIO U (UNN) MPOBEPKE TKAHEN, B TOM YMCME ANS CO3[AaHUSA HadarbHbIX KIMETOYHbIX BAHKOB MMM KIETOYHbIX
NVHWIA, NpeawecTBYOWMX CO30aHUI0 rnaBHOro OaHka kneTok. B TakMx cnyyasx B COOTBETCTBUM C
3akoHodaTenscTBoM Poccuinckon depepaumm SOMKHO OblTb HA3HAYEHO NULO, KOTOPOE OTBEYaET 3a yKasdaHHble
aTanbl paboThbl;

r) (d) oTBeTCTBEHHOE NWLIO B OpraHvM3auMun Mo B3ATUIO M (MNKN) NpoBepKe TKaHew BblgaeT paspelueHve Ha
Ncnonb3oBaHMe TKaHeN 1 KINeToK nepen Mx NoCTaBKOW MPOM3BOAUTENIO NEKApCTBEHHOro npenapara, nocne 4yero
NMPUMEHSAIOTCA CTaHA4apTHbIE NpoLeaypbl KOHTPOSA NCXOOHbBIX MaTepmnanos. PesynbTaTbl CAbITAHUI BCEX TKAHEN
N KNEeToK, NOCTaBnNsAeMblX OpraHusauuner no B3ATUIO U (MNK) NpoBepKe TKaHeW, JOSMKHbl BbiTb NpegocTasreHbl
nNpou3BoAUTENIO  feKapCTBEeHHOro npenaparta. [aHHaa uvH@opMauusa [OOrbkHa  MCMonb3oBaThbCca  AnNS
COOTBETCTBYIOLLEro pasgeneHns mMaTepuanoB v onpeaeneHns crnocoboB xpaHeHus. B crnyyae HeobxogumocTtu
BO3MOXHa AOCTaBKa TKaHeW M KIeToK NPOM3BOAWTENIO NEKapCTBEHHOro npenaparta 0 NOoMyyYeHus pesynbTaToB
UCMbITAHMN OT OpraHvM3auMnm Mo B3ATUIO W (UNKW) MpoBepke TKaHeW. 3TO BO3MOXHO MpU  Hanuuum
COOTBETCTBYIOLNX Mep KOHTPONSA ANA NpefoTBpalleHUss NepekpPecTHON KOHTaMUHALUMK TKaHAMW U KneTKamu.
Takasa gocTtaBka BO3MOXHa C paspelleHnss OTBETCTBEHHOro nvua B opraHusauuu no B3ATUIO U (Mnn) npoBepke
TKaHen,

A) (e) TpaHCMopTUpPOBKa 4YerloBEYECKMX TKaHeih W KINEeTOK K MPOM3BOACTBEHHOM MNrowadke [OormKHa
OCYLLECTBMATLCA B COOTBETCTBUM C COrMalleHMeM Mexdy OTBETCTBEHHbIMW CTOpOHaMu. [pov3BOACTBEHHblE
NMoWaaky OOMKHbI UMeTb AOKyMeHTanbHoe NOATBepXOeHne coBMniooeHUss COOTBETCTBYIOLIMX CneLnduyeckmnx
YCMNOBUIA XpaHEHNS U TPAHCTIOPTUPOBKY;

e) (f) pomkHbl cobnogaTbest TpeboBaHNSA NPOCNEXNBAEMOCTI, HAYMHAsA C OpraHmn3aumm no B3sTUIO U (Mnn)
npoeepke TKaHen 00 OO0CTaBKM nony4aTtento U BK4Yaa Mmatepuanbl, HaxoamBLUMECA B KOHTAKTe C KneTkamu unu
TKaHAMMU;

%) (g) HOmKHO ObITb 3aKMOYEHO COrMalleHWe Mexay OTBETCTBEHHbIMUM CTOPOHaMM  (Hampumep,
NPOU3BOAMTENSIMU, OPraHN3aLMUsaMm1 Mo B3ATUIO U (UNN) NPOBEPKE TKAHEN, CMOHCOPaMM, NMULLIAMM, Ha UMS1 KOTOPbIX
BblAaHbl perycTpaLMoHHble YAOCTOBEPEHNS), KOTOPOe onpeaenseT cepbl OTBETCTBEHHOCTU KaX4oW 13 CTOPOH
(BKMtoYasa ykazaHWe OTBETCTBEHHbIX M YNOMHOMOYEHHBIX NL).
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52. (37) B oTHOLWEHUN reHHOW TepanMmM HeObBX0AMMO YUMTbIBaTb Criegyolme TpeboBaHus:

a) (a) Oona npoaykuum, npomssep,eHHon C ncnonb3oBaHMeEM BUPYCHbIX BEKTOPOB, UCXOOHble MaTtepuanbl
ABJNIAKOTCA KOMMNOHEHTaMU, U3 KOTOPbIX MNoJly4vyeH BI/IpYCHbIIZ BEKTOp, TO €eCTb rmaBHbIN BVIpyCHbIVI NOCEBHON
matepuan wnn nna3Mmugbl, KOTOPbIMU TpaHCd)I/IU,I/Ipy}OT nakywwmne KrneTtku, u rmaBHbli GaHK KNeTok,
VICI'IOJ'IbSyeMbIVI ana nMMHNMN Nakyrwmnx KrneTok;

©0) (b) Ans npodyKuMmK, NPoM3BeAEeHHON C UCNOMNb30BaHNEM MNa3mMug, HEBUPYCHbLIX BEKTOPOB U FEHETUYECKN
MOOUULMPOBAHHBLIX MWUKPOOPraHM3MOB, 3a WCKIIOYEHWMEM BUPYCOB W BUPYCHbIX BEKTOPOB, WCXOAHbLIMM
mMaTepuanamy sIBMsIOTCA KOMMNOHEHTbI, UCMONb3yeMble Ansi CO34aHMs KNETOK-NPOAYLEHTOB, TO €CTb NnasMugbl,
DaKTepusi-X038MH 1 rMaBHbIA 6aHK PEKOMOMHAHTHBIX MUKPOOPTraHN3MOB;

B) (C) ana reHeTn4yecku MO,EI,I/IC*)I/ILI,I/IpOBaHHbIX KINEeTOK NCXOOHbIMU MaTepuanammn ABnATCA KOMMOHEHThI,
ncnonb3dyemble A4 nonyyvyeHnAa reHeTU4ecKku MOD,VI(bI/ILI,I/IpOBaHHbIX KINEeTOoK, TO €CTb UCXOAHble MaTepuanbl Anda
npon3BoaCcTBa BEKTOPOB, a TaKXe KINeTKn 4YerioBeka Ui XKMBOTHbIX;

r) (d) npyHUMnNbl HacToswmx MpaBun NPUMEHSAIOTCH, Ha4YMHAsA OT cucTeMbl BaHKka KNeToK, UCMOMb3yeMoro
AN NPOM3BOACTBA BEKTOPa Unu Nnasmuabl, KOTOpble NCMONb3YTCA ANA NepeHoca reHoB.

53. (38) lNpn Npomn3BOACTBEHHBIX NMPOLIECCaX, B KOTOPbIX KMNETKM YerioBEKa WM XXMBOTHbLIX UCMONb3yOTCA B
KayvyecTBe MNUTalWnx KNeTokK, AOJIKeH MNpoBOAUTLCA COOTBeTCTBleLLLVIVI KOHTPOJ1Ib UCTOYHUKOB, I/ICI'IbITaHVII7I,
TPaAHCNOPTUPOBKN N XpaHEHUA [OaHHbIX MaTepuarioB, BKIOYad KOHTPOJSIb B COOTBETCTBUU C Tpe6OBaHI/IF|MI/I
3akoHofaaTtenscTBa Poccuiickon ®epepavmu.

Cucrtema noceBHoM KynbTypbl 1 OaHka KneTok

54. (39) [Ona npenoTBpalleHUNss HexenaTerbHOro M3MEHEHUSI CBOWCTB, KOTOPOE MOXET MpPOM30ONTH
BCNEACTBME MHOFOKPaTHbIX MepeceBOB UMM OGONbLIOrO 4Yucna reHepauuii, MNPOU3BOACTBO OGMONOrMYeCcKmX
hapmaLeBTMIeCckMX CyOCTaHLUMIN MU NeKapCTBEHHbIX MPenapaToB, MOSydaeMblX M3 KynbTyp MWKPOOPraHW3MoB,
KyrnbTyp KNeTOK WUAN pa3MHOXEHMEM B 3MOPUMOHAX, TKAHSX W OpraHax >KMBOTHbIX, JOMMKHO ObiTb OCHOBaHO Ha
cuUcTeMe rmaBHoOM 1 paboyei BUPYCHBLIX MOCEBHbLIX KynbTyp M (Unn) GaHKoB KNeTok. Takasi cuctema MoXeT ObiTb
HENPVMMEHMMOW KO BCEM TUMAM BbICOKOTEXHOMOMMYHbIX NEKapCTBEHHbIX NpenapaTos.

55. (40) KonnyecTBo reHepauuii (yABOEHMWI, NaccaxXen) Mexay NOCEBHON KyNbTYpPON Unn GaHKOM KIeToK U
Buonornyeckon apmaveBTuyeckon cybcTaHumen nubo nekapcTBEHHBIM NpenapaTom AOSPKHO COOTBETCTBOBATL
TpeboBaHMaM cneunduKkaLmin B perMcTpaumoHHOM JOCBE UMN MPOTOKONE KITMHUYECKMX UCCNEeAoBaHWN.

56. (41) CosgaHue cMCTeM MOCEBHbLIX KyNbTyp U GAHKOB KNETOK, BKMOYasa rnaBHble n paboyne nocesHble
KyNnbTypbl, AOMKHO SIBMAATbCA YacTblo YNpPaBMeHUs! XU3HEHHbIM LUKIOM MpoAyKUMM U NPOBOAUTLCS B
Haanexawmx ycrnosusix. [pon3BoACTBEHHAsA cpea AOMMKHA HAaXoaUTbCSA No4 COOTBETCTBYHOLLUMM KOHTPONEM AN
obecneyeHns 6e30MacHOCTU CUCTEM MOCEBHbLIX KyNbTyp M OAHKOB KMNETOK, a Takke nepcoHarna, paboTatowero ¢
HUMW. [1pyn co3gaHnmM NOCEBHbIX KyNbTyp U 6aHKOB KNEeTOK He JOMnycKaeTcs oAgHOBpeMeHHas pabota ¢ Apyrumu
KMBbIMU MW HDULMPYOWMMKY MaTepranammu (Hanpumep, BMpycamu, IMHUSIMX U LUTaMMaMK KNeToK) B OAHON
N TOM Xe 30He WM OOHOr0 W TOro ke nepcoHana. [omkHa ObiTb AOCTYNHa LOKYMEHTauusl, no3BonstoLlas
obecneunTb MNPOCMEXMBAEMOCTb CTaduW, NPEeALEecTBYOWNX TeHepauun [MaBHOW MOCEBHOW KynbTypbl Wnn
rmaBHoro ©OaHka KMeToK, rge MOryT ObiTb MPUMMEHEHBbI TOMBKO MPUMHUMMBLI HacToswmx [paBun. [aHHas
OOKyMeHTaums OorkHa BKMOYaTb MHAOPMALMIO OTHOCUTENBbHO KOMMOHEHTOB, UCMOMb30BABLUMXCA BO BPEMS
pa3paboTkn M BO3MOXHO BNUAKLWMX Ha 6e3onacHOCTb Npoaykuun (Hanpumep, peareHTbl OMonorMyeckoro
NMPOUCXOXAEHUST), OT HayarbHOr0 MCTOYHUKA UM OO FMaBHOMO KMEeTOYHOro MMM FMaBHOMO MOCEBHOro GaHka, ecnu
NPYMEHUMO.

57. (42) Mocne ¢opmMupoBaHMA OCHOBHOIMO M paboyero HGaHKOB KMNETOK U MOCEBHbIX KyNnbTyp AOIMKHbI
cobnogaTeca npoueaypbl MO KapaHTUHY U paspelleHnto 6aHKoB K MCNONb30BaHuM0. [JomkHbl ObiTb MPOBEAEHDI
COOTBETCTBYIOLUME KBanNMMKaunsa U UCMbITaHUS B OTHOLIEHMM KOHTAaMMHAHTOB. MIX ganbHenwas npurogHocTb
BMOCNeACTBUN AOMKHA ObiTb NoATBEPXKAEHA CTAOUITbHOCTBIO XapakTEPUCTUK U KA4eCTBOM MOCMEAYOLLNX Cepui
npogykuun. [okasaTenbCcTBO CTabWUNbHOCTM M BOCMPOU3BOAMMOCTU MOCEBHbLIX KyNbTyp WM GaHKOB KMNETOK
HeoOxogmMMo odopMnATe AoKymeHTanbHo. CopepkaHve 3anucell [OMMKHO MNO3BONATb MPOBOAMTL  OLEHKY
TEeHOEHUMN.
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58. (43) MNoceBHble KynbTypbl U HGaHKM KNEToK HeOOXOOUMO co3haBaTb, XPaHUTb M MCMOMbL30BATb TaKUM
06pa30|v|, YTOOBbI pUCK UX KOHTaMWUHauuMnm wnn U3MeHeHUnqa OblT  MUHUMAanbHbLIM (Hanpvwlep, XpaHUTb B
repMETUYHbIX KOHTeWHepax B XuAKOM asoTe). B cnyyae xpaHeHus pasnuyHbIX MOCEBHLIX KynbTyp M HGaHkoB
KINeToK B OOHMX M TEX e 30HaX UMK C UCMOoNb30BaHWEM OOHOIO U TOro e 060pyL0BaHUS OOMKHbI OblTb NPUHATHI
Mepbl N0 NPeAOTBPALLEHUIO NEPENYTbIBAHNS U NEPEKPECTHON KOHTaMUHALMKN C Y4ETOM UHMEKLIMOHHON NPUPOAbI
mMaTepuarnos.

59. (44) NekapcTBeHHble npenapaTtbl Ha OCHOBE KNeTOK OObIMHO NPOM3BOASATCA U3 KMETOYHOro 3anaca,
MOMYYeHHOro M3 OrpaHWYEHHOro KommyecTBa naccaxen. B oTnuume OT ABYXYPOBHEBOW CUCTEMbI MAaBHLIX U
pabounx GaHKOB KNETOK, KONMYeCTBO MPOM3BOACTBEHHbIX LIMKIOB Ha OCHOBE KIETOYHOro 3anaca orpaHnyeHo
KONMYECTBOM ariMKBOT, MOMNyYEHHbIX NOCMe POCTa, Y HE PacNpPOCTPaHAETCS Ha BECb XXMU3HEHHbIV LMKIT NPOaYKLMN.
lMpoTokon Banuaauum AOMKEH y4nTbiBaTb U3MEHEHNS KIETOYHOro 3anaca.

60. (45) EmMKOCTM [nsi XpaHEHUs1 OOMKHbl ObiTb FepPMETMYHO 3aKpbiTbl M YETKO MapKMPOBaHbI; KX
HeoOX04MMO cogepXaTb NpuM COOTBETCTBYOLEN TemnepaType. HeobxoaMmo BeCTM [OKYMEHTanbHbIA yyeT
XpaHsLWmMXcs eMKocTen. TemnepaTypy XpaHeHWs credyeT HenpepbiBHO PerMcTpupoBaTtb, a B YCTAHOBKaX C
XWOKUM a30TOM KOHTPONMpOBaTb €ro ypoBeHb. OTKMOHEHUS MapamMeTpoB XpPaHEHWst OT YCTaHOBIIEHHbIX
npegenoB u nbble NpeanpuHSTbIE KOPPEKTUPYIOLWME U npegynpexparowme OeNcTBUA [OIMKHbI  ObiTh
0hopMIIEHBI AOKYMEHTArBHO.

61. (46) PekomeHoyeTcs pas3gendtb 3anacbl Ha YacTUM U XPaHUTb pasfenibHO BO M3bexaHue MOorHow
yTpatbl. KOHTpONb MecTopacnonoXeHus OOMKeH obecneynBaTh BbINOSHEHME YKa3aHHbIX Bbllle TpeboBaHui.

62. (47) YcnoBusi xpaHeHuss n 0OpaboTkM 3anacoB [OSMKHLI OMpenensTbCs COrfacHO TEM Xe CaMbIM
npouenypam v napametpam. [ocne B3siTUA KOHTEWHEPOB M3 XpaHUNULLEA MOCEBHON KyrnbTypbl UM 6aHKa KNeTok
He JonyckaeTcsi BO3BpaLlaTb X B XpaHWMLLE MOBTOPHO.

MpuHUMNBI paboThbl

63. (48) MNpu ynpaBneHUn U3MEHEHUSIMU C YCTAHOBMNEHHOW NEPUOAMYHOCTBIO OOMXKHbI paccMaTpuBaThbCs
appekTbl, BKMOYas KyMynaATUBHble 3deKkTbl M3MEHEeHUn (Hanpumep, B NPOU3BOACTBEHHbLIX MpoLeccax),
BMNMAIOLLME Ha KayecTBO, 6e30nacHOCTb N 3hdPEKTUBHOCTL FOTOBOIO JIEKAPCTBEHHOIO Npenapara.

64. (49) Kputuyeckune onepaumoHHble (TEXHONOrMYeckMe) UnuM Apyrme UCXOAHble napameTpbl, Brvsowmne
Ha KayecTBO NeKapCTBEHHOro npenapaTa, AOSKHblI ObiTb OonpeaeneHbl, BanvaupoBaHbl, LOKYMEHTMPOBaHbI U
noaaepKmBaTbCs B COOTBETCTBUM C YCTAHOBIIEHHBbIMM TpeboBaHNAMM.

65. (50) Crparterms KOHTPONSA MOCTYMIIEHUS MCXOOHOrO Chipbsi W UCXOOHbIX MaTrepuanosB B
NPOV3BOACTBEHHbIE 30HblI AOMKHA OCHOBbLIBATbCS Ha MpuHLUMNAX ynpaBfeHus puckamu ans kadectsa. [Ans
acenTU4ecKMX NpoLLeccoB TEPMOCTONKNE UCXOAHOE Chipbe U UCXOLHbIE MaTepuansl, nonagarLlme B YNCTYIO UNn
YACTYIO M M3ONMPOBAHHYIO 30HY AOSDKHbI, MPU HanMyYMyM BO3MOXHOCTWU, MOCTynaTb B HUX 4epe3 MpOXOLHOW
aBTOKNAB WNM CyxOXapoBoW LKadg. HeTepmMoCToVkMe MCXOQHOE Cbipbe M UCXOOHble MaTepuasnbl OOMKHbI
BHOCUTbCSI 4epe3 BO3AylUHble LWI3bl C ONOKMPOBKOW [OBepen, noaseprasick npouegypam 3ddEKTUBHOM
caHuTapHon o0bpaboTku noBepxHoCcTU. Paspeluaetca ctepunusaumsi npeamMeToB U MaTepuanos B OpyroM Mecte
npu ycrioBuKW, YTO OHU cofepxaT KonmyectBo 06epTOK, COOTBETCTBYIOLLUMX YMCIY CTaaui, HeOOXoaUMbIX ANg
NPOXOXAEHUSI B YACTYIO 30HY, W BHOCATCS B Hee Yepe3 BO3AYLUHLIA W03 ¢ cobniogeHnemM COOTBETCTBYHOLLMX
Mep NpeaoCTOPOXHOCTM NYyTEM CaHUTapHOW 06paboTKM NOBEPXHOCTEN.

66. (51) JomkHbl ObiTb NOATBEPXOEHBI POCTOBBIE CBOMCTBA MUTATENbHBIX CPEA C LIENbo AoKas3aTenbCcTBa
Mx npurogHoCcTn AOnd npegnonaraemoro Wcnosib3oBaHUA. MNutatenbHble cpeabl AOJIKHbI MpU  Hann4um
BO3MOXHOCTU CTepunu3oBatbcs Ha MecTe. [lpu nnaHoBoW nojaye rasos, NUTATENbHbIX Cped, KUCMOT unu
Lieno4yer, neHoracutenerm K epMeHTepam nNpW HanMyYMM BO3MOXHOCTU PEKOMEHAYETCsl MCMonb3oBaTb
cTepunuayome GunbTpbl, BCTPOEHHbIE B JIMHUM NOAAYM.

67. (52) JobaBneHue BeLecTB Unu KynbTyp B (hepMeHTepbl 1 ApyrMe cocydbl, a Takke oTbop npob u3 Hux
HeobXoaMMO NPOBOAUTL B TLLATENbHO KOHTPOMMPYEMbIX YCIOBUAX AN NpefoTBpalleHns KoHTaMmuHauun. Mpu
BHeceHun fobaBok nnu otbope Npob HeobxoANMMO KOHTPONUPOBATL NPaBUIIBHOCTb NOACOeAUHEHNS COCYAOB.

68. (53) Ecnn 310 HEobGXOAMMO, [OMKEH OCYLLECTBIATbCA MNOCTOSAHHBLIA  KOHTPOMb HEKOTOPbIX
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MPOM3BOACTBEHHbLIX MPOLECCOB (Harnpumep, bepMeHTauumM) ¢ BHECEHUMEM PEe3ynbTaToOB KOHTPOSA B 3amnucu no
npoussoactey cepuu. [Mpu NPoOU3BOACTBE C WUCMONb30OBAHMEM METOAa HENPEPLIBHOMO KyNbTMBMPOBAHMUS
HeobxoaMMo cobnogath crieunanbHble TPeboBaHWA K KOHTPOMO KadecTBa, Mognexaline MNpUMEHeHNo B
pesynbTaTe Bbi6opa Takoro Npon3BOACTBEHHOIO MeToAa.

69. (54) Mpouecchbl LEHTPUdYrMPOBaHMS U CMELLUMBAHWUS MPOAYKTOB MOrYT MPMBECTU K 0Opa3oBaHWUIo
asposonen, NodTomy BO u3bexaHme NepeKkpecTHOW KOHTaMuMHauuuM Takme Mpouecchbl criegyeT npoBoAuTb B
M305TINMPOBaAHHbIX 30HAaX.

70. (55) Mpu cny4amHon yTeyke, B OCODEHHOCTU >XUBbLIX MWKPOOPraHW3MOB, OOMMKHbI ObITb NPUHATHI
HeOTNOXHble Mepbl 6GesonacHocTn. [ns Kaxgoro BuAa uNW rpynnbl MUKPOOPTaHU3MOB AOSMKHbI  ObITb
npeaycMOTpeHbl creumanbHble MeponpusaTusa no gekoHTamuHauun. Mpu MCnonb3oBaHUM pasnuyHbIX LWTaMMOB
BakTepuin 0gHOro BMAA UMM OYEeHb NMOXOXMX BUPYCOB dTa npoueaypa MoXeT ObiTb BannanpoBaHa B OTHOLLEHUU
TONbKO OAHOMO M3 HUX, €CIIN Y HUX HEeT CYLLECTBEHHbIX Pas3Nnynii B yCTOMYMBOCTU K COOTBETCTBYIOLLEMY areHTy
(areHTam) ons geKoHTaMnHaLUuMK.

71. (56) Ecnu matepuanbl, UCNonb3ylolMecs Ons NPOUM3BOACTBA M KOHTPONS, BKM4Yas OGyMaxHble
OOKYMEHTbI, SIBHO SBMSAKTCH KOHTAMWHMPOBAHHLIMW, HaMpuUMep MNPONUTBIMU XKUOKOCTSAMU, a3pO30MfsaMu UMK
NoTeHUManbHO onacHbLIMU MUKPOOPraHNn3MaMm, TO OHU OOMKHbI OblTb COOTBETCTBEHHO AE3NHPULMPOBAHbI, UK
nHdopmaLms JOSKHA NepedaBaTbcs ApyrMMu cnocobamu.

72. (57) MNpwn nHakTMBaUMV UNK yganeHnM BUPYCOB B Xode Npoun3BoAcTBa HEOOXOAMMO NpUHUMAaTbL Mepbl
NPOTUB NOBTOPHOWN KOHTaMUHaunM 06paboTaHHON NPOAYKLUN CO CTOPOHBLI HeobpaboTaHHOM NPOAYKLUN.

73. (58) [Ona npodyKTOB, WHAaKTMBUPYEMbIX Npv MoMowm [oGaBneHuss peareHToB (Hanpumep,
MUWKPOOPraHu3mbl B MpoLecce NPOM3BOACTBA BaKLUWH), MPOLECC OOIDKEH rapaHTUpOBaTh MOSHYK MHaKTMBaLMIO
XMBbIX MUKpPOOpraHuamoB. [locrne TwaTenbHOro CMeLUnBaHUS KynbTypbl U UHAKTUBUPYIOLLErO areHTa OOIDKHbI
YUMTbIBATbCS BCE KOHTAKTMPYHOLLME C NPOSYKTOM NOBEPXHOCTU, NPebbIBaBLUME B KOHTAKTE C KYNbTYPOMW.

74. (59) lNMpu NpMMeHeHUM XxpomaTtorpauyeckux MeTOAOB WCMONb3YyKT pasHble Buabl 000pyaoBaHWMS.
MpuHUMMBLI yNpaBneHus puckamun Aris KayecTBa OOJPKHbl cobrogaTtecs npy pa3paboTke cTpaTerMm KOHTPOMs
copOeHTOoB, KOPMYCOB KOJNTOHOK M Apyroro o6opyaoBaHUSA Npu UX UCMONb30BaHUKN ONsi MPOU3BOACTBA B peXMMe
KamnaHui unn B NPOU3BOACTBEHHOW cpefe, npegHasHayeHHoOW [Ans NPOU3BOACTBA HECKOMbKUX TUMOB
npogykuun. He pekomeHAyeTcs MCNoNb3oBaHUE OOHMX U TeX e COPOEHTOB Ha pasHbIX TEXHOMOrMYecKMX
cTtagusax. HeobxogmMMo yCcTaHOBUTL KPUTEPUN NPUEMIEMOCTU, YCNOBMSA paboThbl, METOAbl BOCCTAHOBMEHUSA, CPOK
cnyx6bl 1 METOAbI CTEPUNU3ALIMN NN AE3UHEEKLMM KOMOHOK.

75. (60) OononHuTenbHbIE WHCTPYKUMW OTHOCMTENBHO MCNONb3oBaHWs 06ny4veHHbIX obopyaoBaHMs U
MaTepuanoB nsnoxetbl B MpunoxeHun N 12 k HacTodawmm MNpasunam.

76. (61) JomkHa cywecTBOBaTb CUCTEMA, FrapaHTUPYKOLas LEeNTOCTHOCTb U FEpMETUYHOCTb KOHTEMHEPOB
nocne uUx HamnosfHeHus, 1 NPeayCcMOTPEHbI NPoLeaypbl Ha crydan nobbIX yTevek v NpockinaHMn U NposiMBOB, B
cryyae ecnv npoaykT Un NPOMEXYTOYHBIN NPOAYKT NpeacTaBnsatoT 0cobbiv puck. [Ing onepaunii Nno posnuey u
ynakoBKe [OJDKHbl CyllecTBOBaTb Mpoueaypbl No cobniogeHnio ycrnosBun, obecnevmBaroinmx noaaepxaHve
npoAdyKTa B yCTaHOBMNEHHbIX Npegenax (Hanpumep, Bpems un (unu) TemnepaTypa).

77. (62) PaboTa c KOHTenHepamu (Hanpumep, ¢ amnynamu, dpnakoHamm), cogepxawmmy buonornyeckne
areHTbl, AOMKHa NPOBOAMTLCA Takum obpa3om, 4TOBbl u3bexaTb KOHTaMuHauuu ApYrux fekapcTBEHHbIX
npenapaToB Uiy MPOHUKHOBEHWS XMBbIX areHTOB B NMPOU3BOACTBEHHYIO MU OKpYXatoLlyto cpeqy. [na npuHaTus
peLleHNss OTHOCUTENbHO YMpaBrfieHWs [OaHHbIMWU  pUCKaMW  OOKHbl  ObiTb  MPWHATBI  BO  BHUMaHue
XKM3HECNoCoBHOCTb TakUX OPraHNU3MoB M Nx Bronoruyeckas knaccmdmkaums (rpynna naToreHHoCTh).

78. (63) Heobxoaumo yaenatb OOMMKHOE BHUMAHWE MOArOTOBKE, NeYaTh, XpaHEeHUI0 N HAHECEHUIO 3TUKETOK
Ha ynakoBKy, B TOM YMCME HaHECEHUIO Ha NEPBUYHYIO U BTOPUYHYIO YNaKoBKy cneumndu4eckon nHdopmaummn ans
nauueHT-cneungunyeckmx nNpogykToB unu o6 MCnonb3oBaHWM MEeTOAO0B FeHeTUYecKoW WHXeHepun. B cnydae
€CIn BbICOKOTEXHOSMOIMMYHbIE NEeKapCTBEHHbIE Npenaparbl npegHasHavyeHbl AnS ayToNorMyHoro NPUMEHeHus, Ha
3TUKETKe OOMMKHbI YKa3blBaTbCA YHUKarbHbIN MOEHTUMMKATOP NauneHTa N Haanucb "TONbKO Ans ayTorormMyHoro
npumeHeHns". Ecnn BHELLHASA ynakoBKa OTCYTCTBYeT, AaHHas nHopMaLuma A0MKHa yKasbiBaTbCH Ha NepBUYHOM
yrakoBKe.
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79. (64) B cnyyae nCnosfb30BaHWUS CBEPXHU3KUX TeEMMepaTyp XpaHeHUs YCTOMYMBOCTb MapKMPOBKM K
ncnonb3yembiM TemnepaTypam AormkHa ObiTb MOATBEPXKAEHA.

80. (65) Korgpa wvHdopmaLms O COCTOSIHUM 300pOBbS [OHOpa (4ernoBeka WUnu XXMBOTHOrO), MMetoLLas
3HayeHne s KavyecTBa NPOAYKLMKW, CTaHOBMTCA AOCTYMHOW MNOCMe 3aKymku, 3TO [OJDKHO YYUThIBATLCS B
npoueaypax oT3biBa.

KoHTponb kayecTBa

81. (66) KoHTponb B npoLiecce Npov3BOACTBa siBNAETCA 6onee BaxHbIM s obecnevyeHnss ctabuneHocTH
KayecTBa Ouonormyeckux capmaleBTMIeckux CybCTaHUMM U NEeKapCTBEHHbIX MpenapaTtoB, YeM Ans Apyrux
NeKapCcTBEHHbIX MnpenapaTtoB. MexonepaunoHHbIN KOHTPOSb AOMMKEH OCYLLECTBNATLCS Ha COOTBETCTBYHOLLMX
CTaausix MPOU3BOACTBA C LIENbO KOHTPOSS YCITOBUI, SIBISIOLLMXCS BaXXKHbIMU ANs Ka4eCTBa roTOBOro Npoaykra.

82. (67) B cnyyae ecnu npoMEXyTOYHble MNPOAYKTbl MOFYT XPaHWUTbCA Ha MNPOTSHKEHUU ANUTENBHOrO
BpeMeHn (OHW, Hegenu unu Jonblue), OOofKHa ObiTb paccMOTpeHa BO3MOXHOCTb BKIIOYEHMSA B TEKYLLYHO
nporpammy UCMblTaHNs CTabWUNbHOCTM TakMX Cepui TOTOBOW MPOAYKUMKM, KOTOpble MpOu3BeAeHbl U3
NMPOMEXYTOYHbIX MPOAYKTOB C MakCMMarbHbIM NeprMogoM XpaHeHUs B npouecce NpoussBoacTea.

83. (68) Ecnun aTo gonyckaeTcs perucTpauuoHHbIM OOCke, AN onpedeneHHbIX TUMNOB KNeTok (Hanpumep,
AYTONOMMYHBIX KIETOK, MCMOSIb3yeEMbIX B MPOM3BOACTBE BbICOKOTEXHOJIOMMYHBIX JIEKAPCTBEHHbBIX MpenapaTos),
KoTopble MOryT ObiTb AOCTYMHbI B OrpaHUYEHHbIX KONMYecTBax, NPOBeAeHUEe UCMbITAaHUA U NOPSAOK XpaHEeHUs
KOHTPOJbHbIX 06pasLioB MOTYT ObiTb M3BMEHEHBI, YTO OPOpPMNAETCS AOKYMEHTAmNbHO.

84. (69) Anga KNeTOYHbIX BbICOKOTEXHONMOMYHbIX NeKapCTBEHHbIX CPeACTB TECTbl HA CTEPUNBHOCTL JOMKHbI
MPOBOANTLCA Ha KymnbTypax KNeTtok unM OaHkax KrieToK, CBOOOAHbIX OT aHTUOWMOTMKOB, ANs MNofy4YeHus
[oKasaTenbCTBa OTCYTCTBUSA KOHTaMMHauuu OakTepusiMmn n rpubamu, a Takke Ansi BOSMOXHOCTM OOHapyXeHus
OpraHn3moB, TpebyLmMX cneumanbHbIX YCNOBUI KyNbTUBMPOBAHUS (€CNU NPUMEHNMO).

85. (70) CooTtBeTcTBYlOWAA CTpaTerMs KOHTPONSA [OMKHa OCYLLeCTBRATLCA AN  NpouM3BOACTBa
OMoNorMyecknx NeKapCTBEHHbIX MpenapaTtoB C KOPOTKUM CPOKOM FOAHOCTW, onpedensieMbiM B HaCTOSLLEM
MpunoxeHnn kak cpok o 14 gHewn, Ansa KOTopbiXx TpebyeTcs BbIMYCK CepuM ele OO0 OKOHYaHUSA MpoBeneHust
UCMblTaHWN KayecTBa BCEN MNapTUM roTOBOW MpoAaykumu (Hanpumep, muccriegoBaHWe CTepunbHOCTW). Takom
KOHTpOnb [OrmkeH ObiTb OCHOBaH Ha rnNyobokoM MOHMMaHUM CBOWCTB FEKapCTBEHHOro npenapata u
NPOM3BOACTBEHHOrO npouecca M OOMKEH YYUTbIBaTb KOHTPOMb M XapakTepHble CBOWCTBA MCXOOHOMO Cbipbs U
NCXoOHbIX MaTtepuanoB. Heobxooumo HanmMume 4YeTKoro M MOJSIHOrO OMNMCaHUs BCEW NpoLeaypbl BbIMycKa,
BKIHOYalOLLEro 00A3aHHOCTM  OTAENbHbIX PabOTHUKOB, Y4YacTBYKOLMX B OLEHKE MPOU3BOACTBEHHbIX U
aHanMTU4eCknX AaHHbIX. JormkHa NpoBOAMTBLCS HenpepbiBHAsA oueHka 3deKTUBHOCTU cuctembl obecneveHuns
KayecTBa, BKIYasa BeAeHMe 3anuncen, NO3BOMSIOLWMX OUEeHMBaTb TeHAeHUMU. [ormkHbl OblTb MpegyCcMOTPEHbI
anbTepHaTMBHbIE MeToAbl (Hanpumep, ObiCTpble MUKPOBMONOrMyecke MeTobl) NoslyYeHUsi COOTBETCTBYIOLLMX
pes3ynbTaTtoB, MO3BONANOLLMX NPOBOAUTL NpeaBapuUTEnbHOE NOATBEPXKAEHWE COOTBETCTBUS CEpui B cCry4vasix,
€Cnn HEeBO3MOXHO MNPOBECTUM UCMbITaHMS FOTOBOrO INEeKapCTBEHHOro npenaparta M3-3a €ro KOpPOTKOro cpoka
rogHocTu. lNMpouenypa NOATBEPXOEHNS COOTBETCTBMSA WM BbIMyCKa CEPUM MOXET NpoBoAUTbLCA B ABa U Gonee
3Tana:

a) (a) oueHka OTBETCTBEHHbIM(-bIMW) NULOM(-aMMK) 3anucen, KacaloLmuxcs npoLiecca NpomM3BoacTBa cepuum,
N pes3ynbTaToB MOHWUTOPMHra MPOU3BOACTBEHHOW cpedbl (ecnv MPUMEHMMO), KOTOpble OOJPKHbI OXBaTbiBaTb
YyCNoBMS MNPOU3BOACTBA, BCE OTKIOHEHMS OT CTaHOapTHbIX Mpoueayp W CyLECTBYHLIME aHanmutuyeckme
pesynbTaTtbl 419 NEPBUYHOIO pa3peLleHns CepMmn NpoayKTa K BbIMYCKY YNOSTHOMOYEHHbIM JIULIOM;

©0) (b) oLeHka ynonHOMOYEHHbBIM NULIOM Pe3yNbTaTOB OKOHYATENbHbIX aHANMTUYECKUX UCNBbITAHWUIA U OPYroW
OOCTYNHOM MHGOpMaUMM AN 3aKMOYUTENBHOMO MNOATBEPXKAEHWUST COOTBETCTBUSI CEPUM  YCTaHOBMEHHbLIM
TpeboBaHUSM.

86. HdomkHa ObITb MpegycMoOTpeHa npoueaypa, onucbiBalolwas HeobxoauMMble MeponpuaTus (BKNoyas
B3aMMOAEWNCTBUE C MEAMLUMHCKMMM paboTHMKaMK), B Criydae nonyyYyeHus pesynbTaToB MCMbITaHUW, BbIXOOALLMX
3a rpaHuubl crneundukaumin. Takme crniydyaum OOMkHbI paccnefoBaTbCsl B NOMHOM 06beMe, COOTBETCTBYHOLUME
KOppEeKTMpYIOLLME W Mpeaynpexpallume [OeUCTBUS, HanpaBlieHHble Ha NpefoTBpalleHne BO3MOXHOCTM
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NMOBTOPEHUS TAKMX CITy4YaeB, AOJKHbI PErMcTpMpoBaThCs JOKYMEHTASIbHO.

IV. CMELIMATIBHOE PYKOBOACTBO MO OTAENbHBIM TUMAM MPOOYKLIN
(YACTb B)

NekapcTBeHHbIE NpenapaTbl XXKMBOTHOTO NpoucxoxaeHus (B1)

87. Hactoswee pykOBOACTBO MPUMEHSIETCA K MaTepuarnam >XMBOTHOrO MPOWCXOXAEHUS, B TOM 4ucne K
MaTepuanam, nonyvyeHHbIM M3 Takux NPeanpusaTUi, Kak CKOTOBOMHW. IMOockonbKy Lenu nocTtaBok MoryT 6biTb
OBLUMPHBIMU M CNOXHBIMMW, AOIMKHBI NPUMEHSITBCA CpeAcTBa KOHTPOIS, OCHOBaHHbIE Ha MPUHLMNAX yrnpaBrneHus
puckamu Ans kadvectBa. [py 3ToM Heobxoaumo y4uuTbiBaTb TpeboBaHws [ocynapcTBeHHoW dapmakoneu
Poccuiickon ®epepaumn, BkYas npoBedeHMe COOTBETCTBYIOLUMX WCMbITAHWMIA Ha onpedeneHHbIX CTagusXx.
[lomkHa BeCcTMCb COOTBETCTBYHOLLAA AOKyMeHTaums, obecnedmBatolias NMpoOCNeXMBaemMoCTb Lienu MOCTaBoOK C
YeTKMM YyKa3aHMeM pOfM KaxKOoro yyacTHMKa Lenu MoCTaBOK, BKIMOYas, Kak npaBuio, 4OCTaTOMHO nogpobHoe
onvcaHne cxembl NOCTaBOK.

88. (1) HeobxooyMo HanuuvMe nporpamm MOHWUTOPWMHIa OMacHbIX AN YeroBeka GoresHel >KUBOTHbIX
(BeTepuvHapHoe ocBuaeTenbCcTBOBaHME). Npy oueHke (DakTOPOB pucka AOIMKHbI OblTb MPUHSITEI BO BHUMaHWe
COOOLLEHNS 3acnyXXMBaloLWMX [OBEPUE WCTOYHMKOB OTHOCUTENBHO pPacnpoCTpaHeHHOCTM 3aborneBaHus Ha
TEpPUTOPUM rocyaapcTBa, B TOM YUCNe coaepaline MHPOPMaLMIO O NPOBEPKE COCTOSHUA 3[0POBbS XUBOTHbIX
U nporpaMme(ax) KOHTPOMS Ha rocygapCTBEHHOM W MECTHOM YPOBHSIX, BKMOYask MEpPOMNPUSATUS KOHTPONS
WCTOYHMKOB (Hanpumep, doepmbl UNN 3aroHbl A1 cKoTa), U3 KOTOPbIX MONyYeHb! )KMBOTHbLIE, U KOHTPOSIb BO BpeMs
TPaHCMOPTUPOBKM JKMBOTHBLIX Ha CKOTOGOWHI. OOHOW W3 opraHu3auuii, OCYLLECTBSAIOLWEN MOHUTOPUHT
3a6051eBaEMOCTH KNBOTHbIX B MUpe, siBnsieTca MexayHapogHoe annsooTnyeckoe 6opo.

89. (2) CkoToGoOWHM [OMKHBI COOTBETCTBOBATb TpebOBaHMSAM, YCTAHOBMEHHLIM HOPMAaTUBHBLIMU
npaBoBbIMM akTamu Poccuiickon ®Pepepaumv, Npu UCMOMb30BaHMM WX B KA4eCTBE MOCTaBLUMKOB TKaHEN
XMBOTHbIX. [OMKHbI ObITb MPUHATHI BO BHMMaHue CBeOEHWs OT YMONIHOMOYEHHOro dedepanbHOro opraHa
MCMNOMHMTENBHOW BNacTW, MNOATBepxpawlwme cobniogeHne TpebosaHui 6e30nMacHOCTM M KayecTBa KOPMOB,
YCTaHOBIEHHbIE HOPMATMBHBLIMU NPaBOBbLIMU akTamu Poccuickon depepaummn n (Mnm) gpyrmx ctTpaH, U3 KoTopbix
cbipbe nMmnopTupyetcsa B Poccuinckyto deagepaumio.

90. (3) MeponpusiTUa MO KOHTPOSIIO MCXOOHOMO ChipbSl U UCXOAHbIX MaTEepPMarnoB Ha TakuxX MPeanpuUsTUsX,
Kak CKOTOOOMHMW, [OSIKHbI BKMOYATb OMPEAENeHHble 3MeMEHTbl CUCTEMbl YMpaBrieHWsl KayecTBOM [AJis
obecrneyeHnss YOOBNETBOPUTENBHOMO YPOBHS MPOeccuMoHanbHoi NoAroToBKM NepcoHana, npocnexnBaeMocTu
MaTtepuarnos, KOHTPONSA U CTaBUMbLHOCTH.

91. (4) OomkHbl 6bITb NPegyCMOTPeHbl MEPONPUSATUS MO KOHTPOSIIO UCXOAHBLIX MaTepuanoB UM UCXOAHOIo
cbipbsl, obecneunBalone NpegoTBpaLleHne BMELIATeNbCTB, BIAMSIIOWMX HA KAuyecTBO YKasaHHbIX MaTepuarioB
UMK Cbipbs, UK, MO MeHbLUEN Mepe, NpeaocTaBnsAowWme MHGOPMaLMo 0 NPOBEAEHUN TaKUX MeponpuUsaTU Npu
NPOABWKEHUN WUCXOAHBIX MaTepuarioB WM UCXOOHOMO Cbipbs MO MPOW3BOACTBEHHONM LIEMOYKE UMM Lienoyke
noctaeku. [JaHHble MepONpPUSTUS OOSHKHbI MPOBOAUTLCA B OTHOLUEHUW MEpPEMELLEHUS yKasaHHbIX Matepuarnos
WK Ccbipbst OT MECT MepBUMYHOTO cOopa, NPOBedEeHUsl YacTUYHOW U MOJSIHOW OYUCTKM OO0 MECT XpaHeHus,
HaKoOMMeHUsl, pasMEeLEeHnss U HaxoXOeHUst y rnocpeaHukoB. HeoGXogumo ocyLlecTBnsTb  AeTarnbHyto
perucTpaumio MPOBEAEHHBIX MepornpusTUA B pamMKax CUCTEMbI, obecrieuymBalolLleil NpPOCNeXuBaeMoCTb
NpoAYyKUMK, BKIHOYasA perucTpaumio nobbix HapyLLEHWUI, CBA3AHHbLIX C HUMMW paccrnefoBaHuini U NPUHATLIX Mep.

92. (5) [omxHbl NPOBOAUTBLCS MOCTOSIHHbIE OLUEHKM MOCTaBLUUMKOB WCXOLHOMO ChipbA U UCXOOHbIX
MaTepuanos, NoaTBepXxaawLume cobniogeHne TpeboBaHNn KOHTPOIS UCXOAHOIO Chipbsl U UCXOOHbIX MaTepuanos
Ha pasHbIX cTagusax npoussoacTea. NpomsBoanTesib JOMKEH MMETb MOSTHYID AOKYMEHTALMIO O paccrefoBaHnsax
NPOUCLLECTBUIA, MPOBEOEHHbLIX C TWATeNbHOCTbI, COOTBETCTBYIOLWEN 3HaYMMOCTU MpouclecTBun. [JOSmKHbI
CylLLlecTBOBaTb cucTeMbl, obecneunBatoine nposeaeHne aEKTUBHBIX KOPPEKTUPYIOWNX U NpeaynpexaatoLLmx
JencTBun.

93. (6) KneTkm, TKaHM W oOpraHbl, WCMOJIb3yeMble [Ansi MNPOU3BOACTBA KCEHOrEHHbIX KIETOYHbIX
J1IeKapCTBEHHbIX MnMpenapaTtoB, OOJIKHbI ObITb nony4yeHbl UCKNKYUTENTBHO OT XXMBOTHbIX, KOTOPbIE COOepXXaTCA B
HeBOJie B YCNOBUAX OTCYTCTBUA KOHTaKTa C AOPYrMMU XMBOTHbIMW WU BbipallMBalOTCA cneunanbHO ANA 3TUX
uenen. Hn B koem crnyvae He [OMNYyCKaeTCs UCNONb30BaHWE KMETOK, TKaHEN U OpraHoB OMKUX >XMBOTHbIX WUMU

www.consultant.ru Crpanuua 113 n3 207
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=9EACCA9FE57174BBA5DF2EC2C16F4E374C8C42FEF60787D719C54B67F11525A7A2CD7AC7F40E8915FA532DD2BAADC4D204FB99D48C108AF8hCzFH
consultantplus://offline/ref=9EACCA9FE57174BBA5DF2EC2C16F4E374C8C42FEF60787D719C54B67F11525A7A2CD7AC7F40E8915FA532DD2BAADC4D204FB99D48C108AF8hCzFH
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpukas MuHnpomTopra Poccumn ot 14.06.2013 N 916

(pen. ot 18.12.2015) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBepxaeHun MpaBun Haanexallen Npon3BoACTBEHHOM lata coxpaHeHus: 24.08.2020
n...

XMBOTHbIX CO CKOTOBOeH. Takke He OOMyCKaeTCsl UCMONb30BaHWE TKAHEW XXMBOTHbIX-OCHOBATENEen (KMBOTHbIN
OpraHuM3M, HeCyLUin 4yXepoaHbin reH). Heobxooumo BecTu HabnwogeHne M OOKYMEHTAUUK0 OTHOCUTENbHO
COCTOAHNA 300P0OBbA XNBOTHbIX.

94. (7) MNpn KCEHOreHHOW KNEeTOYHOW TepanuuM 1 obpalleHuMM KCEHOTEHHbIX NIEKAapCTBEHHbBIX NpenapaTos
OOMkKHbI cobnopgaTtbecs TpeboBaHMS HOPMAaTMBHBIX MpPaBoBbIX akToB Poccuiickon depepaumn, Kacarolmecs
NMOCTaBKN N UCMbITAHWIN KNETOK XXMBOTHbIX.

JlekapcTBeHHble npenapatbl annepreHos (B2)

95. NcxogHble maTepuansl MOryT OblTb Mpou3BeOeHbl MyTEM U3BIEYEHUSA U3 €CTECTBEHHBIX UCTOYHUKOB
UINN C UCMONb30BaHMEM TEXHONOrMM pekoMmbrnHaHTHon [JHK.

96. (1) Onga rapaHTUM COOTBETCTBMS MOCTaBKU WCXOAHbIX MaTepuanoB AOMKHO CyLlecTBOBaTb WX
onncaHue, BKMYawwee Heobxogumble pJeTanu, B YaCTHOCTM, OOLLENpUMHATOE W HaydyHoe Ha3BaHue,
NPOUCXOXAEHNe, Npupody, npedenbl COAEPXaHWs KOHTaMWHAHTOB, METOA B3ATUS TakMX MaTepuarnos.
MaTtepuanbl >XMBOTHOrO MNPOUCXOXAEHUSI LOMKHbI ObITb MOJTyYeHbl OT 300POBbLIX XMBOTHbIX. [lNs KOMOHWIA
(Hanpumep, KneLiemn, XMBOTHbIX), KOTOPbIE UCMONb3YIOTCA AN SKCTPaKLUWU anfiepreHoB, OOMMKHa CyLeCcTBOBaTb
COOTBETCTBYIOLLIAsA cucTeMa KOHTpons, obecneumBatowaa ©Ouonormdeckyto 6esonacHocTb. JlekapCTBEHHble
npenapaTbl annepreHoB AOMKHbI XPaHUTLCS B COOTBETCTBYHOLLMX YCIOBUAX, 0DecnedmBatoLmnx nx Ka4ecTeo.

97. (2) Ctagnn TexXHOSOrMYecKoro npouecca, BKIOYalLWwme npeaBapuTenbHylo 06paboTKy, 3KCTpaKLUMIo,
unbTpaumio, guanus, KOHLEHTPMpOBaAHME WNU NMOUNM3aUMIo, AOMMKHbI ObiTb AeTanbHO OnuMcCaHbl WU
BannanMpoBaHbI.

98. (3) MNpoueccbl mMoaudukauun, ucnonb3yemble A7 NPOM3BOACTBA MOANMULMPOBAHHBLIX 3KCTPaKTOB
annepreHoB (Hanpumep, anneprougoB, KOHbBIraToB), [AOJDKHbI OblTb OMUCaHbl B COOTBETCTBYHLLEN
OOKyMeHTaumn. NpomexxyTouHble MPOAYKTbl B TEXHOMNOrMYECKOM Mpouecce AOMKHbI ObiTb MAEHTUULMPOBAHDI 1
NPOKOHTPONNPOBAHBI.

99. (4) Cmecu 3KCTPaKTOB annepreHoB AOMKHbI ObITb NPUrOTOBIEHBI N3 OTAENbHbLIX 3KCTPAKTOB UCXOOHbIX
MaTepuarnoB, NMOJSTyYEHHbIX M3 OOHOro UCTOYHMKA. Kaxkabii oTAEenbHbIA SKCTPaKT AOMMKEeH ObiTb onpeaeneH Kak
oTaenbHas hapmaueBTnyeckas cyoctaHums.

JlekapcTBeHHbIEe NpenapaTbl MMMYHHbIX CbIBOPOTOK XUBOTHbIX (B3)

100. (1) MpousBoauTenb OOMKEH yAensATb ocoboe BHMMAaHWE KOHTPOMK aHTUIreHoB 6Konornveckoro
NMPOUCXOXAEHUS ANS rapaHTUM KX KayecTBa, MOCTOSIHCTBA W OTCYTCTBMS MOGOYHbIX areHToB. [logrotoeka
mMaTepuanoB, WUCMOMb3yeMbiX ANS WMMYHU3aUUU XXMBOTHBLIX (Hampumep, UcCMonb3oBaHue W (Unu) BedeHue
aHTUreHOB, ranTeH-HOCUTEne, aabloBaHTOB, CTAOWUMM3MPYIOLWMX areHToB), W XpaHeHuWe Takux MaTepuaros
HenocpeacTBEHHO Mepen  MMMYyHM3aUMen [OMKHO MNPOM3BOAWUTLCS B COOTBETCTBUM C  [JOKYMEHTarbHO
ochbopMeHHLIMK NpoLeaypamMu.

101. (2) MNpoueaypbl MMMyHMU3aUMW, UCCREOOBaHUS KPOBM M OTOGOpa KPOBM AOMXKHbI NPOBOAUTLCH B
COOTBETCTBMM C PErMCTPALMOHHBIM AOCHE.

102. (3) YcnoBusa Npov3BOACTBA JIEKAapCTBEHHbIX MpenapaToB M3 cybdparmeHToB aHTUTEn (Hanpumep,
yyacTku cBsisbiBaHus anTurena Fab u F(ab'); ) u niobbie nanbHeiiune moandmkaumm 4omkHLI cOOTBETCTBOBATS

BannMaMpoBaHHbIM N YTBEPXOAEHHbIM NapamMmeTpaMm. Ecnn CbepMeHTbI, ncnosb3dyemblie npu Nnpon3BoacTee, COCTOAT
N3 HECKOJIbKMX KOMMOHEHTOB, A0IMKHa BbITb obecneveHa nx ctabunbHOCTb.

BakuuHbl (B4)

103. (1) Mpu wncnonb3oBaHUM 3MOPUOHOB NTUL, AOMKHO ObITb ObecnevyeHo 340pOBbLE BCEX CTaM,
Mcrnonb3yeMbliX AN Ux nonyveHus (ons crai, cBOGOAHbIX OT cneundunyecknx NnaToreHoB, U Ans 340POBbLIX CTal).

104. (2) JomkHa npoBoOAMTLCA Banvaaumsl LIENOCTHOCTU KOHTEMHEPOB, MCMOMb3yeMbIX ANSA XpaHEeHWs
NPOMEXYTOUHbLIX NPOAYKTOB, U BPEMEHN NX XPAHEHNSI.
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105. (3) B 30Hax, cogepxawux >XuBble OMOMOrMYecKne areHTbl, 3anpellaeTcsl OTKpbiBaHME COCYAOB,
copepallmx UHaKTUBUPOBaHHbIE NeKkapCTBEHHbIE Npenaparbl, 1 0T6op Npob 13 HKX.

106. (4) MocnepoBaTenbHOCTL NPMOABNEHUS aKTUBHbLIX KOMMOHEHTOB, agblOBAHTOB U BCMOMOraTesNbHbIX
BELUECTB B MpoLecce MNPOM3BOACTBA MNPOMEXYTOYHOMO WM TFOTOBOrO MpoAyKTa [OOJPKHa COOTBETCTBOBATb
TEXHOOrMYECKNUM UHCTPYKLUSM.

107. (5) B cnyyae wncnonb3oBaHus Onsi NPOM3BOACTBA UMW UCMbITAHUA MUKPOOPraHM3MOB, KOTOPbIM
MPUCBOEH BLICLUMIA YPOBEHb OUOMNOrMYecKon OnacHOCTM (HanpuMmep, NaHAEMWYECKUE LUITaMMbl), OOMKHbI ObiTb
obecneyeHbl Heobxooumble Mepbl uzonsauun. [JomkHO ObiTb MOMy4YeHO AOKyMEHTanbHOe MOATBEPXKAEHUE
paspeLLeHnst Ha NpoBeAEeHNE YNOMSIHYTbIX MEPOMPUATMI OT COOTBETCTBYIOLLUX YMONTHOMOYEHHbIX dheaepanbHbiX
OpraHoB MCMOSTHMTENbHOM BriacTu. [JaHHasa AOKYMeHTaunst A0rmkHa ObiTb B HANU4MM 1 4OCTYMNHA ANSA NMPOBEPKMU.

PekombuHaHTHbIe NnpoaykThl (B5)

108. (1) Ona obecneyeHns NOCTOSIHCTBA CBONCTB JIEKAPCTBEHHOIO Npenapara, CoaepXallero JonycTuMble
npMMecu B onpefernieHHOM AwmanasoHe, OOMKHblI cobniogaTtbCs BanuAMpPOBaHHbIE YCIOBUSA TEXHOMOMMYECKMX
MpoLeccoB Mpu pocTe KheTok, akcnpeccun 6Genka n odnctke. [ns obecneyeHus OTCYTCTBUS BUPYCHOM
KOHTaMuMHaLUMM B ONpedeneHHbIX Tunax KreToK, MCNofb3yeMblX B MNPOM3BOACTBE, MOryT notpeboBaTbca
JononHuteneHble Mepbl. [Onsa nekapcTBeHHbIX MpenapaToB, MNPOM3BOACTBO KOTOPbLIX MpedycMaTpuBaet
MHOrOKpaTHble CcOOpbl KMEeToK Mpu  KyNbTUBMPOBaHUW, €ro MNpPOAOIPKUTENBbHOCTL [OOSMKHA HaxoauTbcs B
yTBEPXXAEHHBIX Npedenax.

109. (2) lNpoueccbl OYUCTKM OT HexenaTerbHbIX MPOAYKTOB, WUCTOYHMKOM KOTOPbLIX SBMASKTCA KNETKU
X035IMHa, B 4YaCTHOCTM OT GEenkoB, HYKINEWHOBbLIX KUCMOT, YrNeBoAOB, BUPYCOB W ApPYrMxX NpuUMecen, AOMKHbI
NPOBOANTLCS B paMKax onpeaeneHHblX BanuanpoBaHHbIX Npeaernos.

JlekapcTBeHHbIE NpenapaTbl MOHOKITOHarbHbIX aHTuTen (B6)

110. (1) MoHoOkNoHarnbHble aHTUTEena MOoryT ObiTb MPOM3BEAEHbl U3 MbIWWHBIX WKW YernoBeYeCKmX
rmépuaomM MnM C NOMOLLbI0 TexHonornn pekombuHaHTHon [OHK. [Ons obecneveHnst 6e3onacHOCTU U KadyecTBa
NekapCTBEHHOrO npenaparta AOMKHbl NPOBOAUTLCA COOTBETCTBYIOLLME MEPOMPUATMS KOHTPONSA B OTHOLUEHUU
NCXOOHBbIX KIETOK (B TOM 4ucrie, MMTalLWuUX KINeTokK, B Criyyae MX MCNOMb30BaHWMs) U MCXOAHbIX MaTepuarsnos,
NCnonb3yemblX OIS Co3gaHusa rmépuaomMbel M (UNKM) NMHUK KNeTok. HeobxoaumMo yaoCTOBEPUTLCS, UTO AaHHble
MEpPOoNpPUATUS NPOBOAATCA B YTBEPXAEHHbIX Npeaenax. Ocoboe BHMMaHWE AOMKHO yaenaTbCs Aokas3aTenbCTBy
OTCYTCTBMS BWPYCOB B JeKapCTBEHHOM npenapaTte. [Onsa pokasatenbCcTBa NPUrOAHOCTU NEKaPCTBEHHbIX
npenapaToB, NPOM3BEAEHHbLIX HA OOQHON N TOM XXe TEXHOSIOrMYeCKOon OCHOBE, BO3MOXHO UCMOSb30BaHNE AaHHbIX,
MOMy4YeHHbIX NPY UCTIbITAHUM OOHOTO U3 HUX.

111. (2) OJomkHa BbITb NpoBeAeHa NpoBepKa TOro, YTO KPUTEPUM HA NPOMEXYTOYHON U KOHEYHOW CTagusx
NPOM3BOACTBEHHOrO NPOLIECCa KOHTPONMPYIOTCS U HAXOAATCH B YTBEPXKOEHHbIX npegenax.

112. (3) lNpon3BOACTBEHHbIE YCMNOBUSA ANS MPUroTOBNEHUS cybdparmMeHToB aHTuten (Hanpumep, Fab,
F(ab"),, scF v) u nobbix apyrux mMoamdukaumin (Hanpumep, BBEAEHWUS PafMOAKTUBHBLIX METOK, KOHBIOraLu,

XMUMWYECKOTO CBA3bIBAHMSA) LOMKHBI COOTBETCTBOBATL BAaNMANUPOBAHHBLIM NapamMmeTpam.
JlekapcTBeHHbIE NpenapaTbl TPAaHCIEHHbIX XXUBOTHLIX (B7)

113. OGecnevyeHne MNOCTOSIHCTBA MCXOQHOrO Martepuana, MOMYyYEHHOro M3 TPaHCreHHOro MCTOYHWUKA,
agnsetca  Oonee  npobnematuyHbIM, 4Y4emM  MNpUM  MCMOMb30BaHUM  CTaHOAPTHbIX  HETPAHCTEHHbIX
BUOTEXHOMOMMYECKNX WUCTOYHMKOB. CriefoBaTenbHO, OOMKHbI CcoGnioaaTbCsl MNOBbIWEHHbIE TpeGoBaHUsS Ans
JoKasaTenbCTBa NOCTOSHCTBA BCEX CBOWCTB NIEKapCTBEHHONO Npenapara OT CEPUU K CEPUMN.

114. (1) Ona npousBoactBa 6MONMOrMYecKUX nNEKapCTBEHHbIX MpenapaTtoB MOryT WCMNOMb30BaTbCs
pasnuyHble BUAbl XMBOTHbIX, B TOM 4MCIi€ MOTyT MPOBOAWUTLCA B3ATUE M OYMCTKA BUOMOrMYEcKUX XXMAKOCTEW
(Hanpumep, ™Moroka). >KMBOTHble AOMKHbI MMEeTb YeTKYI W YHWUKanbHYl0 MapKUpPOBKY, W AOSMKHbI ObiTb
npegycMoTpeHbl AyOnumpyoLmne Mepbl Ha criyyaw yTpaTbl NepBUYHOIO NAEHTUAULMPYIOLLEro Mapkepa.
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115. (2) YcnoBus cogepxaHus 1 yxoga 3a XXUBOTHbIMU LOJDKHbI 0becnevmBaTb HaMMEHbLUWI BO3MOXXHbIN
KOHTAKT XXWUBOTHbIX C MaTOreHHbiMM areHtTaMmm m 300HO3aMMW. D,OJ'I)KHbI ObITb pa3pa60TaHbl COOTBETCTBYKOLWNE
Mepbl 3aWwuTbl OKpyxatwen cpedbl. [lomkHa ObiTb paspabotaHa nporpamma HabnogeHus 3a 300pOBbEM
XMBOTHBIX C COOTBETCTBYHLUMM BHECEHMEM 3anucen B AOKyMeHTauumioo. Takke AOMmkHblI ObiTb paccnefoBaHbl
nodble VHUMOEHTbI N ONPeAeneHo UX BRMSIHAE HA BO3MOXHOCTb AarlbHEWLero UCMosfb30BaHUsS XUBOTHOMO U
paHee MonyYeHHbIX cepuii NpodykumMn. Heobxooumo yooCcToBEPUTLCS, YTO MobOble NeKapCTBEHHbIE NpenapaTsl,
NMPUMEHSABLUMECA AMsSl JIEYEHWS XKMBOTHbIX, HE MNPMBEOYT K KOHTaMuMHauuyu MNpOM3BOAMMOIO J1€KapCTBEHHOrO
npenapara.

116. (3) JomkHa cylecTBoBaTb AOKYMEHTaLMUS C POAOCNOBHOM OT XXUBOTHOIO-OCHOBATENS [0 XUBOTHbIX,
NCMOMb3yOLWMXCS ANs MNpOM3BOACTBA. 3anpellaeTtcd CMELUMBaHWE MaTepuanoB, MOSMYyYEHHbIX W3 pPasHbiX
TPaAHCIrEeHHbIX JIMHUIA XMBOTHBIX, TaK KaK OHMU NMPOUCXOAAT OT PasHbIX XXMBOTHbLIX-OCHOBATENEMN.

117. (4) Ycnosus, npy KOTOPbIX MPOU3BOAUTCHA B3ATME MaTepuanoB, AOMKHbI COOTBETCTBOBATb HOpMam
PEerMcTpaumoHHOro 4OChE Y NPOTOKONA KNMHUYECKUX UccneqoBaHui. Mpadvk B3STUS MaTtepuana v ycrosus, npu
KOTOPbIX XXMBOTHbIE MOIYT ObiTb MCKIIOYEHBI N3 MpoLecca Npou3BOACTBA JIEKAPCTBEHHOIO npenapara, SOJPKHbI
COOTBETCTBOBATb YTBEPXKAEHHbIM NpoLeaypam 1 KpUTepmsM NpUemMrieMocTu.

JlekapcTBeHHbIe NpenapaTbl TpaHCreHHbIX pacteHnii (B8)

118. OGecnevyeHne MNOCTOSIHCTBA WMCXOOHOMO mMmaTtepuana, nonyyYeHHOro u3 TpaHCreHHOro WMCTOYHUKa,
ABNdeTCA bonee I'IpO6J'IeMaTVI‘-IHbIM, 4yem npu MCNOoJ1b30BaHUN CTaHOapPTHbIX HETPAaHCIreHHbIX
OMOTEXHONOMMYECKMX UCTOYHMKOB. CregoBaTenibHO, OOJMKHbI COOMAAaThCA MOBbIWEHHbIE Tpe6OBaHVIFI ana
JokasaTernibCcTBa NOCTOAHCTBA BCEX CBOWCTB NNeKapCTBEHHOro npenaparta oT Cepun K cepun.

119. (1) Ans npepoTBpalleHNsi KOHTaMUHaUMK TNaBHbIX U paboynx TpaHCreHHbIX GaHKOB MOCTOPOHHUMMU
MaTepuanamm pacTUTENIbHOMO TMPOUCXOXAEHUS W COOTBETCTBYHOLUMMW MOCTOPOHHMMM areHtamum MoryT
noHagobuTbCcA ONOMHMTENBHBIE MEpPbI, NPEALECTBYOLWMNE UNKN CReayoWwmne 3a MepPONpPUATUSMU, YKa3aHHbIMU B
O6wem pykoBoactBe (MyHkTbl 15 - 86 HacTosiwero [MNpunoxeHus). KoHTponb CTabUNbHOCTU reHa AOOSKeH
NPOBOAMTLCA Ha NPOTSXKEHNM ONpeaenieHHOro KonmMyecTBa reHepauuii.

120. (2) Onsa obecneyeHns NOCTOSAHCTBA cOopa ypoxas OT pasHbIX KyNbTyp pacTEeHWUI pacTeHUs OOMKHbI
NUMETb YETKYIO U YHUKAIbHYI0 MapKMpOBKY, U OOIMKHbI ObITb YKa3aHbl X OCHOBHbIE XapaKTepucTukn. B yactHocTwy,
COCTOsIHME 3[0pOBbsl PaACTEHWUA, BXOOALWMX B KynbTypy, AOMMKHO KOHTPONMPOBATLCA C OnpenerieHHomn
NepMOANYHOCTBIO Ha NPOTSXEHMM Nepmnoaa BblpalLMBaHUA.

121. (3) [JomkHbl ObITb YCTAHOBMEHbI MEpPbl NPEAOCTOPOXHOCTM AN 3aWwuThbl KynbTyp. [0 BO3MOXHOCTU
HeobXoaAMMO MUHUMU3NPOBaTb WX KOHTaMUHaLMIO  MWKPOOMOMOrMYECKUMM areHTamm W NepekpecTHyo
KOHTamMmMHaUuio pacTeHMaMIN Apyroro Buaa. [JomkHbl ObITb NPUHATEI Mepbl ANS NPeaoTBpaLleHns KOHTaMUHaLMK
nekapCTBEHHOro npenaparta TakMMuM mMatepuanamu, kak nectmuugbl u yaoobperus. JomkHa 6biTe paspaboTaHa
nporpamma MOHWUTOPUHra C COOTBETCTBYIOLIMM BHECEHWEM 3anvcell B LOKYMEHTaUMo, Takke [AOIMKHbl ObITb
paccnefoBaHbl Nobble MHUMAEHTBI U ONpeaeneHo UX BNUsiHME Ha BO3MOXHOCTb AafbHeNLero ucrnonb3oBaHns
KynbTypbl B MPOM3BOACTBEHHOM MpoLiecce.

122. (4) JomkHbl BbITb YETKO OMMUCaHbl YCNOBUA, ONpeaensiowme cryyau, Korga pacteHus MoryT 6biTb
WCKIMIOYEHbl M3 MPOM3BOACTBEHHOrO npouecca. Heobxooumo ycTtaHOBWTL npedenbl MpUeMnemMocTv Ans
mMaTtepuarnos (Hanpumep, OCHOBHbIX 6EMKOB), KOTOPblE MOrYyT MOMELLATb NpoLeaype OYMCTKN NPOoAYKUMK. [OomKHO
ObITb NOATBEPXKAEHO, YTO pe3ynbTaTbhl HAXOAATCA B Npedenax yTBepXXAeHHbIX HOPM.

123. (5) OomxkHbl 6bITb 3aduKCUpPOBaHbLI YCNOBUSA OKpyXatoLen cpedpl (Temnepartypa, AoXAb), KOTopble
MOTYT MOBMNNSATL Ha KAYECTBEHHbIE XapaKTePUCTUKN NEKapCTBEHHOro nNpenapara, a Takke Ha NPOU3BOLCTBEHHbIN
BbIXOA pekoMOuHaHTHOro 6enka, HaunHas OT BPeMEHU NOoCceBa, Ha NPOTAXEHWUN KyNbTUBMPOBaHWSA U A0 MOMEHTa
cbopa M NPOMEXYTOYHOro XpaHeHuss cobpaHHbix MaTepuanoB. lNpu odopmmieHnn ykasaHHOM AOKyMeHTauuu
OOIMKHbI cobniogaTbca TpeboBaHMA HOPMAaTUBHbBIX MPaBOBbIX akToB Poccuickon ®egepaumun, perynupytomx
BONPOChHI BblpalLMBaHus u cbopa pacTeHun.

JlekapcTBeHHbIEe NpenapaTbl reHHon Tepanuu (B9)
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124. CyuwectByeT HECKOMbKO TUMOB fEeKapCTBEHHbIX MNpernapaTtoB FeHHOW Tepanuu (nekapcTBeHHble
npenapaTbl reHHOW Tepanuu, codepXalime nocnenoBaTenbHOCTb(TU) PEKOMOMHAHTHBIX HYKIEWHOBBLIX KUCIOT
UM FeHETUYECKN MOOMMULMPOBAHHbBIA(bIE) MUKPOOPraHM3M(Mbl) UM BUPYC(bl), U NeKapCTBEHHbLIE MpenapaTbl
reHHOW Tepanuu, codepXxallime reHeTU4eckn MOAMPULMPOBAHHbIE KMETKU), KOTOpble OXBaTbIBAKOTCA MyHKTaMu
124 - 136 HacToswero MNpunoxeHns. [na nekapcTBEHHbIX NpenapaToB reHHOW Tepanuy Ha OCHOBE KNETOK MOryT
NPUMEHATLCS HEKOTOPbIE MOMOXEHUS, N3NOXEHHbIE B NyHKTax 137 - 144 HacTosLero MNpunoxeHus.

125. (1) Bcnegcrteme TOro, YTo KINETKW, MCMONb3yeMble AN NPOM3BOACTBA JIEKAPCTBEHHbIX MpenapaToB
reHHOW Tepanuw, Nony4YeHbl NNu oT Ngen (ayToNornyHble UK ansforeHHbIe), UMK OT XXUBOTHbIX (KCEHOreHHbIE),
cyulecTteyet NOBbILLEHHbIN pUCK uX KOHTaMuHauunuum NoboYHbIMM areHTamm. ,D,J'Iﬂ n3onaunm ayTonornyHbIX
MaTepuanoB, MOMYYEHHbIX OT WH(MULUMPOBAHHLIX [LOHOPOB, [AOMMKHbLI, ObiTb NpPegycMOTpeHbl ocobble
MeponpusaTus. [ns TakMx UCXOL4HbIX MaTepuaroB, a Takke AN KpMONPOTEKTOPOB, NUTATENbHLIX Cpes, KNeTOK U
BEKTOPOB, HaAEXHOCTb KOHTPOJSIbHbLIX U UCMbITATENbHLIX MEPONPUATUIA OOIMKHaA ObiTb OCHOBaHa Ha MPUHUMMIAXxX
yrnpaBneHus puckamuM ONd KayecTBa M [JOIMKHA COOTBETCTBOBaTb perMctpauMoHHoMy pAocbe. CosgaHHble
KNeTo4Hble JNMUHUKN ONnAa npou3BoACTBa BUPYCHbIX BEKTOPOB U MNMpoBedeHUA KOHTPOJIbHbIX U UCHbITaTeNbHbIX
MGpOI‘IpVIFlTI/IVI OOJDKHbI TakKkKe OCHOBbIBATbCA Ha npuHUUnax ynpaBleHUa puckamun Ona KadectBa. B cnyvae
HeOoOXO4MMOCTUN AOMMKHBLI UCMOMb30BaTLCSA BUPYCHbBIE NMOCEBHbLIE KYNbTYpbl U CUCTEMbI OAHKOB KIETOK.

126. (2) Ha Bo3MOXHOE cogep)kaHue NpuMecei, MOCTOPOHHUX areHTOB U MEPEKPECTHYH KOHTaMMHALMI0
BMWAIOT Takme pakTopbl, Kak NPUpoA4a reHeTUYecKoro Mmartepmana, Tun Bektopa (BMPYCHbIV UM HE BUPYCHbIN) U
TUN KNETOK, YTO AOIMKHO ObITb y4TeHO npwu paspaboTke obLlien cTpatermm MmHMMUM3aumm pucka. Ha ocHose
OaHHOM  cTpaTerMm  OOMKHbl  ObITb  paspaboTaHbl  TEXHOMOrMYECKUA  MPOoLEeCC,  CNPOEKTUPOBaHbI
NPOM3BOACTBEHHbIE W CKNajackue mnomelleHMss u obopypoBaHue, paspaboTaHbl npouenypbl ybopku w
AEeKOHTaMMHaLMK, a Takke yNnakoBKW, MapKMPOBKX 1 peanun3auuu.

127. (3) MNpon3BOACTBO U MCMNbITaHWE NEKapCTBEHHbLIX MpenapaToB reHHon Tepanuu TpebyeT pelleHus
cneundnyecknx BONPOCOB Ge30MacHOCTM M KayecTBa rOTOBOMO IEKapCTBEHHOro Mpenapata W BOMPOCOB
6e30nacHOCTM NauneHToB M nepcoHana. JomkeH NPpUMEHATLCS NOAX04, OCHOBAHHbBIA Ha yNpaBfieHWN puckamu,
ans obecneveHus Ge3onacHOCTU MepcoHana, OKpyXawllen cpefbl M MauMeHTOB, a TaKke MPUHATHI Mepbl
KOHTPONS1 COOTBETCTBEHHO YCTaHOBMEHHOMY knaccy 6uonorumdeckonm onacHoctu. Mepbl no obecneyeHuto
Be3onacHOCTW AOMKHbI COOTBETCTBOBATbL TPeboBaHNSAM HOPMaTMBHbLIX NPaBoBbLIX akToB Poccuinckon ®egepaumu.

128. (4) TlepenoBwxeHne nepcoHana (BKMwYyash MepcoHarn, 3aHAaATbI KOHTPONeM KayecTBa, MU
obCcnyXMBaoLWnUn NepcoHan) 1 NOTOKM MaTepuarnos, BKIOYas Te, KOTOPbIE XPaHAT M UCMbITbIBAKOT (Hanpumep,
ncxogHble matepuanel, obpasubl ANS BHYTPUNPOU3BOACTBEHHOIO KOHTPONS, 06pasLbl FOTOBOIO JIEKapCTBEHHOMO
npenapaTa u Npobbl NPON3BOACTBEHHOWN Cpeabl), AOIMKHbI OPraHN30BbIBATLCS HA OCHOBE NMPUHLMMOB YNpaBneHns
puckamn Ans kadectBa. [1o BO3MOXHOCTM NpW 3TOM WCMOMb3YKOT OAHOHAMNPaBfeHHble MOTOKU. [OMmKHO
YUMTbIBaTbCA MepeMeLleHne Mexay 30HaMu, coaepXallMMuy pasfnyHble reHeTU4eCcKM MoanduLMpoBaHHbIE
OpraHu3mbl, U 30HaMU, CoAePXaLLMMN reHEeTUYECKN HE MOOUMULIMPOBAHHLIE OpraHN3MbI.

129. (5) lNpK NpoeKkTMpOBaHUN MNOMELLEHMIN M ODOpPYAOBaHUSA LOMKHbI OblTb YYTEHbl BCE BO3MOXHbIE
crneuuvanbHble npoueaypbl, Tpebywowmeca Ans AEKOHTaMUHAUMW UMM OYUCTKM OT OPraHmsmoB, KOTOpble
UCnonb3ylTca nNpu  MNpOU3BOACTBE NeKapCTBEHHOro npenapata. [lporpaMma  MOHUTOPUHrA COCTOSIHWUS
NPOM3BOACTBEHHOW Cpefbl, €CfvM 3TO BO3MOXHO, [JOMkHa OblTb [JOMONMHEeHa MeTodamMy OnpenereHns
NPUCYTCTBUS cneumnduruyeckux MUKPOOPraHM3MoB, KyribTMBMPOBAHNE KOTOPbLIX NPOU3BOANIOChH.

130. (6) MNMpwn ncnonb3oBaHUN BMPYCHbLIX BEKTOPOB C OFPaHUYEHHON CMOCOOHOCTLIO K pennukaumm SOMmKHbI
NpUHMMATbLCS Mepbl MO NPefoTBpaLLeHMo MonagaHua BUPYCOB OMKOrO Tuna, KOTOPOE MOXeT MpUMBECTU K
BO3HUKHOBEHMIO PEKOMOMHAHTHBIX BEKTOPOB, CMOCOBOHLIX K pennukauum.

131. (7) OomkeH ObITb NpegyCMOTpPEH NnaH aBapUWHbIX MEPONPUSATUIA Ha criyya HenpeaBuOeHHOro
BbIBpOCa XUBbLIX MWKPOOPraHn3MoB. [naH JorkeH BKNOYaTb OnMMcaHWe MeTOAOB M mpouedyp Mo M3onAumm
MWKPOOPraHn3mMoB, 3aluTe onepatopos, YOOpke, MO MPOBEAeHMI0 [AeKOHTaMuHauum u  6esonacHomy
BO30OHOBNEHMIO aKkcnnyataumm. [JomkHO ObiTb OLEeHeHO BnusiHME BblIOpoca Ha NekapCTBeHHble npenaparbl,
HaxogdAwumecs B HeNocpeACTBEHHOWN B6rM30cTu, 1 Ha Mobble Apyrve nekapcTBeHHbIe npenaparbl, HaxoasLWmMecs B
30Hax, NOABEPXKEHHbIX TakoMy BblIGpOCy.

132. (8) omkHbl BbITb MPegyCMOTPEHLI Mepbl AN OTAENEHUS NOMELLEHMI AN NPOM3BOACTBA BUPYCHbIX
BEKTOPOB OT APYrnX 30H. DPEKTMBHOCTbL Mep, UCMOMb3yeMblX Ans pasfeneHusl, JomkHa OblTb [oka3aHa.
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Bespe, roe aTo NpUMEHUMO, CReadyeT UCNonb3oBaTh 3aKpbiTble cucTembl. [JomkeH BbITb NpefoTBpalleH BbiGpoc
BMPYCHOro maTepuana npu otbope obpasLoB, BBegeHUN JobaBOK U Nnepegayve MaTtepuanos.

133. (9) He ponyckaeTcsa conyTcTBYiOLLIEE MPOM3BOACTBO pPasNUYHbLIX BEKTOPOB FrEHHOW Tepanuu B 0OOHON U
Ton >xe 3oHe. OpHOBpeMeHHOe MpPOU3BOACTBO HEBMPYCHbIX BEKTOPOB Ha OOHOM y4yacTke [OSIKHO
KOHTPONMPOBATbCA COrMMAacHO MpUHUMNAaM YnpaefeHns puckamym Ana kavectsa. [domkHa ObiTb nokasaHa
3heKTUBHOCTL Npouenyp nepexoda Mexay KamnaHusMu.

134. (10) Ons obecnedeHuss NpoOCMeXMBAeEMOCTM NEKAPCTBEHHOIO Mnpenapara OT HayalbHbIX CTagun
(nna3muabl, LeneBble reHbl U perynaTopHble nocneaoBaTenibHOCTW, 6aHKM KIeToK, a Takke 3anac BUPYCHBIX UMK
HEBUPYCHbIX BEKTOPOB) M [O FOTOBOrO JIEKAapCTBEHHOrO npenaparta LOJPKHO ObiTb B HanmuuMm getanbHoe
OonucaHne NpoM3BOACTBA BEKTOPOB U FrEHETUYECKN MOAUMDULIMPOBAHHBIX KNETOK.

135. (11) [llepeBo3ka nekapCTBEHHbIX MNpenapaToB, COoAepXaluMxX WU COCTOSALMX M3 reHeTU4eCKU
MOONMLMPOBAHHBLIX OPraHNM3MOB, AOMMKHA COOTBETCTBOBaTL TpebOBaHMAM 3akOHOA4ATENbCTBA.

136. (12) K nepeHocy reHoB B KMeTKU-peLMnneHTbl, KOTOPbIV MPOBOAMTCSA BHE OpraHu3ma, npegbsBnsalTcs
cnegyowmne TpeboBaHus:

a) (a) Takol npouecc OOoMKeH NPOUCXOAUTb B NMOMELLEHUSX, NpeaHasHadYeHHbIX AN AaHHbIX OeACTBUIN U
MMEIOLLIMX COOTBETCTBYHOLLNIA YPOBEHb U3OMNSALNN;

©) (b) HeobGxooumMo nNpuHATL Mepbl (BkNoYas TpeboBaHUA, yka3aHHble B MNyHKTE 24 HacTosLLEro
MpunoxeHnsa) ANS YMEHbLUEHWA BO3MOXHOCTU MEPEKPECTHOW KOHTaMMHaUMM W NepenyTbiBaHUSA KIeTok,
MOMyYeHHbIX OT pasHbiXx nauneHToB. [ormkHO ObiTb Takke NPedyCMOTPEHO UCMONb3oBaHWE BanuAMPOBaHHbIX
npouenyp ounctkn. OgHOBpEMEHHOE NCMONb30BaHNE pasHbIX BUPYCHBIX BEKTOPOB OOSMKHO KOHTPONMPOBAaTLCS B
COOTBETCTBMM C MpUHUMNaMM ynpaBneHusa puckammn ans kadectea. He paspeluaeTcsa UCNonb3oBaHNE HEKOTOPbIX
BMPYCHbIX BEKTOPOB (Hanpumep, peTpo- U NeHTUBMPYCOB) ANSA NPOM3BOACTBA MEHETUYECKN MOANMULIMPOBaHHBLIX
KNeToK A0 AoKasaTernbCTBa OTCYTCTBUSI B HUX MOCTOPOHHEro BEKTOpa, CMOCOBHOro K pennukauum;

B) (c) TpeboBaHUSA MpocnexuBaeMoCcT! OOSKHbI ObiTb cobnogeHbl. Heobxognmo yeTkoe onpepeneHvie
cepun npoaykuun, HadynmHaa OT KNeTOYHOro ChbipbA U 3aKaH4uBadA KOHTeI7IHep0M C rOTOBbIM IeKapCTBEHHbIM
npenapartom;

r) (d) dusuko-xMmMmyeckme CBOWCTBA JIEKApCTBEHHbIX MpenapaTtoB, Mpy MPOM3BOACTBE KOTOPbIX
ncnonb3yoTcs Hebuomornyeckme cpeactsa OOCTaBKM reHa, AOMKHbI ObiTb UCCMeAoBaHbl U AOKYMEHTarnbHO
noaTBEepPXKAEeHbI.

JlexapcTBeHHbIE NpenapaTbl TepanMmM COMaTUYECKUMU KINeTKamm
N NeKkapCTBEHHbIE NMpenapaTtbl TKaHEBOW NHxeHepum (B10)

137. [Ons nekapcTBeHHbIX MpenapaTtoB reHeTUYeckn MOoOUMULMPOBAHHBLIX KMEeTOK, KOTopble He
onpeferneHbl Kak NekapcTBEHHble npenapaTbl FeHHOW Tepanuu, MOryT MPUMEHSTbCA NyHKTbl 124 - 136
HacTtoswero MNMpunoxeHus.

138. (1) [Ona npou3BoACTBa AaHHbIX JEKAPCTBEHHbIX MpenapaTtoB MO BO3MOXHOCTU OOIMKHbI ObITb
NCMNOMb30BaHbl pa3peLleHHble UCTOYHMKN (HanpuMmep, paspelleHHble K NPYMEHEHUIO NekapCTBeHHble cpeacTBa
N MeauUMHCKME M3Oenus) AONOMHUTENbHBIX MaTepmanoB (B YaCTHOCTU, KNETOYHbIX NPOAYKTOB, BuomMonekyn,
6uomaTtepuanos, NOAAEPKUBAIOLLMX CUCTEM, MATpULL).

139. (2) B cnyyae ecnu unsgenus, BKM4Yas Te, KOTOPble NMPOU3BOAAT Ha 3akas, SIBIMSKOTCS COCTaBHOM
4YacTbio FOTOBOWM NPOAYKLMW, OOIMKHBI cOBntogaTbes cnegyrowme TpeboBaHus:

a) (a) mexay npoussoauUTeneM NeKapcTBEHHOro npenaparta U NPoOU3BOAUTENEM MEOMLMHCKOTO W3[enus
JOIHKHO BbITh 3aKMOYEHO cornalleHue, coaepxalliee 4OCTaToOuHY MHAOPMALIMIO O MeOULMHCKOM U3aenuu, ans
TOro, 4TOObl M3GexaTb W3MEHeHUss ero CBOWCTBE BO BpeMs MPOM3BOACTBA  BbICOKOTEXHOMOMMYHOIO
nekapcTBEHHOro npenapara. YkazaHHoe cornalieHue JOIMKHO cofepxaTtb TpeboBaHMe O KOHTPOore U3MEeHEHWI,
NpeanoXKeHHbIX AN MeQULMHCKOro M3aenus;
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0) (b) cornaweHve npou3BOAMTENEM JIEKAPCTBEHHOrO npenapata U npou3BoauTENEM MeAULMHCKOro
n3genusa LOMKHO Takke npegycMaTpuBatb o6MeH uHdopmaumen 00 OTKMOHEHUSX, MMEBLUMX MECTO Mpu
npoun3seoacTeBe MeanLNHCKOro n3genuna.

140. (3) Bcnegcrteme TOro, YTo COMaTUYECKME KNETKU MOMyYeHbl UMW OT MoAden (ayToNornyHble unm
anfioreHHbIe) UMK OT KMBOTHBIX (KCEHOreHHbIe), CYLLeCTBYeT MOBbILEHHbIA PUCK UX KOHTaMUHaLUMWM NOBOYHBIMU
areHTamu. [na v3onduMm ayTonormyHbiX MaTepuanoB, MOSTyYEHHbIX OT MH(MMUUPOBAHHbLIX AOHOPOB, AOIMKHbI
OblTb NpegycMoTpeHbl ocobble MeponpusaTusa. [domkHa 6biTb obecnevyeHa HaOEXHOCTb KOHTPOSbHbIX W
ncnblTaTenbHbIX MEPOMPUATUI ANA TaknX UCXOAHbLIX MaTepnanos.

141. (4) Ecnn HEBO3MOXHO MPOBECTWN CTEPUNU3ALNIO TOTOBOIO JIEKAPCTBEHHOIO npenapara npy NoMoLm
CTaHOapTHbIX MeTodoB, Hanpumep unbTpaunen, cTagum TEXHOMOMMYecKoro mnpouecca AOIMKHbI ObiTb
npoesefeHbl B acenTn4ecknx ycroBuax.

142. (5) OomkHoe BHMMaHWe HeobXxoouMO yaensATb cneumdpuyecknm TpeboBaHUSAM AN BCex cTagun
KPMOKOHCEpBaLMW, HanpumMep, CKOPOCTU U3MEHEHNS TEMMEPATYP BO BPEMS 3aMOPaXXMBaAHUA N Pa3MOPaXXMBaHUS.
Tun kamepbl XpaHeHUsl, Cnocobbl pasMeLLleHMs MaTepuanoB U MNPOLECChI U3BMEYEHUs] OOIMDKHbI CBOAUTL K
MUHUMYMY PUCK MNEPEKPECTHON KOHTaMuHauuu, obecnevvBaTb KavyeCTBO JleKApCTBEHHbLIX MNpenapaToB U
cnocobcTBOBaTb MX MpaBWUilbHOMY M3BneyeHuto. [ns obecnedeHust 6e3onacHOCTN paboTbl C feKapCTBEHHbIMU
npenapatamu, B COCTaB KOTOPbIX BXOOAT MO3UTMBHbIE CEPOSIONMYECKME MapKepbl, a TakkKe XpaHEeHUs 3TUX
nekapCTBEHHbIX MpenapaToB JOJMKHbI UCMOMb30BaThCA JOKYMEHTaNbHO 0OPMIIEHHbIE NPOLIEAYPbI.

143. (6) JomxHbl 6bITb NPOBeAEHbI UCMbITAHWSA CTEPUITBHOCTU Ha NPeaMeT OTCYTCTBUS BakTepuanbHOM unm
rPMOKOBON KOHTaMMHaUMW B KynbTypax KNeToK WMnu OaHkax KNeTok, He coaepXawmx aHTubmotuku. [omkHa
Takke yuuTbiBaTbCA HEOOXOOMMOCTb  onpefdeneHns  crneuuduyecknx  MUKPOOPraHUM3MoB, TpebyroLLmx
cneumanbHbIX YCIOBUIA KyNbTUBUPOBaHWS.

144. (7) B cny4ae HeobxoAMMOCTM [OMKHa NPOBOAUTLCA MNporpamma MOHUTOPUHra CTabunbHOCTH,
BKIOYAIOLLAA HanMyne KOHTPOSbHbIX W apXMBHbIX 0OpasLoB B KONMMYECTBE, AOCTATOMHOM Ansl NpoBedeHus
JanbHenLwmnx ncnbiTaHUn.

V. TEPMWHbI N OMNMPEOENEHNA

145. Onsa uenen Hactoswero MNMpunoxeHus KpoOMe TEPMUHOB U onpeaerneHni, NpeaycMOTPeHHbIX rnason
HacTosAwmx [Npasun, NCNOMb3YITCA TakkKe cneaytoLlme OCHOBHbIE NOHATUSA:

aAdbHOBAHT - XMMMUYECKoe Ui Bnonormyeckoe BeLLeCTBO, ycunmeawuiee MMMYHHYIO peakuuio Ha aHTUreH;

annepreHbl - BellecTBa aHTUreHHOW UNKN ranTeHHON npupoabl, crnocobHble C€HCI/I6I/IJ'IM3I/IpOBaTb opraHmn3m
M Bbl3blBaTb anfepruto;

anneprongbl - XMUMUYECKN USMEHEHHbIE annepreHbl C MOHWMXEHHOMN peakKTBHOCTbIO I/IMMyHOFJ'IO6yJ'IVIHa E
(IgE);

aHTUreHbl - BellecTBa (Hanpmmep, TOKCUHDbI, YyXepOoOHble 6enku, 6aKTepVIl/I, KNEeTKn TKaHVI), cnocobHble
Bbl3BaTb cneu,mquecme MMMYHHbIEe peaKkuuun,

aHTUTEena MOHOKIMOHArbHbIE - TOMOreHHast MnonynsauMs aHTUTEeN, CNoCOBOHbLIX MNPUCOEAMHATLCA K
€OWUHCTBEHHOMY 3MUTOMYy (aHTUreHHOW AeTeEPMUHAHTE), NONyYeHHas U3 eOUHCTBEHHOIO KITOHa NIMMMOLMTOB UNn
C MOMOLLbIO TEXHOSOrMK pekombuHaHTHon OHK;

aHTUTena noJNiMKNoHarnbHble - aHTUTena, noJyiydeHHble OT HECKOJIbKMX KITOHOB J'II/IM(*)OLI,I/ITOB n (I/IJ'II/I)
Bblpa6OTaHHbIe yenoBe4veCcknum Uinnm XXMBOTHbIM OpraHM3mMoOM B OTBET Ha BBEAEHNE aHTUTEHA;

aHTUTENno - 6enku, npousBedeHHble B-nuMmdounTamm, KoTopble chneunduyeckn CBA3bIBATCS C
onpeaeneHHbLIMU aHTMreHaMmn. Ha ocHOBe KrouveBbIX pasnuuuii B MeTogax MX Mpov3BOACTBA BbiAENAOT ABa
rMaBHbIX TUMA aHTUTEN: MOHOKMOHArbHbIe aHTUTena 1 NonuKNoHarnbHble aHTUTena;

0aHK KneTok - COBOKYMHOCTb COOTBETCTBYHLLUNX KOHTE‘IZHGpOB, XpPaHALWKNXCA B onpenerieHHbIX YCIoBUdX,
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COOEPKUMOE KOTOPbIX UMeeT OAHOPOAHbIN cocTaB. CoaepXuMoe KaxAoro KoHTerHepa npegcTtaenser cobon
KpaTHbIN eQnHbINA Ny KIeToK;

Ouonornyeckasi cbapmau,eBTquCKaﬂ Cy6CTaHLI,MF| - (bapmau,eBTquCKaﬂ CyGCTaHLI,l/IS'-I, npomn3segeHHaa C
NCNoNb30BaHNEM OBMOMOrMYECKOro UCTOYHMKA WUIK JKCTparmposaHHasa M3 BGMONOrM4ecKoro UCTOYHMKA, KOTOpas
OOJKHA ObITb OXapaktepusoBaHa C Ucnosnb3oBaHNEM cpmamqecmx, XUMUYECKMX N BUONOrMYeckux MUCMbITaHUi n
Ka4yecTBO KOTOpOVI onpependaeTca 3STMUMN UCNbITaHUAMU B COMETAaHUKN C KOHTPOJ1EM MpoLeccoB ee Npon3BoACTBa;

BGuonorMyeckunii NekapcTBeHHbI Npenapar - NekapCTBeHHbIN Npenapat, gapmaleBTMyeckas cybcTaHums
KOTOpOro siBNsieTcs Guonormyeckoli hapmaueBTUyYeckoin cybecTaHumen;

GuoHarpyska - ypoBeHb W BUA MUKPOOPraHW3MOB (Hanpumep, Henpuemnemble WM  OONycTUMble
MUKPOOPraHnambl), KOTOpble MOryT MPUCYTCTBOBATb B UCXOQHOM Cblpbe, UCXOOHOM Chbipbe ANA NpPou3BoACTBa
dhapmaueBTUYEeCKOl cybcTaHUMM, NPOMEXYTOYHOW MPOAyKUMM unv B chapMaueBTUYecko cy6GcTaHumu.
BuoHarpysky He crnegyeT cuyMTaTb KOHTaMUHAUMEW, €CNM ee YPOBHM He MpeBbIalT YCTaHOBIEHHbIe
npeaesibHble 3HaYEHNs UK He 0BHapPYKeHbI MUKPOOPraHU3Mbl, OnpeaesisieMble Kak HegonycTUMbIE;

BEKTOP - areHT TPaHCMUCCUM, NEePEeHOCALLMIN reHeTUYECKYH0 MHAOPMALIMIO OT OAHOM KNETKN UMK opraHuama
K OpyroW, HanpumMep nnasmuabl, TMNOCOMbI, BUPYChI;

BMPYCHBI BEKTOP - BEKTOP, MNPOWM3BEAEHHbIM NyTeM MoaudukaumMm Bupyca C MOMOLLbIO METOO0B
MOMEeKyNspHON G1onorMn Ans yaepXMBaHusi HEKOTOPbIX, HO HE BCEX, MaTEPUHCKUX reHoB Bupyca. [pu yaganeHun
reHoB, OTBETCTBEHHbIX 3a CMOCOOHOCTb BUpYCa K pennukauuu, CO3faHHbIi BEKTOP SIBMSIETCS HECNOCOOHbIM K
pennukauuu;

BHE >XVMBOrO OpraHvMama - Npouecc, Mpu KOTOPOM Mpoueaypbl NPOBOAATCS Ha TKaHAX WM KNeTkax BHE
XKMBOrO OpraHnaMa c nocrneayoLM BO3BpaToOM TKaHeN U KNeToK B XXMBOW OpraHu3M;

BHYTPU KMBOIo opraHn3ma - npouenypbl, NpoBOANMbIE BHYTPU XUBbIX OPraHM3MoOB;

BCnomMoraTtesnbHble BelwectBa - BelwlecTBa HeopraHM4Yeckoro wunn opraHM4eckoro npouncxoxaneHus,
ncnonb3dyemble B npouecce npom3eBoacTBa, M3roToBIIEHUA JEeKapCTBEHHbIX npenapatoB And npuaaHuva UM
HeobxoaMMbIX (*)I/I3I/IKO-XVIMVI‘-IeCKl/IX CBOUCTB <*>, Kpome (*)apMaLl,eBTI/I‘-IeCKI/IX Cy6CTaHLI,I/II7I M ynakoBOYHOIo
mMaTtepuana;

<*> MyHkT 3 cratbn 4 depepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpaweHun
nekapcTtBeHHbIx cpeacTts” (CobpaHue 3akoHogatenbcTBa Poccunckon ®epepauun, 2010, N 16, ct. 1815).

ranteH - MofeKyna ¢ HU3KOW MOMNEKYNsipHON MacCol, He ABMSALWANca aHTUreHOM MO CBOEW npupoge Ao
MOMEHTa KOHblorauuu ¢ "Mornekynomn-Hocutenem";

reH - nocrnegosatenbHocTb [OHK, kognpytoLas oguH UM HECKONbKO BENKOB;

reHeTu4eckn moamduumnpoBaHHbii oprannam (FTMO) - nioGor opraHnaM, 3a MCKIIOYEHWEM OpraHnamMa
YyeroBeKka, B KOTOPOM reHeTMdeckuin Matepuan bbinm M3MEHEH Takum 00pa3oM, YTO AOCTMYb TAKOro M3MEHEHUS B
pesyrnbTaTe eCTECTBEHHOIO CKpelLuMBaHus 1 (MNn) eCTECTBEHHON PEKOMOUHALIMN HEBO3MOXHO;

mbpugoma - uMMopTanu3oBaHHas ("6eccmepTHasd") NUHWS  KNETOK, NPOM3BOAALLAS Xeraemble
(MOHOKNOHanbHbIE) aHTUTENa M O0ObIMHO nonyyYyaemass MyTeM WCKYCCTBEHHOro cnusHua B-numdoumtoB ¢
OMyXONneBbIMU KNeTKamu;

rnaBHbI BGaHK KNETOK - anukeoTa OHOro nyrna KNneTok, KOTOprIZ Obin nony4vyeH M3 KOHKPETHOro KIoHa
KNeToK npu onpenerieHHbIX YyCcnoBuaAx, pacnpeneneHHaa BO MHOXeCTBO KOHTeIZHepOB N XpaHdawaaca npu
onpeaeneHHbIX YyCroBUAX;

rMaBHbIA BUPYCHBLIM MOCEBHOW MaTepuan - anukKBOTa OAHOro MNyra BMPYCOB, KOTOPbIA Obil NOnyyYeH u3
KOHKPETHOro KIoHa BUPYCOB MNpu onpepneneHHbIX YCroBUAX, pacnpeneneHHada BO MHOXeCTBO KOHTeVIHepOB n
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XpaHsiLwasicss pu onpeaerieHHbIX YCroBUSX;

rmaBHbIN TpaHCFeHHbIﬁ 0aHK - anuMKkBOTa OOHOrO nyna KrneTokK TPpaHCreHHbIX paCTeHI/Il71 UNn XuMBOTHbIX,
KOTOprIZ Obin nony4yeH Kn3 KOHKPETHOro KrioHa KINeToK Mnpu onpeneneHHbIX YCNoBuAx, pacnpeneneHHasa BO
MHOXeCTBO KOHTeVIHepOB N XpaHAWancd npu onpeaeneHHbIX yCIoBUaAX;

3aKpbITas cuctema - cuctema, B KOTopon dhapmaueBTnyeckas cybcTaHuMsa UnvM nekapcTBEeHHbIN npenapat
He MMEIOT HENOCPEACTBEHHOMO KOHTaKTa C NPOU3BOACTBEHHON Cpeaow;

30Ha - onpeneneHHbIn Habop NoMelLeHWIn B Npeaenax OgHOro 3AaHNs, B KOTOPbIX MPOU3BOAUTCS OOUH UM
HECKOINbKO MeKapCTBEHHbIX MPenapaToB Y KOTOPble MMEIOT OTAENbHYI0 CUCTEMY BO3AYXOMOArOTOBKY,

300HO3 - I/IH(beKLI,I/IOHHbIe M WHBa3MOHHble 3aboneBaHNsl XMUBOTHbIX, KOTOpble MOryT nepenaBaTbCAd
YeJl0BEKY;

ncnonb3oBaHnMe B ycnoeBudax wusondadum - - nobas AeATenbHOCTb, npu KOTOp0I7I reHeTn4yecKkun
MOAMPULMPOBAHHBIE OPraHU3Mbl MOMYYaloT, KyNbTUBUPYIOT, XPaHAT, TPAHCNOPTUPYIOT, paspyLualT, YHUUTOXAaloT
NN UCMONb3YT KakuM-NMbo cnocobom M Npu KOTOPOW WCMOMb3YKTCA CrneuuarnbHble Mepbl M30onauuM Ans
OFPaHUYEHUs] pPacnpoCTPaHEeHUst 3TUX OpraHM3MoB U obecneyeHnsi ©e30MacHOCTU HaceneHus U  OXpaHbl
OKpyXXatoLlen cpeapl;

NUCXOAHbIE MaTepumarnbl - BCe MaTtepuanbl, U3 KOTOPbIX NekapCcTBEHHOE CPeACTBO Mnu dapmMaLeBTnyeckas
cybCcTaHuusa Npou3BOOUTCA WKW  3KCTParMpyeTcsi, 3a MUCKIIIOYEHWEM  YMaKkoBOYHbIX MaTepuanoB. [ns
BronorMyeckmx NeKapcTBEHHbIX MpenapaToB UCXOAHbIE MaTepuanbl NPeAacTaBnsalnT cobon nmwobblie cybcTtaHumm
BMONOrMYecKoro NPONCXOXAEHWS, Takne Kak MUKPOOPraHW3mbl, OpraHbl U TKaHW PacTUTENbHOIO UMM XMBOTHOMO
NPOVCXOXOEHUS, KMNETKN WM KUOKOCTM (BKIHOYAsk KPOBb W Mnasmy) YernoBEeYEeCKOro WM KMBOTHOrO
NPOVCXOXAEHUS, a Takke OMOTexHonormdyeckne KnetouyHble cybeTpaTbl (PEKOMOWHAHTHbIE M MPUPOAHLIE),
BKIMOYas NepBUYHbIE KNETKY;

KNMEeTOYHbIN 3anac - nepBuYHble KIEeTKnu, pasMHOXuMBLUMECA [0 3adaHHONo KonnyectBa KIeToK,
pas3geneHHble Ha anuMkeOoTbl WM UCNOJSIb3yeMble B Ka4veCcTBe WCXOAHOro wmMartepuana Agnda npou3BoacTBa
OrpaHN4YeHHOoro Konn4vyecTea cep|/||7| NeKapCTBEeHHbIX nNpenapaTtoB Ha OCHOBE KIETOK;

OTBETCTBEHHOE NULIO - CMeumanibHO Ha3HaAYeHHOEe NULIO B OpraHnsaumm no nNpousBoAcTBY GMonormveckmx
(B TOM ymcne MMMyHobBUuonornveckmx) papmaueBTUYECcKNX CyGCTaHLMIM 1 NIEKAPCTBEHHbBIX NpenapaToB, KOTOpoe
HeceT OTBEeTCTBEHHOCTb 3a:

obecrneyeHne Toro, 4To GuororMyecknin matepuman (B ToM YMcne KNeTkn 1 (Mnn) TkaHu YenoBeka) Nony4eH,
NMpoBEpPEeH, MCMoNb3oBaH B MPOLIECCe NPOU3BOACTBA NEeKAapCTBEHHOrO CpeacTBa, BKOYasi KOHTPONb KayecTBa
rOTOBOro NPOAYyKTa, a TakkKe XpaHuncs M Obln OTMyLleH B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuickon
depepauuy;

npenoctaenieHne ynosiHOMOY€HHbIM cbe,u,epaanblM opraHam WCNONMHUTENBHOW BRacTn HeobXoauMou
VIH(*)OpMaLI,VII/I OTHOCUTEJIbHO npe,qnmcaHMVl, paspemeHMVl, akKkpegutTaunm nnm nnueH3npoBaHuA;

BbINOMHEHNE B OpraHuM3auuMmM no npou3BOACTBY OGuonormdyeckux (B TOM 4Mcne UMMYHOBUONOrM4ecKunx)
dapmaueBTMHECKMX CyOCTaHUMA UM NeKapCTBEHHbIX MpenapaToB Bcex TpeboBaHMI 3akoHoAaTenbCcTBa
Poccuiickon ®epepaumn.

OTBETCTBEHHOE NMMLO OOMKHO OTBEYaThb CreayoWwmnm YCAOBUSIM B OTHOLLEHUW KBanudukauum:

MMETb BbiCLLee MeOJULUNHCKOoe, cbapmau,eBTquCKoe unum éuonoruyeckoe o6pa3OBaH|/|e;

UMeTb CTax paboTbl He MeHee ABYX fieT B OOHOW WMNWN HECKOSbKMX OpraHm3auusx COOTBETCTBYIOLLEro
npocounns.

YkazaHHble Bbllle 0653aHHOCTU OTBETCTBEHHOIO Nuua MoryT GbiTb nepegaHbl ApYrMM NnLam, UMEIOLLIMM
COOTBETCTBYHOLLYIO KBANMPUKALIMIO U CTax paboTbl ANS BbINOSTHEHNS 3TUX 06A3aHHOCTEN.
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OpraHusaumm no Npor3BoACTBY OMONOrMyYeckmx (B TOM YMcre MMMYHOOMONorMyecknx) papmaueBTU4EeCcKmX
cybCcTaHuuin 1 nekapCcTBEHHbIX NpenapaTtoB AOMKHbI cooblwaTe B YNOMHOMOYEHHbIN deaepanbHbIi opraH
UCNOSNTHUTENBHOW BRacTM amMvnunilo, UMs M OTYECTBO (NPU HanuuMM) OTBETCTBEHHOrO Nnuvua, a Takke nuu,
KOTOpbIM NepefaHbl 06513aHHOCTM OTBETCTBEHHOMO NMuA, BMECTE C MHAOPMaLMeENn O KOHKPETHbIX 00S3aHHOCTSX,
KOTOpbI€ Ha HUX BO3ITOXEHbI.

Ecnn oTBeTcTBEHHOE nNWMUO WM nuua, KOTOPbIM nepedaHbl 06513aHHOCTM OTBETCTBEHHOrO nNuLA,
3aMEHSIOTCA Ha MOCTOSHHOW WM BPEMEHHOW OCHOBE [PYrMM NWLIOM, OpraHusaumsi Mo npou3BOACTBY
6uonornyecknx (B TOM uucne MMMyHobuonormveckmx) capmaueBTUYeCKUX CyOCTaHUMA U feKapCTBEHHbIX
npenapatoB [OMKHa Cpasy YBEAOMWUTb YMONMHOMOYEHHLIA (hefepanbHbiii OpraH WCMOMHUTENBHONW BRactu o
hamunum, UMeHn n oT4yecTBe (MPY HanNM4YMM) HOBOrO OTBETCTBEHHOIO NULIA U AaTe ero HasHayeHuss;

NnepeHoc reHoB - MpPoLecc MepeHoca reHa B KMeTKW, BKMYas CUCTeMy 3JKCNpeccun, coaepallytocs B
cucTeMe [OCTaBKW, KOTopasi Ha3blBaeTCsi BEKTOPOM. BeKkTop MoXeT ObiTb Kak BMPYCHOrO, Tak M HEBMPYCHOMO
npoucxoxaenusi. MNMocne nepeHoca reHoB reHeTUYeCkn MOoANMULMPOBAHHBIE KINETKU Takke MOryT HasbliBaTbCs
"TpaHCchopMMpPOBaHHbLIE KIEeTKN";

niTaloLmMe KreTkn - KMeTKW, WCronb3yemble B KOMOMHMPOBAHHOW KynbType Ans nNoadepikaHus
NIOPUNOTEHTHOCTU (CNOCOBHOCTN AnddepPeHUMPOBaTLCA B MHOXECTBO CMELMann3vpoBaHHbIX TUMOB KIETOK)
CTBOMOBbIX KNETOK. [ANs KynbTypbl YENOBEYECKNX 3IMOPMOHANbHBIX CTBONOBbLIX KNETOK TUMUYHbIE NUTaKOLWME CroU
COCTOAT M3 aMOpuoHanbHbiX GubpodbnactoB mbiwmn (SPM) mnnm ambpuoHanbHbIX GubpobnactoB yernoseka
(3PY), B KOTOPbIX CNeumanbHbIMKU MeETOAAaMM NPeaoTBPaLLEeHO AeNeHNE;

nnasmuga - Yactb [HK, obbivHO cywecTByoLllan B 6akTepranbHON KreTke B BUAE KOMbLEBOW CTPYKTYpHI,
OTAENEHHOW OT KNETOYHOM XpoMocoM. [Mnasmupga MoxeT ObiTb MoauMduuMpoBaHa C MOMOLLbK METOLOB
MOJEKynsipHOW Guonoruu, BelgeneHa n3 bakrepuanbHOWM KNeTkn U NCNonb3oBaHa Af1d nepeHoca 1 BCTpanBaHus
ee [IHK B reHOM gpyron KneTku;

nogaepxusatoLias cuctema (scaffold) - cpencTso nogaepku, CpeacTso 4OCTaBKM UNKM MaTpuLa, KoTopble
obecneuynBatloT CTPYKTYpY WAM COAEWCTBYIOT MUrpauun, CBSA3LIBAHWIO MNU  TPaHCMOPTY KNeToK W (Unu)
BUONOrNYEeCcKN akTUBHBIX MOSEKYIT;

nomelleHne AOns MPOM3BOACTBA HECKOMbKMX FEeKapCTBEHHbIX MpenapaTtoB - MNOMELleHne Ans
nocrnegoBaTeribHOro NPOM3BOACTBA NN NPOU3BOACTBA MO NPUHLMMNY KaMnaHW pasnnyHbIX rpynn G1Uonormieckmnx
dhapmaueBTUYECKNX CYBCTaHUMN UM NeKapCTBEHHbIX MpenapaTtoB, B KOTOPOM KOMMEKT WCMOfb3yeMoro
obopyaoBaHusi MOXeT OblTb CreuManuavpoBaHHbIM WM HecneuvanvMavpoBaHHbIM O KaXdoh OTAerNbHOW
rpynnbl CyGCTaHLUMIA UK NIeKapCTBEHHbIX NMpenapaTos;

npeaHaMmepeHHbln BbLIGPOC - NpedHaMepPeEHHbIA BbIMYCK B  OKPYXXalLyl cpedy [eHeTUYecKu
MOAMMULMPOBAHHLIX OPraHW3MoB, [N KOTOPbIX HE WCMONb3ylTcs cneuuanbHble Mepbl U3onauuMu  Ons
OrpaHUYEHNst PacrpoCTPaHEHUsT TUX OPraHU3MOB U oGecneyeHnss 6e30nacHOCTU HACENEeHUs U OKpyKatoLLei
cpeapl;

NPOM3BOACTBO MO NPUHLIMMY KaMnaHwuiA - nocneaoBaTesibHOe NPOM3BOACTBO psaa cepuii 0gHOMo M TOro e
nekapcTBEHHOro npenapaTa B TeYeHNe onpeaeneHHoro nepnoaa BpeMeHu, Nocrne KoToporo NpoBoAsaTCcs CTporve
KOHTPOIbHbIE MEPONPUSATUSI Mepen NEPEKIloYeHNEM Ha MPOM3BOACTBO APYroro JieKapCTBEHHOro npernapaTa.
NekapcTBeHHble nNpenapaTbl He MPOU3BOAATCA OAHOBPEMEHHO, HO ANl UX MPOM3BOACTBA MOXET ObiTb
MCMonb30BaHO OOHO U TO e oBGopyaoBaHue;

npoweaypa peTpoCnekTUBHOIO aHanu3a - AOoKyMeHTanbHO odopMreHHas npoueaypa, obecneuymBatoLLas
oTcrnexuBaHue Ouonorvdeckux  apmMaueBTUYEeCKMX CyOCTaHUMA  MNM  NeKapCTBEHHbIX  NpenapaTos
HEeCOOTBETCTBYIOLLEro KayecTBa BCMeACTBME WCMOMb30BaHUSI 3aOpakoBaHHbIX XXMBOTHBIX MMM YeroBEYEeCKUX
mMaTepuanoB 13-3a NPUCYTCTBUSA B 3TUX MaTepuanax KOHTaMUHMPYOLLEero(Lwmx) areHTa(oB) Unu npy BbiSBIEHUN
HeraTMBHbIX (DAKTOPOB Y XXMBOTHbIX UMK NIOAEN, SBMSOWLMUXCA MCTOYHMKOM 3TUX MaTepuaros;

paboynit 6aHK KNEeToK - TOMOreHHbIN My MUKPOOPraHU3MOB MINW KIeToK, NMoSyYeHHbIX U3 rnaBHoro 6aHka
KIeTOK 1 OAHOPOAHO pacrpefesieHHbIX B ONpeaerieHHOe YNCIO KOHTENHEPOB. Paboumnii 6aHK KNeToK XpaHuTcs B
yCrnoBusix, 06ecneYnBatoLLmMx ero CTabunbHOCTb U UCMOSb30BaHNe B NPOM3BOACTBE;
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pabounii BUPYCHbIA NOCEBHOM MaTepman - TOMOreHHbIV NyJT BUPYCOB, NOSTyYEHHLIX U3 TMTAaBHOIO BUPYCHOTO
MOCEBHOro MaTepuana W OOHOPOOHO pacnpefdeneHHbiX B OMNpederieHHOe YMCMO KOHTeMHepoB. Pabouni
BMPYCHbIN NOCEBHOW MaTepuan XpaHUTcs B YCrnoBusX, obecnevmsarowmnx ero ctabunbHOCTb U UCMONb30BaHNE B
Npou3BOACTBE;

pabounii TpaHCreHHbIi 6GaHK - TOMOFEHHbIM MNyn KAeTOK TPaHCTEHHbIX PaCTEHWA WU XKUBOTHBIX,
MOMyYeHHbIX W3 [NaBHOIO TpaHCreHHoro 6aHka M OJHOPOAHO pacnpedeneHHbiX B OnpedeneHHoe 4ucno
KOHTenHepoB. Pabounin TpaHCreHHblh ©aHK XpaHUTCA B yCroBusX, obecnevmBaloWmMx ero crtabunbHOCTb U
ncnonb3oBaHWe B NPOU3BOACTBE;

cBobOAHbIE OT crneunduueckMx NaToreHoB - XKMBOTHble MaTepuanbl (Hanpumep, Kypbl, 3MOPUOHbI Unn
KynbTypbl  KNETOK), WCMonb3yloluecs AN MNpoM3BOACTBA WM KOHTPOMS  KavecTBa  GUONOrmyeckux
NeKapCTBEHHbIX NpenapaToB, MOMyYEHHbIE W3 Fpynn XUBOTHLIX (Hampumep, CTaf WNu cran), CBOGOAHLIX OT
onpefeneHHbIX NaTtoreHoB. Takue CTafja UMM CTau onpedensitioTcst Kak rpynnbl XUBOTHbIX, KOTOPblE XMBYT B
obLeit cpeae U UMEIT yXaXnBaloLWMIn 3a HUMKU NepcoHar, KOTOpbIN He NpeGbiBaeT B KOHTAKTE C KUBOTHLIMMU,
HecBOOOAHLIMU OT CreunUYECKUX NAaTOreHOB;

coMaTu4eckue KMeTKu - BCe KNEeTKU Tena YenoBeka WK XUBOTHOTO, KPOMe PenpoayKTUBHbIX KNeToK. JTu
KNeTkn MoryT ObiTb ayTONOrMYHbIMKM (OT TOrO ke nauueHTa), annoreHHbIMU (OT [pYyroro YernoBeka) wnu
KCEHOTEHHBLIMU (OT XXMBOTHOIO) COMaTUYECKUMMU KMBLIMU KINETKaMu, MaHUMynsuum ¢ KOTOPbIMU N U3MEHEHMWE
KOTOpPbIX MPOBOAMIIMCE B YCMOBUSX BHE XWBOFO OPraHU3ma C MOCreAyloLMM BBEAEHNEM B OpraHU3M YeroBeka
Ans JOCTWPKEHWS TepaneBTUYECKOr0, ANArHOCTUYECKOTO U NPOoUNakTUHECKOro AeUCTBUS;

TPaHCTEHHbIN - OpPraHM3m, CodepXallnii B CBOeW OObIMHOM rEHETUYECKOW CTPYKTYpPE Yy)KEpPOOHbIA reH ans
akcnpeccun bronornyecknx apmavreBTUHECKUX MaTepUanos;

YpOBEHb Ouonormyeckor 6e3onacHoOCTN - ycrnoBus nsonsumu, Tpebyrowmeca ana 6esonacHon paboTbl ¢
MUKPOOpraHM3MamMuy pasHbIX YPOBHEN MATOreHHOCTU, HaunHas OoT 4-1 rpynnbl NATOreHHOCTU (HAUMEHBLUUIA PUCK,
ManoBEPOSITHO NPMBOASALLMIA K 3aboneBaHMo YenoBeka) U A0 1-W rpynnbl NAaTOreHHOCTU (HauBbICLUMIA PUCK,
BbI3bIBAKOLLUI TSKENbIE NIETKO pacnpocTpaHsieMble 3abonesaHus);

yncTas KynbTypa (akCeHu4YHas KynbTypa) - KynbTypa, cogepkalas ogUHAKOBble MUKPOOPraHW3Mbl U He
KOHTaMWHMPOBaHHas No6bLIMU APYrMMKU OpraHu3Mamu.

Mpunoxexne N 3
k MpaBunam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM
nPON3BOACTBO PAOVNODPAPMALIEBTUYHECKINX NEKAPCTBEHHbLIX CPEOCTB
I. AIPUHUMN

1. TMNpowussoacTteo paanocdapmauleBTUYECKUX FEKAPCTBEHHbIX CPeACTB AO/MKHO OblTb OpraHn3oBaHO B
COOTBETCTBUM C MpuHUMNamu, npmBedeHHbiMM B rnasax Il - IV HacToawwux MNpasun. Hactosiwee [MpunoxeHue

yCTaHaBNMBaeT cneuunanbHble npasuna Ansi NPOu3BOACTBa pagnodapmaueBTUHYECKNX NNEKAPCTBEHHbIX CPeacTB.

2. Mpun NnpuMeHeHnn HacTosLwmX [NpaBun HeobxoauMO y4nTbIBaTL CrieaytoLLee:

a) gaHHoe lMNpunoxeHne He pacrnpoCTPaHATCH Ha U3rOTOBMEHNE paanodapMaLeBTUYECKMX NTEKaPCTBEHHbIX
CPeACTB B anTeYHbIX OpraHM3aLmnax 1 BeTepuHapHbIX anTeyHbIX OpraHn3aumsix;

6) HacTosiwee [lpunoxeHne pacnpocTpaHseTcs Takke Ha pagnodapMaleBTUYeckne neKapCTBeHHble
CpeacTBa, UCMONb3YHOLWMNECS B KITMHUYECKMX UCCIed0BaHuSIX;

B) TpaHCMopTUpOBKa pagnodapmMaLeBTUHECKMX NIEKAPCTBEHHbIX CPEACTB BbINOMHAETCA B COOTBETCTBUM C
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TpeboBaHMsIMM MO pagnaumnoHHON 6e3onacHoOCTU MexayHapoaHOro areHTcTBa no atoMHom aHeprum (MAFATO) n
TpeboBaHaMM HOPMaTUBHbLIX MPaBOBbIX akToB Poccuiickon degepauny;

F) O0nyCcKaeTcda Ucnonb3oBaTb MeTOoAdbl, OTnn4yarwmnecd OT NpuBeaeHHbIX B HAaCToALLlEM anIJ'IO)KeHI/IVI, HO
no3BoJidlolne BbIMOJTHATb Tpe6OBaHI/IF| no obecneyeHnto KadvecTea npoaykumun. Takne meTtoabl AOMKHbI ObITh
BannamnmpoBaHbl U obecneunBatb YpOBEeHb Ka4yecCcTBa, He HWXe, 4YeM YpOBeHb KayeCcTBa B COOTBETCTBUU C
TpGﬁOBaHVIﬂMI/I, YCTaHOBJTIEHHbIMN HACTOALLUNM I'Ipmno>|<eHv|eM.

II. BBEOEHWVE

3. (1) MpowusBoactBo paguodapMaleBTUHECKUX FIEKAPCTBEHHbIX CPeacTB U obpalleHue € HUMWK
npeacTaBnsieT NoTeHUMarnbHY0 ONacHOCTb. YPOBEHb PUCKOB 3aBWUCWT, B YACTHOCTW, OT TUMA MOHWU3UPYHOLLETO
N3NyYeHusi, 3HEpPruM M3nyyYeHns M nepuoga nonypacnaga pagvoHyknuaoB. Ocoboe BHUMaHMe Heobxooumo
yaoenaTb npegorepalleHnto I'IepereCTHOI7I KOHTaMuHauunn, XpaHeHU OCTaTKOB paguOaKTUBHbIX mMaTepuanoB U
yOarneHuio OTXOL0B.

4. (2) Bcnegcteue TOro, YTO HEKOTOPLIE PaANOHYKNUAObI MMEKT KOPOTKUIA CPOK XpaHEeHWsl, OOMyCKaeTcs
BbiNyCkaTb B obpalleHne cogepalume ux pagmodapmMaleBTnieckmue nekapcTBEHHbIE CPEACTBa 40 3aBEPLUEHNS
UCNbITaHMI KOHTPONSA kadecTBa. B aTomM cnyyae B cneumanbHOW npouenype OomkeH ObiTb YeTKO U NoapobHO
onpefeneH nopsaok Bblayn paspelleHus Ha BbIMyCK, BKMOYask OTBETCTBEHHOCTb NepcoHana v HenpepbiBHYO
oueHKy 3 EKTUBHOCTU CUCTEMbI 0DEcneYveHnst KavecTBa.

5. (3) OGnactblo NpumeHeHus HacTosawero [MpunoxeHus <BRAsiETCA OEeATENbHOCTb MPOMbILEHHbIX
NPOW3BOACTB, SIAEPHbIX LIEHTPOB, WMHCTUTYTOB M [13T-UeHTpOB MO NPOM3BOACTBY W KOHTPOMK KadvecTBa
cnegylLwmnx TUNoB NPOAYKLUMK:

paavocapmMaLleBTUYECKUX IEKAPCTBEHHbIX CPEeACTB;

paguodapmaueBTUYECKNX NeKapCTBEHHbIX cpeacts Ans MN3T (No3nTpoOHHO-3MUCCUOHHOM ToMOorpadun);

paguoakTUBHBIX MPEALUEeCTBEHHUMKOB [ANs NPOW3BOACTBA paanodapMaueBTUYECKMX JIeKapCTBEHHbIX
CpencTs;

PaANOHYKINMNOHbIX reHepaTopOoB.
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"06 yTBepxaeHun MpaBun HaANEXaLle NPON3BOACTBEHHOM ...

[lokyMeHT npenocTasneH KoHcynbTaHTlntoc

[ata coxpaHeHus: 24.08.2020

NlekapCTBeHHbIe CpencTBa

Bua nponssoacTtea HacTosuwue Heobxogumo BeinonHaTe TpeboBaHusa rmae |l - IV HacTosawmx MNpasun
MpaBuna He (no mepe npubnmkeHnsa cTagumn NpoM3BoACTBaA K TOTOBOMY NPOAYKTY
pacnpocTpaHsaTcs | TpeboBaHWs YCUNUBAOTCS), BKIIKOYasa COOTBeTCTBYOLWME [NpunoxeHus
<*>

PagvodapmaueBTtmyeckme Mpoaykums XuMmnyeckmi Cragum O6paborTka, AcenTuyeckoe
nekapcTBeHHbIE CPpeacTBa peakTopoB n CUHTE3 OYMCTKM NpUroToBNEHNE, Npon3BoaCTBO
PaagnodapmaueBTtmyeckme LMKNOTPOHOB <1> [03npoBaHue nnu oHUWHas
cTepunmaaums

LMKITOTPOHOB <2>

ansa MNnoT
PagnoakTvBHble
npeaLwecTBEHHVKN
PaguoHyknuaHble Mpoaykuwns TexHonorumyeckui npowecc (cOopka KOMNOoHKW, reHepaTopa, 3apsaka
reHepaTtopsbl peakTopoB 1 reHeparopa)
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<*> MwulweHb n cuctema nepenavn OT UMKIIOTPOHA K YCTaHOBKE CUHTE3a MOryT paccMaTpuBaTbCA Kak
nepBasa ctagna npon3BoacTBa (bapMaLl,eBTW-leCKMX Cy6CTaHLI,I/II7I.

<1> lNpoaykuus, noflydeHHas B pe3ynbTaTe pagnoxXuMMYecKoro BbiAeneHns paamoHyknmaa n3 obnyvyeHHom
pagvoakTUBHON MULLIEHW.

<2> nponyKLl,I/lﬂ, nony4yeHHaa B pesynbrtate paguoXMMmNHeCKoro BblaermieHnAa MmaTepuHCKOro pagnoHyknuaa
n3 O6J'IyLIE‘HHOl7I paﬂ,MoaKTMBHOIZ MULLEHN.

6. (4) MNMponsBoguTenb roToBOro pagvodapmMaueBTUYECKOTO FIEKAPCTBEHHOrO CpeacTBa AOMMKEH MMETb
onvcaHMe  TEXHONOrMYecKoro mnpouecca npoussBoAcTBa  apmMaueBTU4eckon  cybcTaHuuu,  roTOBOrO
nekapCTBEHHOIO CPeACTBa U yKkasaTb, kakme TpeboBaHus HacToswmx MNpaeun (rnaea lll unu rmaea 1V HacToawmx
MpaBwnn) pacnpocTpaHsaTCs Ha Pas3nUYHbIE TEXHOMOMMYECKUe onepauun n (unu) ctagun.

7. (5) Tlpownseogcteo pagnodapMaLeBTUYECKUX JIEKAPCTBEHHbIX CPeACTB AOSMKHO BbIMOSMHATHCSA B
COOTBETCTBMM C TpebOBaHNAMN HOPM pagnaumoHHON 6Ge3onacHoCTH.

8. (6) T[lpousBoacTBO pagnodapMaLeBTUHECKMX FEeKapCTBEHHbIX CPeAcTB, MNpefHa3HaYeHHbIX AOnd
napeHTepanbHOro BBEAEHUS, OOIDKHO BbIMOMHATLCA B COOTBETCTBMM C TpeboBaHMAMU, MpeabsBNSEMbIMU K
CTEPUIBbHOCTU TakuX JIEKAPCTBEHHbIX CPeAcTB, C COONIOOEHMEM B COOTBETCTBYIOLLMX Clydasix acenTU4ecKux
YCroBU Npom3BoacTBa B cooTBeTCcTBUM C [NpunoxeHnem N 1 k HacToawwmm Mpasunam.

9. (7) Crneuudpvkaumm 1 MeToabl KOHTPOSS KayecTBa paanodapmMaLeBTUHECKMX FIEKapCTBEHHbIX CPeacTB
ycTaHoBneHbl B [ocynapctBeHHon dhapMakonee Poccuiickon degepaumm unm B permcTpaumoHHbIX 4OCke Ha 3Tu
NeKapCcTBEHHbIE CPEeACTBa.

KnnHnyeckne nccnenoBaHus

10. (8) Ha npousBoactBo pagmocapmMaueBTUYECKUX NEKAPCTBEHHbBIX CPeacTB, NMpedHasHa4yeHHbIX O7is
KIMHUYECKUX MCCneaoBaHWi, pacnpocTpaHsalTca Takke TpeboaHus [punoxeHums N 13 Kk HacTosAWwMM
MNpasunam.

IIl. OBECMNEYEHNE KAHECTBA

11. (9) ObGecneyeHne kadyecTBa MpU MPOM3BOACTBE paanocapMaLeBTUYECKUX NEKApCTBEHHbIX CPeacTB
nMmeeT ocoboe 3HayeHne B BMOY WX CNeLUdUYeckMx ocoGEHHOCTeN, MasblX OGbEMOB CEpuUil U B HEKOTOPbIX
criyyasx Heo6xoAMMOCTM UX MEAMLIMHCKOrO NPUMEHEHUs 00 3aBepLUeHNs onepaLuii No KOHTPOIIO KavecTsa.

12. (10) 3awmTa NpoAYKLUUN OT KOHTAMUHALMN U NEPEKPECTHOM KOHTaMMHauun JofmkHa ObiTb obecnedeHa
TaK Xe, kak M Npu NpPOM3BOACTBE IOObIX EeKapCTBEHHbIX CpeacTB. B gaHHOM cnydae npegbsiBNsgeTcs
JononHuTenbHoe TpeboBaHMe MO 3awmTe NPOM3BOACTBEHHOW Cpedbl W MepcoHana OT MOHU3MPYIOLLLEro
N3NyyeHus.

13. (11) Bonblioe 3HadYeHVe WMMeeT Haanexawlas perncrpaumsi AaHHbIX MOHUTOPMHra MOMELLEeHUR U
npoueccoB. OLeHKa 3TUX AaHHbIX ABMASETCH YacTbio MpoLecca BbiMycka cepun B obpalleHue.

14. (12) Mpu npounssoacTBe pagmodapMaLeBTUHECKUX NeKkapCTBEHHbIX CPEACTB crieqyeT B Heobxoanmom
obbeme npoBoAMTb KBanudukauuo 1 Banugauuo. Ona onpegeneHnss obbema paboT no keanudukaumm u
Banuaauum OOIMKEH NPUMEHSITbCA NOAXOA, OCHOBAaHHbIA Ha yMpaBneHun puckamu, ¢ 0COObIM BHUMaHMEM K
komBuHaumm TpeboBaHun HacToAwmx MNpasun 1 paguaumoHHor 6e30nacHoOCTy.

IV. MEPCOHAN
15. (13) Bce TexHonornyeckme onepawumm OOMDKHbI BbINOMNHATLCA MNEPCOHaNoM, MMEIOLWMM cheumanbHyo

noaroToBKy no pa,DMaLI,VIOHHOIZ ©Ge3onacHocTu. I'IepCOHan, 3aHATLIN B npon3BoACTBE, KOHTpPOJie KayecTBa WU
BbllNyCKe paﬂMOCbapMaLl,eBTM‘-leCKMX JNIEKapCTBEHHbIX CpencTB, AOOJDKEH I'IpOl7ITVI o6yquV|e, CBA3aHHOE C
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0COBEHHOCTAIMU  CUCTEMbl  OBecrneveHns KadecTsa paavmodapMaLeBTUHECKUX JEeKapCTBEHHbIX CPEeAcTB.
YMNOMHOMOYEHHOE TUL0 SABMSAETCS OTBETCTBEHHbIM 3a BbIMYCK pagnodapMaLeBTUYECKUX EKapCTBEHHbIX
cpencTs.

16. (14) MNepcoHan, paboTalowWwmMin B 30HaX MPOM3BOACTBA paanodapMaLeBTUHECKUX JTeKapCTBEHHbIX
cpefcTB (BKMYas nepcoHarn, 3aHAaTblil YyOOpKOM W TEXHUYECKMM OOCNy>XMBaHMEM), [OOSHKEH MPOWTU
OONOMHUTENbHOE 06yYeHWe, CBSAI3AHHOE CO CNeLUMUKON NPOLLECCOB U NPOAYKLNN.

17. (15) Ecnu npounsBoAcTBEHHbIE MOMeELLEHNs U 0BopyaoBaHME MCNONb3YHTCA Takke ANA nposBedeHus
nccnefoBaHWiA, TO MepcoHan, Yy4acTBYIOWMA B WCCNELOBaHWAX, OOMMKEH MponTM obyvyeHune HacToAWMM
MpaBunam. OenctBua no obecrneyeHnio kavyecTBa 3aKMo4varTCsi B PacCMOTPEHWMM U BbiAade paspelleHust Ha
npoBegeHne paboT, CBA3AHHbIX C UCCReAOBaHUSAMM, AN TOro 4Tobbl UCKMIOYUTL WX ONacHoe BIUSHWE Ha
NMPOVN3BOACTBO.

V. NOMELWEHNA N OBOPYOOBAHUE
O6LWwme nonoxeHusa

18. (16) lMponsBoacTBO paguodapmaleBTUYECKNX JIeKapCTBEHHbIX CPeACTB [OOMKHO MpOBOAUTBLCS B
KOHTPOJITMpyEeMbIX 30Hax, B KOTOPbIX BbIMNOJTHAKTCA TpGGOBaHVIFI K I'IpOI/I3BO,EI,CTBeHHOl7I cpene u pap,VIaLI.I/IOHHOVI
Oe3onacHocTn. Bce TexHonoruyeckue onepaunn OOJKHbI BbINONMHATBECA B cheuuanbHbIX NMOMeWeHNnAaxX 1 Ha
cneumanbHOM 00OpyoOBaHUKM, KOTOpble MpedHasHa4veHbl Ans  Npou3BOACTBa  pagvodapmaueBTUHECKUX
nekapCTBEHHbIX CPeACTB.

19. (17) Heobxoanmo MpuHSATL Mepbl N0 NPeAOoTBPALLEHUNI0 NEPEKPECTHON KOHTaMuHauum OT nepcoHana,
NCXOOHOrO ChbIpbs, MaTepuanos, PaauoHyKNnAoB. Tam, rae 3To BO3MOXHO, HEOBX0AMMO UCMONb30BaTh 3aKpbITOE
unu nsonunposaHHoe obopyaosaHue. Npu ncnonb3oBaHNM 0O0PYyAOBaHUS OTKPLITOTO TUNa UMM Npu OTKPbIBAHUN
obopyaoBaHMsa OOMKHbI ObiTb NPUHATLI Mepbl NO CBEAEHUID puUcKa KOHTaMUHauuM K MuUHUMyMy. [Mpu oueHke
puUCKOB HeobXoAMMO MoKasaTb, YTO 4YMCTOTa NPOU3BOACTBEHHOW Cpedbl YOoBreTBopseT TpeboBaHuAM,
npeabABnsAeMbIM K TUMY BbiNyCcKaemon NpoayKumnun.

20. (18) Bxon B npon3BoACTBEHHbIE 30HbI JOMKEH OCYLLECTBNATLCH Yepe3 KoOMHaTbl Afs nepeofeBaHus
(caHNPOMYCKHMKIN) M JOIMKEH ObITh paspeLleH TONbKO AN MepcoHana, UMeLLEro NpaBo AOCTyNa B HUX.

21. (19) Heobxogumo NpoBOAUTb MOHUTOPUHI paboymx MeCT M NPOU3BOACTBEHHONW cpefbl B OTHOLLUEHMM
YPOBHSA paguaumm, KOHLUEHTpaumm 4YacTuy, W  MUKpPOOopraHm3mMoB. [lopsagok npoBefeHus  MOHUTOPMHra
yCTaHaBnMBaeTCs Npy KBanudgukaumm akcnnyataumm.

22. (20) Ona rapaHTuM TOro, 4TO MCMOSfb3yeMble MNoOMelWeHns un obopygoBaHMe COOTBETCTBYHOT
npegbsaBnsgeMbiM K HUM TpeboBaHMAM U Npowwnn KBanudukaumo, HeobxoaAMMo NPOBOANTbL NPOUNAKTUYECKOE
TexHuyeckoe obcnyxuBaHne, kanubpoBky W kBanudukaumo. Takve paboTbl AOMKHbI  BbINOMHATLCA
NOAroTOBIIEHHbIM MEepCcoHanoM, a akT UX MPOBEAEHUS W MOMyYeHHble pesynbTaTbl AOIMKHbI OPOPMASATHCS
OOKyMEHTanbHO.

23. (21) Heobxogumo npuvHMMaTb Mepbl MO 3aluTe MNPOU3BOACTBEHHOW 30HbI OT PaAMOAaKTUBHOMO
3arpsisHeHus. [lormkeH OblTb OpraHn3oBaH Haanexalwmi KOHTPOSfb PaaMOaKTUBHBLIX 3arpAs3HeHurd npsMbiM
METOAOM C MOMOLLIbIO AO3UMETPOB UMW KOCBEHHO - METOAOM Ma3KOB B YCTAHOBIIEHHOM Nopsake.

24. (22) lNoBepxHOCTM 0OOpPyAOBaHMs, COnpUKacalLwmecss ¢ NPOAYKTOM, He AOSMKHbI BCTynaTb C HUM B
peakumio, He OOSMKHbI HMYEro BblAenAaTb U He OOoSKHbl abcopbupoBaTb NpoAdykT, 4Tobbl Takum obpasom He
N3MEeHUTb KayecTBO paamodapMaLeBTUHECKOro ekapCTBEHHOro CpeacTaa.

25. (23) Peuupkynaumsi BO3gyxa M3 MOMELIEHMW, B  KOTOpPbIX BbINOMHseTcA pabota c
paguodapmaleBTUYECKMMIN NTEKAapPCTBEHHLIMW CpeacTBamMu, He OOMycKaeTcsl, 3a UCKIIOYEHNEM CIlyYaeB, Koraa
NpUMEHEHNE PeumnpKynaLmMM 0BOCHOBaHO. B BBITSXKHBIX CUMCTEMax LOMKHa ObiTb NMpedycMOTpeHa 3awuTa oT
3arpsisHEHNs OKpyXaloLen cpefbl pagvMoakTUBHbIMU YacTMLaMy U rasaMmn. B KOHTponupyembix 30HaxX OO0SbKHa
ObITb MpegycMOTPeHa 3aLLmTa OT KOHTaMMHALMK YacTULaMM U MUKPOOPraHn3Mamu.

26. (24) Onsa Toro, 4toObl He AOMYCTUTb PaCMpPOCTPaHEHUS PaAMOAKTUBHBIX 4YacTuul, B 30HaXx, rae
HaxoOMTCs OTKPbITbIM MPOAYKT, HeobxooumMo noadepXuBaTb OTpULATENBHOE [OaBMEHWE MO OTHOLUEHMIO K
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OKpYy)kaloLmm 30HaM. B To xe Bpemsi NpoAayKT A0MKeH ObiTh 3aLUMLLEH OT KOHTaMMHALMW U3 NPOU3BOACTBEHHOW
cpefdbl, B TOM YMce NocpeacTBOM NpUMeEHeHUs 6apbepHON TEXHOMOMM U BO3AYLUHBIX L0308, paboTaloLmx no
NPUHLMMY Kackaga AaBreHui.

Mpoun3BoACTBO CTEPUNBHOW NPOAYKLMM

27. (25) CtepunbHble pagnodapmaueBTUYECKME NeKapCTBEHHbIE CPeACTBaA pa3fensatoTcs Ha ABe rpynmbi:
NleKapCTBeHHble nMpenapaTbl, BbllMyCKaeMble B acenTtun4eckux YycnoBudax, W IeKapCTBEeHHble MnpenapaTthbl,
nognexawme UHMWLIHON CcTepunu3daumMn. B npousBoactBe [OMmMkeH noggepXmBaTbCs YPOBEHb YMCTOTHI
NpPOM3BOACTBEHHOW Cpeabl, COOTBETCTBYIOLLMI BuAy BbINOMHSAEMbIX onepauui. [ormkHel cobnopaTbes
ycTaHoBneHHble MNpunoxeHnem N 1 k HacToswmm lMpaBunam TpeboBaHUS K YMCTOTE paboymx 30H, B KOTOPbIX
NPOAYKUUS UITN NEPBUYHASA YNaKOBKa MOXET HAXOANTLCHA B KOHTAKTE C OKPYXXatoLUM BO3OYXOM.

28. (26) Onsa onpegeneHus TpeboBaHU K nepenagaMm AaBrieHus, HanpaBneHuIo NoToKa BO3dyxa U ero
KayecTBa MOryT UCMONb30BaTbLCA METOAbI OLEHKN PUCKOB.

29. (27) B 3akpbITbix aBTOMaTU3NPOBAHHbIX CUCTEMAaX, MPeACcTaBnsAloWNX COOON, Kak NpaBuIio, ropsyne
Kamepbl C pasMelleHMeM B HUX YCTAHOBOK XMMMWYECKOrO CWUHTE3a, CUCTEM OYUCTKU, CTEPUM3YHoLLEN
dunbTpaumm "Ha nuHMK", goctatoyHo obecneuvnTb knacc ymuctoTel C. B ropauyne kamepbl, Haxogswmecs B
3aKpbITOM COCTOSIHUM, [OOSDKEeH nodaBaTbCs BO34yX Mocrne unbTpauum C BbICOKOW CTENEHbI0 YUCTOThI.
AcenTuyeckne onepauun AOMKHbI BbINOMHATLCA B 30He knacca A.

30. (28) Oo Hauwana npoussBogcTBa cbopka CTepunbHOrO 0OOpPyAOBaHUA WM KOMMOHEHTOB (TPYOOK,
cTepunuayowmx ¢unbTPoB), MNOACOEOUHEHWE TWHWA MOL4AYUN XKUOKOCTEW K YKYMOPEHHbIM TFepMETUYHbIM
CTepUIbHbIM hriakoHaMm, AOIMKHbI BbIMOMHATLCA B aCENTUYECKUX YCIOBUSX.

V1. JOKYMEHTALINA

31. (29) Bce fokyMeHTbI, KacaloLlmecsa NnpomM3BoacTBa pagmodapmaueBTUYECKNX NeKapCTBEHHbLIX CPeacTB,
OOMKHbI  pa3pabaTbiBaTbCs, COMMacoBbIBATLCH, YTBEPXOAATbCA W pacnpefensiteCsi B COOTBETCTBUMM C
YTBEPXKAEHHON NpoLeaypo.

32. (30) TpeboBaHMS K MCXOOHOMY CbIpblo, YNMAaKOBOYHLIM MaTepuanam, matepuanam aris MapkupoBKM,
KPUTMYECKON MPOMEXYTOYHON MNPOAYKUMM M TOTOBbIM paguodapmaueBTUYECKUM JEKapCTBEHHbIM CpeacTBaM
OOIMKHbI BbITb yKasaHbl B cneundukaunax. JomkHel ObiTh Takke cneumdukaumm Ha KpUtudeckne matepuanbl 1
KOMMOHEHTbI (B 4aCTHOCTM, Ha BCMOMOraTernbHble MaTtepuarnbl, YNnOTHEHMS, Habopbl Ansi CTEePUNM3YHOLLEN
unbTpaumm), Ucnomnb3yemble B MNPOLIECCE MPOM3BOACTBA M CNOCOOHLIE OKasaTb KPUTMYECKOE BIUSIHUE Ha
KayeCTBO MpoayKLUUK.

33. (31) OAna pagvodapmMaueBTUHECKNX MeKapCTBEHHbIX CPeACcTB HeobXoOUMO YCTaHOBUTb KpUTepuu
nNpuemMnemMocTu, BKIoYasa crneumndukaumm Ha MOMEHT BbiMycka W Ha Mepuoj Cpoka rogHocTu (Hanpumep, Ons
pPagnoXUMMYECKOW YUCTOTbI, 0O EMHOIN aKTUBHOCTW, PAANOHYKIMAHON YACTOTLI U YAENbHOW akTUBHOCTH).

34. (32) B 3anucax no WCNoOnNb30BaHWIO, OYUCTKE, Ae3aKkTUBauuMuM UM CTEpPUnM3auuun, TEXHUYECKOMY
obcnyXmMBaHMIO OCHOBHOrO 0DOpyAOBaHUSA OOMKHbI OblTb YKa3aHbl AaTa U BPeMsl BbIMOMHEHUSA onepauun,
npocTaereHa NOANUCh N1La, BbINOMHMBLLErO paboTy, a Npy HeOBXOANMMOCTM TaKKe yKasblBalOTCA HauMeHOBaHWe
NPOAYKLUUN U HOMEP CEPUN.

35. (33) 3anucu Heobx0AMMO XpaHWUTb B TEYEHWE HEe MeHee Tpex NeT, eCnu HOPMaTUBHbLIMW MPaBOBbIMM
aktammn Poccuinckon ®egepauum He yCTaHOBIIEH MHOW CPOK XPaHEHNS.

VII. NMPON3BOACTBO

36. (34) OgHoBpeMeHHOEe NPON3BOACTBO Pa3fMYHbIX pagnodapmMaLeBTUYECKNX NTEKapCTBEHHbIX CPEACTB B
ofHom paboyen 30He (ropsidert Kamepe, NaMMHAPHOW 30HE unu wkady) He JonyckaeTcs C Lenbio CBeOAEeHUS K
MWUHUMYMY pUCKa TMEpPEeKPecTHOro 3arpsasHeHns pagnoakTUBHbIMM ¢ BellecTBaMu UKW nepenyTbiBaHUA
MaTepuanos.
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37. (35) Ocoboe BHMMaHMe HeobxoouMMO  yAenaTb — Banupauuu,  BKIKYas  Banugauuio
KOMMbIOTEPU3NPOBAHHbLIX cucTeM B cooTBeTcTBuM C [Mpunoxennem N 11 Kk HacToswmm [Mpasunam. Hosble
npoLecchl AOMKHbI MPONTU NEPCMNEKTUBHYIO Banugaumio.

38. (36) Kputuyeckne napameTpbl OOMKHbI ObiTb oOnpedeneHbl OO WM B Mpouecce MNpoBeaeHust
Banuaaumn. Mpyu 3TOM crnegyeT onpedensTb AONYCTUMble MpefesibHble 3HAYeHUs U3MEHEHWUI MapameTpoB,
HeobxoauMble Ana cTabunbHOro NPoM3BOACTBA.

39. (37) Ona npoayKTOB, HamnorHAeMbIX B acenTU4eCKUX YCIMOBUSAX, OOMKEH MPOBOAUTBLCH KOHTPOMb
LeNTOCTHOCTM MeMOpaHHbIX UNbTPOB, MPUHUMAs BO BHUMaHWE HEOOXOAMMOCTb obecnedeHusl paguaunoHHOM
0©€e30MacHOCTU N COXPaHEeHUS CTEPUITIBHOCTY OUNBTPOB.

40. (38) YunTbiBast pagmaLMOHHYH0 aKTUBHOCTb FOTOBOW NPOAYKLMMW, ONYCKAaeTCs HAHOCUTb MapKUPOBKY Ha
NMepBMYHYI0 YMakoBKy OO Hadyana npousBoAcTBa. Ha cTepunbHble MycTble 3akpbiTble (OriakoHbl MOXET ObiTb
HaHeceHa MapKMpoBKa C YacCTWYHOM MHGOPMaUMen OO ofnepauun HamoSHEHWS, MPU 3TOM CTEPUNbHOCTb HEe
OOMkHa ObITb HapyLLUeHa 1 He JOMMKHO ObITb MOMEX AFS BU3yallbHOTO KOHTPOSSA HAnoMHEHHbIX (hlTakoHOB.

VIIl. KOHTPOJIb KAHECTBA

41. (39) PagnodapmaleBTNYECKME NEKAPCTBEHHbIE CPEACTBA MOTYT ObITb BbINyLLEHbI U UCMOML30BaHbI Ha
OCHOBE OLIEHKM JAOKYMEHTALMN Ha CEPUIO0 OO 3aBEPLLEHNS BCEX XUMUYECKNX N MUKPOOMOSOTMYECKUX UCMbITAHNNA.

42. OdhopmneHue paspelleHus Ha BbiMyCK pagnodapmMaueBTUHECKMX NeKapCTBEHHbIX CPeAcTB MOXeT
ObITb BbINONHEHO B ABa 1 Gonee aTana 4o v Nocre 3aBepLUeHnst aHanMTUYeCcKoro KOHTPONS B NOIHOM OObeMe:

a) (a) oueHka YMOSTHOMOYEHHbIM IULOM [AOCbe MNPOU3BOACTBA CEpun, KOTOPOE AOIDKHO OXBaTblBaTb
YCNOBUS NPOU3BOACTBA N aHANMUTUYECKMIA KOHTPOIb, MPOBEAEHHbIE 4O MOMEHTA pa3peLLeHns TPaHCNOPTUPOBKN
paguodapmaLeBTUYECKOro NekapCTBEHHOIO CpeACcTBa B cTaTyce "kapaHTuH" B KNMHMYeCcKoe noapasgeneHue;

6) (b) ynonHomo4yeHHoe N0 BbiAaeT paspelleHne Ha BbiMyck Nocre NpoBeAeHUsl OLEHKM OKOHYaTEeSbHbIX
pe3yrnbTaToB aHaNMTUYECKOTO KOHTPOSS, BCEX OTKIMOHEHMI OT HOpMaribHOrO MpoLecca, KOTopble OOMKHbI ObiTb
obopMIeHbl OOKyMeHTarnbHo, 0G0CHOBaHbI U yTBepXaeHbl. Ecnv HekoTopble pe3ynbTaThbl KOHTPOMA HEBO3MOXXHO
MONy4nTb OO0 WCMONb30BaHUS eKapCTBEHHOro CPeacTBa, TO YMNOMHOMOYEHHOMY muuy crieayeT odopMUTb
paspelleHne Ha BbIMYCK NEKapCTBEHHOro CpeacTBa YCIMOBHO A0 Hayana ero Mcrnonib30BaHWs WU OKOHYaTerbHO
0hopMUTL paspeLleHne Ha BbINyCK NIeKapCTBEHHOrO CpeACcTBa Nocre NonyYeHUsl BcexX pesynbTaToB KOHTPONS.

43. (40) BonblMHCTBO pagnodapMaLeBTUYECKMX NEKApPCTBEHHbLIX CPEACTB MCMOMb3yeTcs B TedeHue
KOPOTKOro nepuoga BpeMeHM, YTO 0bYyCrnoBrneHO KOPOTKUM MepMOAOM nonypacnaga pagvoHYyKMAOB, NO3TOMY
CPOK roQHOCTY NeKapCTBEHHOTO CPeACcTBa AOMMKeH OblTb YETKO YKasaH.

44. (41) PagnocapmaueBTUYeCKME NEKAPCTBEHHbIE CPEACTBA, CoAepXalune paguMoHyknmabl ¢ 6onblnm
nepuogom nofypacnaga, cregyeT KOHTPONMpOBaTb Ha COOTBETCTBME BCEM TpeboBaHuSM [0 odopmrieHus
pas3pelieHna Ha BbiNyCK YNOJIHOMOYEHHbIM JNTULIOM.

45. (42) KoHTponb npob MoxeT ObITb MPOBeAEH He cpa3y nocne nx otbopa, 4tobbl 06ecneunts Tpebyemoe
CHWXEHWE YPOBHS akTMBHOCTW. Bce BMAbl KOHTPOMS, BKMtOYAsh KOHTPOSMb Ha CTEPUNIbHOCTb, [AOIKHbI
NPOBOANTbLCS Kak MOXHO BbICcTpee.

46. (43) YTBEpXOEHHAA nNpomM3BoauTenemM npoueaypa AofmkHa yCTaHaBnmMBaTh NOPSA0K OLEHKM MPOaYKLMK
N pe3ynbTaToB KOHTPONA A0 OTNPaBKU NPOSYKLUNN.

47. (44) MNpoaykums, He COOTBETCTBYIOLLANA YCTaHOBNEHHbLIM TpeboBaHUAM, AOMmKHa BbITb OTKNOHeHa. Ecnu
npegycmoTpeHa nepepaboTka martepvana, TO OHa [OSbKHa BbINOMHATLCS MO 3apaHee YTBEpPXAEHHOW
npoueaype. [oToBas NpoayKUMS OOMMKHA COOTBETCTBOBaTb YCTAHOBIEHHbIM TPebOBaHMAM, YTO OOMKHO ObITb
NnoATBEpPXXAeHO J0 ee Bbinycka. He gonyckaeTca nepepaboTka BO3BpalLEHHOW MPOAYKUWUW, C KOTOPOW crieayeT
obpaluaTbCs Kak C paanoakTMBHbIMM OTXO4AMMU.

48. (45) B cneunanbHon npouenype AormkeH ObiTb onpeaeneH nopsagok AeACTBUA YNONMHOMOYEHHOIo nmua
B crny4yae oOOHapyXeHMsi HEeCOOTBETCTBUS MNPOAyKuMM TpeboBaHusiM crneumndukaumMnm nocne ee OTrpy3ku Ao
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NCTEYEHUss cpoka rogHOCTM. Takue crnyyaum [OMKHbl ObiTb paccnefoBaHbl, OOMKHbI OblTb BbIMNOMHEHSI
HeobxoaMMble NpedynpexaaroLlme U KOppPeKTUpYoLLne MePONPUATUS AN HegonyLweHus nogobHbIX cuTyauun B
Byaywem. 3TOT npouecc JOMKEH BbITb JOKYMEHTansHO 0OOPMIEH.

49. (46) MNpn HeobxoOMMOCTM NPOM3BOAMTENb LOIMKEH WMHAOPMMPOBaATb OTBETCTBEHHBLIA MepcoHan
MEOULUMHCKON opraHu3aumn. [Ons cogenctBusi 9TOMy [JOSbkHa ObiTb obecrnevyeHa npocnexnBaemMocTb B
OTHOLLEHUUN pagnoapmMaLieBTUYECKMX NEKAPCTBEHHbBIX CPeaCTB.

50. (47) OomkeH BbiTb yCTaHOBMNEH MOPSAOK KOHTPOMS UCXOOHOrO chipbs U MaTepuanos. [Npu Beibope n
yTBEPXXAEHUN NOCTaBLUMKa crnegyeT ybeanTbca B TOM, YTO MOCTaBMSIEMbIE UM UCXOOHOE Cbipbe U MaTtepuarbl
HEM3MEHHO COOTBETCTBYIOT TpeboBaHWsaM cneumdukauun. VicxogHoe Ccbipbe, YNakoBOYHbIE MaTepuarnbl U
BCMomoraTtesibHble MaTepuanbl Ofs KPUTUYECKMX MPOLIECCOB AOMKHbI NMPUobpeTaTbCs TOMbKO Y YTBEPXKAEHHbIX
NOCTaBLLMKOB.

IX. KOHTPOIIbHbLIE N APXVBHbBIE OBPASLbI

51. (48) OT kaxxgon cepum HepacdacoBaHHbIX paanodapMaLEeBTUYECKUX TEKAPCTBEHHBIX CPEACTB AOJDKHO
OblTb OTOOPAHO 4OCTAaTOYHOE KONMUYECTBO 06pasLoB, KOTOPblE AOMKHbI XPaHUTLCA HE MEHee LUeCTU MecsLEeB
nocne wucrte4vyeHuna cpoka rogHoCTu roToBOW npoaykuumn, ecrnim MHoe He YCTaHOBIIEHO Mnpu Mcnofib3oBaHUU
npouenyp ynpaeneHus puckamu.

52. (49) O6pa3subl NCNONBb3YEMOro B NMPOM3BOACTBE UCXOAHOrO Cbipbs, 3a UCKITHOYEHWEM PacTBOPUTENEN,
rasoB W BOAbl, OOJMKHbI XPaHUTLCA HE MeHee OBYX NeT Mocne BbiMycka Mpoaykuun. OTOT CPOK MOXET ObITb
CoKpalleH, ecnu B crneuudmrkaumm Ha cbipbe ykasaH bonee KoOpoTKMI nepuog ctabunbHOCTU.

53. (50) Ons otbopa 1 XpaHeHusi Npob MCXOOHOrO Cbipbsi, MaTepuarnos, NPOAYKUUK, NPOU3BEAEHHbIX MO
UHOVBMAYArlbHOMY 3aKa3dy WINM B ManblX KONMYEecTBax WM €CiiM UX XpaHeHWe MOXET Bbi3BaTb 0cCobble
TPYAHOCTU, MOXET BbITb ONpeAerneH NHOWM Nopsaok oT6opa U XpaHeHus.

X. PEAIIM3ALINA

54. (51) Ons pagvodapmaleBTUYECKMX NEKapCTBEHHbIX CPeACTB LOMyCKaeTcs peanv3aunsi roToBOW
NPOAYKUUN B KOHTPOSIMPYEMbBIX YCITOBUAX OO NMOSyYEHUS pe3ynbTaToB BCeX HEOOXoaNMbIX NCMbITaHUIA. [Mpu aTom
OOJMKHO ObITb rapaHTMPOBAHO, YTO NEKAPCTBEHHbIV NpenapaT He OyaeT NpUMEHEH B MEOULMHCKOW opraHvM3aLmm
00 NonyvyeHns yOOBNEeTBOPUTENbHbBIX PE3YNbTaToOB UCMbITAHUA U NX OLEHKM YNONMHOMOYEHHbBIM fINLIOM.

Xl. TEPMUHbI 1 ONPEOENEHUA

55. Ana uenen HacTosiwero MNpunoxeHns KpoMme TEPMUHOB U onpeaeneHnin, npegycMoTpeHHbIX rrason
HacToALLMX ﬂpaan, MCNONb3YIKOTCA TakKXe cneayroume OCHOBHbIE NMOHATUA!

ropay4yaa Kamepa - WU30NMpoBaHHOE WM HEU30NMpoBaHHOE 3KpaHupoBaHHOE pa6oqee MecTo Aand
npon3soacTtBa u 06paLLl,eHVIﬂ C paanoaKkTnBHbIMMN MaTepunanamu,

npuroToerieHne - noAroToBka Ha6opa B MeOuLMHCKOMN opraHu3aumm nytem BHeCEeHUA B Hero
paanoHyknuga, antnpoBaHHOIo U3 reHeparopa, UM ¢ NOMOLWbIK paanoaKTUBHbIX NpealecTBeHHUKOB. Ha6opb|,
reHepaTtopbl 1 pagnoakTBHbie NpealecCTBEeHHUKN OOJTKHbI ObITb 3aperncTpmpoBaHbl B YCTAaHOBJIEHHOM MOPALKE;

pap,l/loaKTVIBHbIVI npegwecTtBeHHUK - paaunmoaktnBHoe BelwecTBO, MnpegHa3dHadYeHHoe AnAa  BBedeHUA
pa,EI,VIOHyKJ'II/IﬂHOVI METKWN B Apyroe BeLwecTBO nepen ero npuMeHeHnewm;

pagvodapmaLeBTUYeckne nekapcTBeHHble cpefcTBa - fiekapCTBeHHble CPeACcTBa, KOTOpble copepXaT B
roToBOW ANS WCNonb3oBaHus ¢opMe OAWH PaAVOHYKIWA WM HECKONbKO PagMOHYKNMAOB (PagvMoaKTUBHbIX
N30TOMOB) <*>.

<*> [yHkt 10 ctatbm 4 depepanbHoro 3akoHa oT 12 anpena 2010 r. N 61-®3 "O6 obpaweHun
nekapctBeHHbIX cpeacTts” (CobpaHue 3akoHogaTtenbcTBa Poccunckon ®epepauun, 2010, N 16, ct. 1815).
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Mpunoxexue N 4
k MpaBunam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM

OCOBEHHOCTH
NMPOUN3BOACTBA NNEKAPCTBEHHbIX CPEAOCTB AJ1A BETEPUHAPHOIO
NMPUMEHEHUWA (KPOME NMMYHOBNOJTOIM’MYECKNX NEKAPCTBEHHLIX CPEACTB
AnA BETEPUHAPHOIO NPUMEHEHWA)

1. Hactosiwee [MpunoxeHne OTHOCUTCS KO BCEM IeKapCTBEHHbIM CPeACTBaM [ANsi BETEPUMHapHOro
NMPUMEHEHWsl, 3a WUCKIMIOYEHMEM WMMYHOOUONMOrMYECKNX JIEKapCTBEHHbIX CPEACTB Ans  BeTepuHapHOro
NpUMEHeHWs1, NPOMU3BOACTBO KOTOPLIX perynupyetcs MpunoxeHnem N 5 k HacTosilmm Mpasunam.

[. MPOM3BOACTBO NEKAPCTBEHHbLIX MPEMAPATOB
MNPOTWMB 3KTOMAPA3NTOB

2. (5) HecmoTpsa Ha orpaHuyeHue, YCTaHOBIEHHOe NyHKTOM 52 HacToswwmx [MpaBun, nekapCTBeHHble
npenapaTbl NPOTMB 3KTOMapasnToB, KOTOPble NpefHas3HayeHbl OMS HapyXHOro MNpUMEHEHUs, OTHOCATCH K
nekapcTBeHHbIM cpeacTBam Ans BeTePUHAPHOro NPUMEHEHUS U BKNOYEHbI B NIMLEH3NIO Ha NPOM3BOACTBO, MOTYT
Nnpou3BoAUTLCA U pacoBaTbCA B 30HAX, NPeAHasHayeHHbIX ANns NpousBoAcTBa MNecTMUMAoB, MO MPUHLMNY
pasgeneHHbIX BO BpeMeHW LMKIoB npou3BoacTBa. OOHaKO B 9TUX MOMELLEHMAX He AOSMKHbl MPOM3BOAUTLCH
Apyrvie Buabl NNekapCTBEHHbIX CPeACTB AN BETEPUHapPHOro NpUMeEHeHUs.

3. (6) Onsa npenoTBpalleHNss NEepeKkpecTHOM KOHTaMWHaUMM MPOU3BOAUTENb [OIMKEH MCMOMb30BaThb
COOTBETCTBYIOLME BanVMAMPOBaHHbIE MeToAbl O4YUCTKM. Heobxogmmo npuHATL Mepbl MO obecrneveHuto
0e30nacHOro XpaHeHWs NeKapCTBEHHbIX NpenapaToB [Onsi BETEPUHAPHONO MNPUMEHEHUS B COOTBETCTBUMM C
TpeboBaHnsiMn HacTosawmx Mpasun.

[l. MTPON3BOACTBO JNIEKAPCTBEHHbLIX CPEACTB AJIA BETEPUHAPHOIO
NMPUMEHEHWA, COOEPXALLUX MEHNLUMITNUHBI

4. (7) WNcnonb3oBaHve MEHWUMNVHOB B BeTEpMHApUM He NpeacTaBnseT Takoro pucka C TOYKU 3pEeHUs
rMnepceHcnbnnmn3aummn XMBOTHbLIX, KakK B Cry4ae MX MCMOMb30BaHWSA 4enoBeKOM. 3aperncTpupoBaHHble cryyawu
rmnepceHcnbunuaaumm y nowagen n cobak 6onm oOycrnoBneHbl 4pyrMMn TOKCUYHBIMUK BeLLecTBaMun (Hanpumep,
NMOHOMOPHBLIMY aHTUBMOTUKaMKM AN nowagewn). Takne nekapcTBeHHbIE NpenapaTthl peKOMeHAYeTCs NPOM3BOAUTL
B creuunanbHO npegHasHavYeHHbIX M30MNMPOBaHHbIX MOMELLEHUSX, 38 UCKIIOYEHNEM CryYaeB, Koraa nomeLleHns
npegHasHaveHbl TOMbKO AN NPOW3BOACTBA J1EKAPCTBEHHbIX CPEACTB AN BeTEepMHApHOro npumMeHeHus. B
nobom crnyyae nNpousBoauTEnb OOSMKEH NPUHATL BCe HEOOXoAMMble Mepbl N0 NPeAoTBPAaLLEHNIO NepPeKPeCcTHON
KOHTamuHauum n obecneyeHno 6e30nNacHOCTM NepcoHana B COOTBETCTBUM C TpeboBaHAMK HacToAwwmx lMpasun.
Mpun ncnonb3oBaHMM OBLMX NOMELLEHMIN MPOU3BOACTBO NPOAYKLMKN, COAepKaLlen NEHULUNNNHBI, AOMKHO BbiTb
OpraHu3oBaHO MO MpUHUMNaM pasdeneHHbIX BO BPEeMEHW LUMKIOB MPOM3BOACTBA U [OIMKHO COMPOBOXAATbCH
COOTBETCTBYIOLUMIN BanNnuMaNPOBaHHLIMW MeTOAUKaMM EKOHTaMUHaLUN U OYUCTKN.

. XPAHEHVE OBPA3LIOB

KoHcynbTaHTlInt0C: npnmMmeYvaHme.
Mo Bonpocy, KacawlleMycs nopsiaka XpaHeHUst NeKapCTBEHHbLIX CPEACTB AJ11 BETEPUHAPHOrO MPUMEHEHUS,
cm. Takke [Npukas MuHcenbxosa Poccum ot 15.04.2015 N 145.

5. (8) B cBa3u ¢ 6onbwimnmm obbemamMmm oKoHYaTENbHbIX YNaKoOBOK HEKOTOPLIX NMEKapCTBEHHbIX CpeaCcTB aAnd
BeTepmHapHOro npumMmeHeHuna (B YaCTHOCTH, H,OGGBOK), 0OMNMyCKaeTCAa XpaHUTb o6pa3u,b| Kaxkaomn cepun npoaykunm
HEe B WX OKOH4YaTENbHOW ynakoBke. OpgHako npon3soanTeslb OOJIKEH obecneunTb XpaHeHne p[JoCcTaTo4HOoro
Konn4yectBa apxXuBHbIX 06pa3LI,OB Kaxxoom cepun npoaykumm B COOTBETCTBUM C Tpe6OBaHVI9|MVI HaCToALWNX
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[Mpasun.

6. (9) B nobom cnyyae ynakoBka ONsi XpaHEHMS1 apXMBHbIX 06pasLoB JomkHa ObiTb Npon3BedeHa U3 Toro
XXe MaTtepuana, 4To 1 nepBn4HaaA ynakoBka, B KOTOpOI7I OTOT NPOAYKT pearnn3dyeTcd Ha pblHKe.

IV. CTEPUIbHLIE JIEKAPCTBEHHbIE CPEACTBA
AnA BETEPUHAPHOIO NPUMEHEHWNA

7. (10) B cny4yasx, nNpeayCMOTPEHHbIX HOPMAaTMBHbIMW MpaBOBbIMM akTamu Poccuiickon Pepepauun,
NeKapCTBEHHbIE CpeacTBa ANA BETEPUMHAPHOrO NMPUMEHEHWs, noanexawme UHULLHON CTepunm3almm, MoryT
Npon3BOOUTLCA B YUCTbIX 30HAX Oornee HU3KOro Kracca MO CpPaBHEHWIO C TeM, Kak 3TO OnpeneneHo B
MpunoxeHnn N 1 k HacToAwwmm Mpasunam, HO He HWXe knacca D.

MpunoxeHne N 5
k MpaBunam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM

OCOBEHHOCTH
NnPON3BOACTBA UMMYHOBNONOIMYECKNX NEKAPCTBEHHbLIX CPEACTB
AnA BETEPUHAPHOIO NPUMEHEHWNA

[. MPNHUMN

1. Tpon3BoACTBO UMMYHOBMOMOrMYECKUX FNEeKapCTBEHHbIX CPeACTB AN BeTEepMHApPHOro MpPUMEHEHMUS
nmeet o0COBEHHOCTW, KOTOpble HeobBXO0OUMO Y4MTbiBaTb MNPW  BHEAPEHUW U OueHKe 3addeKTUBHOCTM
hapmaLeBTUYECKON CUCTEMbI KayecTBa.

2. N3-3a 60nbLLOro KonmMyecTsa BUAOB XUBOTHBIX M COMYTCTBYHOLUMX NATOTE€HHbIX MUKPOOPraHN3MOB CNEKTP
NpoM3BOAMMON MpodyKuMm MoxeT OblTb OYeHb LWWMPOKMM Mpu  Hebornbwom obbeme MpousBoacTBa.
Mpou3BoacTBO OBLIMHO OpraHM3yeTcs MO MPUHUMNY OTAEeNbHbIX UWMKIOB. BBugy ocobeHHocTen Takoro
Npon3BOACTBa (CTaguM KynbTMBMPOBAHMUA, OTCYTCTBME (UHMULLIHOW CTEpUNu3aumv, WHble OCOBEHHOCTM)
HeobxoauMma TwartenbHas 3aluTa MPOAYKUMM OT KOHTaMMHauMM U NEepeKkpecTHOW  KOHTaMUHaLMW.
lMponsBoacTBEHHAsA OKpyXatowasa cpefa AOoMKHa 3awmwaTtbCs, 0OCOGEHHO NPU UCMNOMb30BaHNM NaTOreHHbIX Un
3K30TUYECKMX MMKPOOPraHM3amoB. Npy NCNofb30BaHNM MUKPOOPraHM3MOB, NaTOreHHbIX Ans Yernoseka, 0CoBeHHO
TWaTenbHO Heo6XxoAMMO 3aLumLLaTL NepcoHan.

3. C yyeTOoM YyKasaHHbIX (paKTOpoB, a Takke BapuabenbHOCTM CBOMCTB WMMYHOGMOMOrMYECcKUxX
NeKapCTBEHHbIX NpenapaToB U OTHOCUTENbHO HU3KOM 3¢hdheKTUBHOCTM NPOBOAVMbIX UCMbITaHWUIA ANS NOMyYeHns
A0CTaTOYHOW MHbopMaLMM O MPOAYKUMK (B YaCTHOCTU, MPWU KOHTPOIE KayecTBa roTOBOW MPOAyKLMK), 0OCOGEHHO
Ba)kHOe 3HayeHue nmeeT dhapmaLeBTUIecKkas cucTema KavecTsa.

II. MEPCOHAN

4. (1) Bce paboTHUKM (BKMOYasi nepcoHan, 3aHNMaloLUNCA OYMCTKOM U ODCMyXMBAHWEM MOMELLEHUIA U
obopyaoBaHus), paboTatolimMe B 30Hax MPOM3BOACTBA MMMYHOOMOIOrMYECKOW NPOAYKLUUKW, OOJDKHbI MPONTH
oby4deHune no NMYHON rmrmeHe n MmMkpobmonormm n JonoNHUTENbHoe obyvyeHne B COOTBETCTBUM CO CrneuudmrKomn
NpOM3BOAMMON NPOSYKLNN.

5. (2) Jlvua, oTBEeTCTBEHHbBIE 3@ MPOM3BOACTBO W KOHTPOSb KayecTBa, B COOTBETCTBUM C BbINOSHAEMbIMU
UMK PYHKUMAMM OOMKHBI MMeTb NOArOTOBKY MO TakMM npeameTam, kak: 6akrepuonorus, 6uonorus, GuomeTpus,
XUMWS, UMMYHOIOIMS, MeauunHa, napasutonorus, dapmMauus, apmMakonoris, BUPycomnornss 1 BetTepnHapus, a
Takke obnagatb HEO6XOOUMbBIMU 3HAHUSIMU MO OXPaHE OKpYXatoLlen cpeapl.

6. (3) I'IepCOHan [OIMKEH ObIThb 3alUMLLEH OT BO3MOXHOIO 3apaxeHnda MnKpoopraHmmamm, ncnosib3yemMbiMun
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B npowusBoacTtee. [pu MCnonb3oBaHNM MUKPOOPraHW3MOB, SIBMSIOLLMXCS BO30yauTensMu GonesHein YernoBeka,
Heo6xoanMo MpUHMMaThL 0cobble Mephbl Mo 3alUTe nepcoHana, paboTaloLero ¢ 3TUMU MUKPOOPraHU3MaMmn unm
SKCMEePUMEHTanNbHbLIMU KUBOTHBLIMMU.

7. B cnyyae HeobxoguMOCTM NepcoHan AomkeH ObiTb BakuMHMpoOBaH. PabOTHWMKM OOMKHbI MPOXOAUTL
MeauLuHcKoe obcrnegoBaHue.

8. (4) Heobxoanmo NPUHMMATb COOTBETCTBYHOLLME Mepbl NPOTUB NepeHoCa MUKPOOpPraHM3mMoB JioabMun 3a
npepnenbl I'IpOVI3BO,D,CTBeHHOl7I 30Hbl. B 3aBucumoctn ot Buaa MUKpPOOpPraHnM3moB K TakMM MepamMm MOoryTt
OTHOCUTbCA NOJIHOE MNnepeogeBaHne ”n obsizaTenbHoe npuHATME Oylla nepen BbIXOOAOM U3 I'IpOl/I3BOﬂ,CTBeHHOIZ
30HbI.

9. (5) Mpu npousBoAcTBE MMMYHOBMOMOrMYECKo NpodyKUuUM OcoByl OMnacHOCTb MPEeACTaBNseT PUCK
KOHTAMMHaUMM U MNEpeKpecTHOW KOHTamuHauuW, Bbi3biBaeMol nepcoHanoM. [nsa npegoTepalleHus
KOHTaMMHaLUWK, Bbl3biIBAEMOW NEepCoHaroM, NepcoHarn AoIMKeH BbINOMHATb psd Mep Y Npoueayp, BKIYaloLWmx B
cebs ncnonb3oBaHNe 3alUTHON OAeXabl Ha Pa3fMYHbIX CTadMsIX TEXHONOMNMYECKOro npoLecca.

10. [na npenoTBpalleHns NEepeKpPecTHOM KOHTaMMHaUUWM NepcoHan OOSPKEH nepemMellatbcs M3 OAHOWN
30HblI B ApYryt0 C COGNtoAeHWeM MpaBwuil, UCKIYaWMUX PUCK KOHTaMUHAUMW. OTU npaBuna OOMKHbl OblTb
N3NOXeHbl B WMHCTPyKUuMU. B TeyeHne paboyero BpemMeHM NepcoHan He OOMMKeH NepexoauTb U3 30H, rae
BO3MOXHa KOHTaMMHALMS >XUBbIMA MWKPOOPraHM3Mamu WIN COAEPXKaTCH >KMBOTHble, B MNOMELLEHMS, rae
paboTatoT ¢ ApyrMMu NpoaykTaMmu Unu mMukpoopraHnaMmamu. Ecnu takmx nepemeryeHnii nsbexaTb HEBO3MOXHO,
rnepcoHan, 3aHATbIl B TakOM MNPOM3BOACTBE, [OJPKEH CriedoBaTb YETKO YCTaHOBMEHHbIM MeToAMKam
JEKOHTaMMHaLMK, B TOM YMCIe BbINOMHSATL CMEHY ofexabl, 06yBu, U No Mepe HEO6XOAUMOCTU NPUHUMATL AyLU.

11. B uensx npMMeHeHnsa HacTodwero MNpunoXeHna cyMtaeTcd, YTO NepcoHarn He CTankneaeTcs C PUCKOM
KOHTaMMHaLMM Npu BXO4E B W30NIMPOBAHHYK 30HY, A€ KyNbTypbl HAaxXOASTCS B repMETUYECKM 3aKpbITbIX
KOHTENHepax, NOBEPXHOCTb KOTOPbIX MpOLUfa AEKOHTaMWHALMIO, €CN B 3TOM 30HE B TeyeHue nocnegHux 12
4YacoB He Benucb paboTbl C OTKPbLITbIMM MWKPOOPraHMaMamu (3a WCKMYeHuem paboTbl C 3K30TUYECKUMU
MUWKpPOOpraHuamamm).

1. NTOMELLEHNA

12. (6) Mpu NpoekTMpoBaHWM NOMeLLeHUn AorkHa BbiTb NpedycMOoTpeHa 3alumTa Kak npoaykuun, Tak u
NPON3BOACTBEHHON cpefbl. OTO MOXeT OblTb AOCTUrHYTO 3@ CHET WUCMONb30BaHMS M30NMPOBAHHBIX, YUCTbIX,
YMCTbIX M30STIMPOBAHHBIX UMW KOHTPONMPYEMbIX 30H.

13. (7) Onepaunun € XMBbIMW MUKPOOPraHM3Mamm AOMKHbI MPOBOANTLCS B M30NIMPOBAHHLIX 30HaX. YPOBEHb
N30MAUUN OOMKEH 3aBUCETb OT NATOreHHOCTU MUKPOOPraHM3MOB M OT TOro, BbINM N OHM KnaccuguumMpoBaHbl
Kak aK3oTn4eckue.

14. (8) Onepaumn C MHaKTUBMPOBAHHLIMM MUKPOOPraHM3Mamu AOJSTKHbI NMPOBOAMTBLCSH B YMCTbIX 30HaX.
UncTble 30HbI HEOBXOAUMO TaKkKe MCMoNb3oBaTh Npu paboTe ¢ HEMHMULUMPOBAHHBLIMI KNETKamu, BbloeneHHbIMU
M3 MHOTOKMETOYHbIX OpPraHM3MOB, W B HEKOTOPbIX Cchyyasx npu paGoTe co cpedamu, MPOLIeaLnNMK
CTEPUNU3YIOLLYI0 (UMBTPaLMIO.

15. (9) Onepauun € OTKPbLITBIMW MPOAYKTAMU WM KOMMOHEHTaMU MEPBUYHON YMaKOBKWU, KOTOPbIE He
noanexaT AanbHenwen crepunusauun, OOSMKHbl NpPoBOAMTECA B Ookce (yCTaHOBKE) C OA4HOHanpaBrieHHbIM
(namuMHapHbIM) NOTOKOM BO3AyXa knacca A, Haxoaswemcs B 30He knacca B.

16. (10) Ecnu npousBoACTBO MMMYHOOMONOTUYECKMX J1eKapCTBEHHbIX CPeacTB AN BeTepuHapHOro
NMPUMEHEHNs1 HaXOAUTCS B TOM K€ 34aHuW, TO ApYrMe onepauun C XMBbIMWU MUKPOOPraHn3mMamMmu (B YacTHOCTW,
KOHTPOMb KayecTBa, WCCMEedoBaHWUs W AMArHoCTVKa) AOMKHbl BbIMOMHATLCA B OTAEMbHBIX W30MMPOBaHHbLIX
nometleHuax. CTeneHb U3onALMN 3aBUCUT OT NATOFEHHOCTU AaHHOro BMOa MMUKPOOPraHM3MOB M OT TOro, 6bin nu
OH KnaccuguuUMpOBaH Kak 9K30TUYeckui. Mpu BbINOMHEHUM AMArHOCTUYECKMX orepauuidi CyLecTBYeT PpuCK
BHECEHMS BbICOKOMATOreHHbIX MWKpoopraHuamoB. CTeneHb W30NALUMM [OOMKHA COOTBETCTBOBATb BCEM
BblLLENepeYmcrieHHbIM puckam. M3onsiums MoxeT noTpeboBaThCs Takke B Clyyasix, Korda KOHTPOSb KayecTBa U
Apyrve ornepauun NpoBOASATCS B 30aHUSAX, PACMONOXEHHbIX BOIN3M NPOU3BOACTBEHHbIX 30aHUIA.
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17. (11) N3onvpoBaHHbIE MOMELLEHUS OOIMKHbI ObITb JErko Ae3vHUUMPYEMbIMU U OOSMKHBI OTBEYaTb
cnegyownm TpeboBaHmaM:

a) (a) oTCyTCTBME NPSIMOTO BbIXOAA BEHTUNUPYEMOTO BO3AyXa HapyKy;

©) (b) Hanuume BeHTUNALMKU C obecneyeHnem oTpuLaTenbHOro nepenaga AaBnexHus (paspexeHuns). Bosgyx
OOMKeH yaanaTbCa 4epe3 (UNbTPbl  BbICOKOIMMEKTUBHOM OYMCTKM BO3dyxa OT 4vactuy (ganee -
HEPA-cunbTpbl). Peunpkynsaunsa Bosgyxa He AOMYyCKaeTCs, 3@ UCKIHYEHNEM CIyYaeB PeLMpPKYnsLmMM B TOW Xe
CaMOW 30He Mpu YCroBWMM [JOMONHUTENbHOM o4ynucTkM Bo3gyxa HEPA-dwunbTpamu (0Obl4HO 3TO ycrnoBue
BbINOMHAETCH NPW MPOXOXOEHUM PeulmpKyrmpyroLero Bosayxa 4epes nputovHble HEPA-unbTpbl, KoTOopble
NCMonb3yloTCa ANs 3TOW 30Hbl). NocTynneHve Bo3gyxa M3 OOHOWM 30HbI B APYrylo AOMyCKaeTcs B TOM cny4ae,
€CNU BbITSXKHOM BO34yX MPOXoauT 4vepes ABa nocregoBaTenbHO ycTaHoBreHHbIX HEPA-cunbTpa. NMpyn atom
npoussoguTenb [OIDKEH OCYLWECTBNATb HENpPepbiBHbI  KOHTPOSb  LIeMOCTHOCTW  MepBOro  unbtpa U
npegycmMoTpeTb cpeacTBa 6e3onacHoro yaaneHus BblTSHKHOrO BO3Zlyxa B Cryyae NoBpexaeHust 3Toro punbTpa;

B) (C) BO3OyX, BbIXOOSALMIA U3 NPOU3BOACTBEHHBIX 30H, B KOTOPbIX NMPOBOAMTCS paboTa C 3K30TMYECKMMU
MUKpOOpraHMaMamMmu, OOSMDKeH NPOXOAMTbL Yepes ABa nocnegoBaTternbHO ycTtaHoBrneHHblx HEPA-cunbTpa. lMpu
3TOM peumnpKynauus Bo3gyxa Mexay nponsBogcTBEHHbIMM 30HaMK He AoNnycKaeTces;

r) (d) Hanuuve cuctembl cbopa UM [E3MHMEKUUN XUOKUX OTXOAOB, BKMOYAs KOHTaMWHWPOBAHHbIN
KOHOEeHcaT M3 CTepunm3aTopoB, GMopeakTopoB. TBepadble OTXOAbl, B TOM YMCE TPYrbl }KMBOTHbIX, HE06X0AMMO
,qealeq)mu,mpoaaTb, CTepVIJ'II/ISOBaTb N cCxuraTtb. KOHTaMI/IHVIpOBaHHbIe C*)I/IJ'IprbI HGOGXO,D,I/IMO y,qaﬂﬂTb
©e3onacHbIM crnocobowm;

A) (e) KoMHaTbl Ans nepeoaeBaHns AOMKHbI MPOEKTUPOBATLCS M UCMONb30BATLCS Kak BO3AYLUHbIE LUMO3bI
n GbiTb 00OpPYAOBaHbl, MPUM HEOOXOAMMOCTM, YMbIBanbHMKaMM M AOyweBbiMM KabuHamu. Cxema nepenaga
JaBneHuss Bo3gyxa [AOSfbKHa npedoTBpallaTth ABWKEHWEe Bo3gyxa Mexay npou3BOACTBEHHOW 30HOM W
OKpY>KaloLLLEN Cpedom, a TaKkke PUCK KOHTaMUHALUUKN o4eXabl, UCNOMNb3yeMOn BHE NPON3BOACTBEHHOM 30HbI;

e) (f) ona nepemelleHnss obopygoBaHUA HeoOXOOUMO MNPELYCMOTPETb CUCTEMY BO3OYLUHbLIX LUMO30B,
KOHCTPYKUMSA KOTOPOM AOMKHA NpeaoTBpallaTb OBMKEHWE KOHTaMWMHMPOBAHHOrO BO3dyxa pabouven 30HblI BO
BHELLHIOIO Cpefly M pUCK KOHTamuHauuvm obopyaoBaHWst BHYTpU LWnto3a. Pa3mep Lwino3a JOMKeH NO3BOMATb
npoBoanNTb 3(PPEKTUBHYI [AEKOHTaMUHALMIO MOBEPXHOCTU MepeMellaemMblx MaTepuanoB. PekomeHayeTcs
yCTaHaBnMBaTb Ha [Bepu LWM3a TanMep, MO3BONSAIOWMA KOHTPONMPOBaTb Bpemsl, [AOCTaToqHOe Ans
nposegeHns 3ppekTMBHON AEKOHTaMUHALUWMK;

X) (g) BO MHOrux cnyyasx ans 6esonacHoro yganeHuss OTXOAOB M MOJAyu CTepusibHbIX NPeaMEeToB
HeobX0AMMO NCNoNb30BaTh NPOXOAHON aBTOKMNAB C ABYMS ABEPSMM.

18. (12) MMepedaTouyHble W36l U KOMHATbl ANA MepeofdeBaHVsi [OOMKHbl ObiTb  060pyAOBaHbI
GNOKMPYIOLLMMU U OPYTUMA NOAXOASLLMMW YCTPOUCTBAMU, NPENSTCTBYIOLLMMI OAHOBPEMEHHOMY OTKPbIBAHMIO
Gonee 4eM ogHoW ABepu. B komHaThl AN nepeogesaHns HeobxoaMMo noAaBaTh OTEUNLTPOBAHHLIM BO3OYX TOW
)K€ CTeneHM OUYUCTKK, YTO U ANA NPOU3BOACTBEHHbIX 30H. OHU AOMKHbI BbITh 060PYAOBAHBLI CUCTEMAMU yaaNeHNs
BO3ayxa, obecrnevnBaoLMm Bo3ayX000MeH, He3aBUCKMbIA OT MPOU3BOACTBEHHLIX 30H. MNepeaaToyHble L3kl
JOIDKHbI, Kak TMpaBuno, BEHTUNUPOBATLCA TakUM ke 06pa3oM, OAHaKo [OOMyckaeTcs MNPUMEHSITb
HEeBEHTUNMPYEMbIE LUSO3bl UNW LLM03bl, 060PYAOBaHHbIE TONBKO MPUTOYHLIMU CUCTEMAaMMU.

19. (13) Ctagmu TexHONorn4eckoro npouecca, Npu KOTOPbIX MOXET NPOU3OATU KOHTaMUHaUUS NPOoayKLUK
(HanpuMep, XpaHeHue KNeToK, MPUroTOBMEHWE Ccped, KyNbTUBMPOBAHWE BUPYCOB), OOSMKHbI BbIMOMHATLCH B
oTaenbHbIX 3oHax. Ocobas NpegoCcTOPOXHOCTL TpebyeTcst Npu paboTe C XKMBOTHLIMU U NPOAYKTaMMN KMBOTHOIO
NPONCXOXAEHWS.

20. (14) Onepauum € MUKpOOpraHu3mamu, NPOSBASIOWUMM BbICOKYIO YCTOMYMBOCTb K OE3UHMEKLMM
(Hanpumep, cnopoobpasytowwme 6akTepun), 4O UX UHAKTUBALMM AOIMKHbI BbIMOMHATECA B M30NIMPOBAHHbIX 30HAX,
cneumanbHO NpeaHa3Ha4YeHHbIX 419 NPOBEAEHMSA Takux onepauun.

21. (15) B npon3BOACTBEHHON 30HE AOMYCKAETCA OQHOBPEMEHHO NPOBOAUTL PaboThl C MUKPOOPraHn3mMmamm
TONBKO OAHOro BnAa, 3a UCKMoYEeHNEM NpoLIECCOB CMELUMBaHMSA 1 Nocneayowen hacoBku.
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22. (16) [MpousBoanTesnb AOIMKEH MNPOEKTUPOBaTb MNPOM3BOACTBEHHbIE 30HbI TakMM 0Opa3oMm, 4YTOObI
npeaycMoTpeTb BO3MOXHOCTb NpoBeAeHudA ,Cle3VIHCbeKLlMM NMPON3BOACTBEHHbLIX 30H B MNPOMEXYTKax Mexay
npon3BoACTBEHHbIMU LIMKINAaMK C UCNoNb3oBaHUEM BanngnpoBaHHbIX METOOO0B.

23. (17) OonyckaeTcs NPOM3BOACTBO MUKPOOPraHM3MOB B KOHTPONMPYEMbIX 30HaX MpWU YCIOBUM, YTO OHO
OCYLLECTBISIETCSA B MOJSIHOCTBIO 3aKPbITOM U TEPMUYECKU CTEPUIIN3YEMOM OGOPYAOBaHWUM, a BCE COEAMHEHWS!
nocrne 3aBeplleHnss paboTbl M nNepen pas3Gopkol Takke MOABEpPrawTCA TepMUYEcCKoW CTepunusaumu.
[onyckaeTca BbINOMHEHNE COEAMHEHWI Mo NoKamnbHbIM NaMUHAPHBLIM NMOTOKOM BO34yXa MpW YCNOBUM, YTO MX
KONMYECTBO OrpaHnYeHo, UCMOMb3yTCA COOTBETCTBYIOLME acenTuyeckne MeToAbl M OTCYTCTBYET ONacHOCTb
yTeuku. MapameTpbl Npouecca cTepunusaumnn, UCnonb3yeMoro nepen pasGopkoin coeMHeHWI, OOMMKHbI NPONTK
BanMaaumio 4ns Bcex UCnosb3yeMblX MUKpOOpraHMaMoB. B npegenax ogHOM 30HbI pasHble NPOAYKTbl MOryT ObiTb
3arpykeHbl B pasHble GMOpeakTopbl TONMbKO MpY OTCYTCTBUM pUCKa CIy4alHOWM NEpEKPecTHOW KOHTaMMHauuu.
OgHako paboTa ¢ MUKpOOpraHuamamu, K KOTOpbIM NpedbsBnsioTcs ocobble TpeGoBaHWsA M30NAUMKU, AOMKHA
BbINOMHATLCS TOMBKO B 30HAX, CeLmarnbHO BblAeNeHHbIX ANa Takow NpoayKLUuu.

24. (18) B nomelyeHusx AONs COAEPXKaHUS XMBOTHbIX, NPEAHA3HAYEeHHbIX AN MCMOMb3oBaHWUA (UNn
ncnonb3yembix) B NMPOM3BOACTBE, HEOOXOOAMMO MOAAEPXKMBATL PEXUM M3ONMPOBAHHOM U (MMN) YMCTOM 30HBI.
Takvne noMmeLLeHUs JOIMKHbI ObITb OTAENEHbl OT NMOMELLEHWI ANSA COOEPXXaHUA OPYruX XXMBOTHbIX. MNMomelyeHus,
rae cogepxxartcd XXMBOTHbIe, UCMOJIb3yeMble ANA KOHTPONA KadecTBa npoaykuunun (B TOM 4Hucne c npumeHeHnem
NaToreHHbIX MMKPOOPTraHN3MOB), JOJIKHBLI ObITb COOTBETCTBYOLLMM 06pa3oM U30NMpPOBaHbI.

25. (19) [octyn B NpOM3BOACTBEHHbIE 30HbI MOMYT WMETb TONIbKO PabOTHUKW, MMeKLWMne Ha 3To
paspeleHne. Heobxoanmo MMeTb ACHY M KpaTKyl0 MHCTPYKLMIO MO pexumy AOoCTyna B MPOU3BOACTBEHHbIE
30HbIl, KOTOPYIO pekoMeHayeTCA BblIBECUTb Ha CTEHE.

26. (20) JdokymeHTauusi, codepxallasi OaHHble O MNPOW3BOACTBEHHbIX MOMELLEHUSAX, AOIHKHA ObITb
[OOCTYMHOWM B cOCTaBe OCHOBHOIO OChE NMPOW3BOACTBEHHON NIOLLAAKN.

27. [JomkHa 6biTb obecrneyeHa COOTBETCTBYHOLIAA AeTanu3auus Npu OnMcaHuM MPOU3BOACTBEHHbIX
y4acCTKOB M 34aHuii (NyTem BKIOYEHUSI MMaHOB MOMELLUEHWM U MX JKCMMMKaUMKM), HasHayeHust U YCIoBUMA
MCMONb30BaHMSA BCEX MOMELLEHUI, a Takke BUOOB BUOMOrMYEcKUX areHToB, C KOTOpbIMU MpoBoAUTCA paboTa.
HomkHbl ObITb YeTko 0603HA4YeHbl TakkKe HanpaBreHWs ABWXeHWs nepcoHana v npoaykuuu. Heobxogumo
yKasaTb BUAbl KUBOTHbIX, COAEPXALLMXCA B BUBAPUSAX UMK OPYrUX NOMELLEHUSX NPOVU3BOACTBEHHON NMOWaaKku, a
Takke BMAObl paboT, BbINOMHAEMbIX BONM3N NPOM3BOACTBEHHOIO yyacTka.

28. MnaHbl U30/MPOBAaHHLIX W (MNN) YUCTbIX MOMELLEHWA U 30H AOIMKHbI codepXaTb OMMcaHWe CXEMbI
BEHTUNAUMMU C yKasaHMeM MEeCT MPUTOKA W BbITSXKKM BO34yXa, MCMOSb3yeMblX (UMbTPOB M KX creuudukalmii,
KpaTHOCTel BO3OyxooOMeHa U nepenagoB AasrieHus. HeoGxoOoumo ykasaTb, Mexay KakuMu MoMeLLeHUsIMA
npeaycMoTpeH MOHUTOPUHT nepenaga AaBrneHns C MOMOLLbH MaHOMETPOB.

IV. OBOPYOOBAHNE

29. (21) Ncnonb3yemoe o0b6opyaoBaHUe AOMKHO ObiTb CKOHCTPYMPOBAHO M CMOHTMPOBAHO TakMM 06pasom,
4YTOObI COOTBETCTBOBATbL TPEOOBAHMSM ANS KXA0ro B1uaa NpoayKumn.

30. Mepea BBOOOM 06GOpPYAOBAHUS B 3KCMIyaTaUM0 OHO AOMMKHO MPOMTM KBanuduKauuio 1 Banugauuio, a
3aTeM NPOXOAUTb PEryrsipHOe TEXHUYECKoe 0GCNyXMBaHME U MOBTOPHYH Banuaaumio.

31. (22) O6opygoBaHue pomkHO obecneunBaTb YOOBMETBOPUTENBHYIO MEPBUYHYIO  U3ONALUIO
HGuonornyeckunx areHToB. KOHCTPYKUMS 1 MOHTaX 060pyA0BaHUst [OMKHbI NpU HeobxoamMMocTu obecneunBaTtb ero
nerkyto 1 apeKTBHY0 AEeKOHTaMUHALUMIO 1 (UNK) CTepunusaumio.

32. (23) KoHCTpyKUMSA U MOHTaX 3aKpbITOro obopynoBaHus, UCMOMb3YEMOro ANs NEPBUYHON M30NALUK
OMonorMyecknx areHToB, [LOMXKHbI NpegycmaTpmBaTb MpedoTBpalleHMe yTeyek, obpasoBaHua Kanenb W
a’po3oren.

33. BBoagpbl 1 BbiBOAbI ra3oB AOMMKHbI ObiTb 3allMLEHbl TakuM 0bpa3oM, 4Tobbl obecneyvmBaTb HYXHYHO
cTeneHb U30NAUMmM, Hanpumep, NyTeM NCMONb30BaHNSA CTEPUNU3YOLWLNX MAPOGOBHbLIX PUNLTPOB.
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34. Ons nodayn unv ygdaneHus matepuanoB HEOOXOAMMO WCMONb30BaTh CTEPUIM3YEMYIO 3aKpbITyio
cucteMy Mo COOTBETCTBYIOLLME YCMOBUSA NTAaMUHAPHOTO NOTOKa BO3ayXa.

35. (24) Tpn HeobxoaMMoOCTM nNeped MCMNoNb3oBaHMEM o0OOpyLOBaHME [OIMKHO CTEPUNM30BaTbCH
NpeanoYTUTENBHO CyXMM Mapom nog AasneHveM. [pyrve metoabl NPYMEHUMbI B TOM Crlyvyae, ecrniv CBOWCTBa
obopyaoBaHUSA He OOMycKalT ero crepunusauuio napom. BaxHo He nponyctutb npu obpaboTke Takue BuAbl
06opyaoBaHUS, kak LEHTPUAYrM U BoAAHbIE BaHW.

36. OGopygoBaHue, UcMonb3yemoe ONsi OYUCTKW, pasgeneHus UM KOHLEHTPUPOBaHMS, AOJDKHO, Kak
MUHUMYM, CTEPUIM30BATLCS UMW Ae3MHMUUMPOBATLCS NpY Nepexone OT UCMONb30BaHUS OOHOMo BMAa NpoaykTa
k gpyromy. HeoGxoaumo nccnegoBaTb BNUSHUE METOOB CTEPUNU3aLNM Ha 3PdEKTUBHOCTb M BanaaLMOHHbI
cTatyc o6opyaoBaHna C Lienbio onpeaeneHnsl Cpoka ero aKkcrnmyatawuu.

37. Bce MeToabl CTEpUNMU3aLImMmn A0MKHbI OblTb BanuaMpoBaH.I.

38. (25) KoHcTpykums 00OpyaoBaHUS [OIDKHA MCKMYaTb BO3MOXHOCTb MNEpPEnyThbiBaHWUS PasfMyHbIX
OpraHM3moB UK NPoAyKToB. TpyGonpoBoabl, KnanaHbl U UnbTPbI OIMKHEI MapKMpPOBaTbLCS B COOTBETCTBUM C UX
HasHa4YeHneM.

39. N9 KOHTEMHEpPOB C WHPUUMPOBAHHLIMU M HEUHDULMPOBAHHLIMA MaTepuanamm, a Takke, Kak
npaBumno, Ans pasfnnyHbIX OpPraHM3MOB WM KIETOK HEeoOXOAMMO MCMNOoMb30BaTh OTAESNbHblE MHKYOGaTopbl.
CopepxaHne B ogHOM MHKyGaTope 6ornee OgHOro Tuna OpPraHUM3MOB UMM TWMa KNETOK LOMYCKaeTCs TONbKO B
criyyae MpUHATUS HeobXoAMMbIX Mep MO repMeTu3auuu, MOBEPXHOCTHOM OeKOHTaMWHaUUW U pasfaeneHuto
KOHTerHepoB. Cocybl C KynbTypamu 1 MPoOYMM COOEPKMMbIM AOMKHbI ObITb NPOMaPKMPOBaHbI MHOUBMAYAIbHO.
Ounctka u pesvH@EeKUMs 3TUX COCydoB M MHKyGaTopoB MOryT ObiTb 3aTpyaHeHbl M TpeboBaTb 0cCOOOro
BHMMaHWS.

40. KOHCprKLI,MFl M NopAaaokK akcnnyartaumm o6opy,u,osaHM;|, Mcnonb3yemMoro anda XxpaHeHua Bronorm4yeckmx
areHToB Unn NPoAyKTOB, AOJTMXHbI UCKIMKOYaTb noboe BO3MOXHOE nepenyTtbiBaHMe.

41. Bce xpaHsiwmecs 06pasupbl OOMKHbI UMETb YETKYH M OAHO3HAYHYIO MAPKUPOBKY M HAXOAUTbCS B
KOHTeNHepax, 3alMLLEeHHbIX OT YTeYKM. 3anackl NOCEBHbIX KyNbTyp KINETOK U OPraHn3MOB OOMKHbI XPaHUTbLCH B
cneumanbHO nNpegHa3Ha4YeHHOM obopyaoBaHUu.

42. (26) Hekotopble Bugbl obopyaoBaHus (Hanpumep, obopygoBaHue, Tpebylollee KOHTPOrs
TemnepaTypbl) OOSMKHbI ObITb OCHALLEHbl PErMCTPUPYIOWLIMMM YCTPONCTBAMM U (MMM) CUCTEMaMK CUrHanusauumu.
Bo unsbexaHne 0TKa3oB Takoro obopyaoBaHWA NMPOU3BOAUTENb OOIMKEH COBMECTHO C aHanu3oM TeHOEeHUun B
PerMcTpUpyemMbix faHHbIX OpraHM3oBaTb CUCTEMY NPOMUNAKTUYECKOTO 0BCNYKMBaHUS.

43. (27) 3arpyska nMOMUIbHBIX CYLUUIIbHBIX YCTAHOBOK [OJPKHA MNPOUCXOAWUTb B 4YUCTOM U (Mnn)
nsonupoBaHHon 30He. Onepauuu nNo pasrpyske NUMOMUITBHON CYLLIUIIBHOW YCTaHOBKU NPUBOAAT K 3arpA3HeHuto
oKpyxatowen cpegbl. B cBA3M C STUM NpM  UCMNOMb30BaHWUM  JNIMOMUIIbHBLIX CYLUWUMbHBIX YCTaHOBOK,
OTKPbIBAIOLLMXCS C OOHOW CTOPOHbI, YACTOE NMOMELLEHME OOIMKHO NPOWUTU AEKOHTaMUHAUMIO 00 NepeMeLLeHns B
3Ty 30HY OPYrod cepum NPOAYKUMMW, 33 WUCKIIOYEHVMEM CEepuii C OOUHAKOBLIMU OpraHvamMamu. [1BYCTOpPOHHME
NMOoUIbHbIE CYLUWITbHBIE YCTaHOBKU LOIDKHbI CTEPUM30BATBCS MOCME KaXAOoro LUMKNa npou3BOACTBA, €Cnu
TOJTbKO OHM HE OTKPbLIBAKOTCH B YMUCTYHO 30HY.

44. Ctepunusaums NMounbHbIX CYLLUUIBbHBIX YCTaHOBOK AOMKHA NPOBOANTLCHA B COOTBETCTBUM C MYHKTaAMU
35 - 37 Hacrtosiwero [MpunoxeHus. B cnyyae opraHusauuyM pabGoT no NPUHUMMY OTAEeSNbHbIX LMKIOB
Npoun3BOACTBa UX HEOBXOAUMO CTEPUNN30BaTh, NO KpaiiHel Mepe, Nocrne KaXaoro Lukna.

V. XMBOTHbIE N BUBAPUU

45. (28) O6wme TpeboBaHMA K COOEPXKAHWUIO XKMBOTHbIX, MOMELLEHMAM OMS HUX, yXO04y W KapaHTUHY
npuBeaeHbl B COOTBETCTBYIOLLMX HOPMAaTMBHBIX NPaBOBbLIX akTax Poccuiickon denepaumm.

46. (29) BuBapun gomxHbl 6biTb M30NMPOBaHbI OT APYIMX NMPOU3BOACTBEHHbIX NMOMeLlleHn. OHN OOMKHbI
ObITb CKOHCTPYMPOBaHbI ¢ cobniogeHnem HeobxoaMMblx TpeboBaHUA.
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47. (30) CaHnTapHOEe COCTOsIHME XXMBOTHBIX, UCMONb3yeMbIX B MPOU3BOACTBE, HEOOXOOMMO OLIEHMBATb,
KOHTponupoBaTb M perncrpmpoBaTtb. Ecnv HopmaTvBHbIMM npaBoBbiIMM akTtamu Poccuiickon ®degepaunmn
yCTaHOBMEHbI NpaBunia obpalleHns ¢ OTAENbHBIMU BUAAMMW XKUBOTHBLIX (HANPUMEp, NMUHUK XNBOTHBbIX, CBOBOOHBIX
OT NaTOreHoB), Takne npasuna AoMmkHbl cobnoaaTbCs.

48. (31) XwuBoTHble, OuonorumyeckMe areHTbl M MNPOBOAMMBIE MWCMbITAHUS AOSMKHbI OblTb  YeTKO
NOeHTUULMPOBaHbI B COOTBETCTBMM C YCTAHOBMNEHHOW cUCTEMOW BO M3bexaHue pucka nepenyTbiBaHus U C
Lienblo KOHTPOMsi BCEX BO3MOXHbIX BUAOB OMaCHOCTEMN.

VI. BESNHOEKUMA. YOANTEHNE OTXOO40B

49. (32) [esnHdekums n (Mnn) yoanenne TBepablX M XUOKUX OTXOAOB MOrYT MMETb OCOBEHHO BaXkHOEe
3HayeHMe npu NpoM3BOACTBE MMMYHOOMOMoOrMdeckon npogykuumn. B cBAsuM ¢ 3aTum Heobxooum TLlaTenbHbIN
noaxod K Metogam v obopyaoBaHuIo, UCMONb3yeMbIM AN NPpeaoTBpalLeHns 3arpsa3HeHns oKpyXatoLlen cpebl,
a TaKkke K ux Banvgauum.

VII. MPON3BOACTBO

50. (33) WU3-3a wmpokoro pasHoobpasusi NpoayKLmu, OOMbLIOro KOnMyecTBa CTagui npu NpouM3BOLCTBE
VIMMyHOﬁI/IOJ'IOFI/I‘-IeCKI/IX NeKapCTBeHHbIX nMnpenapaTtoB And BEeTepuHapHOro npuMMeHeHnAa W Xapaktepa
Buonornyeckmx npoueccoB ocoboe BHUMaHME HeOOXOAMMO yaensaATb CTPOroMy COBMNIOAEHMIO BannanpoBaHHbIX
TEXHOMOMMYECKNX MPOLLECCOB, MOCTOSIHHOMY KOHTPOSIIO BCEX TEXHOMOIMMYECKUX CTaguii NpoM3BOACTBA U
NpoBedEeHUIO KOHTPONsS B npouecce npoussogcTtBa. Ocoboe BHMMaHME HeobxoAMMo 06paTUTb Ha UCXOAHOE
Cblpbe, Cpefbl KyNbTUBUPOBaHNS 1 UCTMONb30BaHWE CUCTEM MOCEBHbIX KYNbTYP.

VIII. NICXOOHOE CbIPbE

51. (34) TpeboBaHUS K UICXOQHOMY ChIPbIO AOMKHbI ObITb onpeaeneHsl B cneuyndmrkaumax. Cneumdukaumm
OOIMKHbI COAepXaTb [aHHble O MocTaBLMKe, MeTode NPOU3BOACTBA, €ro MeCTe pachofyIoKEeHUs U Buaax
XXMBOTHbIX, U3 KOTOPbIX MOJSTYYEHO 3TO UCXOOHOE Chipbe, a Takke O cnocobax ero koHTponsa. OcobeHHyo ponb
UrparoT MMKPOBMONorMieckne MeToabl KOHTPONS.

52. (35) PesynbTaTbl UCNbITAHUA UCXOOHOrO ChipbsS AOMKHbI COOTBETCTBOBATbL chneuudukaumnsam. Ecnu
NpoBeAEeHNE NCMbITAHMI 3aHMMAEeT MHOIo BpeMeHu (Hanpumep, cBo6oaHbIe OT cneumnduyeckmx natoreHoB (SPF)
anua (3MOPUOHbBI) NTML), MOXET BO3HUKHYTb HeobxooumMocTb 06paboTKM WMCXOAHOro Cbipbs OO0 MONyvYeHus
pe3ynbTaToB aHanUTUYeCKUX MWCMbiTaHui. B 3Tux cnydasx nonyyYyeHne paspelleHnsi Ha BbIMYCK TFOTOBOW
NPOAYKUUN 3aBUCUT OT MOJTOXKUTENbHBLIX PE3YNbTaTOB UCMbITaHUSA UCXOAHOMO Chipbsi.

53. (36) Ocoboe BHMMaHMe HEOOXOAMMO YAENATb AaHHBIM O CUCTEME 0becrneyeHns KayecTBa NocTaBLLmKa
MNPy OLEHKE COOTBETCTBUS WCTOYHMKOB Cbipbsi M MaTepuanoB M obbeme WuchbiTaHui, Tpebyembix npu
NpOBEAEHUN BXOLHOMO KOHTPONS KavyecTea.

54. (37) lNpu Hanuuum BO3MOXHOCTU HEOOXOAMMO CTEpPUNM30BaTb WCXOLHOE Cbipb€ TEPMUYECKUM
MeTogoM. [lonyckaeTcs uCnonb3oBaTb W Apyrve BanuOUpoBaHHblE MEeTOoAbl, HanpuMmep WOoHU3MpyloLlee
n3ny4veHue.

Cpegpl

55. (38) PocToBble cBOWCTBA Cpe AOMKHbI 3apaHee NOATBEPXAATbCS COOTBETCTBYHOLLMM 0Opa3oMm.

56. (39) MNpegnoyTnTensHo, 4TOObLI Cpeabl CTEPUNN30BANMCEL HA MECTe UM Ha NUHUK. MpeanoYTUTENbHBIM
SABNSIeTCA MEeToq TepMuyeckon crepunuadauun. asel, cpedbl, KACMNOThbl, LENoYn, neHoracutenu u gpyrue
BELLECTBA, BBOAMMbIE B CTEPUIbHbLIA BUopeakTop, A0MKHbI ObiTb CTEPUINBHBIMMU.

Cwucrtema NoceBHbIX KynbTyp M GAHKOB KIEeTOK

57. (40) Ona npenoTBpalleHUss HexenaTerbHOro M3MEHEHUSI CBOWCTB, KOTOPOE MOXEeT MpPOM30oNTH
BCeACTBME MHOTOKPATHbIX MEPEeCceBOB MM BOMbLUIOro YMcna reHepauuin, Npon3BoACTBO UMMYHOBUONOrMYECKUX
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NeKapcTBEHHbIX MpenapaToB Ans BeTepUHAPHOTO MPUMEHEHWS, MoyvyaeMblX W3 KyNbTyp MUKPOOPraHW3MoB,
KynbTyp KNEeTOK, TKaHeil UM pasmMHOXeHWEeM B 3MOPUOHAX U XKMBOTHbLIX, AO/MKHO ObiTb OCHOBaHO Ha cucTeme
MOCEBHbIX KyJIbTYp U GaHKOB KIeTOK.

58. (41) KonnyecTBo reHepauuii (yABOEHMWI, Naccaxen) Mexay NOCEBHON KyNbTYPON Unn GaHKOM KIeToK U
roTOBOW NPOAYKLMEN AOMKHO COOTBETCTBOBaTb TPEOOBAHMAM PErMCTPaLMOHHOIO JOCHE.

59. (42) MNMoceBHble KynbTypbl U BaHKM KNETOK HEO6XO0OUMO pasnmyaTb U KOHTPONMPOBATbL Ha OTCYTCTBUE
KOHTaMWHaHTOB. [ns HOBbIX MOCEBHbIX KynbTyp [AOMKHblI ObiTb YCTAHOBMEHbI KpUTEPUM NPUEMIIEMOCTMU.
MoceBHble KynbTypbl 1 B6aHKM KNETOK AOIMKHbI CO3AaBaTbCs, COAEPXKaTbCs M UCMONb30BaTbCA TakMM 06pas3om,
4yTOObl CBECTN K MUHUMYMY PUCK UX KOHTamMuHauum unu noboro nameHeHus. Npu co3gaHny NoceBHbIX KymnbTyp
nnn 6aHKOB KIEeTOK He JomnyckaeTcs OAHOBPEMeHHas paboTa B TOW e 30He Unu TOro e nepcoHana ¢ apyrumu
XXMBBIMW UMW MHPMUMPYIOLLIMMKY MaTepranamMm (HanpuMmep, BUpycamMu Uimn KNneToYHbIMU NIMHNAMK).

60. (43) Co3gaHue MNOCEBHOM KynbTypbl unn GaHka KNeTok HeoOXOAMMO NPOBOAUTL C COGMAEHNEM
YCTaHOBIEHHbIX TpeboBaHWIA K NMPOM3BOACTBEHHON cpefe Ans 3aliMTbl NMOCEBHbIX KynbTyp M GaHka KNeToK, a
Takke paboTatoLLero ¢ HUMK NepcoHara u oXpaHbl BHELLHEN OKPYXXatoLLEen cpeapl.

61. (44) MNpowncxoxgeHne, opMa U YCNOBUSA XPaHEHUS MOCEBHbLIX KyNbTyp AOIMKHbI ObiTb MOMHOCTBLIO
onucaHbl B COOTBETCTBYIOLIEN [AOKymeHTauumu. Heobxooumo umeTb [JokasaTenbcTBa CTabunbHOCTM U
BOCMNPOU3BOAMMOCTM MOCEBHbIX KYNbTYp U KreTok. EMKOCT AN XpaHeHus JOMKHbI OblTb repMETUYHO 3aKpbIThbl,
4YeTKO MapKuMpoBaHbl W XpaHuTbcA npu Tpebyemow TemnepaType. [MpousBoguTenb AOMKEH KOHTPOMMpoBaTb
YCrOBUS XPaHEHMS MOCEBHbIX KyNbTyp U KneTok. Heobxoanmo BecTu TwaTenbHbIN y4eT KaXaoro XpaHsLLerocs
KOHTeVHepa.

62. (45) K pabote ¢ matepuanoMm AoOnyckaltTcsi TOMbKO creuuansHo HasHa4deHHble paboTHukn. PaboTa
OOIDKHA NPOBOAMTBLCSA MOA KOHTPOSieM OTBETCTBEHHOro nvua. PasnuuHble noceBHble KynbTypbl U GaHKM KNeTok
HeobXxoaMMO XpaHMTb Takum 0bpa3om, 4ToObl He AonycKkaTb nepenyTbiBaHWUSA UK NePEKPECTHON KOHTaMUHaLMN.
PekomeHnayeTca pasgensaTb MOCEBHblE KynbTypbl M GaHkU KMEeTOK WM pasHble 4acTu XpaHuTb OTAENbHO BO
nsbexaHue nx NomnHoM yTparthbl.

MpWHUMNbI paboTbl

63. (46) B xoge TexHONMoOrM4eckMx npoLeccoB HeobxoaMmo wusberatb WMAM CBOAUTH K MUHUMYMY
obpasoBaHue kanenb unu neHol. MNpoueccsl LeHTPUAYrMpoOBaHUSA U CMELLNBaHNUS, KOTOPble MOTYT MPUBECTM K
o6pasoBaHvuo Kanernb, AO0JIKHbl NPOBOAUTBCA B U3OJTMPOBAHHbLIX EMKOCTAX UMM B YNCTbIX U (VIJ'II/I) N301TIMPOBaAHHbIX
30Hax BO n3bexaHne nepeHoca XMBbIX OpraHM3mMoB.

64. (47) CnydaliHble MpONMBbI XWUAKOCTEN, OCOBEHHO coAepXXalluMX XXMBble OpraHu3mbl, Heobxoanmo
ObicTpo 1M ©GesonacHbiM crnocobom nukBMaMpoBaTb. [na  Kaxkgoro Tuna MUKPOOPraHUM3MOB — OOIDKHbI
ncnofb3oBaTbCA BanmgupoBaHHble npouenypbl OeKOHTaMUHaUnNn. |_|pl/I ncnonb3oBaHMM pasfinyHbIX LWTaMMOB
GakTepuin 0O4HOro BMAA UM OYEHBb MOXOXMX BUPYCOB NMpoLieaypa AeKOHTaMUHALUMKM MOXeT ObiTb BanuanposaHa B
OTHOLLEHMWN TOSIbKO OOHOIO U3 HUX MPWU OTCYTCTBMM CYLLECTBEHHLIX PasfiMyMil B YCTOMYMBOCTU K BO3OEWCTBUIO
OEeKOHTaMUHaL M.

65. (48) Onepauun, Bknovawwme B ceba nepemelleHMe Takux maTepuanos, Kak CTepurbHble cpeabl,
KynbTypbl UNW NPOAYKTbI, OOJPKHbI MPOBOAMTLCA B MpeaBapuUTenibHO CTEPUIM30BaHHBLIX 3aKPbITbIX CUCTEMAX.
Ecnu 3To HEBO3MOXXHO, onepaLun No NepemMeLLeHNI0 MaTepUanoB AOMKHbI NPOBOAMTLCS B lTaMUHAPHOM MOTOKe
BO3ayxa.

66. (49) OobasneHve cpen wnu KynbTyp B BuopeakTopbl M Opyrne cocygbl AOMKHO NPOBOAUTLCA B
TWATENbHO KOHTPONUPYEMbIX YCNOBUSX, 06ecrnevmBalomx HEBO3MOXHOCTb BHECEHMSI KOHTaMWHaHTOB. [lpu
[o6aBneHUu KynbTyp He06Xo0aAMMO TLLATENBHO NPOBEPSITL NPABUIbHOCTL COEAUHEHNS COCYA0B.

67. (50) MNpn HeobxogumocTun (Hanpumep, Koraa asa n 6onee hepmeHTaTopa pacnonoXxeHbl B 04HON 30HE)
oTBepcTunaA Oond 0T6opa npo6 N BHeCeHudA ,D,OﬁaBOK n coeguHuUTEelbHble 3NeMeHTbl OOJTKHbl CTeEPUNn3oBaTbCA
napom (Mocrne noacoedvHeHWs, nepen nogaden npodykta W nepen oTcoeduvHeHwem). B gpyrux cnydasx
JoMyckaeTcs Xumuyeckasi 4e3VH(EKUNS BXOAHbIX OTBEPCTUN U 3aLLMTa COEAMHEHWI MO, NaMUHAPHBIM MOTOKOM
BO34yXa.
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68. (51) ObopynoBaHne, nabopaTtopHas nocyda, BHELWHWE MOBEPXHOCTU KOHTEMHEPOB C NMpoayKUMen u
apyrme nogobHble MmaTepuansl  nepef  nepemMelleHneM U3 U30NMPOBAHHOW  30HblI  AOMXKHbl  ObITb
Ae3nHduMUmMpoBaHbl C UCMOMb3oBaHWEM BanuaupoBaHHoro metoga. Ocobyio npobnemy MoOXeT Bbi3blBaTb
BeAeHMe [JOKyMeHTauum Ha cepuio Npoaykumu. Tonbko abComnmioTHbIA MUHUMYM OOKYMEHTauuu, Heobxoammow
ansi cobnogeHus TpebosaHun HactoAwmx MpaBun, gomkeH nocTynaTe B pabouyyto 30HYy u nokuaaTb ee. [Npu
ABHOW KOHTaMuMHauuu (HanpuMmep, KannsgMuv WnM aspo3onsMu) WM MpU  UCNOSMb30BaHUU  3K30TUYECKUX
MWKPOOPraHn3MoB OymaxHas AOKYMeHTauus OOofkHa Ae3nHMUMPOBAaTbCA B LUMO3€ ANA NepemeLleHuns
obopynoBaHus unu nepegasaTbCs C UCMONb30BaHMEM POTOKONUN UK dakca.

69. (52) Xwugkve wnu TBepable OTxXoAdbl, TakMe Kak cKoprflyna nocre oTbopa matepuana u3 s,
ofHOpa3oBble OyTbiNM ANs KynbTyp, HeXenaTemnbHble KynbTypbl WM Guonorvdeckue areHTtbl, Heobxoanmo
CTEepunM3oBaTtb UM gesvHdbuuMpoBaTh nepen vx yaaneHueM u3 U3oNMpoBaHHOWM 30HbI. B HEKOTOpbIX crny4dasix
npueMneMbIMKU CYMTAKOTCA W ApYyrMe MeToApbl, Hanpumep WCMNOofb30BaHWE TePMETUYHbIX KOHTEMHEPOB WU
Tpy6onpoBoaoB.

70. (53) MNpomnsBogmMTeENnb OOMKEH OCYLLECTBNATL TLWATEMNbHbBIN KOHTPOSb TOro, YTOObI B NPOVM3BOACTBEHHYHO
30Hy nonaganu TONMbKO Te npeaMeTbl, Martepuarnbl, B TOM 4uCrie OOKYMEHTauusl, KOTOpble OTHOCATCSA K
Npon3BOaMMON NpoayKumKn. [inst KOHTPONA 3a COOTBETCTBMEM KONMMYECTBA BHOCUMbIX M BBIHOCUMbIX NPEAMETOB U
MaTepuanoB BO M30exaHue MX HakomnneHust B NPOU3BOLACTBEHHOM MOMELLEHMN OOSPKHA AENCTBOBaTb CMCTEMA
yJyeTa.

71. (54) TepmocToiikme npeameTbl M MarTepuanbl [OOMDKHbI MOCTynaTb B YUCTYIO WU YUCTYIO
M30TMPOBAHHYKD 30HY Yepe3 MPOXOoAHble aBTOKNaBbl UMM CYyXOXapoBble MNeYun. quCTBI/ITeJ'IbeIe K Harpesy
npeamMeTbl U MaTepuanbl OOJDKHbI MNOCTynaTb 4Yepes BO3ﬂyLIJHbIl7I L3 C 6J'IOKI/IpyeMbIMVI aoBepamMu, rae aTu
npegmeTbl U MaTepuanel noasepraTca aesvHdekunn. [lonyckaetca cTepunusaums npegMeToB U MaTepuanos B
OPYroM MecTe, ecriv OHM MOCTYMNakT 4vepes3 L3 B OBOMHOW 0bornovke ¢ cobniogeHnem HeobXoauMMbIX Mep
NpPeLoCTOPOXHOCTH.

72. (55) MNpounsBoanTens JOMKEH NPUHUMATL COOTBETCTBYIOLLME Mepbl NPEAOCTOPOXKHOCTM BO nsbexaHve
KOHTaMMHaUUM wnu nepenyTbiBaHUs KynbTyp KMNeTOK WM MUKPOOPraHM3MOB Ha MPOTSHKEeHUW nepuoaa
nHky6aumn. Heobxoaumo yTBepAWTb METOAMKY OYUCTKM U AesuHdekumn nHKybaTopoB. KoHTelHepbl,
Haxogdwmecs B MHKybaTopax, AOMKHbI ObiTb YETKO M TLATENbHO MapKMpOBaHbI.

73. (56) B ogHOM nomelleHMM donyckaeTcs OAHOBPEMEHHOEe MpOoBeAeHWe onepaumi TOMbKO C O4HUM
XMBbIM GUOMOrMYECKUM areHTOM, 3a MUCKIIOYEHUEeM onepauui No CMeLLMBaHUIO 1 nocneaytolen dacoBke Unm
Npu UCNONb30BaHUM MOMHOCTbLIO 3aKPbITbIX CUCTEM. B npomexyTkax mMexay onepaumsmu ¢ pasnnyHbIMU XUBbIMU
6ronornyeckMmn areHTamm NPoON3BOACTBEHHBIE MOMELLEHNS OOMKHbLI NPOXOAUTb Ae3MHAEKLMIO.

74. (57) TlpoaykTbl AOMKHBbI MHAKTUBMPOBATbCA nNyTeM AobaBneHus MHakTMBaTopa C nocneaytoLum
TWwarenbHbIM NnepemelumBaHuem. Nocne 3Toro cMecb OMMKHa NEPEHOCUTLCS BO BTOPOW CTEPUIbHBIM COCyA, 3a
NCKIMIoYeHVeM crnyyaes, korga hopma v pasmep cocyaa No3BOSSOT ero fierko nepesopavmBaTb W BCTPAXMBATD
Takum o0b6pa3om, u4TOObl BCE BHYTPEHHME MOBEPXHOCTM CMavMBaruCb KOHEYHOW CMECbi KymnbTypbl U
MHaKTuBaTopa.

75. (58) Cocyapbl, cogepxaliue MHAKTUBMPOBAHHLIV MPOAYKT, HEe JoMNycKaeTcs OTKpbiBaTh. M3 aTnx cocynos
Takke He pJonyckaetcs oToupaTb NpoObl B 30Hax, rge cogepXartcs XuBble Ouonorvyeckue areHTbl. Bcro
nocneayLlyto 06paboTKy MHAKTMBMPOBAHHbBIX MPOAYKTOB HEOOXOOUMO NPOBOANTL B YACTLIX 30HAX KNnaccoB A U
B vinn B 3akpbiTom o6opyaoBaHMu, cneumanbHO npegHa3Ha4YeHHOM ANst MHAKTUBMPOBAHHBIX NMPOAYKTOB.

76. (59) Heobxogmmo ypenstb ocoboe BHMMaHWe Banvauum MeETOOOB CTepunu3aumu, OesuHdekumu,
yAaneHusi BUpYCOB M UX MHAKTUBALIMMN.

77. (60) HanonHeHne OOMKHO NPOBOAUTLCS B TEYEHME KaK MOXHO Bonee KOpOTKOro MpoMEXyTKa BPEMEHM
nocrne 3aBepLUeHUs MPOU3BOACTBEHHbIX onepauuin. EMkocTn ¢ HepacdacoBaHHOW npoaykumen OO Hadvana
onepauun HamnosfiHeHWUs OOMKHbl OblTb rEePMETUYHO 3aKPbITbl, COOTBETCTBYIOLMM 06pa3oM MapKMpoBaHbl U
XPaHWUTBCA MPW YCTaHOBMEHHbIX TEMMNepPaTypPHbIX YCIOBUSIX.

78. (61) lMpousBoguTens OomkeH paspaboTaTb CUCTEMY, 0OEcneyvMBalolLyl0 KOHTPOSib LIENOCTHOCTU U
repMeTn4HOCTM YNaKOBOK Nocrie HanosfiHeHuA.
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79. (62) dnakoHbI, cogepxaliue X1Bble BUONOrMYeckme areHTbl, JOJMKHbI ObITb 3aKPbITbI KPbILLKAMWU TaKnM
obpasoM, 4TOObI WCKMOYUTL BO3MOXHOCTb KOHTaMMHaUMWM APYron MNpogykumuv Wnm MNPOHUKHOBEHUE XKMBbIX
areHToB B Apyrune 30Hbl NN BO BHELLIHIOK cpeay.

80. (63) Mexagy HamMoONHEHWEM MEPBUYHBIX YMAKOBOK, WX MapKMPOBKOW M YMAKOBKOW MO Pa3fMYHbIM
MpUYMHaM MOXeT NPONTU OMpederneHHbI MPOMEXYTOK BpemeHw. [lpounssoguTens [OOMKEH YTBepauTb
npouenypbl, ONUCbIBaloLWMe MNOPSOOK XPaHEeHWs HeMapKUPOBaHHbLIX KOHTEMHEpPOB AN npefoTBpalleHns
BO3MOXHOCTM MX MepenyTbhiBaHUs M obecneunBalolime Hagnexaiwime ycrosusi xpaHeHus. Ocoboe BHUMaHWe
HeobXoAMMO yAensiTb XpaHeHWo TepMonabunbHOW U CBETOYYBCTBUTENbHOW npoaykumu. [MpoussoanTens
OOIDKEH YCTaHOBUTL TpeboBaHMA K TemnepaType XpaHeHus.

81. (64) Ha kaxxgon TeXHONorm4yeckom crtagum HeobXxoauMOo MPOBOAUTH COMOCTaBMEHUE (PAKTUYECKOrO U
OXMAAeMOoro Bbixoda Npoaykumn. Bce cylecTBeHHbIE OTKMOHEHMS OOIMKHbI ObITh paccneaoBaHsbl.

IX. KOHTPOIb KAYECTBA

82. (65) B obecneyeHnn cTabunbHOCTUN Ka4yecTBa MMMYHOBNOMOMMYECKMX NIEKAPCTBEHHbBIX CPeACTB 0coboe
3HaYeHne MMeeT KOHTPONb B Mpouecce Npous3BoacTea. Buabl KOHTPONS, KOTOpble MMEKT peluatollee 3HayYeHue
ONA OUEHKM KayecTBa (Hampumep, KOHTPOSib Ha OTCYTCTBUE BUPYCOB), HO He MOryT ObiTb MNpoBedeHbl B
OTHOLLEHMWN FOTOBOW NPOAYKLUNN, LOIMKHbI BEINOMHATLCS HA O4HON 13 NPEALIECTBYIOWMX CTaAMin Npon3BoaCTBa.

83. (66) [nsi MOBTOPHOro NpPOBEOEHUS KOHTPONsS KadecTBa Cepun MNpoaykuuMm Wnn nogTBEPXAEHMS
pe3ynbTaToB TAKOro KOHTPOSS MOXET BO3HMKHYTb HEOOXOOUMOCTL XpaHeHUs 4ocTaToyHoro obbema obpasuoB
NPOMEXYTOYHbIX NPOAYKTOB MNP COOTBETCTBYHOLLINX YCNOBUSAX.

84. (67) MoxeT BO3HWKHYTb HEOOGXOAMMOCTb HEMpPEepPbLIBHOrO KOHTPONS NapamMeTpoB B Xode npouecca
MpoM3BOACTBA (HanpumMep, HeMpPepPbIBHOTO KOHTPOSS (hU3MYECKUX NapaMeTpoB B Xo4e hepMeHTaumm).

85. (68) lNpun HenpepbiBHOM KynbTUBMPOBaHWM Ouonormyeckon npoaykuum Heobxoammo cobntogatb
cneumanbHble TpeboBaHUSA K OpraHn3aLumn KOHTPOIS Ka4ecTBa NPOayKUMK.

Mpunoxexne N 6
K MpaBunam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM

NMnPOU3BOACTBO MEOANLUMHCKNX TASOB
[. MPNHUMN

1. Hactosiwee lNpunoxeHune perynmpyeTt NpoM3BOACTBO ra3oB Kak hapmMaueBTnieckux cyoctanumi (PC) un
npon3BoACTBO rasos And MeOUUUHCKOro npuMeHeHus (,qanee - MeauuuHcKue FaSbI). |_|pOI/I3BO,D,CTBO
MeOUUMHCKNX Ta30B, OTHOCALWMXCA K JieKapCTBEeHHbIM cCpeacTeam, HeO6XOD,VIMO OCyLLEeCTBIATbL COrnacHo
COOTBETCTBYIOLLUM HOPMaTUBHBIM NpaBoBbIM aktam Poccuickon ®enepavmn.

2. HacTtosiwee lMNpunoxeHne He pacnpoCTpaHsieTcsl Ha MnonyYyeHue U obpalleHne MeauUMHCKMX ra3oB B
MEAMLIMHCKNX OpraHn3aLmusx, ecrv Takoi NpoLecc He ABMAETCA NPOMbILLNEHHbIM NPOU3BOACTBOM.

3. PasrpaHunyeHne mexay npoussoactesom ®C 1 NpPOM3BOACTBOM eKapCTBEHHbIX NpenapaToB AOIIKHO
OblTb YETKO OMpeAerieHo B KaXaoM perMcTpaumoHHom gocbe. OObIMHO CTaguv NMpPouM3BOACTBA U OYMCTKU ra3oB
oTHocATCA K npoun3BoacTBy OC. a3kl OTHOCATCS K JlEKAPCTBEHHBIM NpenapaTamM ¢ MOMEHTa NepBOro COXpaHeHus!
rasa, npefHasHa4yeHHoro AN Takoro UCMonb30BaHUS.

4. B MCKNIOYNTENBHbIX Cny4dadx HenpepbiBHble MNpouecChbl, raeé HEeBO3MOXHO MNPOMEXYTO4YHOE XpaHeHune
rasa Mmexay npom3sonCcrtesoM dC npon3BoACTBOM J1€EKapCTBEHHOro npenaparta, HeobxoaMMo paccmaTpuBaTb
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Kak MpoV3BOACTBO JIeKapCTBEHHbIX MPenapaToB, YTO AOSMKHO OblTh YETKO YKa3aHO B PerMcTpaLMoHHOM OOChe.
Il. TPOV3BOACTBO MA30B KAK ®PAPMALIEBTUYECKMX CYBCTAHLINW

5. Ma3sbl kak hapMauleBTUYECKNE CyOCTaHUMM MOryT BbiTb NPOM3BEAEHbI MYTEM XMMUYECKOrO CUHTE3a U
N3 HaTyparnbHbIX UCTOYHMKOB, B TOM YUCIIE MYTEM UX OYMCTKM (Hanpumep, Ha 3aBofax Mo BbIAENEHMWIO ra3oB U3
BO34yxa).

6. (1) I'Ipowssop,menb OOJDKEeH OCYLEeCTBINATb TeXHOorn4eckme npoueccol nosfiy4eHna ra3oB ykadaHHbIMU
Bbille crnocobamu B COOTBETCTBUN C Tpe6OBaHl/|F|MVI rnasbl IV HacToawmx I'IpaBMn, npn 3TOM:

a) (a) TpeboBaHuA K MCXOOHOMY Cbipbld AnA apmaueBTudeckux cybctaHumm (nyHkTel 400 - 421
HacTtoswmx [MpaBun) He NpuMMEHUMbl K MPOM3BOACTBY (papmaueBTUYecKnx cybcTaHumi - rasoB MeTOAOM
pasgeneHuns Bosdyxa (0gHako nNpousBoauTenb AOIDKEH rapaHTUpOBaThb, YTO Ka4eCTBO MCMOMNb3yeMoro Bo3gyxa
COOTBETCTBYET YCTaHOBIIEHHOMY W M3MEHEHWS KayecTBa BO3dyXa M3 BHeLHel cpedbl He OyayT okasbiBaTb
BMMSAHWE Ha Ka4eCTBO ras3os, NPon3BoAMMbIX kak PC);

©) (b) TpeboBaHna kK HENPEPLIBHOMY M3YYEHUIO CTAabUNBHOCTU ra3oB Kak dhapmaueBTUYecKnx cybctaHumn (
nyHkTbl 497 - 503 HacToAwwmx Mpasun), OCyLEeCTBASAEMOMY C Lenbio NOATBEPXKAEHNS YCNOBUN XPaHEHNSI U CpOKa
rooHOCTU UNW AaTtbl NOBTOPHOrO KOHTponsa (NyHKTbl 487 - 490 HacTosAwwmx Npasun), He NPUMEHSIOTCA B cny4yae,
ecnm Onsg nepBUYHOIO U3y4YeHWUst CTabunbHOCTM ObINMM MCMOMb30BaHbl AaHHbIE, COAEPXALLMECs B Hay4yHOW
nuTeparype;

B) (C) TpeboBaHMA K KOHTPOMbHbIM U apxumBHbIM obpasuam (nyHkTbl 508 - 510 HacToAwmx lMpaBun) He
NPUMEHSIOTCA K rasam KkKak dapmaueBTU4eckuM cybCcTaHuMAM, ecnv HOPMaTUMBHbIMW MNPaBOBbIMU  aKTamu
Poccuiickon ®eaepaLmm He NpeycMOTPEHO UHOeE.

7. (2) [TpoussoguTenb JOSMKEH NPOBOAUTbL MOCTOSAHHBLIA  MOHWTOPUHI  KayecTBa rasoB  Kak
dapmaLeBTMHECKMX CyOCTaHLMA, NPOM3BOANMbIX HEMNpPepbIBHbIM METOAOM (HanpuMep, pasgeneHvem Bo3ayxa).
PesynbTaTbl MOHUTOPYHIa HEO6XOAMMO XPaHUTb B BUAE, NO3BOSSIOLLEM OCYLLECTBAATb OLEHKY TEHOAEHLUNNA.

8. (3) (a) YcnoBusi TpaHCMOPTMPOBKM W [OCTaBKM HepacdacoBaHHbLIX ra3oB Kak dhapmaueBTUYECKUX
cybcTaHumnin OMKHBI COOTBETCTBOBaThL TpeboBaHNAM, YCTAHOBMEHHbIM NS MeOULMHCKMX ra3oB (MyHKTbl 29 - 31
HacTosLero MNpunoxeHns);

9. (b) Onepauum HanonHeHuss 6anIOHOB WM MNEPEHOCHBIX KPUOrEHHbIX EMKOCTEN rasamu Kak
dapmaueBTMYecCkuMn  cybCcTaHuMsMM  HeoOXOAMMO  MNpoBOAWTL B COOTBETCTBMM C  TpeboBaHuAMW,
YCTaHOBMEHHbIMU ANA MeauumMHCKux rasoB (nyHkTol 32 - 48 HacToswero [NpunoxeHus), n TpebosaHuamuU,
yCTaHOBMNEeHHbIMU NyHKkTamu 450 - 469 HacToAwwmx Mpaswun.

1. NIPOM3BOACTBO MEAVLIMHCKMX TASOB

10. MpounsBOACTBO MEAMLMHCKMX rasoB, Kak MpaBwuiio, OCYLLECTBISETCS B 3akpbiToM obopynoBaHuu. B
CBA3M C 3TUM PUCK KOHTAMUHaLMW OaHHOW NPOAyKLUM U3 NPOU3BOACTBEHHOW Cpeabl SIBMSIETCS MUHUMATbHBIM.
OpHako cyLlecTBYeT PUCK KOHTaMUHALMKU WU NEPEKPEeCTHOW KOHTaMUHauuWM ApYrMMU ra3amu, 0COGEHHO npwu
NOBTOPHOM UCTONb30BaHNN EMKOCTEN.

11. (4) TpeboBaHus, NpMMeHsieMble K BanmnoHaMm, Takke pacnpoCTPaHAKTCA Ha rpynnbl (CBs3KK) 6annoHoB
(3a MCKnoYeHNEM criy4yaeB XpaHeHUs U TPAHCMOPTMPOBKM B CneunanbHbIX KOHTEHepax).

MepcoHan

12. (5) NepcoHan, 3aHATLIN B NPOM3BOACTBE U peannsaumm MeauuUmMHCKNX ra3oB, OOMMKEH NponTn obydeHne
Nno opraHusaumn Npon3BoACTBa WU KOHTPOMA KayecTBa NekapCcTBEeHHbIX CPeACcTB NPUMEHUTENTbHO K AaHHOMY BUAY
npoaykuun. I‘IepCOHan OOJDKEeH 3HaTb KPUTUYECKU BaXXHble aCnekTbl U BOSMOXHYIKO OMACHOCTb J1eKapCTBEHHbIX
npenapaToB B Buae MeAULMHCKUX ra3oB. Boautenu, ocyliecTBRsiOLME NepeBO3KY MEOULUHCKUX ra3oB, Takke
OOIMKHbI MPONTK COOTBETCTBYIOLLEE O0YyYeHMe.

13. (6) MNepcoHan npuBnekaembIXx NO OOrOBOPY WCMOMHUTENEN, KOTOPbIN MOXeT oKa3aTb BMWSHWE Ha
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Ka4yecTBO MeOULMHCKMX ra3oB (Hanpumep, NepcoHarn, OCyLLECTBSIIOWMIA TeXHUYeckoe obcnyxmnsaHue 6annoHoB
UK KnanaHoB), AOSMKEH MPONTN COOTBETCTBYHOLEE 0byYeHNe.

MomelyeHns n obopynosaHue
MNomelleHns

14. (7) BannoHbl W NEepeHOCHble KPUOreHHble €EMKOCTW HeobxoaumMo npoBepsTb, NOAroTaBnMBaTh,
HanonNHATbL M XpaHUTb B 30HaX, OTAENEHHbIX OT 30H paboTbl C HeMeauUMHCKMMU ra3amn. 3anpeliaeTcd obmeH
6annoHamMv 1 NePeHOCHbIMU KPUOTEHHBIMU EMKOCTAMW MeXay 3TUMKU 3oHamu. OQHaKo B OOHMX U TeX XKe 30Hax
AornyckaeTcss KOHTPOMb, MOArOTOBKa, HanofIHEHWE U XpaHeHUe MeAMLMHCKUX U HEMEOULMHCKMX rasos, ecriv
TpeboBaHNA K HEeMeQUUMHCKMM rasam COOTBETCTBYIOT TpeboBaHMAM K MeauWUMHCKUM rasam, a
NMPON3BOACTBEHHbIE Onepauun ¢ HeMeaULMHCKUMW rasaMy OCYLLEeCTBNSIOTCS B COOTBETCTBUM C TpeboBaHMAMU
HacTosAwwmx Npaswun.

15. (8) MNomelleHNs, B KOTOPbIX BbIMOSHAIOTCA onepaluu no nNpov3BOACTBY, NPOBEAEHUIO UCNbITAHUIA U
XpaHEeHV0 MEAMLIMHCKMX ra30B, AOMKHbI MMETb JOCTAaTOYHYH NIiolaab 118 UCKIIOYEHMS pUcKa NepenyThiBaHWS.
MnaHnpoBka NoMeLLeHUn JormkHa obecneyvmBaThb:

a) (a) oTaenbHble MapKUPOBaHHbIE 30HbI AN Pa3NUYHbIX ra3os;

0) (b) ogHo3HayHOe 060O3HauyeHWe K pasgeneHne nycTbiXx GannoHOB M (MNKN) NEPEHOCHBLIX KPUOFEHHbIX
€MKOCTEN, a Takke GannoHOB U (MnM) NEPEHOCHbLIX KPUOTEHHbIX eMKOCTEN, HaxoOsLWMXCsl Ha pasHblX cTagusix
npousBoacTBa (Hanpumep, "oxupgaeT kKoHTpons", "oxugaeT HanonHewusa", "kapaHTuH", "paspeLuen”,

"3abpakoBaH", "roToB K OoTnpaske").

16. Cnocobbl pasgeneHus 3aBUCAT OT xapakTtepa, obbemMa M CNOXHOCTU TEXHOMOrM4eckoro npouecca.
Mepamu no pasgeneHunto MoryT ObiTb 30HbI C pa3MeTkaMu Ha nosy, Neperopoakun, 6apbepbl, 0603HaYEHUs.

17. (9) NMycTble 6GannoHbl U (MNN) NEPEHOCHBIE KPUOTEHHBIE EMKOCTM MOCME COPTUPOBKN UMM TEXHUYECKOTO
obcnyxvMBaHUS 1 HanoNHeHHble 6annoHbl U (MNKN) NePEeHOCHbIE KPUOreHHbIE EMKOCTM HEOOXOAUMO XpaHUTb Noj
HaBecamu, 3awWwuarnluMMM MX OT HebnaronpuATHbIX MOrodHbIX YCroBUW. HanonHeHHble 6anmoHbl 1 (Mnw)
nepeHoOCHblE KPUOreHHble eMKOCTM HeoBX0OUMO XpaHUTb B YCINOBMUSX, rapaHTUPYIOWMX UX AOCTaBKY B YMCTOM
BUAE, OTBEYaIoLLEM YCNOBUSAM UX UCNONb30BaHUS.

18. (10) TpoussoagmTenb pomkeH obecneymBaTb OcCOOble YCNOBUS XpaHeEHWs,, COOTBETCTBYHOLLME
TpeboBaHVAM perncTpaumMoHHOro Aocbe (Hanpumep, AN rasoBbiX CMeCen, B KOTOPbIX MPONCXOAUT pasgeneHve
has B cnyvyae 3aamopaxuBaHus).

O6opynoBaHue

19. (11) ObopynoBaHMe OOMKHO ObITb CNPOEKTUPOBAHO TakMM obpa3om, 4YTOObl rapaHTUpPOBaThb, YTO ras
HaMnoOsHSAETCSs B COOTBETCTBYHOLWMN KOHTeMHep. Kak npaBuno, He [AOMKHO ObiTb COEOUHEHUA Mexay
TpybGonpoBogaMu, Mo KOTOPbIM MPOXOOAT pasfnuyHble rasbl. B cnyyae ecnu Takve coeguHeHUsi HEOOXOAMMbI
(Hanpumep, obopyanoBaHWe, NCMOMb3yeMoe A11s1 HaNoSIHEHUS CMECSMM ra3oB), NPOU3BOAUTESNb AOMKEH NPOBECTU
COOTBETCTBYIOLLYIO KBanuuKauuio Ansi rapaHTMM TOro, YTO OTCYTCTBYET PUCK MEPEKPECTHOM KOHTaMMHaLUn
pasHbiMK razamu. B pgononHeHve k AaHHOMYy TpeGoBaHWIO pacrnpefenuTerbHble KOMMeKTopbl AOMKHbI ObiTb
obopyaoBaHbl CNeLUNMOUYECKUMN COEANHUTENBHBIMU 3fleMeHTamMu. Ecnv HOpMaTUBHBIMU NPaBOBLIMU akTamu
Poccuiickon ®enepaummn yctaHoBREHbl TpeboBaHUS K UCMONb30BaHUIO pacnpeaenuTenbHbIX KOMMEKTOPOB U UX
coeauHeHU ¢ knanaHamu 6annoHoB, Takue TpeboBaHUS OOSMKHbI cobntogaTtbes. Mcnonb3oBaHne Ha OOHOM
NPOM3BOACTBEHHOM y4YacTKe COeAMHEHWA, COOTBETCTBYHOLLMX pPasfMyHbIM CTaHAapTaM, HEOOX04MMO TLlATENbHO
KOHTPONMpOBaTb, TaK e Kak U MUCMOoNb3oBaHWEe aganTepoB, MPUMEHEHUE KOTOPbIX HEOOBXOAMMO B HEKOTOPbIX
cryyasx coefMHEHNs CreLndUYEecKMX CUCTEM HaNOMHEHWS.

20. (12) PesepByapbl AN XpaHEHUS W MNEPEABWKHbIE LUUCTEPHbl AN [OCTaBKM [OOSMKHbl  ObIThb
npegHasHayeHbl TONbKO AN OAHOrO BMAa rasa onpedeneHHoro kadectesa. MeguuuHckue rasbl gonyckaeTtcs
XPaHUTb UK TPaAHCNOPTMPOBAaTL B TEX Xe pe3epByapax, YTO U aHarnorMyHble HeMeaULMHCKME rasbl Npy ycrnoBuu,
YTO Ka4yecTBO MOCMNEOHMX, MO KpalHEN Mepe, 3KBUBAIEHTHO KavyecTBY MELMLUUHCKMX rasoB, U cobmnioparTcs
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TpeGoBaHua HacToAwwmx MpaBun. B Takux criyyasix NpPOM3BOAUTESNb AOITKEH OCYLLECTBISATb U AOKYMEHTarbHO
0hOpMUTL NpoLeAypY YNpaBreHns puckamu.

21. (13) O6was cuctema pacnpefeneHust rasa C KONneKkTopamu MeAWLMHCKOrO U HeEMEeOULUHCKOro
HasHa4yeHus1 JoMycKaeTCcs NULb NpU HanMyMM BanMaupoBaHHOrO MeToda HegonylleHnss obpaTHOro NoToka rasa
N3 HEMEONLNHCKOWN CUCTEMbI B MEONLMHCKYHO.

22. (14) TlpowusBoauTenb [OOMKEH WMMETb KOMMEKTOPbl HamofnHeHusi, npeaHasHadeHHble And OLHOro
MEOUUMHCKOTO rasa Wnu Ansi onpedenieHHoW CMecu MEeAMLMHCKMX rasoB. B ucknountenbHbIX criydasix
JonyckaeTca HanorHeHuMe TrasoB ANns  ApYyrux MeauuMHCKUX Uened € UCMOoSb30BaHWeM  KOMIeKTOpOoB,
npedHasHayYeHHbIX AN MeOMUMHCKMX T[a30B, €CnvM [oKa3aHa Takash BO3MOXHOCTb WM TakoW npouecc
KOHTponupyeTcs. B aTux cnyyasx KkadecTBO HEMEeOMUMHCKOro rasa [OMKHO ObiTb, MO KpanHen Mepe,
3KBMBANEHTHbIM Ka4YeCcTBY MEOMLMHCKOrO rasa M [OO0SMkHbl cobniogatbea TpeboBaHusa Hactoawmx [paswun.
HanonHeHue JomKHO NPOM3BOANTBLCA MO NPUHLIMMY OpraHu3auumn LMKNoB NPOn3BOACTBA.

23. (15) PaboTbl MO pPemMoOHTy M TEeXHUYECKOMY OOCnyXmBaHUIO OOOpPYyAOBaHUA (BKMOYAS OYMCTKY U
npoayBKy) He [OOMXKHbl BNWATb HA KayeCTBO MEAMLMHCKMX ra3oB. B 4acTHoCcTW, npousBoauTenb [OOMKEH
paspaboTtaTb M [OOKyMEHTarnbHO O(OPMUTL MEpPONnpUATUS, MNPOBOAUMBbIE MOCME PEeMOHTa U TEXHWUYECKOro
obcnyxnBaHusl, CONPOBOXAAIOLLMXCA pa3repmeTusaumnern cucteM. MNMponssoautens OOMMKEH rapaHTUpPOBaTh, YTO
obopynoBaHne cBob6OAHO OT MOOOK KOHTaMMHaLMKU, KOTOpas MOXET oKa3aTb BMMSHWE Ha Ka4eCcTBO FOTOBOMO
npoaykTa Ao ero Bbinycka. [NponsBognTens AOMKEH XpaHMTb 3anvcK O MPoOBEAEHHbIX paboTax.

24. (16) [TlpomssoguTtenb [ormkeH paspabotaTtb UM OOKYMEHTanbHO odopMnTb  npoueaypebl,
OCyllecTBnsieMble NpW BO3BpaTe UWCTEPHbl Ha y4yacTok paboTbl C MeguUMHCKMMKM ra3amu nocre
TPaHCMOPTUPOBKM HEMELMLIMHCKOIO ra3a B YCIOBUSAX, yKasaHHbIX B NMyHkTe 20 Hactoswero MNpunoxeHus, wunm
nocrne onepauum NO TEXHUYECKOMY OOCnyXuBaHWO. Takas npouedypa [OSPKHA BKMYaTb aHanuMTuyeckue
ncnbiTaHms.

[okymeHTaums

25. (17) [daHHble, BKIOYEHHbIE B [AOCbE Ha KaXAyl CEepuio HamofHEHHbIX GannoHOB (MepeHOCHbIX
KPVMOTEHHbIX €MKOCTEN), AOMKHbl MO3BOMSATb MpocrneauTb MHgopMauuio 060 BCEX OCHOBHbIX MapameTpax
COOTBETCTBYIOLUX CTaAUNA HAMOTHEHWS OIS KaXKOoro HanorTHeHHOro 6annoHa.

26. [lJocbe Ha ceputo OOIMKHO coaepaTb CrneayoLLyo MHopMaLuuio (eCnu 3To NPUMEHNMO):

a) (a) HaMMeHOBaHWe NPOAYKLMM;

©) (b) Homep cepuu;

B) (C) 4aty n BpeMsi NpoBeAeHMs onepaLmm No HanoMHEHWIO;

r) (d) nepcoHan, BbIMOMHSABLUMIA OCHOBHbIE CTaguu npouecca (HanpuMmep, OYUCTKY TNUHWA, MPUEMKY
MaTepuasnoB, NOArOTOBKY JINHWIA HAMOJTHEHWS, MPOBEAEHNE HAMOITHEHWS);

a) (e) ccbinky Ha Homep(a) cepum(uin) rasa(oB), KOTOPLIA UCNONBb30OBANCA AN Onepauuin No HanofHEHMWIO
cornacHo nyHkTy 32 Hactoswwero NMpunoxeHus, BKMNoYas ero ctaTtyc (paspeLueHne K HanomnHeHuo);

e) (f) ucnonesyemoe obopygoBaHue (HanpUMep, KONMNEKTOP HaMOMHEHNS);

X) (g) konunuyectBo 6GanmoHoB M (MNKN) NEPEHOCHBIX KPUOTEHHbIX €MKOCTEN [0 onepaumu HanofHEHWs,
BKITHOYAs NAEHTUDUKALMOHHBbIE AaHHbIE KaXXA0W eMKOCTU U ee reOMeTpUYECKnii 06beM;

3) (h) onepauuu, BbINONTHEHHbIE A0 HANonHeHus (MyHKT 41 HacTodAwero Mpunoxexus);

I/I) (I) Krnto4yeBble napamMmeTpbl, HeobxoauMble Ans noateepXxaeHna npaBuUbHOCTU NpoBegeHna onepauum no
HaNOJMTHEHUIO NPpU CTaHOAPTHbLIX YCIOBUAX]

K) (j) pesynbTaTbl COOTBETCTBYIOLLUMX MPOBEPOK, rapaHTUpYOLWMX, 4YTO 6annoHbl u (MnNun) nepeHocHble
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KpMOreHHbIe eMKOCTY ObINM HamnosHeHbI;
n) (k) obpaseL, aTUKETKU cepuu;

M) (1) cneuncmkaumnio nekapcTBEHHOINO CPeACcTBa M pe3ynbTaThl KOHTPONSA KadecTBa (BKOYas CCbINKU Ha
TeKylLiee coCTosiHUe KannbpoBkM 06opyaoBaHUs, UCNOMb30BAHHOIO B XOA€E UCMbITaHUi);

H) (M) KONMUYECTBO 3abGpakoBaHHbIX GANMOHOB U (UMW) NEPEHOCHBIX KPUOFEHHBIX EMKOCTEN C NPUBEAEHNEM
UX UHOVBUAYANbHbIX UOEHTUMUKALMOHHBIX AaHHbIX M MPUYUHBI 326paKkoBKY;

0) (n) nogpobHble cBeaeHMa 060 Bcex Npobnemax U OTKNOHEHUSX, YTBEPXKAEHHOE pa3pelleHne Ha nboe
OTKINOHEHME OT UHCTPYKLUUIN MO HAaNoSTHEHMIO;

n) (0) paspeLLeHne ynosTHOMOYEHHOTIO NMLA Ha BbIMYCK CEPUU C NPOCTaBNEHHBIMW AATOW U NOAMNUCHI.

27. (18) TlMpousBoauTenb AOOMKEH XpaHUTb [OCbe Ha KaxAayl cepuio rasa, npeaHasHadeHHy ans
HarnosIHEHMS pe3epByapoB B MEAMLMHCKMX opraHm3aumsax. [Jocbe JOSMKHO BKMYaTh creayoLyto nHdopmaumo
(ecnu 3TO NPUMEHUMO):

a) (a) HaMmeHoBaHWe NPOAYKLMM;

©) (b) Homep cepuy;

B) (C) cCbifky Ha WMAEHTUMPUKALMOHHBIN HOMEp eMKOCTUM (UMCTEepHbl), B KOTOPOW cepus paspelueHa K
peanusauuu;

r) (d) maty n Bpems onepaumm rno HanosIHEHWIO;
4) (e) nepcoHarn, BbINOSTHUBLLMIN HANOMHEHWE EMKOCTU (LIUCTEPHDI);

e) (f) nHdopmaumo 0 EMKOCTU (LMCTEPHE), U3 KOTOPOW NMPOM3BOAUIIOCH HaMOMNHeHMe, nHdopMaLms O rase,
ncnosnb3oBaBLLUeEMCA ONA HAanoJTHEeHUSA,

X) (g) cBegeHNs 060 BCEX CYLLECTBEHHbLIX AeTansx HanonHeHus:;

3) (h) cneumdukaumio Ha roTOBbIV NIEKAPCTBEHHLIN Mpenapart U pesynbTaTbl KOHTPONSA KadyecTBa (BKNHO4Yas
CCbIJIKM Ha TeKyLlee COCTOAHME KanmbpoBkn 060pyaoBaHNs, UCNOMNb30BAHHOIO B XO4E UCMbITaHUR);

n) (i) noapobGHble cBegeHUss 060 Bcex npobnemax M OTKIMOHEHUAX, YTBEPXAEHHOE pa3pelleHne Ha noboe
OTKITOHEHWE OT UHCTPYKLMIA MO HAMOSHEHWIO;

K) (J) pa3pelleHne ynoyriHoMo4eHHOro nmua Ha BblnyCK cepun ¢ NnpoCcTtaBneHHbIMA [aToun 1M NoANUCHIO.

28. Ecnu HopmaTMBHbIMKM npaBoBbiMKW akTamu Poccuiickon ®egepaumm ycTaHOBMEHbI cneumnanbHble
TpeboBaHWs K COOEPKaHUI0 yKa3aHHOIo JoCke, Takme TpeboBaHUsA O0MKHbI cobnoaaTbCA.

MpoLecc nponseoacTea
MepeMeLleHne 1 oCTaBKa KPUOTEHHBIX U CKMKEHHBIX ra3oB

29. (19) lNepemelyeHe KPUOTEHHbIX UMM CXKMKEHHbIX rasoB C MeCTa MepBUYHOrO XpaHeHws, BKMoYas
KOHTPOMb nepea nepemMelleHnMeM, [AOMKHO OCYLEeCTBASATbLCA B COOTBETCTBUMM C  BanvavpoBaHHbIMM
npoueaypamu, paspaboTaHHbIMM C LeNblo NpegoTBpalleHnsl BO3MOXHOW KOoHTaMuHauun. TpybonpoBoa, no
KOTOpOMY MepeMeLlaeTcs ras, 4omkeH OblTb 06opyaoBaH obpaTHbIM KnanaHoMm Mnu ApyruMm COOTBETCTBYIOLLMM
ycTporicTBOM. [MBKMe coeanHeHWs, HecTauMoHapHble CoeaAMHUTENbHbIE LUNaHrM U CPpeacTBa Afs COeAMHEHUS
nepea MCnonb3oBaHWeM AO0MKHbI ObITb MPOMbITHI MOTOKOM COOTBETCTBYIOLLIErO ra3a.

30. (20) WnaHrn, ucnonbdyemble A5is HANOMHEHUS! pe3epByapoOB M LUCTEPH, JOIMKHBLI ObiTb 060pyA0BaHbI
cpenctBaMy Ansi COEOUHEHMs!, ChneumanbHO npefHa3Ha4YeHHbIMM ONs OaHHOWM npoaykuuu. Kcnonb3oBaHue
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afanTepoB, MO3BOMALWIMX MoAKMYaTb pesepByapbl W LUUCTEPHbI, [OOMKHO Haanexalwmm oGpasom
KOHTPONMPOBATLCA.

31. (21) Nopayva rasa B pesepByapbl, cOAepXaluue aHanorMyHbl ra3 Takoro e YpOBHSA KauyecTBa, MOXET
ObITb OCYLUECTBMEHA MPWU HaNUYMKU MOMOXMTENBHBIX Pe3yNnbTaTOB WCMbITAHMI KayecTBa NoJaBaemoro rasa.
O6paseL, MOXeT ObITb OTOOpaH Kak M3 NogaBaeMoro rasa, Tak U U3 pesepByapa Mocre 3aBepLUeHns nogaym rasa.
Ocobble ycrnoBuss B OTHOLLUEHMM KOHTPONS KayecTBa MNpWU HamMoITHEHUW pe3epBYyapoB, PaCMOfIOKEHHbIX Y
npuobpeTtaTenen, U3NoxeHsbl B NyHkTe 56 HacTosLwero MNpunoxexus.

HanonHeHue n MapKnpoBKa ©GannoHoB n NepeHOCHbIX
KPUOr€HHbIX €eMKoCTeN

32. (22) MNepen HanonHeHveM ©OannoOHOB W MEPEHOCHbIX KPUOreHHbIX eMKocTen cepwusi(nn) rasa(os)
porkHa(bl) 6blTe MaeHTUdMUMpPOBaHa(bl) U NPOKOHTPONMpoBaHa(bl) B COOTBETCTBUMU CO crneumdukaunusamm u
paspelueHa(bl) 4ns NpoBeAeHUs HAMOTHEHWS.

33. (23) B cny4vae oOCyLEeCTBIEHUS HEMNPEpPbIBHbIX MPOLECCOB Ansi obecnevyeHns COOTBETCTBUSA rasa
CI'IeLI.I/ICbVIKaLI.I/IFlM H606X0,D,I/IMO YCTaHOBUTb COOTBETCTBYHOLLME TOYKMN KOHTPOS1A Npon3BoACTBa.

34. (24) BannoHbl, NepeHoCHble KPUOreHHble eMKOCTU WM KnanaHbl AOMKHbl OTBeYaTb YCTAHOBMEHHbIM
TEXHUYECKUM cneundmkaunsam n TpeboBaHMAM perncTpaumoHHoro gocbe. OHU AOMKHbI ObITb NpeaHa3HaveHbl
TONbKO OS5 OAHOr0 MEAULMHCKOrO rasa unmn onpegeneHHon cMecu MeaMUMHCKMX ra3oB. bannoHbl AomKHbI ObITb
MapKMpOBaHbl C MCMNOSMb30BaHMEM LIBETOBOM MapKMPOBKN B COOTBETCTBMM C YCTAHOBIIEHHbIMU TpeboBaHUSIMU.
[Ona obecneyeHnsa 3awmuTbl OT KOHTaMMHaUuK 6GannoHbl AOMKHbI ObITb OCHALLEHbl KnanaHamu yaepXaHus
MWHUManNbHOrO AaBMNEeHUs1 C MeXaHM3MaMn NpeaoTBpaLLIEHMS MOTOKa B 0OpaTHOM HanpaBneHuu.

35. (25) bannoHbl, NEepeHOCHbIe KPUOreHHblE €MKOCTU M KnanaHbl OOIMKHbl ObiTb MpPOBEpeHbl nepes
nepBbiM UCNONb3OBaHNEM B NpPoOuU3BOACTBE U Oﬁcﬂy)KVIBaTbCﬂ Haanexawum o6pa30|v|. |_|pl/l MCMOoJb30BaHUN
VI3,EI,eJ'IVII7I MeOULUMHCKOro Ha3Ha4deHund Uux TexHun4eckoe O6CJ‘Iy>KI/IBaHI/Ie OOJDKHO OCYLWEeCTBNATbLCA COrfnacHo
WHCTPYKUUSM NponsBoanTens 6annoHoB, NEPEHOCHbBIX KPUOrEHHbLIX EMKOCTEN W KranaHoB.

36. (26) Onepaunn No NpoBepKe U TEXHNYECKOMY OBCMY>KMBAHMIO HE OOIMKHbI OKa3biBaTb OTPULIATENBHOMO
BO34eNCTBMSA Ha kavecTBO M BesonacHOCTb NekapcTBeHHOro npenapata. Boaa, ncnonb3yemas gns ucnbiTaHui
6annoHoB rmgpocTtaTtnv4eckum faBrieHmeMm, OOJKHa OoTBeYaTb Tpe6OBaHI/IF|M B OTHOLLEHMWN Ka4yecTBa MUTbLEBOMN
BOAbI.

37. (27) Onga rapaHTum OTCYTCTBUSI KOHTaMMHAUMM BHYTPEHHEe COCTOsiHMEe OannoHOB A0 YCTaHOBKM
KrnanaHa [OfmKHO noAaBepratbcsa BU3yanbHOMY OCMOTPY Ha npeagmMeT OTCYTCTBMA OCTaTKOB BOAbl UM APYrux
KOHTaMWUHAHTOB. yKa3aHHyl0 onepauuto HeOGXO,D,I/IMO BbIMNOJTHATE KaK 4YaCTb MPOBEPOK U TEeXHUYeCKoro
obcnyxmBaHus. OHa JOMKHA OCYLLECTBASATLCS:

B OTHOLLUEHWNN HOBbIX DOanoHoB, BnepBble Ncnonb3yrLnxca and MmeguunHCKNX rasos,

nocne nposegeHunsa ncnbiTaHWn rmagpocrtatm4eCcknum pgasrieHneM WM 3KBUBaAlNeHTHbIM WUCMbITAHUEM C
OEMOHTaXeM KnanaHa;

KaXKabl pas npy 3amMeHe KnanaHa.

38. lMocne ycTaHOBKW KnanaH AoSKeH HaxoOWTbCs B 3aKPbITOM COCTOSIHUM ANs NpefoTBpalleHus noboit
KOHTaMMHauuu. B crniyyae BO3HMKHOBEHUS OObIX COMHEHWUIA OTHOCUTESIbHO BHYTPEHHEro COCTOsIHUSI GanroHa
KnanaH [JOSkeH OblTb [EMOHTUpPOBaH, a BHYTPEeHHee COocTosiHMe 6arnrioHa MOABEPrHYTO OCMOTPY [AJis
obecneyeHuns1 yBepPEeHHOCTU B OTCYTCTBUW KOHTaMUHALNN.

39. (28) lNpousBoauTENb [AOMKEH OCYLUECTBMATL TEXHMYECKOe oOCnyxumBaHWe M PeEMOHT OGannoHoB,
NMepPEeHOCHBbIX KPUOFEHHbIX €MKOCTEN M KnanaHoB. [py BbINOMHEHUM 3TUX paboT no AoroBopy paboTbl SOSKHbI
BbIMOJTHATBCS TOSIbKO WCMONHUTENSAMMW, YKa3aHHbIMW B AoroBope. B goroeopbl, B COOTBETCTBUM C KOTOPbLIMU
paboTbl nepefarTCA Ha ayTCOPCUMHI, PEKOMEHAYETCS BKIOYAaTb TEXHUYECKME YCIOBUSA BbIMOMHEHUS TakuX
pabot. [lMpousBoguTens [JOMKEH MPOBOAUTbL MPOBEPKM BbIMNOMHEHUS MWCMOMHUTENAMM YCMOBUM [Orosopa,
BKITHOYas ycrioBus o cobnogeHun TpeboBannii HacToswmx Mpasun.
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40. (29) NMpousBoanTenb AOMKEH pa3paboTaTb CUCTEMY, MO3BONSAOLLYI0 0b6ecnevnTb NPoCnNeXxXnBaeMocTb
©annoHOB, NEPEHOCHLIX KPUOrEHHbIX EMKOCTEN W KMNanaHoB.

41. (30) MNpoBepku, NpoBoAUMbIE Nepes onepaunein HanomMHEHUS, AOIMKHbI BKNIOYaTb:

a) (a) npoBepky H6annoHOB MO YTBEPXAEHHOM Npoueaype B OTHOLLEHUN HaNM4us OCTaTOMHOro N30bITOYHOro
OaBreHnst Ans kaxxgoro 6annoHa:

ecnu 6annoH obopyaoBaH knanaHoM yaepXaHus MUHUMAanbHOro AAaBreHWs, TO MpU OTCYTCTBUM cCurHana,
CBMAETENbCTBYIOWEro O HanMyMM OCTaTOMHOro M3bbITOYHOrO AaBfeHwus, AomkHa ObiTb MpoBedeHa npoBepka
KnanaHa, ecnu knanaH (yHKUMOHMPYET HenpaBuibHO, GannoH [omkeH ObiTb OTNpaBfeH Ha TexXHW4YecKkoe
obcnyxuBaHue;

ecnn GannoH He o06opydoBaH KnamaHOM YAEpXXaHWs MWHUMarnbHOrO AaBneHus u B GannoHe He
0oBHapy>XeHO OCTaTOYHOro M3BGbITOYHOrO AaBrieHUs, Takon GannoH JomkeH ObITb OTMpPaBIeH AN NPOBeAeHUs
AOMNONHUTENbHbIX UcnbiTaHUN C Lenbio NpoBepKn OTCYTCTBUA KOHTaMUHaLUn BOJJ,OVI nnu apyrmMmm seullecrtesamu,
OOonoJNIHUTeNbHbIE Mepbl MOryT BKIO4YaTb BVI3yaJ'IbeII7I OCMOTP BHYTpPEHHEero CoCTOoAHUA 6ann0Ha, KOTOprVI
NPOBOAMTCS NOCHE OYUCTKM C UCMONb30BaHMEM BanMaAMPOBAHHOIO METOAA;

©0) (b) NnpoBepKy TOro, YTO NAEHTUPUKALMOHHbIE STUKETKN NPeablayLLen Cepun OTCYTCTBYIOT;

B) (C) NpoOBEpPKYy TOro, 4YTO BCE NOBpeXAeHHble WJ,eHTM(*)MKaLIMOHHbIe OTUKETKN nNpoAayKTa yaalneHbl U
3aMEHEHDbI;

r) (d) BHeWHW BU3yanbHbIN OCMOTP KaXKgoro OannoHa, NepeHOCHOW KPMOTreHHOW eMKOCTW W KrnanaHa ¢
Lenblo BbISIBNEHUSA PaKOBMH, CBAPOYHbLIX NPOXWIOB, APYrMX MOBPEXAEHUA N KOHTaMMHaLUM Macramu, a Takke
npu HeobXoAMMOCTM NPOBEeAEHNE OYUCTKMY;

a) (e) npoBepKy coeauHeHMst MaTpyOka Kakaoro ©OanfioHa WM NepeHOCHOW KPUOTeHHOW eMKOCTU Ha
COOTBETCTBUE TUMY CoeAUHEHNA ONA HAanoJsTHAEeMOro rasa,

e) (f) npoBepky OaTbl cnefylowero UCMbITaHWS KnanaHa (4ns KnanaHoBs, noAanexalumx nepuoanveckon
npoBepke);

X) (g) nposepky 6annoHOB MM MNEPEHOCHbLIX KPUOreHHbIX €MKOCTEeN Ha npegMeT MpoBeAeHuUs BCeXx
HEeOOXOAMMbIX WCMbITaHUA (Hanpumep, MPOBEPKY IMAPOCTAaTUYECKMM LaBIEHWEM WM IKBMBANEHTHBLIM
ucnblTaHMeMm), MNpPOBEeAEHUE KOTOPbIX TpebyeTcsa B COOTBETCTBMM C HOPMATMBHLIMU MNPABOBLIMU AKTaMM
Poccuiickon deaepaLmm, u NpoBepKy 4eNCTBUTENBHOCTU Pe3ynbTaToB STUX UCTbITaHUN;

3) (h) NpoBepKy LBETOBOM MapKUPOBKM Kaxdoro GannoHa B COOTBETCTBUM C PEruMCTpPauUOHHbIM [OChbe
(uBeTOBasi KOAMPOBKA COrMAaCHO YCTAHOBIEHHLIM TpeboBaHMsAM).

42. (31) Pasmep cepum gOmkeH ObITb onpenernieH B 3aBUCMMOCTM OT onepauum HarnosTHeHUS.

43. (32) bannoHbl, Bo3BpaLLaemMble Ha NMOBTOPHYH 3anpaeKy, AOMKHbI OblTb TLWATENbHO NMOArOTOBMEHbI C
Uenblo MMHUMU3ALMU pUCKa KOHTaMuMHauMM B COOTBETCTBMM C YCTAHOBIEHHbIMU npouenypamu. MeToguku,
BKITHOYaAKOLLME Mpoueaypbl OTKauMBaHuWs U (UNK) NPOAYBKW, OOIMKHbI ObITb BanuaupoBaHbl. [na cxkaTbiX rasos
TeopeTu4eckoe coaepaHue npumecu npu gasneHnn HanonHeHus 200 6ap AomMKHO cocTaBnATb He Gonee 500
06bEMHbIX YacTen Ha MUANMOH Npu TemnepaType 15 °C. na gpyroro gaBneHUs onpeaenstoTca 3KBUBaNEHTHbIE
3HaYeHus.

44, (33) C uenbio MMHAMMU3ALUMN pUCKa KOHTAMMHaLMMW NepeHOCHbIE KPUOreHHblE EMKOCTW, BO3BpaLlaeMble
Ha MOBTOPHYH 3amnpaBKy, AOMMKHbI TLWATENbHO MOATOTABNMBATLCS COMMacHO YTBEPXAEHHbIM npouedypam. B
4aCTHOCTU, NEePEeHOCHbIE EMKOCTU, B KOTOPbIX OTCYTCTBYET OCTATOYHOE AaBneHue, A0MKHbI BbiTb NOArOTOBMEHbI
C Ucnonb3oBaHMeM BanuanpoBaHHOro MeToaa.

45. (34) MponsBoguTenb AOMKEH NPOBOAMTL COOTBETCTBYHIOLLME NPOBEPKU ANsi obecneyeHmns npaBUbHOro
HaMNOJIHEHMS Kakaoro 6annoHa un (Mnu) NepeHOCHOM KPUOTreHHOM EMKOCTMU.
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46. (35) Kaxgpblh HANOMHEHHbIN ©anfoH 4O YCTaHOBKM YCTPONCTBA KOHTPOSSA NEPBOro BCKPbITUS (MYHKT 47
HacTosiero MNpunoxeHns) omkeH BbiTb MPOKOHTPONMPOBAH C UCMOMb30BaHWEM COOTBETCTBYIOLLEro MeToda Ha
OTCyTCTBME YTEYKWU. |/|CI'IOJ'Ib3yeMbIl7I MEeTO KOHTPONIA He OOJKeH NpuBOAUTb K KOHTaMWHauMKM MOBEPXHOCTU
natpybka knanaHa GannoHa. lMpu HanNMyuM BO3MOXKHOCTU TaKOW KOHTPOSb AOMKEH OCYLLECTBNATLCA MOcne
oTbopa Bcex 06pasLoB Arst KOHTPOSS KadecTsa.

47. (36) lNMocne HanonHeHus naTpyOku knanaHoB 6annoHOB AOMKHbI ObITb 3aKPbIThl Konnavkamu Ans
3alWnTbl OT KOHTaMuHauun. Ha GannoHbl U NepeHOCHble KPUOreHHble €MKOCTU AOSMKHbl ObITb YCTaHOBMEHbI
YCTPOMWCTBA KOHTPOISA NEPBOrO BCKPLITUSI.

48. (37) Kaxgbn 6anmnoH vnmM nepeHocHast KpUOreHHasi €MKOCTb AOJDKHbl OblTb MPOMapKMpPOBaHbI C
MOMOLLbIO 9TUKETOK. HoMep cepum 1 Cpok rogHOCTM MOTyT BbiTb YKka3aHbl HA OTAENbHON 3TUKETKE.

49. (38) lNpu nponsBoaCTBE MEANLIMHCKMX ra3oB NyTeM CMeLUMBaHMA OBYX Unu boree pasnuyHbiX ra3os (B
NWHWM AN HanonHeHus nmMbo HenocpeAcTBeHHO B 6annoHax) npou3BoauTeNb [AOMKEH MCronb3oBaTb
BanuaMpoBaHHbIN METOA CMELLUNBAaHWSA, KOTOPbIN rapaHTUPYET, YTO rasbl JOMKHbIM 06Pa3oM CMeLLaHbl B KaXK4oM
6annoHe, n obecneynBaeT roMOreHHOCTb CMECH.

KoHTponb kayecTBa

50. (39) Kaxxpas cepus MeauMUMHCKOrO rasa (6annoHbl, NepeHOCHbIe KPUOreHHbIe eMKOCTU, pesepByaphbl B
MEOMUMHCKUX OpraHu3auusix) [OomkHa OblTb MPOKOHTPONMPOBaHA B COOTBETCTBMM C  YCTAHOBIEHHBLIMM
Tpe6oBaHUAMMN. B OTHOLLIEHUM KaXOOoW cepun JOMKHO GbiTb NOMyYeHO paspelleHne YNoSIHOMOYEHHOro nuua Ha
BbIMYCK.

51. (40) MnaH otbopa nNpob6 ¥ obObemM NPOBOOUMBIX WCMbITAHWMA [AOMKHbI OTBEYaTb CriedyHoLMM
TpeboBaHMsIM B OTHOLLEHUM BannoHoB (ecnu B npoueaypax He YCTaHOBIIEHO MHOE):

a) (a) €CNnN TONbKO OAMH MEeOMLMHCKUIA ra3 HanomHsieTcsl B GannoHbl C MCNOMb30BaHMEM KOMnrekTopa, K
KOTOpOMY OAHOBPEMEHHO NoACOeaAUNHAKTCA HEeCKOJ1IbKO OannoHoB, ras gomkeH ObiTb MPOKOHTPOJINPOBaH, Kak
MWUHUMYM, U3 OOHOrO OannoHa ansa YCTaHOBJ1€HUA NOAJIMHHOCTU U KOJIMYECTBEHHOro onpenerneHud, 06pa3Ll,bI
OOJDKHbI OT6VIpaTbCﬂ OT KaXXaoro uukna HarnoJiIHeHndA npu 3ameHe ©annoHOoB, NOAKMIOYEHHBIX K KOJ1TEKTOPY,

6) (b) ecnu ToNbKO OAUH MEeAULMHCKUIA ra3 HanonHseTcs B 6annoHbl B paMmkax 04HOro Npov3BOACTBEHHOIO
UMKNa B OOMH NMPOMEXYTOK BPEMEHW, TO MO KpalHeih Mepe oAMH GanmoH Npu KaXKZoM HENpepbiBHOM LIMKIE
HaMonHeHWs JormkeH O6biTb NPOBEPEH Ha MOAMIMHHOCTL W KONMWYECTBEHHOE copepxkaHue. [pumepom
HEMPEPbLIBHOMO LMKIA HaronHEeHUsi sIBMSIETCS MNPOM3BOACTBO B TEYEHWE OOHOM CMEHbl OAHUM M TEM XXe
NepcoHanoM ¢ Ucnosib3oBaHNeM OfHOro 060pyAOBaHUS U OAHOWM Cepyn rasa, KoTopbli pacacoBbIiBascs;

B) (C) ecnv MeaWLMHCKMIA a3 roTOBUTCSA NyTEM CMELLMBaHMSA B OannoHe AByX unu 6onee pasnuyHbix ra3os
M3 OOHOrO M TOrO e pacnpenenuTernbHOro Komfektopa, TO ra3 W3 Kaxgoro OGannoHa [ommkeH ObiTb
NPOKOHTPONNPOBaAH Ha MOANMMHHOCTb W KONMMYECTBEHHOE COoAepkaHWe BCeX KOMMOHEHTOB rasoBoil cmecu. B
OTHOLLIEHMN BCMOMOraTesbHbIX BELeCTB (MpyU UX HanM4yMm) UCMbITaHWE Ha MOAJSIMHHOCTb MOXET BbIMOSHATLCA
ans ogHoro 6annoHa u3 uukna HanonHeHust (MM ansa Kaxaoro HemnpepbIBHOrO LMkna HanonHeHus). MeHbliee
KonuMyecTBO OannoHOB MOXET MoABepratbCs WUCMbITAHUAM B CryYae WCMNOMb30BaHWUS BanMaMpOBaHHbIX
aBTOMaTU3NPOBAHHbLIX CUCTEM HarOSHEHWS;

r) (d) B OTHOLUEHMM ra30B, CMELUMBAHME KOTOPbIX MPOMCXOAUT OO HaMNOMHEHUs, Heobxoanmo cobnoaaTth Te
e MPUHLUMNbI, YTO U B OTHOLUEHUM HAMNOMHEHUSI OOHUM ra3oMm, KOrga Ha NUHUKN OCYLLLECTBMNSAETCS HeMnpepbIBHbIN
KOHTPOISlb CMECU ra3oB, UCMOMb3YyeMbIX AN HaNOMHEeHUS.

52. B OTHOLUEHMM ra30B, CMeLUMBaHME KOTOPbIX MPOUCXOAMT OO0 CTaauu HanonHeHus, Heobxoaoumo
NPUOEPKUBATLCA TEX XK€ MPUHLMMOB, Kak W AN rasos, CMelLMBaHMe KOTOPbIX MPoBOAWUTCH B GanmoHax, npu
OTCYTCTBUM Ha NMHUMN HENPEPbLIBHOTO KOHTPOISA CMECH rasos, UCMONb3yeMblX AN HaMoNHeHus.

53. [JomKHbl BbINOSHATLCA UCMbITAHWUS Ha coaepxaHue BOAdbl, eciin npomn3BoguTesNieM He 000CHOBaHO
nHoe.

54. ,El,onyCKaech ncnonb3oBaHMe gpyrnx metToauk 0T60pa 06pa3LI,OB 1 UCNbITaHWI Npn HaNM4nn Takoro xe
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YPOBHS1 06ecneyeHnst kayecTea.

55. (41) 3aBepLualoLLme UCMbITAHUS NEPEHOCHBIX KPUOTrEeHHbIX eMKOCTEN AOMMKHbI BKIOYATh UCMbITAHUA Ha
MOAMMHHOCTE U KONMMYECTBEHHOE OMpeferieHne B KaXZoW €eMKOCTUM, €eCnM WHOe He MpegyCcMOTPeHO
YCTaHOBMEHHbIMU TpeboBaHUSAMU. BbIGOPOYHBIN NOCEPUIAHBIA KOHTPOSb MOXET WCMOMNb30BaThCA TOMBKO B
cnyyae, ecnu ObINo AoKasaHo, YTO nepes NOBTOPHbLIM HAaMOMHEHNEM KPUTUYECKNE XapaKTEPUCTUKM OCTaTOYHOMO
rasa B Ka)oW eMKOCTU ocTanucb 6e3 naMmeHeHun.

56. (42) He Ttpebyetca npoBepeHne oTtbopa oOpas3uoB nocre MOBTOPHOIO HAMOMHEHWUS] KPUOTEHHbIX
eMKOoCTeN npuobpeTaTeneir B MeCTe€ WCMONb30BaHWsA (pe3epByapbl B MEOULMHCKUX OpraHusauusax wnm
NMepeHOCHbIE KPUOTEHHbIE EMKOCTU) U3 ChleuuanbHO MpefHasHavyeHHbIX LUUCTEPH MpU Hannyinn OOKYMEHTa,
NMOATBEPXKAAMOLEro KayeCTBO COAEPKUMOro MCNonb3yemMon umcTepHbl. Mpu 3TOM nocne nocnegoBaTenbHbIX
NMOBTOPHbIX HANOSIHEHNA NPON3BOAMTENb AOIMKEH AOKa3aTb, YTO KAYECTBO rasa B eMKOCTAX NOAAEpPXKUBAETCS Ha
YCTaHOBMEHHOM YpPOBHeE.

57. (43) He TpebyeTcsi coxpaHATb KOHTPOJSIbHbIE M apXMBHble 06pasubl cepuii NPOOYKUMKW, €Criv 3TO He
npeaycMoTPEeHO AOKYMeHTaLumen.

58. (44) He TpebyeTcs npoBeneHWe NPOOOIHKAKLLErOCA M3y4YeHUss CTabWIbHOCTM, €Cniu MNepBUYHOE
n3yyeHne cTabunbHOCTH ObINIO 3aMEHEHO UCNONb30BaHNEM AaHHbIX, COAEPXKaLLMXCS B HAY4YHON nutepaType.

TpaHcnopTnpoBKa rasos

59. (45) HanonHeHHble ra3oBble 6anmnoHbl U NEPeHOCHbIE KPUOTEHHbIE EMKOCTU OOMKHbI ObiTb 3alLMLLEHbI
BO BpeMsl TPaHCMOPTUPOBKU, B YaCTHOCTM, AOCTaBMATLCA 3aKa3yMkam B YMCTOM COCTOSIHUM, COOTBETCTBYIOLLEM
YCMNOBUSIM VX OanbHEWLLEro NCNOMb30BaHUS.

IV. TEPMWHbI N OINMPEQENEHNA

60. Ons uenen HacTosdwero MpunoxeHus KpoMe TEPMUHOB U OnpefeneHuin, NpeaycMoTpeHHbIX rnason
HacTosAwwmMX [NpaBun, NCNONb3yTCA TakkKe CrneaytoLmMe OCHOBHbIE NMOHATUSA:

aMOynaTopHbIN  KPUOTEHHbIN  COCyd - MEePEHOCHOW TEepPMUYECKM U3OMNMPOBAHHbLIA  KOHTEWHep,
CKOHCTPYMPOBAaHHbLIN AMS XPaHEHUSA CXWXKEHHOrO KUCNopoAda M MCNoNb3oBaHUS rasoobpasHoro kucrnopoga Ha
AOoMYy Y nauueHTa;

ras - BEWECTBO UM CMeCb BeELLECTB, koTopble npu gasrneHun 1,013 Gap u Ttemnepatype nntoc 20 °C
HaxoOATCs MOJSIHOCTbIO B ra3oobpasHOM COCTOSIHUM unu npu TemnepaType nntoc 50 °C gaBneHve mx napos
npesbiwaeT 3 6ap;

ras kak capmaueBTndeckasi CyGCTaHUMSI - ras, MpeaHasHayeHHbli AN UCMOoNb3oBaHUS B KavyecTBe
hapmaueBTUYECKOl cybcTaHUMKM AN NPOU3BOACTBA NIEKAPCTBEHHOTO Npenapara;

rpynna (CBH3Ka) ©annoHoB - CO6paHHbIe N 3aKkpenieHHble BMeCTe 0annoHbl, NOAKMNOYEHHbIE yepes
paCHpeﬂeﬂMTeﬂbeIVI KOJJTEKTOP, TPaHCNOPTUPyEMbl€ U UCMNOJIb3yeMble KaK eaAnHoe Lernoe;

ncnbiTaHne rnapocrtaTu4eckuMm aasrieHnem - UcnblTaHue, npoBoaMmMmoe C  LeNblo obecneyenns
©e3onacHOCTM B COOTBETCTBUN C YCTaHOBJ1EHHbIMU Tpe60BaHI/IF|MVI aona npoBepKnu TOro, 4to 6annoHbl nnu
pes3epByapbl MOTryT BblAepXaTb 3anjiaHUMPOBaHHbIE BbICOKME OaBliEeHUA,

KrnanaH - yCTPOMCTBO AN OTKPbIBAHUS U 3aKpbIBAHUSI KOHTENHEPA;

KnanaH yaep)xaHusi OCTaTOYHOro AaBrieHust - KranaH, yCTaHOBMNEHHbIM Ha GannoHe 1 NoaaepxuBaroLmii B
ncrnonb3oBaHHOM GannoHe [aBrneHue Bblllle aTMocepHOro C LUenblo NpeaoTBpalleHUs KOHTaMUHaLMK
BHYTpeHHero obbema 6annoHa;

KOHTEWHEp - KpUOreHHbln cocyp (bak, umctepHa vnn MOBUNbHas KpUOreHHas eMKOCTb Apyroro Tuna),
6annoH, ceaska bannoHoB unu nbas gpyras ynakoBka, KOTopasi HaxoAUTCA B HEMOCPEeACTBEHHOM KOHTaKTe C
MeAWLMHCKUM ra3om;
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KPWMOTEHHbIN ra3 - ras, KoTopbli CxkwkaeTca npu gaeneHun 1,013 6ap npu Temnepartype Hmxe MuHyc 150
o
C;

MaKkCUMarnbHbI TeOpeTI/I‘-IeCKMﬁ OCTaTO4HbIN ypoBEHb NpumMmecu - ra3006pa3Ha;| npmuMmecb OoT BO3MOXXHOIo
O6paTHOI'O NOTOKa ra3oB, OCTaBLUaACA nocne npenBapMTeanon O6pa60TKI/I 6annoHoB nepeg nx HanofiHeHneMm.
PacuyeT makcumanbHOro TEeopeTU4eCKoro ypoBHA MNMpuMecu MMeeT 3HaYeHUe TOJIbKO AJ1A CXaTblX ra3oB Mpu
npeanonoXxeHmun, 4To 3T ra3bl BeayT cebs Kak ngearnbHble;

MeAMLMHCKNI ras - ntobo ra3 unm cMecb rasos, BNSOLLMECS NeKapCTBEHHbIMU NpenapaTamMu;
O6paTHbIVI KrnanaH - KnanaH, KOTOprI7I Nno3BONAET MNOTOKY NPOXOAUTb TOJSTIbKO B OHOM HarnpaslieHUn,

OTKauMBaTh - YAansTb OCTAaTOYHbIN a3 U3 KOHTEeNHepa 1 (Mnn) CUCTEMbI C MOMOLLbIO Bakyyma A0 AaBEHUs
MeHbLue Yem 1,013 Bap;

NMEPEeHOCHOW  KPUOTEHHbIM  COCYA - MNEpPEHOCHOW  TepMUMYECKM  M30NMPOBAHHBLIN  KOHTEMHep,
CKOHCTPYMPOBAHHbIN ANS XpaHEHUS1 B HEM BELLECTB B XXMAKOM COCTOSIHUW. B uensax npMMeHeHust HacTosLero
MpunoxeHns faHHbIA TEPMUH HE BKMOYaeT NoHATUe "umctepHa" (tanker);

npoayBka - ydaneHue OCcTaTOYHOro rasa W3 KOHTelHepa M (MnM) cUcTeMbl NyTEM NepBOHAYanbHOro
HarHeTaHusa AaBfeHnst ¢ NOMOLLBIO UCMOMb3YEMOro rasa ¢ nocrnegytowmm copocom gaenenud rasa go 1,013 6ap;

pasgeneHne BO3dyxa - pasderieHne aTMOCHEPHOro BO3[yxa Ha CocCTaBnslolMe ero rasbl nyTem
hbpaKUMOHHON ANCTURNALMM NPU KPUOTEHHBIX TeMMepaTtypax;

pacnpe,u,enMTeanbM Konnekrtop - o6opyp,oaaHv|e nnn yCTpOIZCTBO, CKOHCTpyunpOBaHHble  AOnd
OHOBPEMEHHOIo ONOPOXHEHUA UM HANOJTHEHNA ra30OM OOHOIro Unun bonee KOHTGIZHGpOB;

pesepByap - CTaLMOHapHbIA TEPMUYECKN W30NMPOBAHHBLIN KOHTENHEP AMNS XPaHEHWUS CXKUKEHHOro WIu
KPMOreHHOro rasa, Takke HasblBaeMbli "CTauMOHaPHbIN KPUOreHHbIN cocya';

cbpoc OaBneHust - onepauus NO YyOaneHWo OCTaTOYHOrO rasa M3 KOHTEMHepa W (Mnm) cuctembl o
BENNYMHbI OCTaTo4HOro gaeneHus 1,013 6ap nyTem coeaAnHeHUs KOHTeHepa 1 (Mn1) cUCTeMbl ¢ aTMocdepPHbIM
BO34YyXOM;

cxKaTbll ras - ras, pacgacoBaHHbIi NMoA AaBreHWEM C Lenbilo TPaHCMOPTUPOBKM, KOTOPbI OCTaeTcs
MOJIHOCTbIO B ra3006pa3HOM COCTOSIHUM Npu TemnepaType Boile MuHyc 50 °C;

CXKWXKEHHBIN ra3 - ras, pacdacoBaHHbIN C Lerbilo TPaHCMOPTUPOBKU, KOTOPbIN OCTAeTCH YaCTUYHO XUOKUM
unu TBepabiM Npu Temnepartype Bbiwe MuHyc 50 °C;

UMCTEPHa - TEPMMUYECKU WU30NMPOBAHHbIN KOHTEWHEP, YCTAHOBIIEHHbIM HA TPaHCMOPTHOE CPeAcTBO Arist
NepeBO3KN CXMKEHHOIO MM KPUOTEHHOTO rasa.

MpunoxexHne N 7
k MNpaBunam Hagnexawuen
NPON3BOACTBEHHON NPAKTUKN

NMPON3BOLACTBO JIEKAPCTBEHHbLIX PACTUTENbHbLIX NMPEMAPATOB
I. MPUHLUNN
1. JlekapcTBeHHble pacTuUTerbHble npenapaTtbl WMET CIOXHYI npupoay W pasHooGpasHble

XapaKTepucTtuku, no aTON npuyinHe npun nx npons3soacrtee OCO6yIO POJib UrpaeT KOHTPOJIb NCXOAHbIX MaTepunanos,
ycnosvu7| XpaHeHunAa n nepepaGOTKM. McxogHbiM mMmaTtepuaniom rnpun npon3sBoacTBe JieKapCTBEHHbIX paCTUTESIbHbIX
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npenapaToB SIBNSIETCS JleKapCTBEHHOE pacTUTENbHOE Cbipbe. JlekapCTBEHHOEe pacTUTENbHOE Cbipbe OOSKHO
nvetb Tpebyemoe kayecTBO, a MOATBepXAawwme 3TOT aKkT AaHHble [OMKHbl OblTb NpedocTaBfeHbl
MOCTaBLLUMKOM WCXOAHbIX MaTepuanoB MNpPOU3BOAMTENO FeKapCTBEHHOrO pacTuTenbHoro npenaparta. [Ang
obecneyeHns kavecTBa NeKapCTBEHHOrO pPacTUTENbHOro Chipbs MOXeT noTpebosaTbes 6ornee noApobHas
nHdopmaums o cnocobe ero nonyyeHus (BbipawysaHus). OTOOp ceMsiH, YCroBuUsS KynbTUBMPOBaHWS U cbopa
ypoxas SABMASTCA BaXHbIMW acrnekTaMu KavecTBa fleKapCTBEHHOrO pPacTUTENbHOMO Chipbs U MOMYT BNUATL Ha
MOCTOSIHCTBO KayecTBa rOTOBOr0 IEKapCTBEHHOro pacTUTenbHOro npenapaTta. [na uenem Hagnexaliero
BblpaluMBaHNUs M cbopa pacTeHu B OTHOLUEHWM COOTBETCTBYHOLIEN cucTeMbl obecneyeHus KayecTBa
pekoMeHAyeTCs MNPUMEeHsATb YyTBepxAaeHHoe KomuTeTOoM Mo pacTUTernbHbIM NEeKapCTBEHHbIM MpenapaTam
EBponerickoro areHTCTBa MO neKapCTBEHHbIM cpeAcTBam PykoBOACTBO MO MpaBunaM  Hagnexalero
BblpalnMBaHus 1 cbopa MCXOQHOrO Cbipbs pacTUTENbHOMO nponcxoxaeHus (GACP) <*>.

<*> CnpaBo4HO: PykoBOACTBO MO MpaBunamM Haanexallero BblpawmBaHus u cbopa MCXOOHOro Chblpbs
pactuTenbHoro npovcxoxaeHus (GACP) onybnukoBaHo no agpecy B MHpOpMaLNOHHO-TENEKOMMYHMKALMOHHOM
cetn WHTepHeT:
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC500003362.pdf

2. Hactosawee [lpunoxeHue pacnpocTpaHseTcs Ha BCe WCXOAHble MaTepuanbl pacTUTENbHOro
MPOUCXOXAEHUS, B TOM YMCIE Ha NEKapCTBEHHOE pacTUTENbHOE Chipbe.

3. OcobGeHHOCTV MPUMEHEHUs] PasfUYHbIX MpaBwil, B TOM 4Yucrnie HacToswumx [paBun, K NpousBoacTBy
NeKapCTBEHHbIX pacTUTENbHbIX MPenapaToB npvBeaeHsb! B Tabnuue N 1.

Tabnuua N 1. OcobeHHOCTU NpuMeHeHus [paBun K NPOM3BOACTBY NEKapCTBEHHbIX pacTUTerbHbIX NpenapaTos
<*>

<*> B paHHoM Tabnuue npeacrasneHa paclumpeHHas nogpobHas HdopMaums B OTHOLIEHUM pasaena no
nekapcTBeHHbIM pacTuTenbHbIM NpenapaTam Tabnuupsl N 1 B rnase |V HacToswwmx Mpaewn.

Buapl pabot MNpasuna maga IV masa lll
Hagnexatiero HaCTOALLMX HaCTOALLMX
BblpalLMBaHus 1 MpaBun MpaBun

cbopa (GACP)

KynbTuBupoBaHue n cbop pacTeHuin, BOOOPOCIEN,
rpnboB 1 N1LanHNKoB, cOOp aKCCyaaToB
(BblOENEHUNN)

Pe3ka n cyLuka pacteHuid, Bogopocnewn, rpubos,
NMLLIANHUKOB U 3KCCyaaToB (BblAeneHumn) <*>

OTXUM pacTeHun 1 neperoHka <**>

MamenbyeHne, 0bpaboTka aKcCyaaToB, SKCTPaKLUS
U3 pacTeHui, pakuMoHPOBaHME, OYNCTKE,
KOHLEHTPMpPOBaHWe unu pepMeHTaums
pacTUTenNbHbIX CybCcTaHLMiA

HanbHelwasn obpaboTka Ans nony4eHus
nekapcTBeHHOM hopMbl, BKIHOYas YNakoBKy
NeKkapcTBEHHOro npenapara
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MpumeyaHus:

<*> [pon3BoAMUTENN AOIKHbI rapaHTMPOBaTb, YTO [AaHHble CTaAMM OCYLLECTBMAITCA B COOTBETCTBUM C
yCTaHOBMNEHHbIMM TpeboBaHMsAMU. [N HaYanbHbIX CTaguid NpUMeHUMbl cTaHaapTbl PykoBoAcTBa Mo npasunam
HaaJsieXxallero BblpalliMBaHusl U cbopa UCXOAQHOIO Chipbs pacTuUTenbHOro npoucxoxaeHns (GACP). Hactoswume
MpaBuna NpMMEHSOTCA K NMPOU3BOACTBEHHBLIM CTaAUSAM PE3KU U CYLLKW.

<**> B OTHOWEHUN CcTaguin OTXKMMa pacTEHUA N NeperoHkn (ecnm HeobXO4MMO, YTOObI 3T paboThbl
COCTaBMSANM HEOTbEMIIEMYHKD YacTb Onepauuii 3aroToBKM C LIENbI0 COXPaHEHUS KadecTBa NPOAYKLMU B pamKax
YTBEPXKAEHHBIX cneunduKkalmn) cyMTaeTcss MnpuemsniemMbiM WX MPOBEAEHWE B YCMOBWUSIX 3aroTOBKW, €Cnu
KynbTUBMPOBaHME ocyllecTBnsieTcss B cooTBeTcTBMM ¢ GACP. Takue ycrnoBusi criegyeT paccMartpuBaTtb Kak
ncknodeHme n ob6oCHOBbIBaTE B AOKYMEHTAxX pPerncTpaumoHHOro gocbe. [nsa Takmx paboT, OCyLLeCTBsSEMbIX B
YCNOBUAX 3aroToBKKW, HEobXxoauMmo obecneunTb COOTBETCTBYIOLLYIO OOKYMEHTALMIO, KOHTPOMb WM Banugauuio
cornacHo npuHuunam Hactodawmx MNpaswun.

[I. TOMELWEHWNA 1 OBOPYOOBAHUE
30HbI XpaHeHus

4. (1) NekapcTBeHHOE pacTUTeNbHOE Cbipbe HEOBGXOAMMO XPaHUTb B OTAENbHbIX 30HaX. DTV 30HbI AOMKHbI
OblTb 3alUMLLEHbl OT MPOHUKHOBEHMSI B HUX HACEKOMbIX W KMBOTHbIX, OCOGEHHO rpbi3yHOB. [OMmKHbI ObITb
NPUHATHI  3PMEKTMBHBIE Mepbl MO  MPEAOTBPALLEHUI0  PACMpOCTPaHeHUs JoObIX TakMX KMBOTHBIX U
MWUKPOOPraHN3MOB, TMPUBHOCUMBIX C JIEKAPCTBEHHbIM PACTUTENbHBIM  ChipbeM, [Afs  NpeaoTBpalLeHUs
dbepMeHTaUMn unuM pocta MNreceHn, a Takke MNepekpecTHoW KoHTaMuHaumu. HeoBGxoaMmo Mcnonb3osaTtb
BblA€NeHHbIe 30Hbl AN KapaHTUHA MOCTYMaloLLero NekapcTBEeHHOrO PacTUTENbHOrO Chipbs U NEKapCTBEHHOIO
PacTUTENBHOIO ChIpbsl, paspeLLeHHOro AN UCMOoNb30BaHUS.

5. (2) 3oHa xpaHeHUsi OOImKHa XOPOLLO BeHTUNMpoBaThbCs. Mopsiaok pa3melleHusl YNakoBOK He [AOJKeH
npensTCTBOBaTb CBOGOAHOW LMPKYNSILMKN BO3a4yXa.

6. (3) Ocoboe BHMMaHNE HeOBX0AMMO YAENATb YACTOTE M HaanexalleMy oBCnyKUBaHWUI0 30H XpaHeHus,
ocoGeHHo Tam, rae obpasyeTcs Mbinb.

7. (4) Ecnu gna XpaHeHUs WCXOAHbIX MaTepuanoB W NEKapCTBEHHbIX PacTUTENbHbLIX MpenapaToB
TpebyloTca ocobble YCrnoBMS B OTHOLUEHWM BR@XHOCTW, TeMnepaTypbl M 3alWwuTbl OT CBETa, TakMe YCIOBUS
HeobxoamMMo obecneymBaTb U KOHTPONMPOBAT.

lNpounsBogcTeeHHas 30Ha

8. (5) MNpu oTbope npob, B3BELMBAHWW, CMELUMBAHUM W AOPYrMX TEXHOMOrMYECcKUX onepauusax c
NeKapCTBEHHbIM PacTUTENbHBLIM CbIpbEM, COMPOBOXOAIOLLMXCA Mblieobpa3oBaHNEM, HEOOXOAMMO MPUHUMATL
ocobble Mepbl MO NoAAEPKaHMIO YUCTOThI, @ Takke Mo NPeAOoTBPALLEHMI0 NEPEKPECTHONO 3arps3HeHUs (yaaneHue
NbIW, BblAENeHne cneunanbHbIX NOMELLEHWIA).

O6opynosaHue

9. (6) O6opynoBaHve, GUNLTPYIOLWLME M WHblE MaTepuanbl, WUCMONb3yemble B MPOU3BOACTBEHHOM
npouecce, [OIMKHbI OblITb COBMECTMMbI C pPacTBOPUTENEM, MWCMNOMb3yeMbIM ONs  3KCTpakumu, Ans
npefoTBpaLLEHUS Kakoro-nnmbo BbIOENEHMS WUIU HexXenaTernbHONW abcopbuum NeKapCcTBEHHOrO pacTUTENbHOMo
CbIpbs, KOTOPbIE MOTYT MOBMUATb HA MPOAYKLUMIO.

. AOKYMEHTALIUA
Cneuudmkaumm Ha NCXOOHOE Cbipbe
10. (7) NpounsBoanTenu NeKapCTBEHHbIX PACTUTENbHbBIX NPEnapaToB AOMKHbI yOeauTbCs B TOM, YTO OHM

NCMONb3YIOT TOMbKO TO NEKApCTBEHHOE pacTUTENbHOE Cbipbe, KOTOPOE MpOou3BEeOEeHO B COOTBETCTBUMM C
HacTtoswmmun [Npasunamn (¢ yyetom Tabnuubl N 1 HacToswero lNpunoxeHns) N permcTpaumoHHbIM LOChE.
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HeobxooumMo MMeTb MCYepnbIBaOLLY AOKYMEHTALMIO, KacaloLlylCcs OLEHKM MOCTaBLUMKOB WUCXOLHOMO Chipbs
pacTUTENBHOIO MPOUCXOXOEHWS, NPOBEAEHHON MO0 cCaMuUM NPOM3BOAUTENEM NEKAPCTBEHHOIO PacTUTENbHOMO
npenapata, MO0 NO €ro MOpPyYEeHWIO WHbIMX §nuuamu. Pe3ynbTaTbl OLEHKM MOCTaBLLMKOB B OTHOLUEHMM
NEKAPCTBEHHOrO pPacCTUTENBbHOIO ChIPbs SIBMSIOTCA OCHOBOMOMaralvWwuMM AN KavyecTBa WCXOOHOrO Cblpbsi.
Mponssogutens obpallaeT BHUMAHWE HA TO, YTO MOCTaBLUMKUA NEKAPCTBEHHOrO pPacCTUTENbHOMO Chipbs WU
npenapaTta paboTaloT B COOTBETCTBMM C PyKkOBOACTBOM MO NpaBunam Haanexallero BblpalivMBaHusi n cbopa
WCXOAHOrO Chlpbsl pacTuTenbHoro npoucxoxaerust (GACP).

11. (8) Onga Ttoro 4tobbl COOTBETCTBOBATL TPEOOBAHUAM, YCTAHOBMNEHHBIM MyHKTaMu 92 - 134 HacTosLWMX
MpaBun, B cneundukaumm Ha NneKapCTBEHHOE pPacCTUTENbHOE Cbhipbe WM NEeKapCTBEHHbIE paCTUTENbHbIE
npenapaTbl HE0BX0ANMO BKIOYATb:

Hay4yHOe Has3BaHWEe pacTeHUs B COOTBETCTBMM C OMHApHOW cuUcTeMon (poAd, BuAbl, MoaBuabl U (Unn)
pasHOBMAHOCTU, a Takke aBTopa (Hanpumep, JIMHHENR), Npy HeOBXOAMMOCTM Takke cnedyeT NPeACTaBUTb UHYHO
WHpopmaLmio (Hanpumep, Ha3BaHne copTa, XeMOTUMUYECKYIO PA3HOBUAHOCTD);

noapo6Hble JaHHble O MPOUCXOXKAEHUN pacTeHns (B YaCTHOCTM, CTpaHa UMW PervoH npouspactaHust Moo
KyNbTUBMPOBAHWUSA, BPEMS U Crnocob 3aroTOBKM, BEPOSITHO WCMOSMb30BaHHblE MEecTUUMabl, BO3MOXHOE
pagnoakTUBHOE 3arpasHeHue);

CcBeZleHus 0 TOM, Kakas(ne) yacTb(M) pacTeHUst UCNoNb3yeTcA(l0TCs);
WHOpMaLMIO 0 cnocobe CyLLKW, eCv UCTIONb3YIOT BbICYLLIEHHbIE PACTEHUS;

OnucaHue NeKapCTBEHHOrO PacTUTENBHOIO Cbipbs, @ TaKKe OaHHble ero Makpo- U MUKPOCKOMUYECKOro
nccregoBaHum;

OaHHble O HGOGXO,D,I/IMbIX ncnblTaHNMAX Ha NOAJNIMHHOCTb, BKIOYaa npu H606XO£I,I/IMOCTI/I UCnbiTaHNA Ha
MOAMMHHOCTL AN WHIPEAWEHTOB C W3BECTHOW TepaneBTUYECKOW aKTMBHOCTbIO WM  MapkepoB. Ecnu
neKapcTBEHHOE PaCTUTENbHOE Cblpbe MOXHO danbcuduumpoBatb M (MNK) NOAMEHUTb, TO HeoBXoauMbI
cneunduryHble auddepeHumpyowmne ucnbiTaHns. Ons onpegeneHus NoAfIMHHOCTU B PacrOpsiKeHUU OOSKEH
ObITb ayTEHTUYHBIN OOpa3seL A4S CPaBHEHMS;

cogepXaHve Bnarn B JeKapCTBEHHOM pacTUTENBHOM Chbipbe, OMpedensieMoe B COOTBETCTBUMM C
TpeboBaHusmMu FocygapcTBeHHoON hbapmakonen Poccuiickon Pepepaumy;

METOLMKN KONMMYECTBEHHOrO onpeaenieHns KOMMOHEHTOB C M3BECTHOW TepaneBTUYECKON aKTUBHOCTbLIO UM,
ecnn HeobxoouMO, MapKepoB, a TakkKe MeToAbl, NMpUrogHble Ans onpeneneHns BO3MOXHOW KOHTamMuHauum
nectvumgamn uM npegens NPUeMrieMocTM B COOTBETCTBMM C TpeboBaHusiMu [TocyaapcTBeHHON hapmakonem
Poccunckon  ®degepaumu, wnu, Npu  OTCYTCTBUM  (papMakonewmHbix TpeboBaHWA, COOTBETCTBYHOLLMNA
BanMOnpOBaHHbIA METOA, eCnn He 060CHOBAHO UHOE;

METOAMKU MWCNbITaHUA MO onpegeneHuio rpubkoBor M (MNM) MUKPOBHOW KOHTaMWHaLMK, BKMOYas
apnaTtoKkCuHbl, Opyrme MWKOTOKCMHBbI WM WMHBAa3WIoO napasutaMmu, a Takke JonycTuMmble npegensl, ecnu
HeobxoauMo;

MeToaunKn WUCMbITAHUA HA HanNuUynMe TOKCUYHbIX MeTannoB, a Takke Ha BO3MOXHble KOHTaMWHaHTbl U
npvMecH, ecnu Heobxoanmo;

METOAUKN UCTbITAaHUN Ha Hanu4ne MHOPOOHbIX MaTepuarnos, eciin HeobxoaMMo;

Apyrve BuAabl KOHTPOMsS B COOTBETCTBMM C TpeboBaHuamu [ocygapcTBeHHon capmakonen Poccuiickon
depepauuu.

12. Illobas npoBeneHHas obpaboTka AN CHMXKEHMS TPUOKOBOM U (M) MUKPOOHOW KOHTaMUHaUuM nmbo
OPYron MHBa3um JOMMKHA 0POPMNATLCS AOKYMEHTanbHO. HeobxoammMo nmveTtb B pacrnopsiXeHun cneumudumkaumm um
METOAMKN, KOTOpble AOSMKHbI BKIOYATh NOAPOOHbIE cBeAeHUs O npouecce obpaboTkM N UCnbITaHMAX, a Takke
npeaenbHble 3HaYeHUs OCTaTOYHOM KOHTaMUHALUN.

TexHonornyeckune MHCTPYKUUKn
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13. (9) B TexHonormyeckmnx MHCTPYKUUSAX AOMKHbI ObITh OMMCaHbI Pa3fnuyHble onepawuum, oCcyLLEeCTBSEMbIE
C NeKapCTBEHHbIM pacTUTENbHbIM CbIPbEM, TakMe Kak O4MCTKa, CyLlKa, U3MernbYeHUe 1 npoceuBaHue, a Takke
OaHHble O MPOAOIKUTENBHOCTM U TemnepaType CyLIKM U MeTodax, UCMOoNb3yeMblX ANs KOHTPONs pa3mepoB
dparMeHTOB KyCOYKOB MUIN YacTuL,.

14. (10) JormkHbl BbITb YTBEPXKAEHHbIE MHCTPYKLMM W 3aMnCK, KOTOPble rapaHTUPYIOT, YTO Kaxaoe TapHoe
MECTO C JeKapCTBEHHbIM pacTUTENbHbIM  ChbIPpbEM TMPOBEPEHO C LEeSblo  OBHApYXEHUst  Kakow-nmbo
hanbcudmkauum, NoaMeHbl, HanMums NOCTOPOHHNUX MaTepuarnoB (TakMx Kak dparMeHTbl MeTanna Wnu crekna,
OCTaTKM XUBOTHbLIX UM UX SKCKPEMEHTBI, KAMHU, NECOK) NGO NPU3HAKOB HUEHNS.

15. (11) TexHonornyeckne MHCTPYKUMM AOSKHbI CoaepKaTb MeTOoAbl yAaneHUsi MOCTOPOHHUX MaTepuanos
N COOTBETCTBYHOLLME METOAUKN OYMCTKM U (Mnn) oT6opa MaTepuarna pacTUTENbHOro NMPOUCXOXKAEHUS nepen ero
XpaHeHWeM B KayeCcTBe paspelleHHOro JieKapCTBEHHOrO pPacTUTENbHOMO Chipbs WU Meped  Havarnom
npousBoAcTBa.

16. (12) VIHCTpyKUMM MO MPOW3BOACTBY NEKAPCTBEHHbIX PacTUTENbHbLIX NpenapaToB AOIMKHbI BKIOYaTb
noapobHble CBEAEHNS O pacTBOpUTENe, NMPOAOITKUTENBHOCTU U TeMMepaType 3KCTParmpoBaHusi, MHpopMaumio o
MoBbIX CTaAMSAX KOHLEHTPUPOBAHUS 1 UCMOMb3yeMbiX crnocobax.

IV. KOHTPOIb KAYECTBA
OT60p Npob

17. (13) MNockonbKy NekapcTBEHHOE pacTUTENbHOE Chipbe MO CBOEN NpUpoae HEOAHOPOAHO, OTOop Npob 13
Hero [OIMKEeH OCYyLLecTBNATb MepcoHarn, obnajawowwmi cneuunanbHbiMUM HaBblikamu. Kaxgyto ceputo cnepyet
naeHTUrUMpoBaTh N0 JOKYMEHTaUUN Ha 3Ty CEpUIO.

18. (14) Heobxoammo coxpaHATb KOHTPOJSibHble 00pasubl NIEKapPCTBEHHOrO pacTUTENbHOrO cbipbs. [pu
NMPOM3BOACTBE MOPOLLKOB HEOOXOAMMO COXpaHsiTb 0bpasubl HEM3MeNbYeHHOro NeKapCTBEHHOIO PacTUTENbHOMO
CbipbA.

19. (15) MNepcoHan, NPOBOAALLMIA KOHTPOMb KayecTBa, AO/MKEH MMETb CneumanbHyo NOAroTOBKY M OMbIT
paboTbl C NEKapCTBEHHbIM pPacTUTENIbHBIM CbIPbEM, MPOMEXYTOYHLIMM MPOAYKTAMU WUNN  JIEKAPCTBEHHbBIMU
pacTuTenbHbIMM NpenapaTamMmn Ang NpoBeAEHUS UCMbITAHUA Ha MOAMMHHOCTL U HanuumMe NpuMMecen, BbisiBNEHUS
B MNOSTlYYEHHOM Cbipbe pocCTa rpuboB, 3apaxeHus ambapHbIMW BpeauTensMu, BbISIBNEHWS HEOOHOPOAHOCTU
cbipbsi.

20. (16) MNoANMHHOCTb M Ka4YeCTBO NIEKAPCTBEHHOIO PACTUTENBHOIO Chipbs, MPOMEXYTOYHbIX NPOAYKTOB U
NEKaPCTBEHHbIX PaCTUTENbHbLIX MpenapaTtoB HeobXoAMMO onpeaensaTe B COOTBETCTBUM C TpeboBaHUAMMU
CocynapcteeHHon cpapmakonen Poccuiickon ®epepauuun, HOPMaATUBHOM AOKYMEHTALMM MM HOPMaTUBHOrO
JOKyMeHTa.

MpunoxeHne N 8
K MpaBunam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM

OTBOP MNMPOB NCXOOHOIO CbhIPbA U YIMAKOBOYHbLIX MATEPUNATIOB
I. MPUHLAN
1. OT60p Npob6 sIBNSeTCS BaHOW onepauueil, Npy KOTOPOoi OTOMpaeTCsl TONbKO Heborbluasi YacTb Cepum.
[locToBepHbIE 3aKk/oYeHUss MO OTHOLUEHMI0O KO BCEM CepuM He MOryT OCHOBLIBATbCS Ha MUCMbITAHUSX,

NpoOBeAEHHbIX Ha HenpeacTaBuTeNbHbIX Npobax. lNMpaBunbHbIM 0TOOP NPO6 ABASETCA HEOTbeMIIEMOW YacTbio
hapmaLeBTMYeckon cuctemsl kavectsa. [pasuna otbopa nNpob yctaHoBMEHbl NyHKTamu 214 - 217 HacToAwmx
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Mpaeun. HacTosiwee MpunoxeHne cogepXuTt OononHuTenbHble TpeboBaHMsa nNo oToopy Npob UCXOOHOMO Chipbs
N YNakoBOYHbIX MaTepuaros.

II. NTEPCOHAnN
2. (1) MNMepcoHan, npoBogsAwmMiA OTOOP MpPob, JOMKEH MPOWTM HavanbHoe obyveHue M B Nocrenyrollem
perynsipHo oby4aTbCsi OUCUUMIIMHAM, UMEKLUM OTHOLLEHME K npaBurnibHOMY oTOopy npob. Takoe obyyeHue
OOMMKHO BKITHOYaTb pAaCCMOTPEHME CrieayHoLLMX BOMPOCOB:
nopsiaok otbopa npoo;
YTBEPXXAEHHbBIE MPON3BOAUTENEM MHCTPYKLUMM MO 0TOopy Npob;
meToabl  obopyagoBaHue, UCnonb3yemble nNpy oToope Npob;

PUCK HepereCTHOVI KOHTaMunHauuu,

Mepbl MPegOCTOPOXHOCTU, KOTOpble HEeo6XooMMO MpMHMMATb B OTHOLUEHWM HEeCTabunbHbIX U (Unn)
CTEepPUIbHbIX BELLECTB;

BaXXHOCTb MPUHATUA BO BHWMMaHWE pe3yribTaToB Bmsyaanoﬁ OUEeHKM BHellHero Buvaa MaTepuaros,
YNaKOBOK N 3TUKETOK;

Ba)XHOCTb JOKYMEHTAINbHOro 0opMIeHms nobbix HeNpeaBUAEHHbBIX UM HEOObIYHBIX 0BCTOATENBLCTB.
lll. ICXOOHOE ChbIPbE

3. (2) MoanuHHOCTL BCEW Cepunm UCXOOHOrO Chipbsl, Kak npaBuio, MOXET OblTb rapaHTMpoBaHa TOMbKO
TOorga, Koraa oTaernbHble Mpobbl ObiMM OTOOpaHbl M3 BCEX €MKOCTEM U UCMbITaHMe Ha WMAEHTUYHOCTb ObINo
NpoBeAEHO AN Kaxaon npobbl. [lonyckaeTca oTbmMpate Npobbl TOMbLKO U3 YacTu eMKOCTEN, ecnv paspaboTaHa
npowedwas Banugauuio npouenypa, rapaHTMpylowasi, YT0 HU OfHa €MKOCTb C UCXOAHbIM CblpbeM He Obina
HenpaBUITbHO MapKMpOBaHa.

4. (3) Mpw Takow BanugaumMm HeOOXO4MMO YUNUTbLIBaTb, MO KpakHen Mepe, criefyroLme acrnekTbl:

AaHHble O Npou3BOAMTENE M MOCTaBLUMKE (MX TUM U TEKyllee COCTOsIHME), a Takke WX MOHWMaHue
TpeboBaHun HacToswwmx MNpasunm;

Hanuyne cucteMbl obecrneveHuns KayecTBa y MPOM3BOAUTENS UCXOOHOTO ChipbS;
yCrnoBMS NPOM3BOACTBA, NPY KOTOPbIX MCXOOHOE Chipbe MPOU3BOASAT U KOHTPONMUPYIOT;

Xapakrtep un CBOWCTBa MCXOAHOro CblipbA N NEeKapCTBEHHbLIX MpenapaTtoB, AnA npon3BoacTBa KOTOPbLIX OHO
6yp,eT Mcnosnb3oBaTbCA.

5. Mpu Takol cucTeme npouedypa, npolledlwlas Banugaunio KU ocsoboxaarolias oT NpoBeAeHUs!
UCNbITAaHUI NOANMHHOCTU UCXOAHOIO ChIpbs B KaXA0W NOCTYNaloLLen eMKOCTU, MOXeT GbiTb Npremnema Ans:

MCXOHOTO ChIpbsl, MOCTYMNAOLWEro OT 0O4HOIo NPOU3BOANTENS UMK C OJIHOW NPOU3BOACTBEHHON MIOLLIAAKY;

MCXOAHOTO Chlpbsl, MOCTYNAlOLLEro HENnocpeacTBEHHO OT MPOM3BOAMTENS WUMU B €MKOCTM, onevyaTaHHO
Npov3BOAMTENEM, NMPUYEM ITOT MOCTABLUMK MMeeT Be3ynpeyHylo penyTauuio, U ecnu NpoBoAsATCS perynsipHble
ayauTbl cuUcTeMbl obecrneyeHVs kayecTBa NpPoOU3BOAWTENS Mokynatenem (MpousBoauTENEeM JeKapCTBEHHOTO
npenapara) unv ouLmanbHO akKkpeaUTOBaHHbIM OpraHoM.

6. Takast npouenypa He MOXeT YA0BMNEeTBOPUTENBHO NPONTU BanuaaUuio 1 UCMONb30BaTbCA ANs:

WCXOOHOTO  Cbipbsi, MOCTaBMSIEMOro MocpedHuMKaMu, Korga npou3BoAUTENb HEW3BECTEH WKW He
rnoasepraeTcs ayaunTy;
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WCXOAHOTO Cbipbsl, UCMOb3yeMOro A1t MPOM3BOACTBA NapeHTeparbHbIX JIEKAPCTBEHHbIX NpenapaToB.

7. (4) KayecTBO cepun UCXOQHOTO Cbipbsi MOXET ObiTb OLlEHEHO Npu OTOOpEe WM NPOBEOEHUN UCTbITaHUS
npegcrtaBuTenbHON Npobbl. [ns aTon uenu MoryT ObiTb MCNonb3oBaHbl NPobbl, 0TOOpPaHHbIE ANA MUCNbITaHWUIA
noanuHHocTu. KonmnyectBo npo6, oTOOpaHHbIX Ans MOfyyYeHWs npeacTaBUTENbHOW MPOObI, AOMKHO ObiTb
onpefeneHo CTaTUCTMYECKN M ykasaHOo B nnaHe otbopa npob. KonuuecTBo oTAenbHbIX Npob, KOTopble MOryT
ObITb CMeLLaHbl Ans PopMmnpoBaHMsa cpeHen npobbl, Takke AOMKHO ObiTb onpeaeneHo ¢ y4eToM BUAa Cbipbs,
CcBeeHWIN 0 NOoCTaBLUMKE U OAHOPOAHOCTU CcpedHen Npoodbl.

IV. YIIAKOBOYHBLIE MATEPUAIbI

8. (5) B nnaHe no otbopy npob ynakoBOYHbIX MaTepuanoB AOJMKHO ObiTb YYTEHO, MO KpanHen mepe,
criegytollee: nonyyYyeHHoe Konu4yecTBo, Tpebyemoe kayecTBO, xapakTep MaTepuana (Hanpumep, NepBUYHbIE
yNakoBOYHble MaTepuanbl U (UnM) nevyaTHble YNakoBOYHbIE MaTepuarnbl), MeToAbl MPOM3BOACTBA, a TaKke
CcBefeHns O cucteme obecrneveHus KadyecTBa MNPOWM3BOAMTENS YNAKOBOYHbIX MaTepuanoB, OCHOBaHHble Ha
pesynbTaTtax NnpoBeaeHus ayanToB. KonnyectBo oTonpaembix Npob AOMKHO GbiTb OnpeaeneHo cTaTucTUYECKN v
yKasaHo B nriaHe no otbopy npo6.

Mpunoxexne N 9
K NMpaBvnam Hagnexawemn
NPOn3BOACTBEHHOW MPaKTUKN

MPON3BOACTBO XXWOKOCTEW, KPEMOB U MA3EWN
[. MPNHUMN

1. XKngkoctn, kpembl M Ma3n OCOBEHHO noaBepXeHbl MWKPOOHOM M WMHOW KOHTamuHauuu. [loatomy
HeobXx0AMMO NpUHUMATBL creumanbHble Mepbl Mo NpeaynpexaeHunio nobdon KoHTamMmmnHauumn.

[l. MTOMELWEHNA N OBOPYOOBAHNE

2. (1) Ons 3awmTbl OT KOHTaMMHaUMM MpU MPOM3BOACTBE WM NepeMeLleHur NpodyKUuMM pekoMeHOyeTcs
MCMonb30BaTh 3aKpbITble cUCTEMbI. [POM3BOACTBEHHBIE 30HbI, B KOTOPbIX HAXOAWUTCS OTKPbITAst MPOAYKLUMS UK
OTKPbITbIE YWUCTbIE YMAKOBKW, Kak MNpaBuiio, Heobxoaumo 3(MMEKTMBHO BEHTUNIMPOBATL OTUILTPOBAHHBLIM
BO3YXOM.

3. (2) KOHCTpyKUMSi M pacnosioXeHne peakTopoB, €MKOCTen, TpybonpoBOAOB M HACOCOB [OOJDKHbI
npegycmartpvBaTb ygoOOCTBO WX OYUCTKM U, NpU HEOBXOAMMOCTW, caHuTapHol obpaboTkn. B vacTHocTu, B
KOHCTPYKUMM 0B0OpYyLOBaHMS LOMKHO ObITb CBEOEHO K MUHMMYMY Hanuuue HefoCTYMHbIX 30H WK y4acTKoB, B
KOTOPbIX MOTYT CKannmBaTbCs OCTaTKU NPOayKUMUK, co3aaBas cpeay AN pa3mMHOXEHUS MUKPOOPraHW3MOB.

4. (3) MNMpwn HanMuMM BO3MOXHOCTU He criedyeT UCMNOoSb30oBaTh annapaTypy u3 ctekna. Kak npaBuno, 4yactu
000pyAOBaHUSA, KOHTaKTUpYKOLWME C MpoAyKUMEN, AOMMKHbl ObiTb M3roTOBMEHbI M3 BbICOKOKAYECTBEHHOW
HepXaBetoLlen ctanu.

. MPON3BOACTBO

5. (4) Heobxogumo yCTaHOBUTb W KOHTPONMpOBATb KaA4yeCTBO MWCMOSIb3yeEMOW BOAbl B OTHOLLEHWU
XUMUYECKON W MUKPOBMOMNOrM4eckom 4YnMCTOoTbl. Bo un3bexaHue pucka pasMHOXEHUS MUKPOOPraHW3MOB
obcnyxvMBaHMe CUCTeM MOArOTOBKM BOAbl JOMKHO ObiTb OpraHu3oBaHO Hagnexawwmm obpasom. lMocne niobow
XMMUYECKON CaHWTapHoW o0bpaboTKM cucTeM MOArOTOBKM BOAbl MX HEOOGXOAMMO NPOMbIBaTb B COOTBETCTBUM C
npoLenypown, npoLlealen Banuaaumto, Kotopasi rapaHTUpyeT NnosfHoe yaaneHve ge3vHUUMpyoLWnX CPeacTs.

6. (5) KauectBo cblpbsi, mony4aemMoro B eMKOCTAX Oonblioro obbema, OOSMKHO MpPOBEpPATbCs OO0 WX
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nepemMeLlleHna B EMKOCTU ONA XpaHeHUA.

7. (6) HeobxoanmMo KoHTponupoBaTb nepedady cbipbs Mo Tpy6GonpoBogam, 4ToGbl rapaHTMpoBaTb WX
NOCTYMNIEHNE B HY)XHOE MEeCTO.

8. (7) B nomelueHusix, roe COOEPXKUTCA OTKpbITasi NPOAYKUMS WNM OTKPbITbIE YNUCTbIE YMakoBKW, He
[0MycKaeTCsl HaxoXaeHWe mMaTepuanoB, OT KOTOPbIX BO3MOXHO OTAENEHUE BOMOKOH U ApPYrMX KOHTaMWUHaHTOB
(Hanpumep, KapTOH UNW AEPEBSIHHbIE NOAAOHbI).

9. (8) Bo Bpemsa ¢acoBkn HeobxooumMo obecneynmTb COXpaHeHMe OLHOPOOHOCTM CMECEW, CYCMEH3UN U
WHbIX HepacdacoBaHHbIX NPoAyKTOB. [pouecchl cMelmBaHusa U acoBkU AOMKHbI NporTn Banugaumio. Ocoboe
BHMMaHWe HeobOXoaMMO yaensTb obecnevyeHnto OgHOPOLHOCTU CMecu B Hadvarne, Mocre OCTaHOBOK U B KOHLE
npoLecca HanornHeHus.

10. (9) Ecnn roToBbIi NpOAYKT YMNakoBbIBaeTCA He cpady, HeobOXOAMMO YCTaHOBWUTb MaKCUMarbHO
[OMNyCcTMMOE BpeEMS A0 €ro ynakoBKM, @ Takke COOTBETCTBYHOLLME YCIOBUS XPaHEHUS, KOTOpbIE CriedyeT CTporo
cobntoaathb.

Mpunoxexne N 10
k MNpaBunam Hagnexawuen
NpPOM3BOACTBEHHON NPAKTUKM

NnPOM3BOACTBO
AO3NPOBAHHBIX ASPO30JIbHbLIX JIEKAPCTBEHHbIX MPEMNAPATOB
noA OABNEHMEM OJA MHTANALUN

[. MPNHUMN

1. TMpon3BoacCTBO a3p030MbHbLIX JIEKAPCTBEHHbIX MpenapaToB Mof [AaBfiEHWEM C  LO3MPYHOLUMU
KnanaHamu, npegHasHavyeHHbIX ANna UHranauuim, Tpebyet oco6oro BHUMaHUS u3-3a crieuuduyeckoro xapakrepa
3TOW nekapcTBeHHOM PopMbl. OHO AOMKHO OCYLLECTBNSATLCA B YCNOBUSAX, CBOASLUMX K MUHUMYMY KOHTAMUHALMIO
MUKpoopraHnaMammn n yactmuamm. OuyeHb BaXHO Takke obecrneynTb KavyecTBO AeTaneil krnanaHa, a B crnydae
CyCneH3uii - X O4HOPOAHOCTb.

II. OBWWME TPEBOBAHNA
2. (1) Kak npaBuno, ucnonb3yloTcs ABa MeToga Npou3BoacTBa U HAaNoNHEHUs:

a) (a) cucTema [OBYXCTAAMMHOIO HamorHEHWs (HaMoOMHeHWe Mo [AaBrneHueMm): dapMaLleBTUYECKas
cybcTaHumsl cycneHaMpyeTcs B MPOMENTIEHTE C BbICOKOW TEMMepaTypol KWMEHUsi, [03Yy CYCMeH3uu nojatoT B
KOHTEHEP, BCTABMSAOT M OGXKMMALOT KnanaH 1 Yepes LITOK KnanaHa BBOAAT NPOMESyIeHT C HU3KOW TemnepaTypoi
KUNEHWs1 Ansi NONyYeHUsi TOTOBOrO JIekapCTBEHHOrO npenapaTta, npu 3TOM NOAAEPKMUBAIOT AOCTAaTOYHO HU3KYIO
TemMnepaTtypy cycrnieHsuu dapmaLleBTU4eckon cybcTaHUumMM B MPOMENneHTe ANsl CHWKEHUs NoTepb 3a cuyeT
ncnapexus;

©) (b) mpouecc OAHOKPATHOro HaMOMHEHMS1 (XONOAHOE HanosfHeHue): dapMaueBTUYECKYD CyOCTaHLUuIo
CYCrneHOUpYoT B CMECU MPONenneHToB 1 coaepxaT CyCreH3uto nog AaBfeHneM Unu npu HU3KoW TemnepaType,
nmbo OOHOBPEMEHHO MoA AaBfiEHWEM W MPU HU3KOW TemnepaType, 3aTeM NPOBOAUTCS HaMOSIHEHWE YMaKOBKU
cycrneHsuer B oavH Npuem.

I1l. TOMELLEHNA N OBOPYOOBAHUE

3. (2) MNpownsBoACTBO M HaNOMHEHUEe MNpU HanmMynM BO3MOXHOCTM HEoBXOoOUMO NPOBOAUTL B 3aKPbITbIX
cucTemax.
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4. (3) 3oHa, B KOTOPOW NPOAYKLNSA NN YNCTbIE KOMMOHEHTbI COAEPXKaTCsl OTKPbITbIMU, AOMKHA CHabXaTbCs
OT(pMNbLTPOBAHHBIM BO3OYXOM M COOTBETCTBOBATL TpeboBaHMAM K NPOM3BOACTBEHHON cpefe, No KparHewn mepe,
knacca D. Bxogutb B 30Hy cnegyeT Yepes BO34YyLUHbIE LUMNO3bI.

V. MPOU3BOACTBO N KOHTPOJIb KAHECTBA

5. (4) Josupytowme KnanaHbl 515 aspo30rien ABnsTCs 6onee CnoXXHbIMMU MO CPaBHEHMIO C BONbLLUMHCTBOM
YCTPOWCTB, MCMOmnb3yemMblx B apMaueBTUYECKOA MNPOMBILIMIEHHOCTU. OTO [OOMKHO ObiTb y4TEHO B
cneundurKkaumax Ha HUX, a Takke npu otbope nNpob un ncnbitaHuax. Ocoboe 3HaYeHne umeeT NposegeHne ayauTa
dapmaLieBTMHECKON CUCTEMbI KaYecTBa Y MPON3BOAUTENS A03MNPYIOLLMX KNanaHoB.

6. (5) Bce xunagkoctu (B TOM Yncre Xngkme Unmn CXXmkeHHble nog AaBrieHneM ra3oobpasHblie NponesieHTbl)
OOMKHbl BbiTb NPOUNBTPOBaHbI ANA yAaneHus Yvactuy, pasmep koTopbix Gonbwe 0,2 mkm. Tam, rge aTto
BO3MOXHO, PEKOMEHOYETCA NpoBeAeHUe AONONHUTENBHON unbTpauum HENOCPeaCTBEHHO Nepes HanonHeHNeM.

7. (6) KoHTeliHepbl 1 KnanaHbl HEOGXOAMMO OuYMLAaTh COFfacHO BanMOMPOBAHHOWM Npoueaype, KoTopast
COOTBETCTBYET Ha3HaYeHWIo NEeKapCTBEHHOro npenapaTta M obecneynmsBaeT OTCyTCTBME NOGON KOHTaMUHALIUK,
TAKOW Kak KOHTAMMHAaLWA TEXHOMOMMYECKMMIN BCrioMoraTenbHbIMU MaTepuanamu (Hanpumep, cMasodHbIMKU) UMK
MUKpOBHas KOHTaMMHauwusA. [ocne oYMCTKM KnanaHbl AOMKHbl XPaHUTBCA B YMCTBLIX 3aKPbITbIX €MKOCTAX, TakkKe
JOIMKHbI BbITb NPUHATLI Mepbl NPEAOCTOPOXHOCTM, NPeAoTBpaLlaloLLMe KOHTaMUHALMIO BO BpeMsl NocneayoLmx
onepauui, Hanpumep, Npyu oT6ope NPo6. YNakoBKM OOMKHbLI MOCTYNaTh Ha NIMHUIO HaMOMHEHMS B YACTOM BuAae
UMW O4YULLIATLCA Ha NMUHUM HenocpeACcTBEHHO nepen HarnonHeHUeM.

8. (7) Heobxoammo obecneynTs OAHOPOAHOCTb CYCMEH3MM B TOYKE HamnonHeHus B Xode BCero npouecca
HanonHeHus.

9. (8) MNpwn ncnonb3oBaHMM MeToAA OBYXCTaAUMHOIO HAMOSIHEHMS 4SS OOCTMXKEHUS MPaBUNIbHOIO COCTaBa
HGOGXOJJ.I/IMO obecneynTb TOYHYIO MaccCy BBOOMMLIX BeLLECTB Ha obeunx cTagudax. |_|03TOMy BO MHOIMX cny4daax
uenecoobpaseH 100%-HbI KOHTPOSb MACChl Ha KaXaow CTagun.

10. (9) KoHTpomnb mocne HarmosIHEHUsI OOMMKEH NMOATBEPAUTL OTCYTCTBME yTeuek. [TpoBepKy Ha Hanuyve
yTeuyek crieyeT npoBoAuTb Tak, YToBbl He JOMYCTUTE MUKPOBHOW KOHTaMUHALMK UMM OCTATOYHOW BRaru.

Mpunoxexne N 11
K NMpaBvnam Hagnexatiemn
NPON3BOACTBEHHOW NPAaKTUKM

KOMIMbIOTEPN3NPOBAHHBLIE CUCTEMBbI
[. MPNHUWN

1. Hactosiwee I'Ipmno>|<eH|/|e npuMeHdaeTcaA KO BCeM TunamMm KOMMNbTEPUINPOBAHHLIX CUCTEM,
MCMNOoJ1b3yeMblX B paMKax AEeATENIbHOCTH, perynvlpyeM0|7| TpeGOBaHMHMI/I HacToALlKnx I'Ipanm.

2. KomnbloTepusmpoBaHHasi cucTema npeacraensieT cobon Habop mnporpaMMHbIX M annapaTHbIX
KOMMOHEHTOB, KOTOpPble COBMECTHO BbINONTHAKT onpeneneHHble q.)yHKLI.I/II/I.

3. MpuMeHeHne KOMMbIOTEPU3NPOBAHHOIA cucTeMbl [OJIKHO GbITb BanuaupoBaHo,
MHPOPMaLIMOHHO-TEXHOSIOTUYECKas MH(PACTPYKTypa A0KHA NPONTU KBanudmKauumio.

4. Ecnn KOMMbIOTEPU3NPOBAHHAs CUCTEMA 3aMEHSET pPyYyHOE ynpaBrieHue, 3TO He OOMMKHO NMPUMBOAUTL K
CHWXEHMIO KavecTBa MPOAYKUWMM, TEXHONOrMYeckoro KOHTpons unu obecneyeHusa kadectsa. OO6Line pucku
npoLecca He JOMmKHbI Bo3pacTaThb.
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Il. OBWME TPEBOBAHNA

YnpaBneHue puckamm (1)

5. YnpaBneHve puckamu OOMKHO MPUMEHATLCA B TeYEHME XMSHEHHOrO LMKMNa KOMMbITepU3NPOBaHHOW
cucTembl B Liensix obecrnedeHust 6e30nacHOCTU MauUMEHTOB, LIENOCTHOCTM AaHHbIX W KadecTBa npoaykuuu. B
pamMKax CUCTEeMbl YMNpaBfieHUs pUckaMu pelleHVst Mo obbeMy BanuAaUMOHHBIX WCMbITAHWIA U MPOBEAEHUIO
KOHTpOInel LenoCTHOCTM AaHHbIX OOMKHbI OCHOBbIBATbCA Ha OGOCHOBAHHOW U AOKYMEHTanbHO OGOPMIIEHHON
OLIEHKE PUCKOB KOMIMbIOTEPU3MPOBAHHONM CUCTEMDI.

MepcoHan (2)

6. HeobxoouMo noagepxuBaTb TecHoe COTPYOHWYECTBO MeXay BCEM 3HAaYMMbIM  MEepcoHarnom,
BOBJIEYEHHbIM B AaHHBIA NPOLECC, TakUM Kak Briadenew npouecca, Bragernewl CUCTEMbI, YNOTHOMOYEHHbIE Nvua
N TeXHWYeckuin nepcoHan. Becb nepcoHan OormkeH MMEeTb HeoGXoaMMyo KBanuguKauuio, YPOBEHb AOCTyMNa U
onpeaeneHHbIe NOMHOMOYUS AMSA BbINOMHEHWS BO3MOXEHHbIX Ha HEro 06513aHHOCTEN.

MocTaBLwukM 1 npoBanaepsl yenyr (3)

7. (3.1) B cnyyae ecnv Anst NOCTaBKW, YCTAHOBKW, HAaCTPOWKN, 3aaHNst KOHUIypaLun, NHTEFPUPOBAHNS,
Banugauum, TEeXHUYEeCKoro obCnyxusBaHusa (B TOM 4ucne 4epes ydaneHHbln AOCTyn), mogudukaumn unm
noaaepXxaHnst KOMMbIOTEPU3NPOBAHHBIX CUCTEM, OKa3aHUs CBA3aHHbLIX C HUMMK yCnyr unu obpaboTkn AaHHbIX
npuBneKalTCcs TpeTbM nuua (B 4acTHOCTW, MOCTaBLUMKW, MpoBamgepbl YCnyr), T0 Mexgy npovsBoauTenem u
YKa3aHHbIMW TPETbMMM NMLaMU 3aKYalTca AOroBopbl. Takumn JOroBopaMy pekoMeHAyeTcs yCTaHaBnmBaThb
OTBETCTBEHHOCTb TPeTbUX MWL, 3a Haanexallee UCNoNHEHNe CBOMX 06s3aHHOCTEN.

8. (3.2) KomMneTeHTHOCTb M HaOeXHOCTb MOCTABLUMKOB SBMASIOTCA KHOYEBbIMU YCMOBUSIMK Bblbopa
nocTasLLMKa NporpamMmmMHOro npogykra unu ycnyr. HeobxoamMMocTb oueHKU NocTaBLUMKa A0MmKHa BblTb OCHOBaHa
Ha OLeHKe PUCKOB.

9. (3.3) [dokymeHTauus, npunaraemasl K KOMMEPYECKM BbIMyCKaeMblM TOTOBbIM [f1s1 MUCMOSIb30BAHMS
nNporpaMmHbIM MpoAyKTaM, AOMKHA ObITb pacCcMOTpeHa YMNONHOMOYEHHbIMU PaboTHMKaMKU NPOM3BOAMTENS Ha
npeamMeT CoOOTBEeTCTBUA Tpe6OBaHI/IF|M npounssoauTensa.

10. (3.4) NIHdopmaums o cucteme KayecTBa U OLLEeHKax MOCTaBLUMKOB MMM pa3paboTyMKOB MPOrpaMMHOIO
obecneyeHns N yCTaHOBMEHHbBIX KOMMNbIOTEPU3NPOBAHHBLIX CUCTEM AOMMKHA ObITb 4OCTYNHA AN NPpegoCTaBneHns
nuam, ocyLeCcTBAIOLWMM NPOBEPKY, MO UX TPebOoBaHMIo.

lll. CTAOUA NPOEKTA
Banvngaums (4)

11. (4.1) BanupgauuoHHash OOKYMEHTauusi U OTYETbl [OIDKHblI OXBaTbiBaTb COOTBETCTBYHOLME CTaguu
XXU3HEHHOMO LIMKNa KOMMbIOTEPU3NPOBAHHOW cucTeMbl. [ponsBoauTenb AomkeH 000CHOBaTb CBOU CTaHAapThl,
NPOTOKOSbI, KPUTEPUN MPUEMIIEMOCTU, NPOLIEAYPbLI U 3anNnCcU Ha OCHOBE OLIEHKN PUCKOB.

12. (4.2) BanupauuoHHasi [OOKyMeHTauusi OOSPKHA BKIKOYATb 3anucuM KOHTPOMNsi U3MEHeHun (ecrnu
I'IpI/IMeHI/IMO) M OTYeTbl O NObIX OTKIOHEHUAX, BbIABJTIEHHbLIX B XO04€e npolecca sanngauunn.

13. (4.3) [HomkeH OblTb B HanMuuMm TeKyWWUA nepedeHb (peecTp) BCEX  UCMOSb3yeMblX
KOMMbIOTEPU3NPOBAHHBLIX CUCTEM C YyKasaHMeM WX YHKUMOHanNbHOCTW, nognajawwen noa TpebosBaHMA
HacToswwmx NMpaswun.

14. ONA KPUTUYECKMX KOMMbIOTEPU3NPOBAHHBLIX CUCTEM OOIMKHbI GbiTb B HanMumMu noapobHoe Tekyllee
onucaHne U3NYECKMX M NOrMYECKUX B3aMMOCBSI3EN, MOTOKOB AaHHbIX U MHTEPdENCOB C APYIMMU CUCTEMaMMU
Unu npoueccamu, Tpebyemble pecypcbl BCEro KOMMbIOTEPHOro 060pyAoBaHMUs M NporpaMMHOro obecrieyeHus,
AOCTYMHble Mepbl Ge30MacHOCTU.

15. (4.4) Cneumdukaumm TpeboBaHMI nofb3oBaTeNsl AOMKHbI OMUCbIBaTb Heobxoaumbie YHKLMK
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KOMMbIOTEPM3NPOBAHHON CUCTEMbI HA OCHOBE AOKYMEHTaNbHO 0POPMITEHHON OLIEHKM PUCKOB U BIIUSIHWS C TOYKM
3peHus cobnoaeHns HacToswmx Mpasun. Tpe6GoBaHWs NoNb3oBaTeNs AOMKHbLI MPOCIEXUBATLCA HA NPOTKEHNM
BCEro XXM3HEHHOro LMKIa KOMMbOTEPU3NPOBAHHOW CUCTEMBbI.

16. (4.5) MNpounssoanTenb OOMKEH NPEANPUHATL BCe MEPbI, rapaHTUpyoLMe, YTO KOMMbIOTEPU3MPOBaHHas
cuctema paspaboTaHa B COOTBETCTBMU C Haasiexallen CUCTEMON YNpaBrieHust kayecTBoMm. [ocTaBLMK AOSKeH
GbITb OLIEHEH COOTBETCTBYOLLMM 06pasoM.

17. (4.6) C uenbio Banugauun KOMMbIOTEPU3NPOBAHHBIX CUCTEM, U3rOTOBMEHHLIX MO MHAMBUAYaNbHOMY
3aKasy WM MoguduvuMpoBaHHLIX B COOTBETCTBUM C TpeboBaHMsAMM 3aka3uuka, HeobxoauMmo paspaboTaTb
OOKYMEHTUPOBAHHYHO npoueaypy OLIEHKM KayecTBa n 3KCnnyaTaumMoHHbIX XapaKTepucTuk
KOMMbIOTEPU3NPOBAHHOM CUCTEMbBI Ha BCEX 3Tanax €€ >KU3HEHHOro uukna ¢ ohOpMIIEHMEM COOTBETCTBYHOLLUX
OTYETOB.

18. (4.7) Heobxogmmo npeacTaBuTb AoKa3aTenbCTBa COOTBETCTBMS METOAOB M CXeM TeCTMpOBaHUA
KOMMbIOTEPU3NPOBAHHON CUCTEMbI. B 4acTHOCTKM, OOMXKHBI ObITb paccMOTPeHbl nNpegernbl napamMmeTpoB CUCTEMbI
(npouecca), rpaHuubl AdaHHbiX M obpaboTka owunbok. Heobxoanmo AOKyMeHTanbHO OMgOPMUTL OLEHKY
COOTBETCTBMUS MPUMEHEHNSA aBTOMAaTU3NPOBAHHbIX CPEACTB TECTUPOBAHNUS U PEXMMOB UX PaboThbl.

19. (4.8) Ecnn paHHble nepeBOOATCA B OpYyron dopMaT MM CUCTEMY [OaHHbIX, Banugaums AOMKHa
BKIOYaTb NPOBEPKY HEM3MEHHOCTUN 3HAYEHNS U CMbICIa JaHHbIX B NPOLECCe UX MUTpaLnn.

IV. CTAOUA SKCIITYATALMNA
OanHble (5)

20. KomnbloTepuanpoBaHHbIE CUCTEMbI, OCYLLECTBIISIIOLLIMNE SNIEKTPOHHbIA OOMEH AaHHbIX C OPYruMu
cuncrteMmamun, OOJDKHbl  BKIOYaTb COOTBETCTBYHOLIME BCTPOEHHble CpeacTtBa KOHTPONA npaBUibHOIoO WU
HesonacHoro Beoga 1 06paboTkun AaHHbIX C Lenbio MUHUMU3aLUUM PUCKOB.

KoHTponb To4yHOCTH (6)

21. ONs KpUTMYECKUX [OaHHblX, BBOAUMBIX BPYYHYI0, HEOOGXOAMMO NpeaycMOTpPeTb OOMONHUTENbHbI
KOHTPOMNb TOYHOCTW BBOAA OaHHbIX. OTOT KOHTPOMb MOXET OCYLIECTBMATLCA BTOPLIM OMEepaTopoM WU C
MOMOLLIbIO BanMaNPOBaHHbIX 3MNEeKTPOHHbIX cpeAcTB. KpUTUYHOCTL U NoTeHuManbHbie NocneacTens oLnBGoYHOro
U1 HeNnpaBWUIbHOIo BBOAA AaHHbIX B CUCTEMY [IOSKHbI OXBaTbiBATbCA CUCTEMOM YNPaBreHUsl PUCKaMU.

XpaHeHune gaHHbIX (7)

22. (7.1) DaHHble OOMKHbI ObITb 3alUMLLEHbl OT MOBPEXOEHUA KaK PU3NYECKUMU, TaK N 3NEKTPOHHbLIMM
Mepamu. CoxpaHeHHble AaHHble OOJDKHbI MPOBEPSATLCA Ha OOCTYMHOCTb, YMTAEMOCTb M TOYHOCTb. [locTyn K
OaHHbIM OOMKeH OblTb 06ecneyeH Ha NPOTSXXEHUN BCEro Nepuoga Ux XpaHeHus.

23. (7.2) Heobxooumo BbINOMHATE PErynsipHOe pPe3epBHOE KOMUPOBaHUE BCEX HEOOXOAMMbBIX AaHHbIX.
CoxpaHHOCTb M TOYHOCTb PE3EPBHbLIX KOMWUA, a Takke BO3MOXHOCTb BOCCTAHOBIEHUS [aHHbIX AOMKHbI ObiTb
NpoBEepEHbI B NpoLiecce Banugauumn n nepmoanyeckn KOHTPONMpoBaThCs.

Pacneuatku (8)

24. (8.1) HeobxooumMo MMeTb BO3MOXHOCTb MOSNTYYEHUS YETKUX MeYaTHbIX KOMUIA OaHHbIX, XPaHSLMXCS B
3NEKTPOHHOM Buae.

25. (8.2) Onsa 3anucein, conpoBOXAAOLWMX pa3peLleHne Ha BbINMyCK Ccepyu, OOSMPKHA ObiTb NpegycMoTpeHa
BO3MOXHOCTb MOJSIyYEHUS pacrneyaTok, YKasblBaloLWMX, U3MEHANUCb NN KakMe-nMbo AaHHble C MOMEHTa WX
nepBoOHa4asribHOro BBOAA.

KoHTponbHble cneabl (9)
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26. Ha ocHoBe OLIEHKM PUCKOB HEOOXOOAMMO YyAEnWTb BHUMAHWE BCTPauUBaHUIO B CUCTEMY BO3MOXHOCTU
CO30aHns 3anucen BCeX CYLLECTBEHHbIX N3MEHEHWUIA U yaaneHun, CBA3aHHbIX C 06NacTblo AEWCTBUS HACTOSALLMX
MpaBun (cuctema, cosgarowas "KOHTponbHble cnepl”). MNMpUUMHBI TaKUX CBSI3aHHbBIX C HacToswumu MNpaBunamm
N3MEHEeHU Unn yaaneHun gaHHbIX OOIMKHblI OblTb 0OPOpPMMEHbl AOKYMeHTanbHO. KOHTpOrbHbIe cnedbl SOSMKHbI
ObITb AOCTYMHBLIMW, MMETb BO3MOXHOCTb WX Mpeobpa3oBaHWss B MOHATHYIO AN nonb3oBaTenen dopmy,
perynsipHo NpPoBepSATLCS.

YnpasneHne nameHeHnssMu n koHgurypauueii (10)

27. Jiobble M3MEHEHUSA B KOMMbIOTEPM3NPOBAHHOW CUCTEME, BKIIOYaA KOHUIrypaumo cUcTeMbl, AOMMKHbI
NPOBOANTLCH TONBKO KOHTPONUPYEMbIM CMOCOBOM B COOTBETCTBMM C YCTAHOBIIEHHON NpoLeaypown.

Mepuoamnyeckas oueHka (11)

28. KomnboTepunamMpoBaHHble CUCTEMbI JOJPKHbI NMEPUOANYECKN OLEHMBATbCA ANS NOATBEPXXAEHUS TOro,
YTO OHM OCTAKTCSA B BaNMAMPOBAHHOM COCTOSIHUM M COOTBETCTBYHOT TpeboBaHuMsM HacToswmx lNpasun. Takvne
OLEHKN [OrKHbl BKMOYaTh, B Ccrydyae HeoOXOoOAMMOCTM, OLIEHKY TeKyllero pguanasoHa yHKUMOHAmNbHbIX
BO3MOXHOCTEWN, 3anucell OTKIOHEeHMW, cOoeB, nNpobnem, McTopuM OBHOBMEHWM, OTYETHI 00 3SKCnnyaTauuu,
HaEeXHOCTH, 3aLLMLLEHHOCTU N O BanMaaLVOHHOM cTaTyce.

3awumTa (12)

29. (12.1) Ona obecneyeHnsa gocTyna K KOMMbIOTEPU3IMPOBAHHOW CUCTEME TOMbKO NUUaMu, UMELLUMN Ha
3TO0 npaBo, HeobxoAMMO wucnonb3oBaTb uandeckne U (UNK)  JIOTUMECKUE  SNEMEHTblI  KOHTPOIS.
CooTBeTCcTBYOLWME CNOCOOLI NPpefoTBpaLLEHUs HECAHKLMOHUPOBAHHOIO 4OCTyNa K cucTemMe MOryT BKM4YaTb B
cebs Mcnonb3oBaHUe KIYew, KapToyek JOCTyna, NepcoHarbHbIX KOAOB C NaponisimMn, GUOMETPUYECKUX AaHHBIX,
OrpaHUYeHns 4OCTyna K KOMMbIOTEPHOMY 0O0PYAOBaHUIO K 30HAM XPaHEHUs OaHHbIX.

30. (12.2) CteneHb 3alLnTbl 3aBUCUT OT KPUTUYHOCTU KOMMBIOTEPU3NPOBAHHOM CUCTEMBI.

31. (12.3) CosgaHue, N3aMeHeHMEe 1 aHHYNMpPOBaHME NpaB AOCTyna JOJPKHO ObITb 3aperncTpupoBaHo.

32. (12.4) [domxHa ObITb paspaboTaHa cucTeMa YMpaBrleHUs [AaHHbIMW W OOKYMEHTaMU AN
naeHTUgrKaLmmM onepaTopoB, OCYLLECTBSIOWNX BXOA, @ TaKkkKe AN perncrpauumn N3aMeHeHus, NoATBEPKAEHNS
UNu yaaneHus AaHHbIX, BKMOYasi aTy v BpeMmsl.

YnpasneHue nHumgeHtamm (13)

33. Bce vHUMaeHTbl (HenpeaBuOEeHHbIE Crydaun), BKNHOYAs CUCTEMHbIE COOM M OWIMOKM OaHHbIX, OOJIKHbI
ObITb 3anucaHbl U oueHeHbl. HeobxooumMo yCTaHOBUTL OCHOBHYIO MPUYMHY KPUTUYECKMX COOEB M MCMONb30BaThb
3Ty MHAOPMALMIO B KAYECTBE OCHOBbI KOPPEKTUPYHIOLLMX U Npeaynpexaatowmx encTBIn.

OnekTpoHHasa nognuck (14)

34. OneKTpoHHble 3anncy MOryT ObITb NOAMNMCaHbI B 3NEKTPOHHOM BUAE. DNEKTPOHHbIE NOAMUCU LOIDKHBbI:

a) (a) B paMkax opraHnsaumm UMeTb TaKoe e 3Ha4YeHne, Kak pyKornuncHble Nognucuy;

©0) (b) ObITb HEPA3PLIBHO CBSAI3AHHLIMU C COOTBETCTBYHOLLMMU 3aNUCSIMMU;

B) (C) BkNtoYaTb BpeMs U AaTy, korga oHu Obiniv NOCTaBMEHBI.

Boinyck cepum (15)

35. Ecnu pgna peructpauum  npouenypbl  0ogobpeHMs M BbiMycka  CepuuM  UCMonb3yeTcs
KOMMbIOTEPU3MPOBAHHAA CcUCTEMa, OHa [OJKHa MNpedocTaBNATb [AOCTYN ANs  BbiNycka Cepuu  TOMbKO
YMOSTHOMOYEHHOMY MLy, a Takke AOMKHA YETKO MAEHTUULMPOBATb U PErMCTPUPOBATL YNOMHOMOYEHHOE N1LO,

KoTopoe 0pobpuno u BbINYCTUIIO Cceputo. OTU LENCTBUSA LOMKHbI OCYLLECTBNATLCA C  MCMNOMb30BaHWEM
3NEKTPOHHON NoANnCH.
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HenpepbiBHOCTE paboTbl (16)

36. C uenbio obecneyeHusi paboTOCMOCOBHOCTU KOMMLIOTEPU3MPOBAHHbBIX CUCTEM, COMPOBOXOAMOLLMX
Kputn4yeckme npoLecchl, HeO6XOD,VIMO NPUHATL Mepbl NpPefoCTOPOXHOCTU And rapaHTun HenpepbiBHOCTU
NoAAEPXKKM ATMX NPOLECCOB B Cly4yae BbIXOA4a CUCTEMbI U3 CTPOS (HampvMep, C UCMONb30BaHWEM PYYHON UNn
anbTepHaTUBHOW cucTeMbl). Bpemsi, HeobGxogoumoe Ons BBeAEHUS B AENCTBUE anbTepHATMBHLIX CPEeACTB,
OOMKHO  yuMTbiBaTb PUCKM M COOTBETCTBOBAaTb  KOHKPETHOM  KOMMbIOTEPU3UMPOBAHHOM  CUCTEME U
cornpoBoXxgaemomMy paboyemMy npoueccy. OTU Mepbl OOIMKHblI ObITb Hagnexawum o0pa3oM 0dOpPMIIEHbI
OOKYMeHTallbHO U NpoBepeEHbI.

ApxvsupoBaHue (17)

37. OaHHble MOryT apxvMBMpOBaTbCHA. OTU OaHHble OOIDKHbI MPOBEPATBCA Ha AOCTYNMHOCTb, YAOOCTBO
YTEHUS M LEeNnocTHoCTb. Ecnn B KOMMNbIOTEPU3MPOBAHHOW CUCTEME HEOOXOAMMO MNPOBECTU CyLLECTBEHHbIe
N3MeHeHns1 (Hanpumep, KOMMbITEPHOro 0OOpyAOBaHWS UMM MpPOrpaMMHOro obecneveHus), OOMmkHa ObiTb
obecnedveHa 1 npoBepeHa BO3MOXHOCTb BOCCTAHOBMNEHUST AaHHbIX.

V. TEPMWHbLI 1 ONMPEOEJIEHNA

38. [Ina uenen Hactodwero MNMpunoxeHns KpoMe TEPMUHOB M onpeaeneHnin, NnpeayCMOoTpPeHHbIX rnason |l
HacToALLNX ﬂpaan, MCNONb3YKTCA TakKXe cneayrouime OCHOBHbIE NMOHATUA!

BNageneL, npoLecca - N1Lo, OTBETCTBEHHOE 3a pabounii NpoLece;

BnageneL, CUCTEMbl - NWUUO, OTBETCTBEHHOE 3a [JOCTYMHOCTb M TexXHU4Yeckoe OOChyXuBaHue
KOMMbIOTEPU3MPOBAHHONM CUCTEMbI M 6E€30MaCHOCTL AaHHbIX, HAXOASALLMXCS B 3TOW CUCTEME;

KM3HEHHBIA UMK - BCE CTaguu CyLLECTBOBAHUS KOMMbHOTEPU3MPOBAHHOW CUCTEMbI OT (DOPMUPOBAHMUS
nepBoOHaYanbHblX TpeGoBaHW [0 NpekpalleHus SKcnyaTauuu, BKoYasi MPOEeKTMpOBaHWe, onpegerneHne
TEXHUYECKUX TpeboBaHui, NporpaMMUpoBaHmne, TeCTUPOBaHWe, YCTaHOBKY, paboTy 1 o6CnyxuBaHue;

MHOPMaLMOHHO-TEXHONOMMYeckass MHQpPAcTpyKTypa - KOMMblOTepHoe oGopyaoBaHWe M NporpammHOe
obecneyeHune, Takoe Kak ceTeBoe nporpaMmHoe obecrieyeHne 1 onepaumoHHbIE CUCTEMbI, KOTOPbIe MO3BONSOT
NMPUMEHWTb VX OJ151 BbINONTHEHWS! ONpeaeneHHbIX OYHKLWIA;

KOMMNbTEPU3NPOBAHHAA CUCTeMa, WU3roTOBJIEHHadA nNo wHOMBUAyanbHOMY 3akady - uHOMBuMAyaribHO
CnpoeKTnpoBaHHaA KOMNbOTEPU3INPOBaAHHAA CUCTEMaA ANA obecneyeHunst KOHKPETHOIro pa6oqero npouecca,

NpuUnoXeHne - nporpaMMHoe obecrnedyeHne, YCTaHOBIEHHOE Ha OonpeaeneHHoi nnatgopMe unu
KOMMbIOTEPHOM 060pYa0BaHMK M NPeAoCTaBnsoLLee cnelmanbHble PYHKLUOHAaMNbHbIE BO3MOXHOCTH;

CepVIVIHOG nporpaMmmMHoe obecneyeHne - KOMMep4YeCKn [OOCTynHoe nporpaMmmHoe obecneyeHue,
NPUrogHOCTb KOTOPOIo Aid UCMOoJ1Ib30BaHUA NpoaeMOHCTpUupoBaHa OOMbLUMM KONMYECTBOM MOJIb30BaTENEN.

Mpunoxexne N 12
K NMpaBunam Hagnexawemn
NPON3BOACTBEHHOW NPAaKTUKM

NCMOJIb3OBAHWE
NOHN3UPYIOLLEIO N3NYYEHWA B NPOM3BOOCTBE
NEKAPCTBEHHbIX MPEMNAPATOB

1. lMpoussogutenb NPoayKuMmn, Ans KOTOPOW WMOHU3Mpylowee obnydyeHue SBASETCA COCTaBHOW 4acTbio
TEXHOMOrMYEeCcKoro npouecca, [AOMKEH Takke PyKOBOACTBOBATbLCA HOPMaTUBHBLIMW MPaBOBbLIMU  akTamu
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Poccuiickon dJe,qepau,MM, pernameHTUpyrLwmnMmmn ncnosib3oBaHne MOHU3NpyLero nsny4yeHnda npmn npon3soacTee
JIeKapCTBEHHbIX CPeacTB.

|. BBEOEHNE

2. VloHnanpytollee M3nyyeHne MOXeT MCMNoNb30BaTbCA B MPOM3BOACTBEHHOM Mpolecce Ans PasfuyHbIX
Lenen, BKIOYas CHUXKEHMEe cTerneHun GUoHarpyskv U CTepunnsaumio UCXOOHOTO Chipbsl, KOMMOHEHTOB YMNaKoBKM
UK NpoAyKUUK, a Takke 06paboTKM NpenapaToB KPOBMU.

3. |/]CI'IOJ'Ib3yeTC$| OBa Braa MOHU3UPYKOLLEro n3nyvyeHna: ramma-msny4yeHne ot paanoaktMBHOro MCTOYHMKa
M BbICOKO3HEPreTu4eCcKoe 3N1eKTpoOHHOEe n3ny4veHue (6eTa-|/|3nyquMe), nony4yeHHoe C NOMOLLbKO YCKOpUTENA.

4. MNpyn ramma-nany4YeHnm MoryT GbiTb UCMONb30BaHbl ABa Pa3fMyHbIX pexnmMa 06paboTku:

a) (i) NOPUMOHHBIN pexuMm: MpPoayKUMS pa3MellaeTcsl B (OPUKCUPOBAHHOM MONIOXKEHUU BOKPYr UCTOYHMKA
N3Ny4YeHnst 1 He MOXET ObITb 3arpy)xeHa Unm BbIrpy>KeHa, Noka OTKPbIT MCTOYHMK MOHU3NPYIOLLETO U3NYYEHUS;

©) (ii) HenNpepbIBHbIN PEXUM: aBTOMAaTM3NPOBaHHAsA cMCTEMa TPaHCMOPTUPYET MPOAyKUMIO B Kamepy And
06nyyYyeHMss MUMO OTKPLITOTO WMCTOYHMKA WMOHU3MPYIOLLEro U3ryyYeHusl, nepemellaeT ee C COOTBETCTBYHOLLEWN
CKOPOCTbIO MO 3aaHHOMY MapLUpyTy, a 3aTeM BbIBOAWUT U3 KaMepbl.

5. PagmauvoHHble YCTaHOBKM C YCKOPWUTEMSMW SMEKTPOHOB: MPOAYKUMIO MepeMellaT  4vepes
HenpepbIBHbIA UK NYyNbCUPYHOLLNIA NYYOK 3MEKTPOHOB BbICOKOW 3Heprun (beTa-musnyyeHune), passeptky KOTOPOro
Npon3BoAAT B 0601X HaNpaBneHUsiX NepneHauKynsipHO K NepeMELLEHMI0 NMPOaYKLIN.

II. OTBETCTBEHHOCTb

6. (1) PagnaumoHHyto o6paboTKy nekapCTBEHHbIX MpenapaToB MOXEeT MPOBOAUTb HEMOCPEACTBEHHO ee
npoun3sBoauTeslb UM No OOroBopy C HAM opraHusauud, nMmerLwaa B pacnopsxXeHnn paanauMoHHY YyCTaHOBKY.
|_|pl/I 3TOM Ka)K,D,bII7I M3 HUX OOJIKEeH MMeTb COOTBETCTBYHLLYH JNUUEH3UI0 Ha Npou3BOACTBO J1€KapCTBEHHbIX
CpeacTB.

7. (2) MpousBoanTenb HECET OTBETCTBEHHOCTb 3a Ka4YeCTBO MPOAYKUMM, B TOM 4uUcre 3a pe3yrnbTaTbl
BO3AEVCTBMSA MOHU3MpYIOLWero uanydeHus. OpraHusauusi, npoBoAsllan paguauvoHHylo o6paBoTky, HeceT
OTBETCTBEHHOCTb 3a TO, YTOObI Kaxkaas ynakoBka nomny4yuna gosy, onpegeneHHyo npomssoamtenemM (B TOM Yicne
camasi yganeHHasi OT UCTOYHUKA M3MNyYeHNs ynakoBKka ¢ NpoayKuueit).

8. (3) Tpebyemass po3a Cc OBOCHOBAHHLIMM MpeferibHbIMU 3HAYEeHUSAMU [OIDKHA OblTb yKasaHa B
pPEerMcTpauUmoHHOM [0Chbe Ha NekapCTBEHHbIV Npenapar.

. AOSNMETPUA

9. (4) Oo3umeTpusi - 3TO U3MEpPEHWE MNOrMOLLEHHON [03bl WOHU3MPYIOLLErO W3MYYEHUSs C MOMOLLbO
003MMeTpoB. NoHMMaHue NpUHUUMIOB paboThl U NPaBUiIbHOE UCMOMb30BaHME TEXHUKM UMEIOT BaXKHOE 3HaYeHue
ANs Banugauuu, BBoda YCTAaHOBKM B SKCNyaTaLMIo U KOHTPOMs npouecca.

10. (5) KanubpoBka kaxgon napTum paboumx [O3MMETPOB AOMKHA ObITb MPOCMEXMBAEMOW BMMOTb A0
HaUMOHaNbHOrO WU MeXayHapogHoro aTtanoHoB. Cpok OencTBusA kannmbpoBKM [OIMKEH ObiTb YCTAHOBIEH,
0BOCHOBaH 1 CTPOro BblAepXaH.

11. (6) Ons onpeaeneHvst M3MEHEHWS MOKa3aHWM LUTATHbIX OO3MMETPOB Mocrie o6nyveHWs u npu ux
kanubpoBKe OO/MKEH MCNOMNb30BaTbCA OAWH W TOT e npubop. lNMpu Mcnonb3oBaHWWM pasHbiX NPUOOPOB OHWU
OOIMKHbI BbITh KannMBpoBaHbl B abCOMIOTHBIX eAUHMLAX NOrMoLLEeHNS.

12. (7) B 3aBucumocTM OT TuMNa UCMNOMb3yeMblX AO3NMETPOB HEOOXOAMMO Y4YuTbIBaTb BO3MOXHbIE
WUCTOYHWMKN MOrpeLlHOCTEN, BKMOYas BM&XHOCTb, W3MEHEHUs TemnepaTtypbl, nepuog BpEMEHU Mexay
obnyyeHvem 1 usMepeHneM, a Takke MOLLHOCTb MOrMOLWEHHOW A03bI.

13. (8) nnHy BONHbI NpMbopa, NCNoMb3yEMOro AN U3MEPEHUA U3MEHEHUI B NOIMOLLEHUN A03MMETPOB, U
npubop, mncnonb3yembld ANd U3MEPEHUs] TOMLMHbI JO3UMETPOB, HEOOXOAMMO PErynspHO MpoBepsATb NyTeM
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KanvbpoBKN 4Yepe3 OnpederieHHble BPEMEHHbIe WHTepBasbl, YCTAHOBMEHHbIE HAa OCHOBaHWM CTabWMBLHOCTM,
Ha3HayeHus n cnocoba npumeHeHus npudopa.

V. BAINMMOALINA MPOLIECCA

14. (9) Banugaumsa - 3TO OeWCTBME, AOKasblBalLlee, YTO MPOLECC, TO eCTb MoMy4YeHue npoayKumen
3a[aHHON MOrOLEHHOM A03bl, 4OCTUraeT oXugaembix pesynbTaToB. Ecnv npu ncnonb3osBaHnM MOHU3MPYOLLETO
N3NyyYyeHNss B MpPOM3BOACTBE JIEKAPCTBEHHbIX CPEACTB HOPMATMBHbIMW MNPaBOBbIMU akTamu Poccumnckomn
depepauumm  yCTaHOBMEHbl OOMNOMHUTENbHbIE TpeboBaHWs K Banugauun, Takme TpeboBaHMa [OIMKHbI
cobntogaTtbCes.

15. (10) Banupauusa gomkHa BkrodaTb B cebsi cocTaBneHue KapTbl QO3HOrO Mnonsd, 4tobbl YyCTaHOBUTb
pacnpegeneHve NormoLweHHoN 003kl BHYTPM 0611y4aeMoro KoHTeliHepa ¢ NpoAyKUMen npu onpeaeneHHon cxeme
pasmelleHna npoaykuum B HeEM.

16. (11) TexHunyeckue TpeboBaHUs K Mpolieccy OBMyvyeHUs [OOMKHbI BKMOYaTb B cebs, B 4aCTHOCTU,
cnepyolLuee:

a) (a) noapobHble cBeaeHUs 00 ynakoBke NpoayKUuK;

0) (b) cxemy(bl) yknagku NpoayKuumn BHYTPY KOHTENHepa anga obnyyeHnsi. Ecnn B ob6nydaemMom KOHTelHepe
HaxoOATCa pasnuuyHble BuAbl NPOAyKuuKM, ocoboe BHMMaHWe HeobXoAMMO yAensiTb TOMy, YTOObl MNIOTHas
npoayKuMs nonyyuna normHylo A03y M He 3KpaHupoBana Apyryto npogykumioo. Kaxabii cnocob yknagku B
KOHTENHep pasHbiX BMOOB NPOAYKUMM AOrmkeH OblTb onpedeneH B COOTBETCTBYHOLIEN npoueaype W OOMKeH
NpoNTU Banuaauuio;

B) (C) cxemy pacnonoXeHWs KOHTEWHEpPOB BOKPYr WMCTOYHMKA (MOPLMOHHBLIA PEXUM) WU MapLupyT
ob6nyyaeMbix 06bEKTOB BHYTPY Kamepbl AN 06ryYeHus (HenpepbiBHbIN PEXUM);

r) (d) BepxHee W HWXKHee NpedenbHO AONYCTUMble 3HAYEHUS MOTMOLWIEHHOW [03bl WU3MNyYeHus Ans
npoAyKLUUN U COOTBETCTBYHOLLME METOAbI A03NUMETPUU;

,El,) (e) BepxHee U HWXHee npeaeribHble 3HaYeHusa NOrnoLweHHon [03bl n3anyyvyeHua nna o6nyqaeM0ro
KOHTeIZHepa M COOTBETCTBYHOLWME MEeTOObl O3UMETPUN ANA KOHTPOIA 3TOW NOrMOLEHHON 03bl;

e) (f) apyrve napameTpbl npouecca, BKIYast MOLLHOCTb MOrMOLWEHHOW A03bl, MakCuMMmarnbHOEe BpeMs
3KCMO3NLIMM, YNCIO SKCMNO3ULMIA, KONMYECTBO LMKIOB 06ny4eHus.

17. Ecnun o6nyquMe npoBOAAT NO O0roBopy, TO B TaKOM OOroBope pekoMeHayeTcA npeayCcMoTpeTb, MNo

KpanHen Mmepe, noanyHkTbl " n "a" nyHkTa 16 HacTosiwero [punoxeHus, onpeaensiowmne TexXHUYecKue
TpeboBaHusa K npoueccy obnyveHus.

V. BBO[ YCTAHOBKW/ B SKCIITYATALNIO
Obwume TpeboBaHus

18. (12) Bog B aKkcnnyatauumio - 3TO IKCNEPUMEHTanNbHO MOMy4YeHHOe W AOKyMEHTanbHO OOpMIEHHOoe
[OoKasaTenbCTBO TOro, YTO paguauuoHHasi ycTaHoBka Mpu paboTe B COOTBETCTBUM C  TEXHUYECKUMM
TpeboBaHMAMM K MpoLeccy MNOCTOsHHO OyneT paboTaTb B 3apaHee YCTaHOBMNEHHbIX npepenax. CornacHo
HacTosweMy [lpunoxeHuto 3apaHee yYCTaHOBMEHHblE Mpedenbl - 3TO MakCuMasnbHOE W MUHMManbHOEe
OOMyCTMMblE 3HAYeHUs 4O03bl, NPeAHa3Ha4YeHHON AN MOrMnoweHns obnydaeMbiM KOHTeriHepoM. N3meHeHus B
paboTe yCTaHOBKW, KOTOPbIE MOTYT MPUBECTU K BbIXOAY 3HAYEHWUIN MOrIOLEHHOW KOHTEMHEepPOM [03bl 3a 3TU
npegenbl, HA NPU Kaknux YCNoBusiX HE AOMKHbI NponcxoamTb 6€3 BegomMa oneparopa.

19. (13) BBoga B akcnnyaTtaumio JOMMKEH BKIoYaTh B cebs cnegyowmne anemMeHTbI:

a) (a) nnaHnpoBaHue;

©) (b) cocTaBneHne kapTbl JO3HOMO MONS;
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B) (C) AOKyMeHTanbHoe 0popMIEHHNE;
r) (d) onpegeneHne TpeboBaHMI kK MOBTOPHOMY BBOAY YCTAHOBKW B 3KCNyaTauuio.
NCTOYHMKM raMmma-nsny4eHus
KoHcTpyKuus

20. (14) MornowieHHas Oo3a, NornyyYeHHas onpefeneHHoN 4acTbio 0brnyvyaemMoro KoHTenHepa B nobow
onpeaeneHHoN ToYKe BOKPYT U3rnyyaTensi, 3aBUCUT, B YaCTHOCTM, OT crieayoLmnx hakTopos:

a) (@) aKTMBHOCTb 1 reoMeTpUst UICTOYHUKA U3IYYEHUS;
©) (b) paccTosiHMe OT MUCTOYHUKA OO0 KOHTENHEpPa;
B) (C) NpoAomKNUTENBHOCTL 0BMNYyYeHNs, KOHTpPONMpyemMas TauMepoM Ui CKOPOCTbIO ABUKEHUS KOHBENEPA;

r) (d) coctaB 1 NNOTHOCTbL MaTepwana, BKMoyas Apyryio NPOoaYKUMIO MEXAy UCTOYHUKOM M OnpeneneHHON
4acTbl KOHTENHEPA.

21. (15) CymmapHas nornowleHHas [fos3a 3aBWCUT Takke OT MapupyTta, No KOTOPOMY [ABWXYTCH
KOHTENHepbl MpPU HEMNPEPbIBHOM pexuMe OONy4eHWs, WM OT CXeMbl 3arpy3kv Mnpu MOPLUOHHOM peXume
obnyyeHus, a Takke OT KONMYeCTBa LIMKINOB 06ny4eHus.

22. (16) NMpu dmkcmpoBaHHOM MapLUpyTe (Npy HENPEePbLIBHOM 065TyYeHMn) nnu Npu UKCMPOBAHHON CXeMe
3arpy3ku (Npy MOPUMOHHOM pexnme obnyyvyeHus), a Takke NpuM MNOCTOSTHHOM MOLLHOCTM WUCTOYHUKA U Buae
NPOAYKLUUN OCHOBHBLIM NapaMeTpPoOM YCTAHOBKW, KOHTPONMMPYEMbIM ONepaTopoM, SBNSETCA CKOPOCTb KOHBenepa
U BPEMS, YCTaHOBIEHHOE Ha Tanmepe.

CocraBneHune KapTbl 4O3HOIO nosis

23. (17) lNpwn cocTtaBneHnn KapTbl OO3HOrO MOMs kamepa Ans 06nyyYeHus OOMmKHa ObiTb 3anonHeHa
KOHTEeNHepaMn ¢ Mynsbkamu unu obpasuamu npoayKuuu OAHOPOAHOW MMOTHOCTW. [O3MMEeTPpbl OOMKHbI ObITb
pacnornoXeHbl HE MeHee YeM B TpeX 3amnofiIHEHHbIX KOHTEeMHepax, KOTopble MPOXOAAT Yepes uanyyartens. OTu
KOHTEeNHepbl OOMKHbl ObiTb OKPYXeHbl aHanorM4HbIMM KOHTEMHepaMu unu Mynsxkamy npogykumm. Ecnu
NpoAyKUMs YynoXeHa HepaBHOMEPHO, [A03NMETPbl [OOMXKHbl ObiTb pasMelleHbl B Oonbluem KonuyecTse
KOHTENHEepoB.

24. (18) PacnonoxeHne OO3NMMETPOB 3aBUCUT OT pa3mepoB obryvyaemoro KoHTenHepa. Hanpumep, ans
KoHTerHepoB pa3mepoM 1 x 1 x 0,5 M, JO3MMETPBLI MOTyT pacnonaraTbCs B y3nax TPEXMEPHOWN peLleTkn C Luarom
20 cM C y4eTOM BHELLUHEN MNOBEPXHOCTU KOHTenHepa. Ecnu npegnonaraemMble 30HbI C MaKCMManbHOW W
MWHUManbHOW 403aMW M3BECTHbI U3 MpeablayLLMX OMNbITOB, TO YacTb AO3UMETPOB MOXET ObiTb M3bSATA N3 30H CO
CpeAHMN 3HaYEHUSIMM 03 U NOMELLEHA B 30HbI C 3KCTPEMarbHbIMU 3Ha4YeHMAMM 403kl ¢ warom 10 cm.

25. (19) B pesynbTaTte aToi npoueaypbl AOMKHbI ObITb ONpeaeneHbl MMHUMarbHasa U MakcumarnbHas 4o3bl,
MOrfOLLEHHbIE NPOAYKUMEN M MOBEPXHOCTbIO KOHTEWHepa MpW 3adaHHbIX MapamMeTpax YCTaHOBKM, MIIOTHOCTU
NPOAYKLUUN N CXEME 3arpy3Ku.

26. (20) B upeanbHoM cnydae Ans onpefeneHvus kapTbl OO3HOrO Mnonsi Heobxo4uMMO MCMoNb30BaThb
3TanoHHbIE JO3UMETPbI, MOCKOMbKY OHM MMEKT BOMbLUYI TOYHOCTb. Takke AOMYCTMMO MCNOMb30BaHNE OObIYHbIX
[O3MMETPOB, HO pPEKOMEeHAyeTCcs pasmellatb pPsSgoM C HAMW  STarnoHHble [OO3MMETpbl B MecTax, rae
npegnonaraknTcss MWHMManbHas U MakcuMarbHas [03bl, U B OObIMHO KOHTPOMMPYEMOM MECTE B KaXKOoM
MOZENbHOM KOHTerHepe Ans obnyyeHus. NonyvyeHHble 3Ha4YeHWst NOrNoLeHHON 003bl ByayT MMETb CryvariHyto
MOrpeLUHOCTb, KOTOpas MOXeT ObITb onpeferneHa NyTeM MHOTOKPATHbIX U3MEPEHUIA.

27. (21) WN3mepeHHast obbl4HBIM O03MMETPOM MMUHMManbHas Habrnogaemasi gosa, Heobxoaumas Onis
rapaHTuM TOro, YTo BCe OOMy4YeHHble KOHTEWHEepbl MONyYunuM MuHUManbHyt Tpebyemyio o3y, OOSmKkHa ObiTb
yCTaHOBJ1€Ha Ha OCHOBaAHNWN 3HaHUA cnyqaﬁHoﬁ NOrpeLwHoOCTN N3MepeHna LWTaTHbIX JO3UMETPOB.
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28. (22) Bo Bpems onpeneneHnst KapTbl 4O3HOMO NOJs NapameTpbl YCTAHOBKM HEOOXOAMMO NoaaepKuBaTtb
MOCTOSIHHLIMW, KOHTPONMPOBAaTb WM PerucTpupoBaTtb MX. OTW 3anucu BMecTe C pesynbTatamy SO3UMEeTpUun u
APYrYMY NONYy4YE€HHbIMM 3anMcamMn HEOBX0AMMO COXPaHATb.

PagnaumoHHble yCTaHOBKM C YCKOPUTENSIMU 31IEKTPOHOB
KoHcTpyKums

29. (23) lMornoweHHas 4o3a MOHM3UPYIOLLEro U3Ny4YeHUs B NPOAyKUMM 3aBUCUT OT CNeaytoLmx OCHOBHbIX
aKTopOoB:

a) (a) xapaKTepPUCTMKM My4YKa, a UMEHHO: SHEPrusi 3NTIEKTPOHOB, CPEeAHWI MOTOK MyyKa, LUMPUHA PasBepTKU U
paBHOMEPHOCTbL My4Ka Mo WMpPVHE PasBepTKY;

©) (b) ckopocTb KOHBENEPA;
B) (C) cocTaB 1 NNOTHOCTb NPOAYKLUN;

r) (d) coctaBs, NNOTHOCTb M TOMLWMHA MaTepuana, HaxoasaLeroca MexXay BbIXoAHbIM OKHOM U 06ry4yaeMoii
4acTbio NPOAYKLNK;

A) (e) paccTosiHue OT BbIXOAHOIO OKHa A0 KOHTeWnHepa.

30. (24) OcHOBHbIMM NapameTpamm, KOHTPOSIMPYEMbBIMM OMNEPATOPOM, SBIISIOTCS XapakKTEPUCTUKM Ny4dka U
CKOpPOCTb KOHBeKepa.

CocTtaBneHue KapTbl 4O3HOIO nonA

31. (25) Mpun cocTtaBneHun kapTbl JO3HOMO MONS AO3MMETPbl HEOOXOAMMO pacnonaratb Mexay Crosmu
FOMOrE€HHOro NorfoTUTENsl, MOAENMVPYHIOLWEro pearnbHyH NPOAYKLMIO, NN MeXay CrnosMmy obpasuoB NpoayKumm
OLHOPOOHOM MMNOTHOCTU Tak, YToObl He MeHee 10 m3mMepeHun GbiNM NpoBedeHbl B Npeaenax MakCMMarnbHOro
npobera anekTpoHoB. Heobxoammo Takke cobniogatb TpeboBaHMs, U3NOXKEHHbIE B NyHKTax 24 - 27 HacTosLWero
Mpunoxexus.

32. (26) lNpu onpegeneHnn KapTbl AO3HOrO MOMNSA NapaMeTpbl paguauUMOHHOM YCTaHOBKM Heobxoammo
noaaepxuBaTb MOCTOSIHHBIMU, KOHTPONMPOBATb M PErucTpypoBaTtb MX. OTU 3anncu BMeEcTe C pesyrbTatamu
003UMEeTPUN 1 APYTMMU NOSyYEHHBIMU 3anNMCAMN HEOOXOONUMO COXPaHATh.

HOBTOprIﬁ BBOJ YCTaHOBKM B 3KCnnyaTtauuo

33. (27) MNMpouenypa NOBTOPHOrO BBOAA B 3KCMyaTaumio JOMMKHa NPOBOAUTHLCS 3aHOBO KaXAbI pas, koraa
NnponcxoaaT M3MEHEHUs npouecca WM napameTpoB paanauMOHHOM YCTAHOBKM, CMOCOOHbIE MOBMUMATH Ha
pacnpegeneHne MorfnoweHHON [03bl B 00fy4YaeMoOM KOHTEMHepe (Hanpumep, Mpu  3amMeHe CTepXXHewn
obnyvatens). O6bem paboT N0 NOBTOPHOMY BBOAY B 3KCMSyaTaumio 3aBUCUT OT CTENEHN N3MEHEHWIA, BHECEHHbIX
B KOHCTPYKUMIO obny4yaTensi pagMaunuoHHON YCTaHOBKU NN B KOHAUIypaumio 3arpysku. MNpyn Hannunm coMHeHu
npouenypy NOBTOPHOIO BBOAA YCTAHOBKM B 3KCMyaTaLuio Heo6Xxoaumo NpoBECTM 3aHOBO.

V1. NMOMELLEHNA

34. (28) MNomelLeHns crnegyeT NpoOeKTUpOBaTb M 3KCNIyaTMpoBaTb TakuM 06pas3oM, 4YToObl 06nyyYeHHble
KOHTeNHepbl 6bINM oTAEeNeHbl 0T HeobnyYeHHbIX BO n3bexaHne nepekpecTHon KoHTamuHauun. Ecnv matepuansl
obpabaTbiBaloT B 3aKpbITbIX KOHTENHepax Ans obny4eHns, To HeT HeobXo0AMMOCTM OTAeNATb chapmaLeBTUYeCcKme
N HedapmaueBTUYECKME MaTepuanbl Apyr OT Apyra Mpu ycrnoBwuu, 4YTO B nocnegywowem He GydeTt pucka wx
KOHTaMUHaLuw.

35. Jlto6ast BO3MOXKHOCTb 3arpAa3HeHnsa npoaykumm paanoHyknungamm OornkHa ObITb UCKMOYEHa.

VII. TEXHONOIMMYECKUM MPOLIECC
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36. (29) KoHTeliHepbl ¢ npodyKuMen HeobxoaMmo 3arpyxaTb B COOTBETCTBMM CO CXEMOWM(amm) 3arpysku,
yCTaHOBEHHOM(bIMW) B MpoLecce BanMaaunn.

37. (30) Bo Bpemsa npouecca [o3y o6nydeHuss pgns  obrydyaemblX KOHTEMHEPOB HeobxoaMmo
KOHTPONMpPOBaTb C UCMOJIb30BaHNEM NPOLLEALLNX aTTECTALMIO A03UMETPUYECKMX METOAMK. 3aBUCUMOCTb MEXayY
3TOM [030M W [030W, MOrMOLWEHHOW NPOAYKUMEN BHYTPUM KOHTEWHepa, AOMmkHa ObiTb yCcTaHOBReHa mnpu
Banugauum npoLecca 1 BBoge pagnaumoHHON YCTaHOBKM B SKCMyaTaumio.

38. (31) Ona TOoro 4toGbl pasnuuaTb O06MnyyYeHHble M Heobny4veHHble KOHTeWHepbl, Heobxoaumo
nucnonb3oBaTb  MHOMKATOPbl  MOHM3WpyoWero usnydyenns. OpfHako TakMe WHOMKATOpbl He  OOJDKHbI
ncrnonb3oBaTbCA B KayecTBe €AMHCTBEHHOrO CpeAcTBa pasfuMyeHusl WM Kak eAMHCTBEHHbIA MokKasaTenb
YOOBNETBOPUTENbHLIX pe3ynbTaTtoB 06paboTKu.

39. (32) OgHOBpeMEHHyD 06paboTKy pasHbiX BMAOB MPOOYKUMM B OLHOW 3arpy3ke B pagnauyMOoHHOMN
kamepe Heobxoaumo NpoBOAWTbL TOMbKO TOrAa, Korga rno pesynbTatam aKcnnyaTauun YCTaHOBKU UMK Mo ApYrvM
OaHHbIM YCTAHOBIEHO, YTO MOrMOLWEHHast 403a B KaXOOM OTAENbHOM KOHTEMHEpe HaXO4MTCS B YCTaHOBIEHHbIX
npegenax.

40. (33) Ecnu Tpebyemasi no3a usnyyeHus nonyyaeTtcsa 6onee Yem 3a ogHy 3KCnosmumio unm bonee 4Yem 3a
OOVH MPOXOA Yepe3 paavauMOoHHYK Kamepy, 3TO AOIMKHO OblTb COrmacoBaHO C HOPUAMYECKUM FIMLOM, Ha MMS
KOTOpOro BblAaHO perncrpauvMoHHoe yaocToBepeHue. [Mpu 3ToM ykasaHHas gos3a ofkHa ObiTb nonyyeHa B
TeyeHvne npeaBapuTEnbHO YCTAHOBMEHHOTO MNpPOMeXyTka BpemeHu. HOpuauyeckoe nuuUO, Ha WMs KOTOPOro
BblJaHO perucTpaumoHHOe YAOCTOBEepeHMe, AOMKHO OblTb YBEAOMMEHO O He3anfaHUpOBaHHbLIX MepepbiBax BO
Bpemsa 00ny4eHuns, ecriv OHU YAMNUHSIOT NpoLiecc ob6nyYyeHns CBbille 3apaHee COornacoBaHHOIO BPEMEHM.

41. (34) Obny4yeHHasa nNpoayKumsi BCeraa goImkHa OblTe oTAeneHa ot Heobny4veHHon. Cnocobbl 4OCTUXEHMS
3TOro BKIOYAKT B cebs MCnofb3oBaHME MHOAMKATOPOB paguaummn (NyHKT 38 HacToswero MNpunoxeHus), a Takke
COOTBETCTBYIOLLYIO NMAHMPOBKY NoMeLLeHnin (MyHKT 34 HacToswero MNMpunoxeHus).

Famma-msnyanenb

42. (35) Mpu HenpepbIBHOM peXxmme 06y4eHUst O3UMMeTPbl AOSKHbI ObiTb pacronoXeHbl TakuMm oGpasom,
4yTOObl NOA BO3OENCTBMEM U3NYYEHUS] OOHOBPEMEHHO HAXOOUUCh HE MeHee ABYX JO3UMETPOB B TEYEHUE BCEro
npouecca.

43. (36) MNpu NOPLMOHHOM pexume He MeHee [BYX OO3MMETPOB AOMKHbl MoABepraTbCs BO3AEUCTBUIO
VNOHM3UPYIOLLETO U3ITyYeHMs B MECTax NoNyYeHns MUHUManbHOW 003bl.

44. (37) lNMpun HenpepblBHOM pexume obnyvyeHns OormkHa ObITb NpegycMoTpeHa nHavkaums Tpebyemoro
paboyero nonoxeHust UCTOYHUKA. [MONoXeHMe WCTOYHWKa W OBMXKEHUE KOHBeWepa [OOMKHbl ObiTb CBsi3aHbl
6nokupoBko. CKOpoCTb ABUXKEHUSI KOHBeepa Heobx0aNMO NOCTOSHHO KOHTPONMPOBaTb Y PErMCTPMPOBATD.

45, (38) Npu NopUMOHHOM pexnme 0bnyyYeHnst nepemMeLLeHNe NCTOYHUKA N BPEMST SKCMO3MLMKN 151 KAXK40M
cepum NPoaYKUUKN JOIMKHbI KOHTPONUMPOBATLCS N PErMCTPUPOBATLCS.

46. (39) Ons nonydeHusa xernaemowm O03bl HEOOXOOMMO KOpPPEKTUPOBATb BpeMsi OBMy4YeHWs U CKOpPOCTb
OBWKEHNs1 KOHBenepa C y4eToM pacnaja wunu Jo3apsigky MCTOYHUKa manyydeHusi. Cpok OencTBusa napameTpoB
YCTaHOBKW USIN CKOPOCTWN KOHBEWNEpa HeobXxoamnmMo hrKcMpoBaThk JOKYMEHTANbHO U CTPOro cobnoaarhb.

PaguaunoHHble yCTaHOBKM C YCKOPUTENSIMU 3IEKTPOHOB

47. (40) B kaxabln KOHTENHEP AOMKEH ObiTb NOMELLEH A03MMETP.

48. (41) Heobxoammo HenpepbiBHO perncTpupoBaTb CpegHee 3HayeHue noToka MNydka, SHEepruio
3NEKTPOHOB, LLUMPUHY Pa3BEPTKU M CKOPOCTb KOHBENepa. ITW napameTphbl, 3a UCKINIOYEHMEM CKOPOCTU KOHBeKnepa,
HeoOXO4MMO KOHTPONMPOBaTb B YCTAHOBIEHHbIX Npefenax, onpefeneHHbIX BO BpeMs BBOAA B 3KCMyaTauuio,
MOCKOJIbKY OHW NOABEPXKEHbI CMOHTAHHLIM U3MEHEHUSIM.

VIIl. BOOKYMEHTALNA
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49. (42) KonnyecTtBo NOCTYMNMBLLNX KOHTEMHEPOB Y KOHTENHEPOB, MPOLUEALNX 0ONyYeHNEe 1 BbIBE3EHHBIX C
NMPOM3BOACTBEHHOW MMOWAAKM, [OOMMKHO coBMagatb W COOTBETCTBOBATb  3HAYEHWs M, YKa3aHHbIM B
conpoBoANTENbHON JOKYMeHTauun. Jllobble pacxoxgeHus AOrmKHblI permMcTpupoBaThCH U paccrefoBaTbes.

50. (43) Onepatop paavaLMOHHOW YCTaHOBKW [OOSMDKEH YAOCTOBEpsTb B MUCbMEHHOM BuAe AuanasoH
3HaYeHW NOIMOLLEHHbIX 403, NOMYyYEeHHbIX KaXablM KOHTEVMHEPOM MPU KaXK4O0W 3arpy3ke unm B cepun npoayKumm.

51. (44) TexHonormvyeckme 3anvcu U 3anucu No KOHTPONIO ANS KaXAow cepun nNpoaykuuun, npolueflien
obnyyeHve, AOMKHbI MPOBEPATLCH U MOAMUCHLIBATLCS CreLnanbHO HadHauYeHHbIM NULOM U coxXpaHATbes. MeToa u
MECTO XpaHeHWs1 JOSMKHbI ObiTb COrnacoBaHbl MeXAy opraHnsauuen, NpoBoaMBLLEN OOnyyYeHue, U IPUaNYECKNM
MMUOM, Ha MMS KOTOPOrO BblAAHO perncTpaunoHHoOe yAOCTOBEPEHNE Ha NeKapCTBEHHbIN Npenapar.

52. (45) [dokymeHTaumus, OTHOCALWAACS K Banujauuu pagvauuoHHOW YCTaHOBKW, AOMXHA XPaHUTbCA B
Te4YeHne OAHOro roga nocrie UCTeYeHns cpoka rogHoOCTU UNu, Mo KpanHen mepe, B TeYeHWe NATUM neT nocne
BbiMyCcka nocrnegHen npodykuuu, npoweauiei obnyyeHne Ha 3TON yCTaHOBKe, B 3aBMCMMOCTM OT TOrO, Kakow
nepvoj gornbLue.

IX. MMIKPOBWONOIMMYECKN KOHTPOINb

53. (46) OTBETCTBEHHOCTb 32 MUKPOOMONOrMYECKUn MOHUTOPUHI HECET MPOU3BOAUTENL JIEKAPCTBEHHBLIX
cpencTtB. ATOT MOHMTOPUHI MOXET BKMOYaTb MOHUTOPUHI MPOWM3BOACTBEHHOW cpefdbl M KOHTPOSb MpoayKuun
nepen obny4yeHnem, kak yCTaHOBMEHO B PEMMCTPALMOHHOM J0Chke.

MpunoxexHne N 13
K NMpaBuvnam Hagnexawemn
NPON3BOACTBEHHOW MPaKTUKN

NEKAPCTBEHHbIE NPEMAPATbI AN KNMHUYECKUX MCCNELOBAHNN
[. MPNHUMN

1. JlekapcTBeHHble npenapaTtbl AfS  KIMHUYECKUX WCCRenoBaHuM OOMKHbl ObiTb Mpou3BeneHbl B
COOTBETCTBMM C HacTosilMMKM [paBunamm u ¢ y4eToM MONOXEHUA COOTBETCTBYHOLLUMX HOPMATUBHbLIX NMPaBOBbIX
aktoB Poccuiickon deagepaumm B 3aBUCMMOCTU OT CTaauMu paspaboTKM nekapcTBeHHOro npenaparta. Metogpbl
paboTbl A0MKHbI OblTb TMOKMMM, YTOOLI 0GecrneYnBaTb BO3MOXHOCTb BHECEHNS] UBMEHEHWIA MO Mepe pacLUMpeHs
3HaHWI 0 NpoLecce, U A0MKHbI 0TBeYaTb CTaaMmn pa3paboTku NekapcTBEHHOro Npenapara.

2. I'Ipm KNMMHNYECKNX nccnegoBaHnAxX Moryt BO3HUKHYTb OOMNOJTHUTENbHbIE PUCKU ONA y4aCTBYHOLWNX B HUX
naumeHTax no cCpaBHEHUK C pUCKaMU AOnd TexX nauneHToB, KOTOopble MNPUHUMAKT 3aperuncTtpupoBaHHbIE
JleKapCTBEHHbIE NpenaparThbl.

3. TlNpumeHeHne HacTosiwmx [lpaBun K NPOU3BOACTBY MCCReayeMblX JEKAPCTBEHHbLIX MpenapaToB
HanpaBMneHo Ha MWCKMYEHNE PWUCKOB AN NAUMEHTOB, @ TakkKe Ha TO, 4TOObl Ha pe3ynbTaTbl KIMHUYECKUX
nccnefoBaHUA He MOBMMANM HeaoCTaTouHble 6e30MacHOCTb, KavyecTBO UM 3PdEKTUBHOCTb NEKAPCTBEHHOIO
npenapara, sSBnsLWmnecs: CneacTBUEM Ero HEHaANeXallero NpoM3BoACTBa.

4. B paBHON Mepe aTU TpeboBaHMA NpegHasHayeHbl onsg obecneyeHus NOCTOSIHCTBA OT CEpUM K cepum
OOHOTO W TOrO e MWCCreayeMoro INekapCTBEHHOro mnpenapaTa, MCNofb3yeMoro B OOHOM MNU B PasHbIX
KMMHMYECKNX WUCCNEAOBaHWUsSX, a Takke AN [AOKYMEeHTanbHOro odopMIeHMs M OBOCHOBaHUS M3MEHEHW B
npoLecce pa3paboTku Takoro NekapcTBEHHOro npenapaTa.

5. MponsBoOCTBO MCCNeayeMblX NeKapCTBEHHbIX NPenapaTos CBA3aHO C AOMOMHUTENbHON CMOXHOCTbLIO MO
CpPaBHEHUIO C MNPOW3BOACTBOM 3aPerncTPMpPOBaHHbLIX JIeKapCTBEHHbIX MpenapaTtoB W3-3a  OTCYTCTBUSA
YCTaHOBINEHHbIX NpoLieayp, CyLECTBYIOLMX pasnnynii B cXemax KIMMHUYECKUX UCCNeqoBaHuid 1, Kak crieqcTeue,
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pasHbix TpeboBaHWA K ymnakoBKaMm, HeobxoAMMOCTM paHAOMM3auMM W KOAMPOBaHWS  (MacKMpOBaHWs,
ucnonb3oBaHve "crienoro" MeToda), a Takke u3-3a 60MblOro pucka MNepekpecTHOW KOHTaMuMHauum U
nepenyTbiBaHWs NeKapCcTBEHHbIX npenapaTtoB. Kpome Toro, AaHHble 006 3hEKTUBHOCTU U  TOKCUYHOCTU
neKapCTBEHHOro npenapara MoryT ObiTb HEMOMHbIMKU, Banugaumns npouecca MoXxeT ObiTb HEMOMHOW M MOryT
NCMNonb30BaTbCA 3aperMcTpUpOBaHHbIE JIEKAPCTBEHHbIE MNpenaparbl, KoTopble Obln nepeynakoBaHbl WK
HekoTopbiM 0OOpa3oMm MoauduumpoBaHbl. [lepcoHan npou3BOAMTENS [OOSPKEH MPOWTU  MNOATOTOBKY MO
NpMMeHeHWIo HacToswmx [1paBun B OTHOLIEHWM MCCNedyeMbiX NEKapCTBEHHbIX npenapatoB. OomkHO ObiTb
YCTaHOBMEHO B3aMMOAEWNCTBME CO  CMOHCOpPaMW  KIMHWYECKUX  UCCMNedoBaHWMi, KOTOpble  SBMSKTCA
OTBETCTBEHHbIMM 3a OpraHu3aumilo  KIUHWYECKMX  UCCNEedoBaHWM, BKIIOYas KavyecTBO  Mccnegyemblx
neKkapcTBeHHbIX npenapaToB. Bo3poclias CnoXHOCTb TEXHOMOrMYeckMx npoueccoB TpebyeT npuMeHeHUs
BbICOKO3(hEKTUBHON hapMaLeBTUHECKON CUCTEMbI KavyecTBa.

6. Hactosawmm [llpunoxeHnem Takke yCTaHOBMEHbl TpeboBaHWs K OMOPMIIEHUIO 3aka3oB, OTIPy3Ke,
TPaHCNOPTUPOBKE U BO3BPATY JIEKAPCTBEHHbLIX NpenapaToB, NpegHa3dHa4YeHHbIX OAnd KNMMHNYeCKnxX MCCHe,ElOBaHVIVI.

neKapCTBeHHble npenapartbl, HE ABnAOWnecd nccnegyemMbiMmn

7. MauveHTam MoryT ObiTb MNpPedOCTaBMeHbl IEKapCTBEHHbIE MpenapaTbl, KOTOpble He SBMSATCS
uccnegyeMbiMu NpenapaTtamu, nnaue6o unu npenapataMu cpaBHeHusl. Takne NekapcTBeHHble npenapaTtbl MoryT
MPUMEHSITLCA B KayecTBe COMyTCTBYIOWEN Tepanuu Wnu AN Oka3aHWUs MEeOMLUMHCKOW MOMOWM C Lenbto
NpoUNakTKk1, AUarHOCTUKA UMW neYeHusl, u (Mnu) BcrneAcTBUe HeoGxoauMocTu obecrnedeHusl naumeHTam
MeauUMHCKoro yxoga. Takve npenapaTbl Takke [oryckaeTcss MPUMeHsITb B COOTBETCTBUM C MPOTOKOSIOM
KMUHUYECKOrO WCCINEedoBaHUS C LeNblo CTUMYNUPOBaHUS (OU3MONOrMYECKor peakumn. ATU NeKapCTBEHHble
npenapatbl He SBMSIOTCA WCCNeAyeMbiMK JeKapCTBEHHbIMM MpenapatamM U MoryT OblTb MpPeaoCTaBlEHbI
CMOHCOPOM uNnu uccnegosateneM. CrnoHCoOp AOMKEH rapaHTUPOBaTb, YTO AaHHbIe NekapcTBeHHbIe npenapaTbl
COOTBETCTBYIOT 3asIBMIEHMI0O O BbiAaye paspelleHns Ha NpoBedeHMe KIMHWYECKOro WCCRefoBaHus U uMetoT
Tpebyemoe Ons Lenu uccrenoBaHus kadecTBo. [pu 3TOM OH [OMKEH MPUHSATb BO BHUMaHWE WCTOYHUK
NeKkapcTBEHHbIX NpenapaToB, ABMSATCA Y Takue NekapcTBEHHbIE NpenapaTtbl 3aperucTpupoBaHHbIMK U BbInK Nn
OHM NepeynakoBaHbl. PekoMeHayeTca mnpuBnekatb K 3Toil paboTe YNoSIHOMOYEHHOe JMLUO U Y4uTbiBaTb €ro
MHEHMe.

nVILl,eH3I/IpOBaHI/Ie npoun3BoAcTBa U NOAroToBka K NpUMeHeHuo

8. Kak nonHoe npousBoACTBO, Tak U OTAENbHble CTaguM NPOU3BOACTBA MCCNEAyeMbIX NeKapCTBEHHbIX
npenapatoB, a Takke pasnMyHble MNpoLecchl WX pasgerieHusl, YNakoBKM WM KX Mepedada noanexar
nMueHanpoBaHnio. JIMLEH3UA Ha NPOU3BOACTBO JEeKApCTBEHHbLIX CpeAcTB He TpebyeTcsa AOns MoAroTOBKM K
NMPUMEHEHWI0 UCCNEeayeMbIX NeKapCTBEHHbIX MpenapaTtos B MEAULIMHCKUX OpraHu3aLmsXx.

9. B pamMkax ykasaHHbIX MOMNOXeHWI Nog NoAroTOBKOW K NPUMEHEHNI0 MOHUMAaETCs NPOCTOW NPOLIECC, TaKoM
Kak:

pacTtBopeHne unn pgucneprmpoBaHne uccneanyemoro JrekapCTtBeHHOro npenapata Anda ero BBeOeHUA
nauyneHTy, nnum

pasBedeHMEe WM CMeLUMBaHWe uccrnedyemMbix(oro) nekapcTBeHHbIX(Oro) npenapatoB(a) C  ApPYrMMm
BELLECTBOM (BeLLeCcTBaMu), NCMONb3yeMOoro(bixX) kak HOCUTENb C Liefblo BBEAEHUS NekapCTBEHHOro npenapara.

10. CmeluMBaHME HECKONbKUX WHIpeaMeHTOB BMECTe, BKMoyas [OeWCTBylollee BEeLecTBO, C Lenblo
NoNy4YeHUst NCCreayemMoro fiekapCTBEHHOro npenapaTa He SIBNAeTCS NMoAroTOBKOW K MPUMEHEHWHO0.

11. Wccnegyembll nekapCTBEHHbI npenapat AOMKeH OblTb B HanuuMM [0 npouecca MnoarotoBKU K
NPUMEHEHNIO.

12. lpouecc noOroTOBKM K MPUMEHEHMWI0 PEKOMEHAYeTCs OCYLIEeCTBNSATb HernocpeacTBEHHO nepen
BBEOEHUEM.

13. Takon npouecc p[OoJrKeH OblTb M3MOXEH B 3asiBNEHUN O Bblaaye pa3pewieHna Ha npoBegeHune
KIMMNMHN4YEeCKOro wuccneanoBaHuna wu (VIJ'IVI) 0ocCbe uccriegyemMoro JnekapCTtBeHHOro npenapara u B MNPOTOKOIe
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KIMMHUYECKOro UccrnegoBaHns NMbo B COOTBETCTBYHOLLEN MHCTPYKLIMU, UMEIOLLENCA B MEAULIMHCKOWM OpraHu3aLmu.
Il. TEPMWHbI 1 OMNMPEOENEHNA
14. Ons ueneii HacTosWwero MNpUNoXeHns UCNonb3yTCA CreayoLne OCHOBHbIE NOHATUS:

[OCbe Ha NeKapCTBEHHbIN NpenapaTt - KOMMMEKT AOKYMEHTOB, COAEpXallMx BCH MHopmauuo (unm
CCbIIKW Ha COOTBETCTBYHLLME [OKYMEHTbI), HEOOXOAMMYK Ans COCTaBNeHUs MOAPOOGHbIX MHCTPYKUMA MO
NPON3BOACTBY, YNaKOBKe, KOHTPOI0 Ka4yeCcTBa, Bbidaye paspeLleHus Ha BbIMyCK CEPUN 1 OTIPy3Ke Uccreayemoro
nekapcTBEHHOro npenapara;

3aKa3 - 3afjaHue Ha NPOM3BOACTBO, YMAakoBKy W (MnM) OOCTaBKy OMpederieHHOro Konuyectsa eavHuL
nccnegyembix(oro) nekapcTBeHHbIX(0ro) npenapatos(a);

MMMopTep MccregyemMoro NekapcTBEHHOro cpeacTea - NMUo, UMetoLee NpaBo Ha MMMOPT UCCNeayemoro
nekapcTBeHHOro npenapaTta, 0OpMIEHHOE B COOTBETCTBUM C HOPMATUBHBIMWU MPaBOBbIMW akTamu Poccumnckom
depepauuy;

uccnegosatenb - (U3MYECKOe IWUO, Hecyllee OTBEeTCTBEHHOCTb 3a MNpoBedeHWe  KIMHUYECKOro
uccrnedoBaHWs B MeOWMUMHCKOM opraHusauuW. B criyyae npoBegeHUss MCCNegoBaHUss B MEAMLMHCKOM
opraHusaumu Trpynnon nuy uccregosatenieM (MMEHyeMbIM Takke [MaBHbIM WCcredoBaTeneM) sBrseTcs
pyKoBOAUTENb FPynnbl;

vccrneayeMblii NekapCTBeHHbIN MpenapaT - NekapCTBeHHbIN npenapaT unu nnaue6o, nccrnegyemble Unu
Ucronb3yemMble B KayecTBe MpenapaTa CpaBHeHWsl Mpy MPOBEOEHUM KIMHWYEecKoro uccnegosaHus. K
nccregyeMbiM J1eKapCTBEHHbIM MperiapaTaM OTHOCHATCSH TakKKe YKe 3aperMcTpUMpOBaHHble JEeKapCTBEHHbIE
npenapatbl, e€crnM crnocob WX NpUMEHEHMS WUNM MPOoU3BOACTBA (rNekapcTBeHHas opMa UMM ynakoBka)
OTNM4YaeTCss OT 3aperncTpupoBaHHOrO, a Takke B Cryyae WX WUCMONb3oBaHMSA MO ele He OfgoGpPeHHbIM
nokasaHusiM Unu Ans nosyyYeHus AoMnonHUTENbHOW MHGopMaLmm 06 yxKe 3aperncTprpoBaHHOW riekapCTBEHHOW

opwme;

KNMHWYeckoe uccnegosaHne - nioboe nccnegoBaHue, NPOBOAMMOE C yvacTUeM YerioBeka B KayecTBe
cybbekta [Ans BbISBNEHUS WM MOATBEPXKOEHUS  KIUHWYECKMX, apMakonormdyeckmx u (unu) apyrmx
dhapmakognHammyeckux addekToB uccrneqyemMoro(bix) nekapcTBeHHoro(blx) npenaparta(oB) W (4nu) Ang
BbIIBNEHNS HeXenaTemnbHbIX peakunin Ha Hero (Hux), U (unu) Ons usyvyeHusa ero (Mx) BcacbiBaHUS,
pacnpegeneHus, metabonvama n BblBEAEHUS C Lienbio OLEHKM ero (Mx) 6e3onacHocTy n (Mnu) addekTMBHOCTY;

OTrpy3ka - onepauun no ynakoBke AONA OTIPy3KM U MO TPaHCNOPTUPOBKE 3akKa3aHHbIX uccrnenyembiX
JNIeKapCTBEHHbIX NpenapaTtos,;

npenapatr CpaBHEHUS - WCCnedyembldi  MeKapCTBEHHbI MpenapaT Wiu  3aperucTpypOBaHHbIN
NeKapcTBEHHbIM MNpenapaT (4ns akTMBHOrO KOHTporns) nvbo nnauebo, vMcnonb3yemble OIS CPaBHEHUSA Npwu
NpoBeAEHUN KNNHNYECKUX NCCNeSoBaHWMN;

paHOOMU3ALUMOHHBIA KO - CMMCOK, MNO3BOMSIOWMIA YCTAHOBUTD, KaKylo Tepanuio ¢ y4eToM paHAoMU3aumm
nony4aeT Kaxabli NaLuneHT;

paHaoMu3aumst - Npouecc pacnpegerneHns naumeHToB No rpynnam NeyvyeHns Unu KOHTPons CryYanHbIM
o6pa3om, No3BONALLMIA CBECTN K MUHUMYMY CyObeKTUBHOCTD;

"cnenon” metoa ("mackupoBka") - MeTond, MNpyU NPUMEHEHUN KOTOPOro ogHa wunn ©Oonee CTOPOH,
yyacTBYOLWMNX B UCCNEAOBaHUKU, HE WHAOPMUPOBAHLI O MPOBOAMMOM(bIX) TepaneBTUYEeCKOM(UX) HasHayYeHun
(HasHaveHusx). MNpocton "cnenon" meTod O3Ha4YaeT HeOCBEeOOMIIEHHOCTb MauueHTa(oB), a OBOMHOW "cnenon”
MeTo4 - HEeOCBEeOOMSEHHOCTb O MpPOBOAUMOM(bIX) TepaneBTUYECKOM(MX) HasHayeHun (HasHayveHusx)
nauueHTa(oB), nccnepgosaTtens(en), HabnogaTenen n B HEKOTOPbIX CyYasx Nuu, aHaNM3npPYLWKX NOyYeHHble
JaHHble. B oTHOWeEHMM nccnegyemMoro fiekapCTBEHHOro npenapaTta "cnenon” MeTod o3HadaeT npegHamMepeHHyo
MaCKMPOBKY WMOEHTUYHOCTW 3TOr0 NEeKapCTBEHHOro npenapata B COOTBETCTBMM C MHCTPYKUMSMWU CMOHCOpA.
PackpbiTve koda (CHATME MacKUPOBKM) O3HaYaeT pacKpbiTve MHgopMauun, NO3BONAOWEN naeHTuduumposaTb
paHee 3aMacKUpOBaHHbLIN NeKapCTBEHHbIV Npenapar;
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CTMOHCOP - lopuanYeckoe N1Lo, OCYLLECTBNAIOLEEe OpraHn3aLuio NpoBeaeHUs KIMHUYECKOro UccrnenoBaHus
nekapcTBEHHOro npenaparta Ana MeguLMHCKOro NpUMeHeHus.

. YNPABIEHME KAHECTBOM

15. (1) PapmaueBTNYECKas cMcTema kayecTBa, paspaboTaHHas U NpoBepeHHas NPon3BOAMTENEM, JOMKHA
cooTBeTcTBOBaTb TpeboBaHmsaM HacToawmx [paBun, OTHOCAWMMCA K WCCEeAyemMbiM NeKapCTBEHHbIM
npenapaTam, AormkHa ObITb JOKYMeHTanbHO ohopMieHa 1 AOCTYMHa CMOHCOPY.

16. (2) Cneumndukaumm n TexHOMornyeckne MHCTPYKUMM Ha Uccredyemble nekapcTBeHHble npenaparhbl
MOTYT M3MEHATbLCA B Mpouecce ux paspaboTku, HO Mpu 3TOM Heobxoanmo obecneynTb MX MOJSHbIA KOHTPOSb U
NPOCMNEXNBAEMOCTb BCEX UBMEHEHU.

IV. MEPCOHAI

17. (3) Becb nepcoHan, [eATEeNbHOCTb KOTOPOro CBsi3aHa C UCCredyeMbliMU  feKkapCTBEHHbIMU
npenapatamu, [OOMKEH MPONTW COOTBETCTBYKOLlEe OOyyYeHue, CBsi3aHHOE CO CMeuudUKOM AaHHOro Buaa

npoayKLuun.

18. Jaxe B cnyyvadax, Korga wtart pa6OTHI/IKOB HEMHOIrO4YMCNEHHbIN, Ons npon3BoacTBea Kaxkaomn cepun
ncernegyemblX nekapCTBEeHHbIX npenapatoB OOJMKEeH ObITb onpepeneH OTAENbHbIN nepcoHarn, oTBevalLWun 3a
npon3BoACTBO U KOHTPOJ1b Ka4ecTBa.

19. (4) YNONHOMOYEHHOE NULO AOMKHO obecneyunTb HanuuMe COOTBETCTBYHOLUUX CUCTEM, OTBEYaoLmnX
TpeboBaHnsaM HacToswero [lMpunoxeHus. Onsi 8TOro YMNONIHOMOYEHHOE fULO OOJPKHO MMETb Haanexallyo
NnoaroToBky B obnactv pa3paboTkM NekapCTBEHHbIX NMPenapaToB UM MPOBEAEHUS] KITMHUYECKMX UCCNEOOBaHUN.
PykoBoAcCTBO AM1S YNOMHOMOYEHHOIO Nnua Mo OLEHKe MCCredyeMbiX NeKapCTBEHHbIX MpenapaToB NpMBEAEHO B
nyHkTax 61 - 65 HacToswwero MNMpunoxeHus.

V. MOMELWEHNA N OBOPYOOBAHUNE

20. (5) lMNpu paboTe c uccneayembiMU feKapCTBEHHLIMU MpenapaTtamu MHgopMaumss O TOKCUYHOCTW,
AaKTMBHOCTU U CEHCUOUMM3NPYIOLLMX CBONCTBAX MOXET ObiTb HEMOJTHOW, B CBSI3U C STUM NMPOU3BOAUTENb JOJDKEH
yOensite 0coboe BHWMaHME CBEOEHUID K MWHMMYMY PWCKOB MEPEKPeCTHOM KOHTamuHauun. KoHCTpyKums
000pyAOBaHUSA U NOMELLEHUA, METOObI UCMIbITAHUI U KOHTPOSSA, a Takke npedenbl JONYyCTUMbIX KOHLEHTpauun
OCTaTKOB MOCME OYUCTKA LOMKHbl YYMTbIBaTb XapakTep YyKa3aHHbIX PUCKOB. B coOTBETCTByOLMX Chy4vasix
npoussoguTens [AofkeH obpawatb BHUMaHWe Ha opraHusauuio paboTbl MPOU3BOACTBEHHBLIMW  LMKNAMM
(kamnanusamn). MNpyn BbIGOPE MOKOLLEr0 CpefcTBa HEOOXOAMMO Y4YMTbIBATb PacTBOPMMOCTb J1IEKapCTBEHHOMO
npenapaTa A4ns KINMHUYECKMX CCrneaoBaHWn.

VI. AOKYMEHTALUMA
Cneumndurkauum n MHCTpyKLUn

21. (6) Cneuudpmkaumm (Ha UCXOOHOE Cbipbe, MEPBMYHbLIE YMAKOBOYHbIE MaTepuasbl, MPOMEXYTOYHbIE
NpoayKTbl, HepacdacoBaHHYld W TOTOBYK MNPOAYKLUMIO), perfameHTbl, TEXHOMNOrMYEeCKUe WHCTPYKUUM U
WHCTPYKUUN MO YMNakOBKE [AOSMKHbl ObiTb HACTONbKO MOJSIHbIMKW, HACKOMIbKO 3TO MO3BOSMSAET CYLLECTBYOLNA
YpOBEeHb 3HaHuM 0 npoaykTe. Mo xoay pa3paboTkM nekapcTBEHHOro npenaparta ux HeoBXO0ANMO NepPUOANYECKN
oueHMBaTb M OOHOBMATL (MpU HeobxogumocTu). B Kaxgol HOBOW BepcuM LOIMKHbI ObITb YYTEHbl camble
nocnegHve [AaHHble, UCMonb3yemasl B HacTosillee BpEMsi TexHororusi, TpeboBaHuA [[OcynapCcTBEHHOMN
dapmakoneu Poccunckon degepaumm n HopmaTuBHbIX NpaBoBbIX akToB Poccunckon ®epepaunn. Hoasa Bepcus
OOIMKHa Takke cogepXaTb CCbINIKy Ha NpeablayLlyo Bepcuto s obecneyeHms NpocnexnsaemMmocTv N3MEHEHNN.
lMponsBoguTensb OOMKEH yTBEpAUTb NPOLIeAypY ANS BHECEHUS MOObIX M3MEHEHWUI, KOTOPbIE MOTYT MOBMUATL Ha
KayecTBO MCCnegyemMoro nekapCTBEHHOro npenapata, B 4aCTHOCTW, Ha ero CcrabunbHOCTb U
BMO3KBMBANEHTHOCTb.

22. (7) OOOCHOBaHMSA [Nl BHECEHUS W3MEHEHWA [OOIDKHbl OblTb JOKYMEHTanbHO OOpMIEHbI.
|_|pOI/I3BO,EI,I/ITeJ'Ib OOJKeH npoaHann3npoBaTb BIIMAHWE BHECEHHbIX M3MEHEHNN Ha Ka4yecTBO ncenenyemoro
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NeKapcTBEHHOrO npenapaTa M Ha NpPOBOAMMbBIE KMMHWYECKME WCCIefoBaHWs. PesynbTaTbl Takoro aHanmsa
OOMKHbI BbITb 0POPMIIEHbI AOKYMEHTaNbHO.

3aka3s

23. (8) 3akas pomkeH cogepxaTtb TpeboBaHMe Ha NPOM3BOACTBO U (UNK) YNaKoOBKY OonpeneneHHoro Yncna
eqvHuL, mpodykuum u (Mnm) ee OTrpy3ky. 3aka3 NpPOW3BOAMTENIO HanpasBnseTcs CMNOHCOPOM MM NIULOM,
OEVCTBYIOWMM MO €ero nopyyeHuio. 3aka3 OomkeH ObiTb odopmneH Ha OymaxHoM HocuTene u (unu) B
3NEKTPOHHOM BUAe U ObiTb AOCTAaTOYHO YETKMM BO u3bexaHwe pasHouTeHun. 3aka3 JOIKeH ObiTb yTBepXAeH
NMUOM, MMEIOLLMM COOTBETCTBYHOLLME MONHOMOYUS, U UMETb CCbINIKY Ha JOChbe Ha fleKapCTBEHHbIN npenapar 1 Ha
NPOTOKON KMMHUYECKUX NCCEeLoBaHUN.

[locbe Ha nekapCTBEHHbIV Npenapat

24. (9) Oocbe Ha nekapCTBEHHbIN npenapaTt AOMKHO HenpepbiBHO OBHOBRATHCA MO Mepe pa3paboTku
nekapcTBeHHoro npenapara. lNpyn 3ToM Npou3BoAMTENb AOMMKEH 06ecnevnTb NPOCNEeXMBaeMOCTb NpeabiayLLMX
BepCcuii JOCbe Ha NekapCTBEHHbIV npenapar.

25. [locbe Ha nekapCTBEHHbIV NpenapaT OOfmMKHO BKkNtoYaTb B cebs, B YaCTHOCTW, crieaylolmne OOKYMEHTbI
(Mnn copepkaTb CCbINKN Ha HUX):

CI'IeLI,VI(*)VIKaLI,I/IVI N aHalriMTn4eckne MeToankn Ha NCXo4HOE Cbipbe N YNakoBOYHbIE MaTepuarnbl;

cneundmkaumMm 1 aHanuMTUYeckKne METOAMKM Ha MNPOMEXYTOYHYK, HepacdacoBaHHY0 U TFOTOBYHO
NPOAYKUNIO;

TEXHOJOIMYECKNE NHCTPYKLUNW;
METOLMKN KOHTPOSS B NpoLecce Npou3BOACTBa;

YTBEPXOEHHYIO KOMUIO 3TUKETKY;

NPOTOKOIbI KNMMHUYECKUX UCCNeSOBaHWI U, B COOTBETCTBYHIOLLUX Cry4vasix, paHOAOMU3aLMOHHbIE KOAbI;
AO0roOBOPbI C UCMIONTHUTENSAMM, YKa3aHHble B NyHKTax 237 - 255 Hactosiwux [NpaBmn (Npy Heo6XoaNMocTn);
OaHHble 0 cTabunbHOCTY;

YCIOBMS XPaHEHWSI U TPAHCMOPTUPOBKMY.

26. [MpuBedeHHbIN nepevYeHb [AOKYMEHTOB MOXET W3MEHSATbCA B 3aBUCMMOCTM OT NEeKapCTBEHHOro
npenaparta v cTagum ero paspaboTku. Coaepxallasca B AOCbe MHOpMauMsa OOSMKHA CNyXWUTb OCHOBOW Mpw
OLieHKe FOTOBHOCTM ANs MPUEMKU W BblAayu paspelleHUs Ha BblMyCK KOHKPETHOW Cepuu YMOFTHOMOYEHHbIM
MUOM, KOTOpPOe AOIMKHO MMeTb AOCTYN K Takon uHdopmaumn. Ecnu pasHble ctagum npouecca npov3BoAcTBa
OCYLLECTBMAIOT Ha pasHbIX yyacTkax, rae OTBETCTBEHHOCTb HECYT pasHble YNONMHOMOYEHHbIE Nua, AOMYyCKaeTCcs
BECTM OTAefbHble [OCbe C OrpaHUYEeHHOW WHopMaunen, uUMeloWwen OTHOLWEHWe K [edTenbHOCTU Ha
COOTBETCTBYIOLLUX y4YacTKax.

PernameHT n TexHonorn4eckune MHCTPYKUMN

27. (10) Kaxkgas npou3BOACTBEHHAs onepauus unm onepauus no OTrpy3ke OOSMKHAa BbIMNOMHATLCA B
COOTBETCTBMM C YETKOW U [JOCTaTOYHO MOMHOW MHCTPyKUMEen U  conpoBoxdatbCA  oopmrieHnem
COOTBETCTBYIOLMX 3anucel. Ecnu onepauus He sBNsieTCs MOBTOPSIEMON, TO He 00s3aTenbHO COCTaBMATb
pernamMeHT U TEXHOMNOrMYecKMe MHCTPYKUMK. 3anucyu nmetoT ocoboe 3HayeHne AN NOAroToBKU OKOHYaTENbHbIX
TEKCTOB [JOKYMEHTOB, KOoTopble OyayT MCrnonb3oBaTbCA MpPW CEPUAHOM MPOWM3BOACTBE MOCMe MOMyyYeHNs
perncTpaumoHHOro YA0CTOBEPEHWSA Ha flekapCTBEHHbIV npenapar.

28. (11) ViHdopmaumsa, coaepxallascs B JOCbe Ha NeKapCTBEHHbINM npenapar, AOMMKHa UCMNoMNb30BaThCs
npu paspaboTke NOAPOOHbLIX MHCTPYKUWUA MO NPOM3BOACTBY, YNAKOBKE, UCMbITAHWUAM ANS KOHTPOSsl KayecTsa,
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YCMOBUSIM XPaHEHWs! 1 TPAHCMOPTUPOBKMU.
WHcTpykumm no ynakoske

29. (12) Wccnepyemble nekapcTBeHHble npenapaTtbl, Kak npaBuno, [JOSMKHbl  YMNakoBblBATbCS
MHAMBMAOyanNbHO ANS Kaxaoro nauueHTta. KonuuecTBO eauHML, yNakoBbIBAEMOW MpPOOYKUMWM OOIMKHO ObiTb
onpegeneHo Ao Havyana onepauui Nno yrnakoBke ¢ y4eTOM KONMMYeCTBa eauHUL, HeoOXoaUMbIX ONisi NpoBeAeHUs
KOHTPONS kayecTBa, U 0TOOpa apxmBHbIX 00pa3LoB Ansl XpaHeHus. [locrne OKOHYaHMSA YNaKkoBKUM U MapKUPOBKM
HeobX0AMMO COCTaBWUTb MaTepuanbHbii 6anaHc, 4ToObl rapaHTMpOBaTb MNPaBWUIbHBIA YYeT Kaxgoro Buaa
nNpoayKunmM AN Kaxaonm ctaaum NnpomM3BoacTBa.

3anucn no npon3BOACTBY, KOHTPOJIHO U YNaKOBKe cepumn npoaykunm

30. (13) Oocbe Ha cepuio OOIMKHO CcCOAepXaTb AOCTAaTOYHO NoApoOGHYH WHOpMauMo ONns TOYHOro
NpoCnexXnMBaHus nocnegoBaTenlbHOCTM onepaumin. 3TO [OCbe [OIPKHO cofepXaTb BCE CYLEeCTBEHHblE
3amMevaHusi, ob6OCHOBbLIBAOLIME WCMOSMb30BaHHbLIE MPOLEAYpPbl UM BHECEHHbIE WM3MEHEHMWS!, OalolimMe HOBYH
MHGOpPMAULMIO O JNEKApPCTBEHHOM Mpenapate W MNO3BONSIOLME YCOBEPLUEHCTBOBATL MNPOU3BOACTBEHHLIE
onepauuu.

31. (14) 3anucu nNo nNPov3BOACTBY CepuM NPOAYKUMM OOIMKHbI XPAHWUTLCS HE MeHee MATW neT nocne
3aBepLUeHUst UNu npekpaleHns nocnegHero KIMHUYECKoro UCcneaoBaHusi, B KOTOPOM Gbina ncnosnb3oBaHa 3Ta
cepusi.

VII. MPON3BOACTBO
YnakoBouYHble MaTepuansl

32. (15) B cneuudmkaumsx 1 MeEToAUKaX KOHTPONSA KavyecTBa AOMKHbI ObITb NPeayCcMOTPEHbI crieumarnbHble
Mepbl MO MpefoTBPALLEHNO CITyYalHOrO PacKOAMPOBAHWUS M3-3a Pas3fMuYMi BHELLHEro BuAa pPasHbIX Cepui
YMNaKoOBOYHbIX MaTepuarnos.

TexHonoruyeckune onepauun

33. (16) Ha ctaguu pas3paboTkM NekapCTBEHHOro npenapata HeoOXOAMMO OnpedennuTb KpUTUYeckue
napameTpbl U BUAbI KOHTPOMSA B MpoLecce Npon3BoacTea. BpemeHHble napameTpbl M BUAbI KOHTPONS B NpoLecce
nNpon3BoACTBa MOryT OblTb OMpederieHbl Ha OCHOBE MNPUMOBPETEHHOro onbiTa, B TOM 4ucre npeablayLimx
nccnegoBaHun no paspabotke. OTBETCTBEHHbIN MEepCOHan AOSMKeH yaensTb ocoboe BHMMaHue paspaboTke
Heo6X0OMMBIX MHCTPYKLMIA U MOCTOSIHHOMY WX COBEPLUEHCTBOBAHWIO C Y4eTOM OMbiTa, npuobpeTaemoro B
npouecce npou3BoACTBa. YCTAHOBMNEHHbIE W KOHTPONMpyeMble napameTpbl AOIMKHbl OblTb O0OOCHOBaHbI B
COOTBETCTBMM C UMEIOLLENCHA B JAHHOE BpeMS MHpOpMaLUEN.

34. (17) [HonyckaeTca He nNpoBOAWUTb BanuAaumMlo TEXHOMOrM4Yeckux MpoLeccoB Mpou3BoACTBa
nccriegyemMblx nekapCcTBeHHbIX npenapaTtoB B obbeMe, npegycMaTpvBaemMoM Afs CEPUMMHOro npoussoAcTsa. B
nobom criydae nomelleHnss M obopyaoBaHue [OOMKHbl  OblTb  kBanuduumpoBaHbl. [Ons  cTepunbHbIX
neKkapCTBEHHbIX NpenapaToB Banugaunsi NpoLeccoB CTeEpUNM3aumMmn AoMmKHa NPOBOANTLCA B TOM Xe obbeme, YTo
W ONa 3apermcTpupoBaHHbIX NeKapCTBEHHbIX npenapaTtoB. B cooTBeTcTBylOWMX crnyyasx, ona obecneyeHns
6e3onacHoCTM  BMOTEXHOMOrMYECKMX fEeKapCTBEHHbIX NpenapaTtoB AnNd  KIAMHWYECKUX  MCCrnenoBaHun
npou3soguTenb AOMKEH NoATBEPANTb A(PMEKTUBHOCTL MHAKTMBALMMK U (M) YOaneHns BUPYCOB U (Mnu) Apyrmx
npmmeceﬁ Guonornyeckoro nponucxoxgeHna B COOTBETCTBUMM C HaAyYHbIMW MNpUHUMNAMKU U MeTodaMu,
N3MNOXEHHbIMW B COOTBETCTBYIOLLUX PYKOBOACTBAX.

35. (18) Banngaums acenTU4eckMx NMpoLecCoB NpeacTaBnseT ocobyk TPyAHOCTb MpU MarnbiX pasMepax
cepun npoaykuun. B aTtmx cnyyasx 4vMcno eauHuy, npodyKuvu, HamomHseMblX cpedamu, MoXeT ObiTb paBHO
HanbornbLlemy pasmepy cepum npogykumu. MNMpu HanmMymMm BO3MOXHOCTM (B TOM Yucrne Ang umutauumm npouecca)
NPON3BOAMTENb [OMKEH HanonHATb cpefamy Haubonbllee 4YMCNo eAuHWL, npoaykumu ans obecneyeHus
Gonblue JOCTOBEPHOCTN pesynbTaToB. HamnonHeHue n repMeTm3aums SBMSATCA NPenMyLLeCTBEHHO PyYHbIMU
WUnu nonyaBTOMaTUYECKMMK Onepauusamn, MNpPeacTaBnsloWMMA PUCK AN CcTepunbHOCTU. B cBA3M c aTnm
HeobxoaMMO yAenuTb MOBbILEHHOE BHMMaHWe OOy4YeHWo nepcoHana WM MpOoBEeAEeHWo BanvgauuvM MeTodOoB
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acenTM4eckoro NPOU3BOACTBA C y4acTMEM KaXdoro onepartopa.
TpeboBaHus k npenapaTy CpaBHEHUS

36. (19) Ecnn npenapaT cpaBHeHMSI NOABEPraeTcs M3MEHEHMsIM, NMPOU3BOAUTENb OOSPKEH obecnednTb
OOCTYMHOCTb  [AaHHbIX  (Hampumep, MO CTAOUNBHOCTW, CPaBHUTENIBHOMY M3YYEHMIO  PaCTBOPUMOCTM,
B1oJ0CTYNMHOCTH), NOATBEPXKAALIMNX, YTO Takne U3MEHEHMSI HE OKaXXyT CYLLECTBEHHOrO BIIUSAHMS Ha UCXOAHbIEe
napameTpbl KA4eCTBa 3TOro NIeKapCTBEHHOrO npenapara.

37. (20) Cpok rogHOCTM npenapaTa CpaBHEHUS, YKasaHHbIA Ha NepBOHayanbHOM YNakoBKe, MOXeT He
coBMagaTb CO CPOKOM rOAHOCTM MNpernaparta, NnepeynakoBaHHOrO B APYryl YMaKOBKy, He 00ecneynBaroLLyto
9KBMBAIIEHTHbIV YPOBEHb 3aLUTbl UKW €CNK Takas ynakoBKa HECOBMeCTMMa C npenapaTtoM. B cBsA3u ¢ atum
CMOHCOp MNM NUUO, AENCTByOLEee OT ero MMEHW, OOMKHbl onpedenvTb MNpuemnemylo Aaty, OO0 KOTOPOW
JornyckaeTcsa Mcnonb3oBaTb nNpenapart, y4uTbiBas NpMpoAy npenapaTa, XapakTepUCTUKM YyNakoBKU U YCrOBUS, B
KOTopbiX OygeT XpaHuTbCcs 3TOT npenapaT. HoBbli CPOK rogHoCTM [ofmkeH ObiTb 0BOCHOBaH M He MOXeT
npeBbillaTb CPOK TOOHOCTW, YKas3aHHbIA Ha MepBOHa4YanbHOM ynakoBke. CpoOK rogHOCTM  OOSKEH
COrNacoBbIBaTbCSA C ANUTENBHOCTBIO KIMHUYECKOrO UCCNef0BaHUS.

Onepauun no kogmposaHuto ("cnenon” metoa)

38. (21) Ecnn uccnepyemble nekapCTBEHHble MpenapaTbl KOOUPYIOT, TO AOMKHbl ObiTb pa3paboTaHbl
cucTembl, obecneuymBalolMe KOAMPOBKY W €e COXpaHeHue, HO npu  HeobxoaumocTh Mo3Bonsolue
naeHTuguumpoBaTh 3akogupoBaHHyo ("crnenyro") Npogykuuio, B TOM 4YWCIE HOMEpa CeEpUl uccnegyemoro
NEeKapCTBEHHOro npenapata 4O onepauum nNo KoavpoBaHuio. [lpomsBoguTenb AOMMKEH NpegycMoTpeTb
BO3MOXHOCTb ObICTPON naeHTUMKaLnUmn NccneayemMoro NekapCTBEHHOro npenapara B 3KCTPEHHbIX Criyyasx.

Koa paHgommsaunmn

39. (22) B MHCTpyKUMSIX OOMKHbI ObITb ONKMCaHbl BCe MpoLeaypbl MO cO3aaHuio, 3aliuTe, pacnpeaerneHuto,
06paboTke U XpaHeHuo Nboro Koga paHOoMM3aLMKU, UCMONb30BaAHHOIO AN YNakoBaHHbIX UCcneayeMblX
NeKapcTBEHHbIX MNpenapaToB, a TakkKe MeTodbl packpbiTus Kkoda. [lpovsBoauTenb [OMKEH BECTU
COOTBETCTBYHOLLMNE 3aMMUCH.

Onepau,vwl no ynakoBke

40. (23) MNpn ynakoBke WCCeayemMoro IeKapCTBEHHOrO Mpenapara MOXeT oKasaTbCs HeoOXoauMbIM
OAHOBPEMEHHOE HaxOXAeHWe pasfUYHbIX BMOOB MPOAYKUUM Ha OAHOW ynakoBOYHOM NMHuW. [poussoguTenb
JOMKEeH CBeCTM K MUHUMYMY pPUCK NepenyTbiBaHWA IeKapCTBEHHbIX npenapaToB MNyTeM BbIMOMHEHUA
COOTBETCTBYOLMNX Npoueayp v (Unn) NpUMeEHEHUs cneumanbHOro 00opyaoBaHUS U COOTBETCTBYHOLLErO 00y4YeHUs
nepcoHana.

41. (24) Onepauun NO ynakoBke U MapKMPOBKE MCCredyeMblX NeKapCTBEHHbIX npenapaTtoB MOryT ObiTb
fonee CnoOXHbIMM M MOOBEPKEHHbIMU OLIMOKaM, KOTopble TpyOHee BbISBNATb, YeM Mpu MNpPOM3BOACTBE
3aperncTpupoBaHHbIX NeKapcTBeHHbIX npenapaToB. OcobeHHO 3TO KacaeTca MccrneayemblX NEKapCTBEHHbIX
npenapaToB C NMOXOXUM BHELIHUM BMAOM MpW ucnonb3oBaHuu "cnenoro” meTtoga. B cBasu ¢ atum Tpebyetca
npuHMMaTb ocobble Mepbl MO NPeaoTBPaLLEeHNI0 OWNMBOK B MapKMpOBKe, HanpuMep, 3a cyeT cBedeHus bGanaHca
3TMKETOK, OYMCTKM NNHUK, OCYLLECTBMEHWS KOHTPOMS B rMpouecce MNpou3BOACTBa crneunanbHO OOyYeHHbIM
nepcoHasnom.

42. (25) YnakoBka [OIDKHa rapaHTMpoBaTb COXPaHHOCTb MCCreoyeMoro rnekapcTBEHHOro npernapaTta B
Haanexallem COCTOSHUM NPV TPaHCMOPTUPOBKE U XPaHEHNN B MPOMEXYTOYHbIX MyHKTax Ha3HadeHus. BropnyHas
yrnakoBKa AOMMKHa OblTb Takon, YTobbl 6GbII0 cpasy 3amMeTHO ee BCKPbITME UIK Ntoboe MHOoe BMELLATENbCTBO BO
BpeMsi TPaHCMOPTUPOBKMN.

MapkupoBka

43. (26) B tabnuue N 1 obbeguHeHbl TpeboBaHUs, copepxalimecs B NyHkTax 43 - 48 HacToswero
MpunoxeHusi. MapkupoBka [forkHa obecrneyvBaTh 3aWUTy MalWeHTa, BO3MOXHOCTb MPOCHEXUBAHUS U
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VI,EI,eHTI/I(bVIKaLI,I/IVI JIeKapCTBEHHOro npenaparta W WcCrnegoBaHUA, a TaKxXe cnocobcTBOBaTh npaBuibHOMY
NPpMMEHEeHNK nccnenyemoro iekapCTtBeHHOro npenapara.

44. Ha aTukeTKax OOMMKHaA cogepaTbCa criegytolwias nHdopmauus, ecrnm He 060CHOBaAHO ee OTCYTCTBME
(Hanpumep, Npy HaNMYUKU LEHTPaNM30BaHHOW ANEKTPOHHON CUCTEMbI PAHAOMMU3UPOBAHHOMO KOAUPOBAHNS):

a) (a) HaMmeHoBaHMe (MMS), agpec U HoMep TenedoHa CrnoHcopa, PUANYECKOro nvua, NPUBIEYEHHOro
CMOHCOPOM K OpraHusaumm npoBeaeHUs KIMHUYECKOrO UCCneaoBaHus (aanee - KOHTpPakTHas uccregoBareribekas
opraHmsaumq) nnm mncenegoBartensd (OCHOBHOFO KOHTaKTHOro nuua ana nonyyYeHua I/IH(*)OpMBLI,VII/I OTHOCUTENIbHO
nekapCTBEHHOro npenapara, KNMHUYECKOro UCCreaoBaHus 1 Anst SKCTPEHHOTO PacKoAMPOBaHUS);

0) (b) nekapcTBeHHasi ¢opma, cnocob BBeAEHMS, KONMMYECTBO [OO3UPOBAHHbIX €OWHUL, U B Criyyae
NpoBeAEHUS OTKPbITOrO WCCNEeAOBaHUsi - HauMEHOBaHWE W (MNn) WKdp NeKkapCTBEHHOro npenaparta U ero
O03MPOBKY W1 (UNN) aKTUBHOCTD;

B) (C) HoMep cepum v (MNn) koA AN naeHTUUKaLUM COAEePXKMMOTo 1 ornepaLum Mo YNakoBKe;

r) (d) Homep (koa) mccnegoBaHWs, MO3BOMAKOWMN MAeHTUdMUMpoBaTL MccregoBaHne, MeOULMHCKYHO
opraHv3aumio, uccrieosartens u CrnoHcopa, ecriv 370 He yKasaHo B PYroM MecTe;

A) (e) naeHTUUKALMOHHBIV Kof, NauueHTa u Homep Bu3nTa (Mpy Hanuuum);
e) (f) damunusa n nauumnanesl uccriegoBaTens (€Cnu He ykasaHo B noAanyHkTax "a" unm "r");

X) (g) ykasaHunsi MO UCMONb30BaHMIO (MOXET ObITb MpMBEOEHa CChIflka Ha JIMCTOK-BKNaabiw nnbo apyron
NOACHUTENbHBLIM  AOKYMEHT, MpefHa3HayYeHHbI On9 nauueHTa wnu nvua, OCYLWeCcTBASLWero BBeAeHue
nekapcTBEHHOro npenapara);

3) (h) Hagnucb "ONs KNMMHUYECKUX UccrnegoBaHun;
un) (i) ycnoBmus xpaHeHus;

K) (j) cpok ucnomb3oBaHMA C yKa3aHMeM Mecsua M roga Takum obpas3om, 4ToObl m3bexatb nobon
HeonpegeneHHocTU (MoXeT ObITb ykadaHa [fgaTta, OO0 KOTOPOW HeoGXOAMMO WCMOMb30BaTb JEeKapCTBEHHbIN
npenapar 4ns KNMHUYECKUX NCCNeL0BaHNIA, CPOK rOAHOCTU UK AaTa NOBTOPHOIO KOHTPONS);

n) (k) Hagnucb "XpaHWTb B HeOOCTYMHOM Ans AeTen MecTe", 3a WCKNIoYeHWeM crnyyaes, Korga
nekapCTBEHHbIV Npenapart NnpeaHa3HayYeH Ans UCMOMb30BaHMs TOMbKO B YCIOBMSAX CTauMoHapa.

45. (27) Agpec n Homep TenecoHa OCHOBHOMO KOHTAKTHOIMO nvua Ans nepegaydn mnHGopmalmm
OTHOCUTENBLHO NEeKapCTBEHHOroO npenapara, KMMHUYECKOro UccrnefoBaHnst 1 9KCTPEHHOr0 packoamMpoBaHUs MOTyT
ObITb HE yKa3aHbl Ha ATUKETKE, ECNY NaUMEHTY NpeaocTaBrieHbl UHCTPYKLUSA NO MPUMEHEHUIO UM KapToyka, Ha
KOTOPOW yKa3aHbl 3TV JaHHbIe, a TaKkKe JaHa MHCTPYKUMS AepxaTb UX npy cebe NoCTOSHHO.

46. (28) OaHHble OoOMmkHblI OblTb MNpuMBEdEeHbl Ha PyccKoM fa3blke. [laHHble, ykasaHHble B nyHkTe 44
HacTosiwero MpunoXxeHus, AOMXHbI HaXOOUTBLCA Kak Ha MEepPBUYHOW, TaK M Ha BTOPUYHOW YnakoBke (Kpome
Crny4yaeB, ONUCaHHbIX B NMyHKTax 47 - 48 HacToswwero MNpunoxenns). TpeboBaHWs K coaepXaHUo MapKUPOBKN Ha
3TMKETKax Ha NEpPBUYHOWM U BTOPUYHOW ynakoBKax npuBefeHbl B Tabnuue 1. Takke Ha aTMKeTKax MOXeT ObiTb
npvBeaeHa nHPopmMaums Ha ApYrux A3blkax.

47. (29) B cnyyasx, korga uccnegyemMblini NekapCTBEHHbIM NpenapaT, nepefaBaemblil NaunMeHTy unu nuuy,
OCYLLECTBMAIOLEMY BBEOEHWE WUCCNeQyeMOro IeKapCTBEHHOIO npenapara, COMpPOBOXOAETCSH BTOPUYHOWM
yNakoBKOMW, cofepxallen uHdopmMauuilo, ykasaHHylo B NyHKTe 44 Hactoswero [punoxeHusa, MapkupoBka
NMepBMYHOM YyMakoBKM (Mnm nbBOro 3anevaTtaHHOro [A03MPYIOLLEro YCTPOWCTBA, COAEpXKallero nepBUYHYHO
yMakoBKy) JOSKHA coaepaTb CriegytoLyto MHdopMaLmio:

a) (a) HammeHoBaHWe (MMS) CMNOHCOpa, KOHTPAKTHOW UCCNeaoBaTenbCKOW — OpraHusauum — unu
nccnegosatens;

0) (b) nekapctBeHHas ¢opma, cnocob BBeaeHUS (MOXET He yKasbiBaTbCs AN TBEpAbIX nepoparnbHbIX
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dopm), KONMMYECTBO JO3MPOBAHHBIX €4NHUL, U B Criy4ae npoBedeHUs OTKPbITOrO UCCNEeAO0BaHNs - HaUMeHOBaHWe
1 (Unu) Wndp nekapcTBEHHOro npenapaTa v ero 403UPOBKY U (M) akTUBHOCTb;

B) (C) HOMep cepuun 1 (MNK) koA, ANS MAEHTUMUKALMM COAEPXKMMOro 1 onepaLnm rno yrnakoBke;

r) (d) Homep (Koa) mccnegoBaHWs, MO3BOMAKOWMN MAeHTUMUMpoBaTh MccregoBaHne, MeOULMHCKYHO
opraHusaumio, uccriegoBaTens U CoHCopa, eCnn 3To He yKa3aHo B APYroM MecTe;

4) (e) nAeHTUMMKALMOHHBIN KO NauMeHTa u HoMep Bu3uTa (Mpu Hanu4um).

48. (30) Ecnv nepBuYHOM YynakoBKOW sBNAeTcs 6nmuctep unu oHa MMeeT manbii pasmep (Hanpumep,
amnynbl, Ha KOTOPbLIX HE MOrYT ObITb pasMelleHbl AaHHble, YKka3aHHble B NyHKTe 44 HacToswero MNpunoxeHns),
JorkHa ObiTb MpeaycMOTpPeHa BTOPWYHAsl YNakoBKA C STUKETKOMW, codepkallen 3T faHHble. [pyn aToM Ha
NepBUYHON YNakKoBKE JOSMKHbI ObITb YKa3aHbI:

a) (a) HammeHoBaHMe (MMS) CMNOHCOpa, KOHTPAKTHOW MCCNeaoBaTENbCKOM — OpraHusaumm — unu
nccrnepoBaTens;

0) (b) cnoco6 BBegeHuMsi (MOXHO He YyKasbiBaTb ANA TBEpAbIX NepopanbHbiX OpM), M B criyyae
NpoBeAEeHUS OTKPbITOrO UCCNeAOoBaHUsi - HauMEHOBaHWE W (MNK) WKgp NEeKapCTBEHHOro npenaparta U ero
[031poBKa 1 (MNn) akTUBHOCTb;

B) (C) HoMep cepum v (MNK) Koa AN naeHTUUKaLUM COAEePXKMMOTo 1 ornepaLum Mo YNakoBKe;

r) (d) Homep (koa) wuccnegoBaHus, NO3BONSAWLWMA MAEHTUULMPOBATL MCCregoBaHWE, MEAULMHCKYIO
opraHusauuio, uccriegoBaTtens U CnoHcopa, eCNn 3TO He yKasaHo B APYroM MecCTE;

A) (e) naeHTUdUKALMOHHBIV Kof, NauueHTa u Homep Bu3nTa (Mpy Hanmuun).
Tabnuua 1. CymmapHas nHgopmauns o mapkuposke (MyHKTbl 43 - 48)

a) HauMeHOBaHMe (MMA), aIlpec M HoMep TejiedoHa

CIIOHCOpPa, KOHTPAaKTHOM nCCcJlenoBaTeslb CKOM
opTraHu3anmn I nCcCcIenoBaTess (0OCHOBHOTO OBV CJIYUAM
KOHTAKTHOT'O JMlIa IOJis I[IOJIyYeHUs nHbopMaLmm I [EepPBUYHOM YHNaKOBKU U
OTHOCUTEJILHO JIEKAPCTBEHHOTO npenapara, BTOPUUHOM YINAaKOBKMU (IYHKT
KJIIMHMYECKOT'O MCCJIeNOBaHMA WM OJId 5SKCTPEHHOTO 44)
PacKoOOMPOBAaHUA) ;
Vupopmaumsa,
yKasaHHasg B IOANYyHKTax
"a" <1> - ";a"
[IEPB/YHASA YIIAKOBKA
Eciy NepBUUHYK YIaKOBKY
¥ BTOPUUHYI YIaKOBKY
XpaHAT BMecTe (OyHKT 47)
<5>
Vndopmaumsa,
yKasaHHas B IONIYyHKTAax
B6) JlekapcTBeHHas oGopwMma, crioco® BBeIEeHUSd, "a' <2> "e" 3> "yp" "p"
KOJIMUECTBO OO3MPOBAHHEIX €NOVHMUI, ¥ B CJydae """
NpoBeleHUs OTKPEITOT'O MCCJIeNOBaHUSA -
HaMMeHOBaHMEe U (1) iZioyel JIEKAPCTBEHHOTO
npenapaTa M ero IOO3MPOoBKa M (MJIM) aKTUBHOCTL;
B) HOMep cepuM U (MiaM) KOO IJid MuIeHTuduKaumum
COOEPXMMOT'O M Ollepauuy IO yHNaKOBKe;
T) HOMep (xom) UCCJIenOBaHUHA, [103BOJISOMMMI
UOEeHTUOULIMPOBATDH ncclyenoBaHue, MEeIULMHCKYIO
opraHmMsauuio, MCcJenoBaTesyia M CIOHCOpa, eClu
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OTO HEe YyKa3aHO B IOIpyI'OM MecCcTe;

o) umIOeHTUOMKALUMOHHBEINM KOOI IalMeHTa UM HOMEP
BM3UTA (IPpM HaAIU4UMU) ;

e) dbaMuIusa M MHULMAJE MCCJIedoBaTeJsd (ecin  He
ykKaszsaHo B nonnyHkrax "a" wuiam "r");

X)) yKaszsaHMsa IO MCIIOJIb30BAaHUI (MoxeT OHITHb
IpMBEeIeHa CChUIKa Ha JIMCTOK-BKJIAIBII JIMOO OPYyTOM
IIOSCHUTEJIbHEY IOOKYMEHT, IpenHAasSHAUEeHHBM IJIg
nanuMeHTa WM JMla, OCYHECTBJISKIEeIO BBeIeHUe

JIEKapCTBEHHOT'O Ipernapara) ;

3) Haanmuchk "IIg KIMHUYUECKMX MCcJemoBaHum";

1) YCJOBMSA XPaHEHMI; I[IEPBMUHAA YIIAKOBKA

K) CPOK MCIOJIb30BaHMSA C YyKaszaHMeM Mecdalua U BnmcTeps MM YHIaKOBKMU
roma TakuM obpasowM, yTOoOE M30exXaTb JIoOom MaJIOTO pas3Mepa (nyHkT 48)
HeolnpeOeJyIeHHOCTHK (MoxeT OBThb ykasaHa naTta, IOo <5>

KOTOPOM HEOOXOOMMO MCIOJIB30BaTh JIeKAaPCTBEHHEM

npenapaTr, CPOK T'OOHOCTM MJIM HaTa I[IOBTOPHOTO Vundopmaums,
KOHTPOJA) ; yKasaHHasg B MNOINYHKTAxX
J1) Hannuch "XpaHUThb B HENOCTYIIHOM HIJid IeTel "a" <2> "e" <3>, <4> "g"
mecTe", 3a UCKJIIOUEeHUEM ciydyaes, KoTma "p" o "g"
JleKapCTBEHHHIM npenapart npelHasHauYeH s

MCIIOJIb30BAHMSA TOJIBKO B YCJIOBMAX CTalMoOHapa

MpumevaHus:

<1> Agpec 1 Homep TenedoHa OCHOBHOIO KOHTaKTHOro fvua Ans nonyyeHns MHpopmauum OTHOCMTENbHO
neKapcTBEHHOro npenapaTta, KIMHUYECKOrOo WCCMeAoBaHWA W 3KCTPEHHOTO pPAacKOAUPOBaHWS MOXET He
cofepXaTbCA Ha 3TUKeTKe, €Cnv MNauMeHTy npeaocTaBfeHbl MHCTPYKUMA MO MPUMEHEHUI0 MeKapCTBEHHOrO
npenapaTa unm KapTodka, rae ykasaHbl 3TV AaHHble, a Takke AaHa MHCTPYKUMS aepxaTtb ux npu cebe Bce Bpems
(nyHKT 45 HacTosiwero MNpunoxeHus).

<2> He HyxHO pasmeliaTb agpec U HoMep TeriepoHa OCHOBHOMO KOHTAKTHOro nuua ansa uHdopmaumm
OTHOCUTENbHO NEKAaPCTBEHHOIO NpenapaTa, KNMHUYECKOro UCCreLOoBaHNs U SKCTPEHHOMO pacKOANPOBaHUS.

<3> Cnocob BBeAleHMSI MOXHO He yKa3blBaTb A5t TBepAbIX NepoparbHbIX NEKapCTBEHHbLIX (OPM.
<4> MOXHO He yka3blBaTb JIEKAPCTBEHHYO (hOPMY U KONMMYECTBO AO3NPOBAHHbLIX €4NHNL,.

<5> Ecnu Ha BTOpPMYHOW ynakoBKe COAEPXUTCH MHGOpMaLuMs, npuBedeHHas B MyHkTe 44 HacTosLero
MpunoxeHus.

49. (31) Ona nosiCHEHMS yka3aHHOW Bblle MHQOpPMauun MOryT ObiTb MCMONb30BaHbl CMMBOIMbI UMK
nukTorpammel. MoxeT 6blTb npeacTaBneHa [OMNOMHUTENbHAA MHQOpPMauus, npeaocTepexeHus un  (unu)
WHCTPYKLUUM NO 0OpaLLEeHNIO C NNeKapCTBEHHbIM MpenapaToM.

50. (32) B cnyyae npoBeaeHMs KNMHUYECKNX UCCNeaoBaHum, Koraa:
a) HeT HeobXoaUMOCTH B OTAENbHbLIX NPOLieccax NPON3BOACTBA UM YNAKOBKY;

0) Npu uccnegoBaHMM UCMONb3YIOTCSA JIEKAPCTBEHHbIE CPeACTBa, 3aperMcTpMpoBaHHbIE, MPOU3BEAEHHbIE
U UMNOPTUPOBAHHBIE B COOTBETCTBUUN C 3aKoHOoAaTenbcTBOM Poccuiickon ®epepaumu;

B) B uccnegoBaHum npuHMMarT yyvyactme nauueHTbl C TeMu 3a60ﬂeBaHMﬂMM,KOT0pHe COOTBETCTBYHOT
NOoKa3aHuAM K MPUMEHEHUI0, YTBEPXKOEHHbIM Npu pernctpauunm,

- Ha I'IepBI/I‘-IHOVI ynakoBKe Tak, 4YTOObLI HE 3aKpbITb OPUTMHAITbHYIO 3TUKETKY, OOMOJTHUTENbHO OOJKHbI ObITb
npmeeaeHbl criegyruine aaHHbIe:

www.consultant.ru CrpaHuua 176 ns 207
HafeXHasa npaBoBas noaaepXxka


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

Mpukas MuHnpomTopra Poccumn ot 14.06.2013 N 916

(pen. ot 18.12.2015) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBepxaeHun MpaBun Haanexallen Npon3BoACTBEHHOM lata coxpaHeHus: 24.08.2020
n...

(i) HasBaHMe (MMs) cnoHCopa, KOHTPAKTHOW UCCIeAOoBaTENbCKOM OpraHn3aumMm unm nccnegoBarterns;

(i) Homep (kog) wccnegoBaHWs, MO3BOMSAOWMA  MAEHTUDUUMPOBATL MEAULMHCKYI0 OpraHu3aumio,
nccnegosaTens n cybbekTa uccneaoBaHus.

51. (33) Ecnu HeobxoguMmMo M3MEHUTb AdaTy, A0 KOTOPOW MOXET MWCMNoMb30BaTbCA WCCNeayeMblin
NeKapCTBEHHbIM npenapaT, Ha YMNakoBKY [JofkHa ObiTb HaHeceHa [ononHuTenbHast 3TukeTka. Ha
OOMONMHUTENBHOM 3TUKETKe AOMKkHa OblTb ykasaHa HoBasi AaTa, 4O KOTOPOW [OMyckaeTcs WCMonb3oBaTb
NeKapCTBEHHbLIN MNpenapaTt, a Takke MNOBTOPHO Yyka3aH Homep cepun. [OMOMHUTENbHYD STUKETKY MOXHO
HakrnenBaTb MOBEPX CTapoX AaTbl UCMONb30BaHUS, HO OHA He OOJMPKHA 3aKpbiBaTb WUCXOAOHbLIA HOMEpP cepuu,
KOTOPbIN HEOOXOANM OISt KOHTPONS KadecTBa. HaHeceHne OONONHUTENBbHOM STUKETKM OOIMKHO OCYLLECTBIATHCA
opraHMsaumMsiMM, MMEKLMMN JULEH3NIO Ha MNPOM3BOACTBO JNEKAPCTBEHHbIX CPEACTB WU JIMUEH3NI0 Ha
hbapmMaLeBTUYECKYD OEATENbHOCTb (XpaHEHMEe NeKapCTBEHHbIX MpenapaToB ANg MeAULMHCKOro NpUMEHEHUs ).
Mpn HeobGXOQMMOCTN HaHeceHue [OOMONTHUTENbHOMW STUKETKM MOXET OCYLLEeCTBASTLCS B MEAMLMHCKOM
opraHmsaumm dgapmaueBTUY4eCKMM pabOTHUKOM [daHHOW opraHuM3auuu Wnu Mo  ero KOoHTpomnem, nnbo
MEeAULUMHCKMM pabOoTHUKOM MEAMLUMHCKOW opraHu3auvMmM B COOTBETCTBMM C TpeboBaHMAMM 3akoHOAaTeNbCTBa
Poccuiickon ®epepaumn. Ecnm 3170 HEBO3MOXHO, HAHECEHNE OOMOSNTHUTENBHON STUKETKM MOXET OCYLLECTBIATb
MOHUTOP KITMHUYECKOrO MUCCIeLOBaHus, KOTOPbIA NPOLLEN COOTBETCTBYKOLEe 00yveHMe. YKasaHHy onepauuto
Heob6xoQMMO MpPOBOAUTL B COOTBETCTBUM C HacToswmmu [lpaBunamu, cneyuwanbHbiMM U CTaHOAPTHBIMU
onepauuoHHbIMK NpoleaypaMu, a npu HeobxoaMMOCTU nepedaBaTbh WX BbINOMHEHWE OPYro opraHvM3aumm no
porosopy. [MpoBefeHWe ykasaHHOM onepauuMn [OMMKEH KOHTponuMpoBaTb Apyron paboTHuk. HaHeceHuwe
OOMOSTHUTENBHON 3TUKETKN JOJMKHO ObiTh TWaTeNbHbIM 00pa3oM 0PopMIIEHO AOKYMEHTarbHO Kak B JOKYMEHTax
KITMHNYECKOro NCCreaoBaHns, Tak U B JOCbE Ha Cepuio.

VIIl. KOHTPOJIb KAHECTBA

52. (34) Tockonbky npoueccbl MOryT ObITb HE OKOHYaTeNbHO OMNpPederieHbl WM He B MOSIHOW Mepe
BanuaMpoBaHbl, HeobxoanMo yaensTb ocoboe BHMMaHWE MCNbITaHUAM Ans obecneyvyeHus rapaHTMu TOro, YTo
Kaxkgas cepus NPOAYKUMM COOTBETCTBYeET cneumndukaumm.

53. (35) KoHTponb kavectBa HEOOXOOUMO OCYLLECTBMATL B COOTBETCTBMM C OOCbE Ha JEKapCTBEHHbIN
npenapat. MpousBoauTenb OOMKEH MPOBOAUTL MPOBEpPKY 3PEKTUBHOCTU KOAMPOBAHUS U LOKYMEHTanbHO
ocbopMnsTb ee pesynbTaThl.

54. (36) O6pasubl MccnegyeMblX NEKapCTBEHHbIX MpenapaToB AOMKHbl XPaHWUTLCA B OBYX Lenax: Ans
obecneyeHns Hannuma obpasua Ans aHanUTUYEeCKMX UCTbITaHUiA 1 ans obecneyeHnss HanMumsa obpasua roToBoro
nekapcTBeHHOro npenapata. Takum o6pa3omM, 06pasLibl MOXHO pa3fenuTb Ha [iBE KAaTeropuu:

KOHTpOJ‘IbeII7I o6pa3eu, - 06pa3u,b| Cepun NCXoOHOro CblpbsA, YNakOBOYHbIX MartepunanoB, NekapCTBeHHOro
npenaparta B I'IepBVILIHOI7I ynakoBke U1 roToBOro fiekapCTBEHHOro npenapara, KOTopble XpaHAT AnAa npoBeaeHus
aHanuMsa B CryyYae BO3HMKHOBEHMSI Takow HeobxogumocTu. [pousBoauTenb AOMKEH COXpaHsiTb obpasubl C
KPUTMYECKMX NMPOMEXKYTOYHbIX CTaaui (Hanpumep, Co CTagui, nocne KoTopbiX NpeaycMaTpuBaeTcs npoBeaeHue
aHanUTMYECKNX UCCneaoBaHUA W Bblgada paspelleHMit Ha BbiMyck) M obpasubl NMPOMEXYTOYHLIX MPOAYKTOB,
KOTOpble MOCTaBMsAOTCA 3a npeaenbl 30Hbl KOHTPOMS MNpPOU3BOAUTENS, €CnvM 3TO MOo3BOMseT CTabunbHOCTb
06pasuos.;

apXvBHbI 06pasel - obpasel B OKOHYaTeNbHOW ynakoBke, 0TobpaHHbIi M3 cepum roToBoit npoaykuun. Ero
XpaHAT B LENsX MOATBEPXKAEHUS WOEHTUYHOCTU. Hanpumep, B TeYEHMEe cpoka XpaHeHusl cepur MoXeT
notpeboBaTbcsl OCMOTP oOOpasua WM YNakoBKM, MapKUPOBKM, WHCTPYKUMM MO MPUMEHEHUIO, MOoSlyYyeHne
MHDOPMaLMM O HOMEpPE CEPUN U CPOKE FOAHOCTM.

55. Bo MHOMMX crny4yasx KOHTPOSibHble U apXuBHble 06pa3Lbl FOTOBOW NPOAYKLUMN MOEHTUYHbI U ABNAOTCS
eaVHMLAMM NPOAYKLMUM B OKOHYaTENbHON ynakoBKe. B Takunx crnyyasix KOHTPOSIbHbIE U apXMBHblE 06pasLibl MOryT
paccmaTtpuBaTbCs Kak B3arMo3amMeHsieMble. KOHTporibHble U apXMBHble 06pasLbl MCCIIeAyEeMOro JIEKapCTBEHHOTO
npenapara, B TOM Y/Cre 3aKoAMPOBaHHOMO MeKkapCTBEHHOro npenapara, OOMKHbI COXPaHATLCS He MeHee ABYX
neT nocrne 3aBeplleHnss UMW  NpekpalleHus nocneaHero KNMHUYECKoro MUCCnegoBaHusi, B KOTOPOM
ncnonb3oBanack AaHHas cepus (B 3aBUCMMOCTU OT TOr0, Kakol M3 Nepuoaos AosbLue).
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56. MpownsBoanTenb AOMMKEH YAENATb BHMMAHME XpPaHEHWUI apXxMBHbIX 0OpasLoB 4O Tex Mop, Nnoka He
GyOeT COCTaBMeH OTYeT O KMMHWYECKOM WuccrieqoBaHuu, Ans obecneyvyeHuss BO3MOXXHOCTU MOATBEPXKAeHUs!
WOEHTUYHOCTM NeKkapcTBEHHOro npenapaTa, YTo HeoGXoaMMO MpU paccrnenoBaHUAX HenpeaBuMOEeHHbIX crydYaes
UM NPOTUBOPEYUMBLIX PE3YNbTAaTOB TAKUX UCCNEAoBaHWIA.

57. (37) MecTO XpaHeHMs1 KOHTPOJIbHbLIX M apXMBHbBIX 00pa3LOB JOIMKHO ObITb ONpeaesrieHo B COrnalleHum
MeXay CMOHCOPOM 1 npoussoautenem(simm). K Takum mectam Heobxoammo obecneunTb CBOEBPEMEHHbIN LOCTYN
npeactaBuTenen ynorHOMOYEHHOro pegepanbHOro opraHa UCMONTHUTENbHOW BNACTU.

58. KoHTponbHble 0bpasubl FOTOBOro JieKapCTBEHHOrO npenapaTta AOMMKHbl CoXpaHaTbes B Poccuiickon
depepaumm unm B TpeTben cTpaHe, ecnun mexay Poccuiickon ®epepaumnen n TpeTben CTPAHON-3KCMOPTEPOM
CYLLECTBYIOT COMMNalleHnsi, KOTopble rapaHTUMpYylT, 4YTO MPOM3BOAMTENb WUCCReQyeMoro fekapCTBEHHOro
npenapaTa NpyaepXMBaeTCca NpaBun Hagnexallero nponu3BoacTBa, TpeboBaHMA KOTOPbLIX HE HWkKe TpeboBaHui
HacTosAwmx MpaBun. B UCKNOUNTENBHBLIX CIydasx KOHTPOSbHble 0Opa3sLbl FOTOBOrO fliekapCTBEHHOIO npenapara
MOTYT XpPaHWUTbLCS Yy NPOM3BOAMTENS B TpeTben cTpaHe. B ykasaHHOM crny4vae 3TO LOIMKHO ObiTb 060CHOBAHO U
OOKyMeHTanbHO obopMIIEHO B BUAeE COrnalleHns Mexay CroHCOpoM, umnoptepoM B Poccuiickyto Pegepaumio m
npou3BoguTenemM fekapCTBEHHOMO Npenaparta B TpeTben CTpaHe.

59. Konu4yecteo KOHTPOIbHbIX o6pa3u,os AOIMKHO ObITb OOCTATOYHbIM Ans npoeefeHnAa He mMeHee OBYyX
NOSHbLIX aHarMTUYECKUX WUCCrneaoBaHuin cepun npogykumm B COOTBETCTBUU C Tpe6OBaHMF|Ml/I Aocbe Ha
ﬂeKapCTBeHHbIVI npenapart, nogaHHOro B yI'IOJ'IHOMO‘-IeHHbIﬁ c*)ep,epaanblVl opraH NCMOMHNTENBHOW BracTn ans
nony4veHua pas3pelleHnda Ha npoBegeHne KInnHn4ecKkoro ncerieqoBaHu4.

60. [Ons apxvBHbIX 0OpasuUoOB [ONyckaeTcsl XpaHUTb WHGOPMAaULMO B OTHOLUEHUM OKOHYATENBHO
yMakoBaHHbIX €4MHUL, NTEKapCTBEHHbIX NPenapaToB B BUAE NMUCbMEHHbLIX UMW SMEKTPOHHBIX 3anucei, ecnun Takme
3anncn obecnedmBaloT [OCTaTouHy0 WHGopmauuio. B nocnegHem criydyae cuctema XpaHeHust [OKHa
COOTBETCTBOBaTb TpeboBaHMsIM, yCTaHOBMEHHbIM [Mpunoxernnem N 11 k HacTosiwum NpaBunam.

IX. BbIOAYA PA3PELLEHUA HA BbIMNYCK CEPUM

61. (38) He ponyckaeTtca Bbigada paspelleHus Ha BbINYyCK UccneayeMblX NekapcTBEHHbIX npenapatoB A0
TeX Mop, NMoka YMOSIHOMOYEHHOE NULO He YAOCTOBEPMUT BbIMOSIHEHME YCTAHOBIEHHbIX TPeOOBaHUN C y4eToM
NOSTIOXXEHWI, NPeayCMOTPEHHbIX MyHKTamMu 62 - 63 HacToswero NpunoxeHus.

62. (39) Ha BbINoONHeHWe YMNOMHOMOYEHHLIM JIMLOM CBOMX 00S3aHHOCTEW B OTHOLUEHMMW UCCedyeMmblX
nekapCTBEHHbIX NpenapaToB BNUSOT pa3Hble hakTopbl, KOTOPbIE NEPEYNCIIEHBI HUXE!

a) nekapcTBEHHbI npenapaT npousBedeH B Poccunckon Pepepauumn, HO He 3aperncTtpupoBaH B
Poccunckon ®epgepauun: npu nogadve 3asiBNEHUS Ha Bbigayy paspelleHnss Ha npoBedeHue KIMHUYECKOro
nccnefoBaHnst HeobXoAMMO yAOCTOBEpPUTb, YTO WCCredyeMbll NeKapCTBEHHbI npenapat npousBedeH W
NpOBEPEH B COOTBETCTBUU C TpeboBaHUSIMU HacToAwWwmMX [paBun, gocke Ha NeKapcTBEHHbIV NpenapaTt, a Takke
4yTO UMMEeeTCs  COOTBETCTBYWOLWAA  MHPOPMaUUs, npefocTaBneHHass  CMNOHCOPOM  YNONHOMOYEHHOMY
deaepansHOMY OpraHy MCNONHUTENbHOW BacTy;

©) nekapcTBEHHbIN NpenapaTt 3apeructTpupoBaH B Poccuiickon ®egepauun, nocTaBnsieTcs opraHnsauunen
ONTOBOW TOProBnu, KoTopasi Haxoautcs B Poccuiickon ®epepauun, He3aBMCUMO OT TOro, rae Mpou3BoAUTCS
neKapCTBEHHbIN NpenapaT: AeNCTBYOT TpeboBaHUSA, NepeyvncrieHHble B nognyHkTe "a" HacTosAwero nyHkTa, Ho
06bemM npenocTaBneHHbIX AaHHbIX MOXET OblTb OrpaHuMyeH MOATBEPXOEHMEM TOro, YTO JIEeKapCTBEHHbIN
npenapaT COOTBETCTBYET 3asBMIEHMIO Ha Bblgady paspelleHusi Ha NPoBeAeHNe KITMHUYECKOro MUCCnenoBaHus u
nobon nocnegyowen obpaboTkm C Uenblo KOOUPOBaHUS, OCYLLECTBMEHUS CheunanbHOW YNakoBKU UNu
MapKMPOBKM NSl 3TOro uccrieqoBaHus. [Jocbe Ha NekapCTBEHHbIV Npenapar Takke MOXET ObliTb OrpaHUYeHHbIM

no o6bemy (NyHKTbI 24 - 26 HacToswero MNpunoxeHus);

B) NEKapCTBEHHbIA nNpenapaTt WMMNOPTUPOBaAH HENOCPeACTBEHHO U3 TpeTbel CTpaHbl: HeobXxoaumo
noaTBEepAWTb, YTO OH MpOM3BEAEH WM MPOBEPEH B COOTBETCTBMM C MpaBuaMu Hagnexaiiero npou3BoAcTBa,
TpeboBaHNA KOTOPbIX HE HWXe, YeM TpeboBaHus HacToswmx [NpaBun, AoCbe Ha NekapCTBEHHbIV npenapart, a
TakKke YTO WMeeTcs COOTBETCTByOWAs WHopMaumsi, NpefoCTaBreHHash CMNOHCOPOM  YNONHOMOYEHHOMY
dhenepanbHOMYy OpraHy WCMOMHWUTENbLHOW BMacTW Npu nojaye 3asiBNEeHWs Ha Bbigady paspelleHuss Ha
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npoBefeHne KIUHWYecKoro wuccnepoBaHus. Ecnv uccnegyemble nekapcTBeHHble npenapaTthl BBE3eHbl U3
TpeTben CTpaHbl U SABNAOTCA OOBLEKTOM corfalwleHus, NpUHATOro mexgy Poccunckon depepaumen n aton
CTpaHOW, HanpuMMep TakMMm, Kak corfaweHne O B3avMHOM npusHaHuu, nwboe nogobHoe cornaileHune
npegycmatpuBaeT npuMeHeHne TpeboBaHWMIA B OTHOLUEHUWM ITOrO FIEKAPCTBEHHOrO npenapaTa, HEe HuXe, Yem
TpeboBaHus HacToswmx Mpasun. Mpu OTCYTCTBUM cornalleHnst 0 B3aUMHOM NPU3HAHUM YNOSIHOMOYEHHOE NULO
Ha OCHOBe WH(OpMauMM O cucTeMe KadecTBa MpPOM3BOAUTENS [OOIMKHO YCTaHOBUTb, YTO MNPUMEHSATCH
TpeboBaHWs He HWXe, YeM TpeboBaHusA HacToswmx MNpasun. 3Ty nHMOPMaLMIO, Kak NpaBuo, Nomy4valT nyTem
yyactusa B ayamte hapmMaueBTUYECKOM CUCTEMbI KayecTBa npoussoanTenen. VI B nepBom, U BO BTOPOM criyvae
YNOSTHOMOYEHHOE  IULO  MOXET  BbIMOMHUTL  OLEHKY COOTBETCTBMA Ha OCHOBaHUMM  [OKYMEHTauuu,
npegocTaBneHHON NPOn3BoaMTENEM U3 APYron cTpaHbl (NYHKT 63 HacTosLwero [NpunoxeHus);

r) Npu BBO3€ MpenapaTtoB CPaBHEHWs, KOF4a HEBO3MOXHO rapaHTUPOBaTb, YTO Kaxkaasi cepusi MPOAyKUMK
Gbina npovsBedeHa B COOTBETCTBUM C TPeboBaHUAMW He HWxke, 4YeM TpebosaHusa Hactoswmx [lpasun,
YMNONHOMOYEHHOE NMLO AOIMKHO NMOATBEPAUTL, YTO Kaxkaas Npoun3BeeHHas cepus npoLuna Bce Buabl KOHTPONS U
UCMbITaHW, HeoGXoOaMMbIX Ans MOATBEPXKAEHUS €e KayecTBa, a Takke YTO MMEETCH COOTBETCTBYHOLLAS
nHpopMaumsl, NpedocTaBneHHast CMOHCOPOM YMOSIHOMOYEHHOMY dbedepanbHOMY opraHy WCMOMHUTENbHOMN
BlacTW Npuv nodade 3asiBIieHUs1 Ha Bblaadvy paspeLleHnst Ha NpoBeaeHne KIMHUYECKOTo UCCIeAoBaHus.

63. (40) MNpwn oueHke Kaxgow cepum NpPOAYKUMWU nepen BbiAayen paspelueHUs Ha BblNyCK AOIMKHbI BbITb
paccMOTpeHbl criegytoLime akTopbl, 06CTOATENBCTBA U AOKYMEHTbI:

AOCbe Ha ceputo, B TOM 4uUClie 3anncy MO KOHTPOMIO KayecTBa, 3amnmMcyM MO KOHTPOMK B npouecce
NMPOM3BOACTBA U 3aNnCK paspeLLeHnst Ha BbiMyCK, CBMOETENbCTBYIOLMNE O COOTBETCTBUN CEPUM NPOAYKLMN JOCHE
Ha neKkapCTBEHHbIMA NpenapaT, 3aka3y, NPOTOKOMY UCCefoBaHUS M KOA4Y paHAoMu3auun. B aTn 3anmcy SOSmKHbI
ObITb BHECEHbl BCE OTKIMOHEHWS WM BHECEHHble B MMIAHOBOM MOpsiAKe W3MEHEHUsl, a Takke nobble
OONOMHUTENbHbIE MPOBEPKU UMM UCMbITaHMS. 3anucu AOSMKHbI ObiTb MOMHLIMKU U AOMKHbI ObiTb COrnacoBaHbl
nepcoHasnoMm, ynosHOMOYEHHbIM Ha 3TO B COOTBETCTBUM C hapMaLeBTUYECKON CUCTEMOI KavyecTBa;

YCINOBMSI NPOU3BOACTBA;

AaHHble 0 Banvaauuy obopyaoBaHus, MPOLECCOB U METOANK;

NpoBepKa OKOHYaTesIbHOW YNaKoBKY;

pe3ynbTaThl MoObIX aHaNM30B UMW UCTbITAHWIA, NMPOBEAEHHbLIX NOCIie UMMNOPTMPOBaHWS, ecrnv HeO06X0aANMO;

0T4YeTbl O CTabUNBHOCTY;

AaHHble O MOCTaBLLUMKe ¥ NPOBEPKE YCIIOBUIN XpaHEHUSI 1 TPAHCMNOPTUPOBKY;

oT4eThbl 06 ayauTax CUCTeMbl Ka4ecTBa NPOU3BOAUTENS;

JAOKYMEHTbI, MOATBEepXAalolimMe NpaBo MPOW3BOAMTENS Ha MPOWM3BOACTBO McCreayeMblX feKapCTBEHHbIX
npenapatoB (BKMOYas npenapatbl CPaBHEHWs!) Ha SKCMOPT, BblAaHHbIE YMNOJIHOMOYEHHbIM dheaeparnbHbIM

OopraHom ucnonHuten bHOW BRacTu;

TpeboBaHNsi HOpMATMBHBIX MPaBOBbIX akToB Poccuiickon Pefepauum B OTHOLUEHWMU PErMCTPaLMOHHOIO
Jocbe, npuMeHseMble TpeboBaHus HacToswmx [lpaBun M nobble nNoATBEpPXOEHUS  YNOMHOMOYEHHOro
dregepanbHOro opraHa MCNOMHUTENBLHOM BRacTy 0 cobnogennn TpedoBannin Hactoswmx MNpasunm;

NHblIE (baKTOpr, KOTOpble yNOJIHOMO4YEeHHOEe NUO CHUTaeT 3Ha4YNMbIMU B OTHOLLEHUN KaveCTBa Cepun.

64. 3HauyMMOCTb BbILENPUBEAEHHbLIX (PAKTOPOB 3aBUCUMT OT CTpaHbl, B KOTOPOW MNPOWU3BOAAT
NEKapCTBEHHbIM  Mpenapart, MNpou3BOAUTENS,  CcTaTyca  perncrpaumm  NeKapCTBEHHOro  npenapaTa
(3apeructpupoBaH nu oH B Poccuiickon ®efepauum mnum B TpeTbMX CTpaHax), a Takke OT asbl KNMHUYECKOM
pa3paboTku. CNoHCop AOMKEH rapaHTMpoBaTb, YTO BCe (hakTopbl, NPUHATLIE BO BHUMAHWE YMONHOMOYEHHbLIM
NMLOM, BbIMOSHALWNM OLEHKY Cepuu, COOTBETCTBYHOT MHopMauuy, NpefocTaBfeHHON YMNOMHOMOYEHHOMY
degepanbHOMy OpraHy WCMOMHUTENbHOW BRacTu Mpu nogadye 3asiBEHUss Ha Bblgady paspelueHus Ha
npoBefeHne KINMHUYECKOro nccredoBanns (MyHKT 68 HacToswero MNpunoxeHns).
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65. (41) Ecnu wnccnegyemble nekapCTBEHHblE MpenapaTtbl MPOM3BOOAT M YMAKOBbLIBAKOT HA pPasHbIX
yyacTKax, 3a KOTOpble HEeCyT OTBETCTBEHHOCTb pasHble YMOMHOMOYEHHbIE Nuua, AOMMKHbI ObiTb cobniogeHb
TpeboBaHus, yctaHoBneHHble [NpunoxeHnem N 16 k HacTosawmMm MNpasunam.

66. (42) Ecnn HacTosAwmMmM MNpaBunamu, a Takke UHbIMWU HOPMAaTMBHBIMK MPaBOBbIM akTam Poccuiickomn
depepaumm npegycMOTPEHO OCYLLECTBMEHME OMepauui MO YNakoBKe WM MapKUPOBKE B MeOWLMHCKOW
opraHmsaumm dapmMaueBTUYEeCKUM PabOTHUKOM MMM NOoA, €ro KOHTponem, nmbo MeauUMHCKMM pabOoTHUKOM
MeOMLMHCKON opraHmn3aLmm, yaoCTOBEPEHUS AaHHbIX onepauuin ynosIHOMOYEHHbIM NMLOM He TpebyeTtca. OgHako
CMOHCOpP HeceT OTBETCTBEHHOCTb 3a obecneyeHune Hagnexawero AOKYMEHTarbHOro OMOpPMIIEHUS AaHHOW
OesTenbHOCTN, COOTBETCTBME TpeboBaHUSAM HacToswmx [paBun u npu HeobXxoaMMOCTWM [OIKEH NPOBOAUTb
KOHCYIbTauMmM C YNONTHOMOYEHHbBIM MMLIOM.

X. TPAHCINOPTNPOBKA

67. (43) Nccnepoyemble nekapcTBeHHble npenapaTtbl AOMKHbI OCTaBaTbCA MOA KOHTPOSieM CroHcopa A0
3aBepLUEHUs  [BYyX3TanHOW Mpouedypbl BblgayuM  pas3pelleHuMs Ha  BbIMYCK:  OLEHKM  COOTBETCTBMS
YMOSTHOMOYEHHbIM INLOM M Bbl4a4yu CMOHCOPOM pas3peLleHust Ha BbIMYCK ANst UCMOMb30BaHWSA B KMMHUYECKOM
nccnegoBaHMM nocne cobntogeHns yCTaHOBIEHHbIX TpeboBaHui. ObGa 3Tana [ormkHbl OblTb OOOPMIIEHBI
OOKYMEHTanbHO, a 3anncu SOMKHblI XpaHUTbCA HEMOCPEACTBEHHO Y CMOHCOPAa UK y Nnnua, KOTOpoe AEUCTBYET OT
€ro UMeHW.

68. (44) TpaHCNOPTMPOBKY WccredyeMbIX eKapCTBEHHbIX NpenapaToB Heo6XoOMMO OCYLLEeCTBMSATL B
COOTBETCTBUW C UHCTPYKLUAMM, NPeAoCTaBlIeHHbIMU B PACMOPSKEHNE CMOHCOPOM MM JIMLOM, OEVCTBYOLMM OT
€ro MeHMU.

69. (45) Jo noctaBkM uUccnefyeMblX NeKapCTBEHHbIX MpenapaTtoB K MeCTy MpoBefeHus uccnegoBaHum
OOIMKHbI ObITb YCTAHOBMEHbI MPaBua no packoAnpOBaHMWIO NlekapCTBEHHbIX MpenapaToB NepCoHarioM, UMeLLMM
COOTBETCTBYHOLLME MOSTHOMOUUS.

70. (46) HeobxogMMo XpaHuWTb NOAPOOHLIN MNepevYeHb OTIPYKEHHOW MpoAyKUMW, COCTaBEHHbIN
npoussoguTenem unu nmnoptepoM. Ocoboe BHUMaHWe TpebyeTca yaensaTb TOYHOCTU yKa3aHus HavMeHOBaHWUS
W agpeca nony4vatens.

71. (47) Tlepepadvy wccnegyemblx NEKapCTBEHHbIX MpenapaTtoB W3 OAHOMO MecTa MpoBefeHus
nccnefoBaHui B Apyroe HeobxoaMMo NpoBOAUTL TOSNBbKO B UCKIKOUUTENbHBIX cryyasx. [Mopsaok Takow nepeaayn
[OmKeH ObITb yCTaHOBMNEH CTaHOapTHOW onepauvoHHoW npouenypor. Heobxoaumo npoBepuTb COBOKYMHOCTb
MMEILMXCA O NeKapCTBEHHOM MpenapaTe CBedeHUN 3a TOT nepuof, Korga OH HaxodWmcs BHE KOHTPONs
NPON3BOAMUTENS, HanpMmep, C MOMOLLLbIO OTYETOB O MOHUTOPUHIE KMMHUYECKUX UCCNEAOoBaHUA Unn permctpauum
YCNOBUIN XpaHeHus Ha npedbigylieM MecTe NpoBedeHus nccnegosaHuii. Takas npoBepka AormkHa y4mTbiBaTbCs
npu OueHKke BO3MOXHOCTM nepegadu npogykumn. K yvactmio B nposBepke HeobxoauMMo npuBnekaTb
yrnonHomMoyeHHoe nuuo. [lpu HeobGXoAMMOCTM neKapCTBEHHbIM npenapar [[ofkeH ObiTb  BO3BpaLleH
NPON3BOAMTENIO AN NOBTOPHON MapPKMPOBKM M ANSA €ro OLEHKN YNONIHOMOYEHHbIM NMLOM. HeobxoamMMo XpaHuTb
3anucu 1 obecneunsaTtb NOIHOE OTCNEXMBaHWe NogobHbIX Nepeaay.

XI. MPETEH3UU

72. (48) BbiBogbl no pesynbTaTam ntoboro paccnenoBaHusi, NPOBEAEHHOrO B CBA3W C MOCTYMNSIEHVEM
NMPeTeH3MN Mo KavyecTBY NeKapCTBEHHOrO MpenapaTa, paccMaTpuBaloTCsl NMPOU3BOOUTENEM UM MMMOPTEPOM U
CMOHCOPOM (€CrniM 3TO He OAHO M TO e NMuo). B 9TOM AOMmKHbI y4acTBOBaThb YMNOMHOMOYEHHOE MWL M nuua,
OTBETCTBEHHbIE 3a NPOBEAEHMNE COOTBETCTBYHLLEIO KITMHUYECKOTrO UCCIeAOBaHNSA, YTOOblI OLIEHUTb BO3MOXHOE
BNUSAHME NPETEH3MM Ha KNMHMYECKOE NCCrneaoBaHne, pa3paboTKy NiekapCTBEHHOMO nNpenaparta 1 nauMeHToB.

Xll. OT3bIBbl 1 BO3BPATHI
OT3bIBbI

73. (49) Tllopsgok oOT3biBa uWccnedyemblX fekapCTBEHHbIX MpenapaToB W ero AOoKyMeHTanbHOro
odpopMneHns JomkeH BblTb cornacoBaH mMexady CrOHCOPOM M MPOM3BOAUTENEM UNN UMMOPTEPOM (€Cnn 3TO He
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OOHO N TO Xe J'WILI,O). WccnepoBaTens U MOHUTOP KIMMHNWYECKOro uccnegoBaHna AOOJIKHbl NMOHMMaTb CBOWU
06s13aHHOCTHN npu BbINOJIHEHUN OT3bIBa.

74. (50) CnoHcop OOmMKeH rapaHTUpoBaTb, YTO MOCTaBLMK Noboro npenaparta CpaBHEHWUS UMW APYrux
NeKapCTBEHHbIX NpenapaToB, UCMOMNb3yeMbIX B KIMHUYECKOM UCCreaoBaHUW, UMEeT CUCTEMY AnNs U3BELLEHUS
CNoHcopa 0 HeO6XOAMMOCTY 0T3bIBa NOGOro NOCTaBNIEHHOrO NIEKAPCTBEHHOIO Npenapara.

BosBpaThl

75. (51) BosspaT nccneayembix NeKapCTBEHHbIX NpenapaToB AOMMKEH OCYLLECTBNATLCA B COOTBETCTBUM C
TpeboBaHNsAMM CNOHCOpPa, YCTAaHOBMNEHHBLIMW B COOTBETCTBYHOLLMX NpoLieaypax.

76. (52) BosBpalleHHble Uccriegyemble  NeKapCTBEHHble  npenapaTtbl  OOIMKHbI  ObiTb  YETKO
naeHtTuguumpoBaHbl. OHU JOSMKHbI XPaHUTLCA B CheunanbHO MpegHasHavyeHHOW KOHTPOMMPYEMOMN 30HE.
Heobxooumo coxpaHaTb 3anucu no yYeTy BO3BPaLLEHHbIX NTeKapCTBEHHbIX NpenapaTos.

XNl YHUHTOXEHUE

77. (53) CnoHcop HeceT OTBETCTBEHHOCTb 3a YHUYTOXEHWE HEWCMNONb30BaHHbIX U (UNKM) BO3BPALLEHHbIX
nceneanyemblX InekapCTBEHHbIX MpenapaTtos. He OonyckaeTca YHUYTOXEeHUEe wuccnenyemMbiX JeKapCTBEHHbIX
npenapaTtoB 6e3 Nony4YeHMs MMCbMEHHOTO pa3peLleHUst CNOHCopPa.

78. (54) Onsa kaxgoh MeaMUMHCKOW opraHusauumun, NpoBOAALLEN KIMHWYECKOE UCCMedoBaHMe, U KaXaoro
nepvoga uccnegoBaHUst CMOHCOP MW NULUO, AEWCTBYOLLEE OT €ro MMeHu, OOoMmKeH UKCUpoBaTb, COCTaBMNATb
OanaHC M nNpoBepATb KOMMYECTBO WCCREAyeMoro JiekapCTBEHHOrO npenapaTta, KOTopoe MOCTaBIEHO,
NCNOMb30BaHO M BO3BPaLLEHO. YHUYTOXEHWE HEUCMNONb30BaHHbLIX MCCNeayeMbiX NeKapCTBEHHbIX MpernapaToB
Ons 0aHHOW MeOMLIMHCKOW opraHvM3auuu unv AaHHOro nepuoja WCCrnedoBaHWn [OoMNyckaeTcs OCyLecTBNATb
TONbKO MOCHE TOro, Kak byaeT NpoBefeHO paccrnenoBaHve, NpeocTaBeHoO YAOBNETBOPUTENbHOE 0ObACHEHME
nodbIM  HECOOTBETCTBUSAM, a TakKkKe COCTaBfeH MaTtepuanbHblil OanaHc. [okymeHTanbHoe OdgopMIeHne
onepaumm MO YHUYTOXEHUIKO JIEKAapCTBEHHOro Mpenapata HeobXxoAMMO BeCTM Takum obpas3om, 4TOObI
CylLleCcTBOBasia BO3MOXHOCTb MOAroTOBUTL OTYET 000 BCex onepaumsix. 3anucu no YHUUTOXEHUIO HeoOBXO0aAMMO
XPaHUTb y CrIOHCOopa.

79. (55) B cny4yae yHUYTOXEHUS uccregyemMbiX NeKapCTBEHHbIX MpenapaToB CMOHCOPY AOSKeH ObiTb
npeacTaBneH akT C ykasaHueM AaTbl UKW MHOW JOKYMEHT 06 YHMYTOXeHUU. B 3Tux AOKyMeHTax AOMKHbI ObiTb
yKka3aHbl HOMepa cepui 1 (Mnu) kodbl NaumMeHToB (NMMBo obecneyeHa BO3MOXHOCTb MX OTCREXUBaHUS), a Takke
KONMMYECTBO YHUUTOXEHHbIX NTeKapCTBEHHbIX NpenapaTos.

Mpunoxexne N 14
Kk MNpaBunam Hagnexatuen
NPON3BOACTBEHHOWN MPAKTUKN

NnPOM3BOACTBO 5
NEKAPCTBEHHbIX MPEMAPATOB, NMONYYAEMbIX M3 JOHOPCKOW KPOBU
NN NMNA3MbI
I. TEPMWHBLI 1 OMNMPEOENEHNA

1. Ons uenen HacToswero NpunoXxeHnsa NCnonb3yTcs cneayowmne OCHOBHbIE NOHATUSA:

KOMIMOHEHT KpPOBU - TepaneBTn4deckasa COCTaBliAloLaA KpoBU (SpMTpOLI,I/ITbI, NenKouuThl, TpOM60LLI/ITbI 7
nna3ma), KOTOpasa MOXeT ObITb NOAroTOBMNEHA pa3nn4HbIMM METOAAMMU;

KPOBb - LieNibHasi KpOBb, KOTOpasi B3siTa y JOHOpa 1 obpaboTaHa ansa TpaHcdysnum unu gna ganbHenwero
Npon3BoOACTBa;
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rekapcTBeHHble npenapartbl, NonyvyaemMble U3 JOHOPCKOW KPOBU UKW Mia3Mbl - NIeKapCTBEHHbIE npenapaThbl
Ha OCHOBE KOMMOHEHTOB KPOBM, MPOU3BEeAEHHbIE MPOMBILLINEHHbIM CMOCo6oM;

obpaboTka - nobon 13 3TanoB MOMYyYEHUs1 KOMMNOHEHTOB KPOBW, KOTOPbLIA OCYLLECTBMSIETCSA NOCMe B3ATUS
KpOBWM Mepen MOMyyYeHWEM KOMMOHEHTa KpPOBM, Hanpumep, cenapauus U 3aMopo3ka KOMMOHEHTOB kpoBu. B
HacTosiweM [punoxeHun nog obpaboTkoW AOMOMHUTENBbHO MOHUMAKT BbIMOMHSAEMbIE B OpraHuM3aumsx no
B3ATMIO KPOBW OMepauuun, KOTopble SIBASKOTCS crneuudpuyeckumu  Anst nnasmbl, UCMONb3yemon  ans
hpakuMOHMPOBAHNS;

OCHOBHOE [0Cbe Mnasmbl - OTAENbHbIN OJOKYMEHT, KOTOpPbIA HEe BXOAWUT B pPerucTtpaLMoHHOEe [O0Cbe Ha
NeKapCTBEHHbIA MnpenapaT. YKasaHHbI OOKYMEHT COAEpPXWUT BCH Heobxogumyk nogpobHyk uHgopmaumio B
OTHOLUEHUM XapaKTepUCTUK LeNbHOW [JOHOPCKOM Mfasmbl, WCMNOMb3yeMOM KaK WCXOAHOe Chipbe Af1s
NpoM3BOACTBA MPOMEXYTOYHbIX  ppakumn u  (unn)  cybdppakumii, BCnomoraTernbHbIX  BELeCcTB U
dapmaLeBTMHECKMX CYOCTaHLMA, KOTOpble SABMASIOTCA YacTbio MNnasMbl, NEKapCTBEHHbIX NpenapaTtoB Wnu
n3genun MeauuUMHCKOro HasHayeHus;

OTBETCTBEHHOE Nnuuo - cneuumarnbHO Ha3Ha4YeHHOe INMUOo B OpraHusauuMy no B3ATUIO U NMpOBEpKe KpOoBU,
KOTOpO€e HeCceT OTBETCTBEHHOCTb 3a:

obecneyeHne TOro, YTO KPOBb WM €€ KOMMOHEHTbl ObiMvM B3ATbl M MPOBEPEHbl B KaXOOW eavHuue
HEe3aBMCMMO OT UX MpedHasHayeHwsi, a Takke 3a To, YTO (B Cry4vyae npegHas’HayeHus Ans TpaHcdys3nm) mx
o6paboTka, XpaHeHWe Kn OTnyck ObinM NpoM3BEOEHbl B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccumnckon
depepauuy;

npefocTaBfeHne YNorIHOMOYEHHbIM hedepanbHbiM opraHaMm WCTONHWUTENbHOM BRacTM HeobxoauMoi
MHOPMaLIMN OTHOCUTENBHO NPeanucaHni, paspeLLleHmnii, akkpeamTaumm Unm MLEH3MPOBaHWS;

BbIMOSTHEHME B OpraHM3auuu no B3STUIO UM MPOBEPKE KPOBM BCex TpeboBaHMI 3akoHoAaTernbCTBa
Poccuiickon ®egepaumn.

OTBETCTBEHHOE NULIO AOIMKHO OTBEYaTb cneaywwmm ycnosnam B OTHOLLEHUN KBaJ'II/IC*)VIKaLI.I/II/IZ
MMETb BbICLLEE MeAULMHCKOE U Bruonornyeckoe o6pa3OBaH|/|e;

UMeTb CTax paboTbl HE MeHee OBYX NeT B OOHOWM WM HECKONMbKUX OpraHu3auusix no B3sTUIO U NPOBEpPKE
KpOBU, OCYyLLECTBNALWMX 3a60p M (MnKU) MCNbITaHUSI KPOBW YerioBeka, €e KOMMOHEHTOB, UMM UX MOMyyYeHue,
XpaHeHue n pacnpegeneHve.

YKasaHHble Bbllle 0053aHHOCTU OTBETCTBEHHOMO fMua MoryT ObiTb nepegaHbl APYruM nvuam, MMeLmmM
COOTBETCTBYIOLLYIO KBanNnmMKaumio U cTax paboTbl ANs BbINONHEHUS 3TUX 06S3aHHOCTEN.

OpraHuzaumm 1o B3sTUIO U NPOBEPKe KPOBM AOIKHbI cO00LLaTh B YNONMHOMOYEHHbIV dbefeparnbHbIii opraH
UCMONMHUTENbBHOW BRacTM amMununio, UM U OTYeCTBO (MpW HanuyuMu) OTBETCTBEHHOrO NWuUa, a Takke nul,
KOTOPbIM nepeaaHbl 06513aHHOCTV OTBETCTBEHHOIO fMLA, BMeCTe C MHpopMaumMen 0 KOHKPETHbIX 0BSA3aHHOCTSIX,
KOTOPbIE Ha HWUX BO3MOXEHbI.

Ecnu oTtBeTcTBEHHOE nUUO WKW nuua, KOTOPbIM MepefdaHbl 00A3aHHOCTU OTBETCTBEHHOIO nuua,
3aMEHSITCA Ha MOCTOSAHHOW UM BPEMEHHOW OCHOBE APYrMM NMLIOM, OpraHm3aums no B3sTUIO U NMPOBEPKE KPOBU
JOIMKHa cpasy yBe4OMUTb YNONHOMOYEHHbIN heaepanbHbIi opraH UCONHUTENbHOW BNacT o hamunmm, UMeHmn
n oT4yectTBe (I'Ipl/l HaJ'II/ILII/II/I) HOBOIo OTBETCTBEHHOIO Nnua 1 gate ero HasHavyeHus,

nnasma ans opakuMoHMPOBaHUS - XnaKkas YacTb JOHOPCKOWM KPOBW, KOTOpas OCTaeTcsl nocre oTaeneHns
KNeTOYHbIX KOMMOHEHTOB KpOBW, OTOOpaHHas B KOHTEWHep C aHTMKoarynsHToM, nubo Kotopas octaeTcs nocne
cenapaumn C MOMOLLBIO HEMPepbIBHON OUMbTpauUMn UM LEHTPU@YrMpoBaHUS KPOBW C aHTMKOArynsiHToM BO
Bpemsa npouedypbl adpepesa. [lnasma pana dpakuMoHUMpoBaHMA npefHasHavyeHa [Ans  npou3BoAcTBa
nekapCTBEHHbIX NpenapaTos, Nofy4yaembIX 13 Nnasmbl, KOTOPbIE ONMCbIBalOTCA B [ocyaapcTBeHHON dhapmakonee
Poccuiickon ®epepaumm, B 4acTHOCTW, anbOymuHa, (DaKTOpOB CBEpTbiBAHMSA KPOBU U UMMYyHOrnobynvHa
YyernoBeka;
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npenaparbl KpOBU - TEKapCTBEHHbIE NpenapaThbl, NMofy4YeHHble U3 JOHOPCKON KPOBMW UMW Niasmbl;

nporpaMma pakLMOHUPOBAHNA N0 OOroBOpY AN TPETbUX CTpaH - PpakUMOHMPOBaHME MO OOroBopy Ha
NpeanpusaTAM No PPakUMOHMPOBaHUIO UK NPOU3BOACTBY feKapCTBEHHbIX NpenapaToB M3 AOHOPCKON MrasMbl,
koTopoe HaxoauTtcs B Poccuiickoin denepaunm, ¢ UCNONb30OBaHNEM UCXOOHOMO Chipbs U3 APYrUX CTPaH, Npy 3TOM
npov3BedeHHas NpPoayKUUsi He NpeaHasHaveHa Ans npumeHeHns B Poccuiickon degepaumnu;

opraHv3auusi Mo B3ATUIO Y MPOBEPKE KPOBM - OpUOMYECKOe NULIO, KOTOPOEe HeceT OTBETCTBEHHOCTb 3a
noBoi acnekT B3ATUS U NPOBEPKM JOHOPCKOW KPOBU UMM KOMIMOHEHTOB KPOBW HE3aBMCUMO OT MX AarbHeMLlero
npedHasHayeHusl, a Takke 3a ux obpaboTKy, XpaHeHVe U MOCTaBKy B Cryvyae, Korga OHW npedHasHayeHbl Ons
TpaHcdy3nMn. DTOT TEPMUH HE pacnpocTpaHseTcss Ha GaHKM KpoBM B OOMbHMLAX, HO pacnpocTpaHsieTcss Ha
opraHv3aumu, B KOTOPbIX NPOBOAAT nnasmadepes;

dpakumoHMpoBaHue, NpeanpusaTne No PakUMOHUPOBaHUIO - TEXHONOMNMYECKMIA NpoLecc Ha npeanpuaTum
(NpeanpusATUM Mo OPaKLMOHUPOBAHUIO), BO BPeMSl KOTOPOrO BbIAENSANT KOMMOHEHTbl Mia3Mbl C MOMOLLbIO
pasnmYHbIX PUNYECKUX U XMMUYECKUX METOLOB, HAaNpUMep, TakMx Kak ocaxaeHue, XxpoMaTtorpadus.

Il. OBJIACTb NMPUMEHEHWA (1)

2. (1.1) lMonoxeHuss HacToswero [MpunoxeHuss pacnpocTpaHATCA Ha IekapCTBEHHble Mpenaparhl,
nonyyaemble u3 [OOHOPCKOW KpPOBW MMM nnasmbl, pakumoHmpoBaHHon B Poccuiickon ®epepauumn unu
uMnopTupoBaHHon B Poccunckyto dPepepaumtio. Hactosiwee [lpunoxeHne pacnpoCcTpaHsieTcsl Takke Ha
NCXoOHOe Cbipbe ANA TaKMX NeKapCTBEHHbIX MpenapaTtoB (Hanpumep, AOHOPCKYK nnasmy). YCTaHOBMEHHble
HacToswmM [MNpunoxeHnem TpeboBaHUA MPUMEHUMbl Takke K CTabunbHbIM OpakumMam OOHOPCKOW KPOBU UMK
nnasmbl (HaNpUMep, anbbyMuHa), KOTOPbIE BKITIOYAIOT B M3AENUA MEQULIMHCKOrO Ha3Ha4YeHus.

3. (1.2) Hactosiee MNpunoxeHue yctaHaBnmBaeT cneumanbHble TpeboBaHus B OTHOLLEHUN NPOU3BOACTRA,
XpaHeHUs 1 TPaHCMOPTUPOBKM [OOHOPCKOM Mnasmbl, MUCMONb3yeMon Ans  (pakuMoHnpoBaHna w Ons
npon3BoACTBa JIeKapCTBEHHbIX NpenapaTtoB, Nojlyd4aemMblX U3 ,EI,OHOpCKOVI KpOoBU 1Unu nnasmbl.

4. (1.3) B HacTosilem MpunoxeHUn yCTaHOBIEHbI crieumarnbHble MONIOKEHNUS B Cryyasx, Korga UCXofgHoe
Cbipb€ MMMOPTUPYETCS M3 TPETBUX CTPaH, a Takke B Criyvasix nporpaMm pakLMOHUPOBAHUS MO AOrOBOPY Arist
TPeTbUX CTPaH.

5. (1.4) Hactosuwee MNpunoxeHne He NPUMEHAETCH B OTHOLUEHUN KOMMNOHEHTOB KPOBW, MpeHa3Ha4YeHHbIX
ansa TpaHcdysun.

1. APUHLMMbI (2)

6. (2.1) JlekapcTBeHHble npenapaTbl, NOfy4YaemMble M3 [OOHOPCKOW KPOBM MMM MnasMmbl (a Takke WUX
dhapmaLeBTMIeCkMe CyGCTaHLMM, UCTMONb3yEMbIE KaKk UCXOOHOE Chipbe), AOMKHBI COOTBETCTBOBATL TPEOOBaHUSIM
HacTosAwmx MNpaBun, a Takke pPerMcTpauMoHHOMY OOCbE Ha NeKapCTBEHHbIVM npenapat. OHM paccMaTpmBaroTCs
Kak Guonorvyeckme nekapCcTBEHHbIE MpenapaTbl U UCXOOHOE Cbipbe, B KOTOPbIX copepxartcs buomnornyeckue
cybCTaHUUKM, TakMe Kak YerioBeYeckue KreTKM WM XKMAOKOCTM (BKIYash KpoBb unv nnasmy). Bcnegcrteue
buonormyeckor nNpupoabl UCTOYHMKOB ChipbA MOCREeAHME UMEKT OnpefeneHHble XapakTepHble OCOBEHHOCTH.
Hanpumep, ncxogHoe cbipbe MOXET ObiTb KOHTaMWHMPOBAHO WHMUUUPYIOLWMMU areHtamu, B OCOOEHHOCTM
BMpycamu. [loatomy kadecTBO M 6e30MacHOCTb TaKkMX JIEKAPCTBEHHBIX MNPEenapaTtoB 3aBUCAT OT KOHTPOMS
NCXOOHOIO CbIpbS M WCTOYHMKA €ro MPOUCXOXAEHMS, a Takke OT JalNlbHEeWMWnX TEXHOJOMMYECKMX npoueayp,
BKITHOYas MPOBEPKY Ha UH(PEKUMOHHbIE MapKepbl, yaaneHne n MHakTMBauuio BUPYCOB.

7. (2.2) Bce capmaueBTNHeECKME CyOCTaHLMK, UCMONb3yEMbIE KaK MCXOAHOE Chipbe Ans NEeKapCTBEHHbIX
npenapaTtoB, OOMMKHbI OTBeYaTb TpeboBaHusAM HacToswmx [NpaBun (MyHKT 6 HacTosiwero [punoxenus). B
OTHOLUEHMUN B3ATUS U MPOBEPKM MCXOAHOMO ChIpbA, MOSTy4aeMoro n3 JOHOPCKOW KPOBW MM nria3mbl, HE06Xxoanmo
NpUAEpPXNBaTBCA HmpKecregyowmx TpedosaHmn. BaaTve n npoBepka AOIMKHbI MPOBOAWTLCS B COOTBETCTBUM C
Hagnexalleh CUCTEMOW KayecTBa, TpPebOBaHUSAMW COOTBETCTBYIOLWMX HOPMATMBHbLIX MPaBOBbIX aKTOB
Poccuickon ®epepaumm 1 cneuudpmkaumamu.  [JOmKHbI  BbINONHATLCH  YCTAHOBMEHHbIE  HOPMAaTUBHbBIMM
npaBoBbIMK akTamu Poccuiickonn ®epepauun TpeboBaHWS B OTHOLUEHWW MPOCIEXMBAEMOCTM OT [OHOpa A0
peuMnueHTa U B OTHOLUEHUN YBEAOMIEHUA O MOOOYHBLIX OENCTBMAX U HexenaTtenbHbIX peakuusx. Mpu aTom
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HeobxoQMMO pykoBOACTBOBaTLCA [OcynapcTBeHHOW dhapmakoneen Poccuiickon degepaumm.

8. (2.3) NmnopTnpoBaHHOE M3 TPETbUX CTPaH WUCXOAHOE Cbhipbe AN NPOU3BOACTBA JEeKAPCTBEHHbIX
npenapaToB, MOJNy4aeMbIX W3 [OOHOPCKOW KPOBM WM MNnas3mbl, €CnM 3TU JeKapCTBEHHbIE MpenapaThbl
npegHasHadeHbl NS NPYMEHEHNs Uy peanuaaumm B Poccuiickon ®efepaummn, JOMMKHO OTBEYaTb HOpMaM He
HWKe, YyeM gencteytowme B Poccuiickon ®enepauum HOpMbl B OTHOLLIEHMM CUCTEM KavyecTBa OpraHu3auun no
B3SITUIO M MPOBEPKE KPOBU. Takke AOMKHbI COBNIOOATLCA YCTaHOBMNEHHbIE HOPMATMBHBIMW MPaBOBLIMU akTaMu
Poccuiickon ®epepauumn TpeboBaHUA MO MNPOCNEXMBAEMOCTM OT LOHOpa A0 peuunueHTa U B OTHOLUEHUU
yBeOOMIIEHNA O MNOOOYHLIX OENCTBUAX W HeXenaTenbHbIX peakumsix M obecneymBaTbCsl COOTBETCTBME
YCTaHOBMEHHBIM HOPMaTUBHbIMW MpaBOBbIMKM akTamu Poccuiickon ®Pepepaumm TpeboBaHMAM K KpPOBU U ee
KOMMOHEHTaM.

9. (2.4) MNpwn BbINONHEHUW NpPOrpaMm PPaKLNOHMPOBAHUS MO AOrOBOPY C TPETbMMMU CTpaHaMM UCXOAHOE
Cblpbe, WUMMOPTUPOBAHHOE U3 APYrMX CTpaH, OO/MKHO COOTBETCTBOBATb YCTAHOBMEHHBbIM HOPMaTUBHLIMU
npaesoBbIMK akTamn Poccuiickonn ®enepaunmn TpeboBaHusM. PaboThl, npoBoanmble B Poccuiickon ®egepaunn,
OOMKHbI B MOMHON Mepe COOTBETCTBOBATb HacToswmMm [MpaBunam. HeobxoamMmo BbINOMHATE AENCTBYOLWMNE B
Poccuiickon depepaumm TpeboBaHMS B OTHOLLUEHMM CUCTEM KayecTBa OpraHusaumi no B3SITUIO U MPOBEpKe
KpoBu. Takke [AOMKHbI COOMOAATbCS YCTAHOBIEHHbIE HOPMAaTMBHBIMKM MPaBOBbIMKM akTamu Poccuinckon
depepaummn TpeboBaHUA NO MPOCHEXMBAEMOCTN OT OHOpa OO0 peuunueHTa U B OTHOLEHUU YBEOOMIEHUN O
NOGOYHbIX OENCTBUSX W HexXenaTemnbHbIX peakuusax un obecneynBaTbCsl COOTBETCTBME [OEWCTBYIOLLUM
TpeboBaHNAM K KPOBM U €€ KOMMOHEHTAM.

10. (2.5) Hactosawwme [MpaBuna pacnpocTpaHATCSA Ha BCe CTaguum Mnocne B3SATUS U NPOBEPKU KPOBU
(Hanpumep, obpaboTka, BKMOYaa pasgeneHue, 3amopo3ka, XpaHeHWe U TPaHCMOPTUPOBKA K MPOM3BOAUTENIO).
Kak npaBuno, ykasaHHasi AesaTeNbHOCTb AOMKHA HaxXoauTbCH B chepe OTBETCTBEHHOCTU YNOMHOMOYEHHOro nuua
npoussogutens. Ecnn cneunduyeckne atanbl 06paboTkM NpegHasHavYeHHoOW ANnsa ppakuMOHUPOBaHMSA Nnasmbl
NMPOBOAATCA B OpraHM3aumu Mo B3ATUIO M MPOBEPKE KPOBM, B TaKOW OpraHm3auum MoxeT ObiTb cneumanbHO
Ha3Ha4YeHO YMONTHOMOYEHHOE Lo, OAHAaKO €ro MpUCYTCTBME M OTBETCTBEHHOCTb MOMYT He coBnagaTb C
NPUCYTCTBMEM U OTBETCTBEHHOCTbIO OTBETCTBEHHOro nuua. [Ana paspeleHuss Takow cuTyauuu u  Ans
obecneyveHnst Toro, YtTo 0B6s13aHHOCTMN YMOMHOMOYEHHOrO Nuua, NpegyCMOTPEHHbIE HOPMAaTMBHBLIMWU NPaBOBbIMU
aktamu Poccuiickon ®epepaumun, BbIMONHATCA Haanexawmm obpasom, npeanpusitue no opakuMoHMpPOBaHUIO
(MpousBoanTENb NEKapCTBEHHbIX MpenapaTtoB) B COOTBETCTBUM C NyHkTamu 237 - 255 HacTtoawwmx [NpaBun
OOMMKHO 3aknioYMTb [OrOBOp C OpraHusauMen no B3sATUIO M MNpOBepKe KpoBW. B ykasaHHbIM Oorosop
peKOMeHAyeTCs BKIHOYaTb COOTBETCTBYHOLME 0083aHHOCTM M noapobHble TpeboBaHus ans obecneyeHus
kayectBa. OTBETCTBEHHOE NULIO OpraHu3auum Mo B3ATUO U MPOBEPKE KPOBM U YMNOSTHOMOYEHHOE fMLO
npeanpuaTua no  pakuMOHMpOBaHMIO (MPOM3BOAUTENSA FEKAPCTBEHHbIX MpenapatoB) AOMKHbI NPUHUMaTb
yvyacTve B COCTaBIieHUM Takoro gorosopa. [Ang noATBepXOeHUA TOro, YTO OpraHusaums rno B3ATUIO U NpPOBepkKe
KPOBM WCMOSHSAET YCIOBMS Takoro [OroBopa, YMOSIHOMOYEHHOE IULUO [JO/MKHO obecneunTb npoBeneHue
COOTBETCTBYIOLLUX ayauTOB.

11. (2.6) CneuunanbHble TpeboBaHMA K OOKYMEHTauuu 1 Apyrne Mepornpuatus B OTHOLLUEHUN WUCXOAHOrO
CbIpbs ANg nony4aemMbIxX U3 nnasmMbl IeKapCcTBEHHbLIX NPenapaToB yKka3biBalOT B OCHOBHOM AOChLE Nnasmbl.

IV. YITPABNEHWE KAHECTBOM (3)

12. (3.1) YnpaBneHue kayecTBOM [OJPKHO OXBaTbiBaTb BCE CTagum OT OTOOpa [OHOPOB [0 MOCTaBKM
rotosou npogykumm. Heobxoammo cobniogatb YCTaHOBMNEHHbIE HOPMATMBHBIMW MPaBOBbIMKM akTamn Poccumnckon
®epepaumun TpeboBaHMA B OTHOLLEHUM MPOCINEXMBAEMOCTU KaK Ha dTane, npeaBapsioLeM NnocTaBky nnasmbl Ha
npeanpusitme no pakuMoOHMPOBaHMIO, Tak U Ha dTane MOCTaBKM, a TakkKe Ha BCeX CTagusiX, CBA3aHHbIX CO
B3ATMEM M MPOBEPKOW OOHOPCKOW KPOBW UMW Nfasmbl, NpedHasHavYeHHbIX ANns NpovM3BOACTBA feKapCTBEHHbIX
npenaparos.

13. (3.2) C6op kpoBM UNW nNnasmbl, KOTOPblE WUCMOMb3YTCA KaK MCXOQHOE Cbipbe AN NPOM3BOACTBA
NeKapcTBEHHbIX MpenapaTtoB, HEOOXOAMMO MNPOBOAMTbL B OpraHM3auusix Mo B3SATUIO W MPOBEpPKe KpoBW, a
NpoBeEpPKy NMPOBOAWTL B NnabopaTtopusix, KOTOpble NMPUMEHSIOT CUCTEMbI KA4eCcTBa, OTBEYAIOLLINE YCTAHOBIIEHHBIM
HOpMaTMBHLIMM MNpPaBOBbIMK akTamu Poccuinckon @Pepepaumm TpeboBaHMSIM, MMEKT COOTBETCTBYIOLLEE
paspelleHne, BblAaHHOE YMOSIHOMOYEHHbIM beaepanbHbIM OpPraHoM WCMOMHUTENBHOM BRacTu, U nognexar
perynsapHOMy WHCNEKTMPOBAHMIO B COOTBETCTBUM C 3aKoHoAaTeNbCTBOM Poccuinckon depepaummn. Mpu Hanuumm
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y npousBoguTensi nporpaMMm pakLMOHMPOBaHUSA MO AOroBopam Afis TPeTbMX CTpaH OH 00sA3aH yBegomuTb 06
3TOM YNOSTHOMOYEHHbIN hefiepalnbHbI OpraH UCMOMHUTENBHOW BNacTu.

14. (3.3) B cnyyae wmnopta nnasmbl W3 TpeTbMX CTpaH OHA [JOMKHA MOCTaBMATLCA TOSbKO
yTBEPXOEHHbIMU NocTaBLMKkamy (Hanpumep, opraHn3aumsiMu no B3sSTUIO M NPOBEPKe KPOBW, BKIOYAs BHELLHME
cknagbl). Takne NOCTaBLMKN AOMKHBI ObiTb yKasaHbl B cneuudukaumsx Ha UCXOAHOE Cbipbe, YCTAHOBMEHHbIX
npeanpusTMemM no pakUMOHNPOBAHMIO UMW NPOU3BOAUTENEM, U YTBEPKAEHbI YNONMHOMOYEHHBIM ddeaeparnbHbIM
OpraHoM WCMNOMHUTENBHOW BriacTM B Cry4Yasdx W B nopsigke, NpeayCMOTPEHHbIX HOPMAaTUMBHLIMU MPaBOBbIMU
aktamm Poccunckon ®depepaumum, a Takke YNOMHOMOYEHHbIM MULOM NpeanpuaTus no pakuMoHUPOBaHUIo,
pacnonoxeHHoro B Poccuiickon ®epepaumn. OueHka M Bbidadya paspelleHVMsl Ha WUCMOoNb3oBaHue Nnasmbl
(nnasmbl Ans pakuMOHMPOBAHUA) Kak WMCXOAHOrO Cbipbsi OCYLLECTBASETCS B COOTBETCTBUM C MyHKTOM 39
HacToswero NpunoxeHus.

15. (3.4) MpeanpuaTtne no hpakLMOHUPOBAHMIO NN NPOM3BOAUTENb FOTOBLIX NEKAPCTBEHHbIX NpenapaToB
OOMKHbI NPOBOAUTL  KBanudUKaUMo MOCTaBLLMKOB, BKMOYasi OLEHKY MOCTaBLUMKOB B COOTBETCTBUM C
yTBEPXXAEHHBIMM Mpouedypamy. Heobxoanmo NpoBOAWTL PErynsipHyto NOBTOPHYHO KBanuduKaumio NOCTaBLLUKOB
C y4eTOM noaxoa, OCHOBAHHOIO Ha OLEHKE PUCKOB.

16. (3.5) MpeanpuaTtne no hpakLMOHUPOBAHMIO NN NPOMU3BOAUTENb FOTOBLIX NEKAPCTBEHHbLIX NpenapaToB
OOMKHbI  3aKMNIOYMTb [OrOBOPbl C OpraHu3auuMsMu no B3ATUIO M MPOBEPKE KPOBMW, KOTOpble SABMSKOTCS
nocTaBLLMKaMMU.

17. B Takne [oroBopbl PEKOMEHOYETCS BKIOYaTh, B YaCTHOCTU, crieaylolue yCcrnoBus:
onpeaeneHne 0683aHHOCTEN U OTBETCTBEHHOCTY;

TpeboBaHus K CUCTEME KayecTBa U AOKYMEHTaLUuu;

KpuTepum oTbopa OOHOPOB M NPOBEAEHWE UCMbITAHUNA;

TpeboBaHus K cenapaLmmn KpOBW Ha KOMMOHEHTbI KPOBU 1 MasMmy;

3amMopo3ka nnasmbl;

XpaHeHWe 1 TpaHCNOPTUPOBKa NNasmbl;

npocnexmnBaemMoCctTb " VIH(*)OpMVIpOBaHVIe nocne caadn un B3dATUA KpOBU (B TOM 4ucrie O MOBOYHbIX

adppekTax).

18. Ha npeanpuatumn no opakLMOHUPOBAHNIO UMK Y NPOU3BOANTENS NEKaPCTBEHHbIX NpenapaToB AOMKHbI
ObITb B HanuuMu pesynbTaTbl UCMbITAHWA BCEX €OWHWL, UCXOOHOro Cbipbsi, MOCTABMEHHbLIX OpraHusauuen no
B3ATUIO N NpoBepke KpoBu. Ecnu kakas-nmbo n3 ctagui ocyLlecTBnsieTCs Ha OCHOBaHMKU JoroBopa cybnoapsaa,
TaKoW JOroBOp AOMKEH ObITb 3aKNOYEH B MMCbMEHHON dhopme.

19. (3.6) na nnaHMpoBaHWs, OLEHKM U OOKYMEHTanNbHOro ohopMneHns BCcex U3MeHEeHuin, KoTopble MOryT
oKasaTb BNUSHME Ha Ka4yecTBO M 6e30nacHOCTb NPOAYKLUN UM NPOCNEXNBAEMOCTb, AOMKHA ObITb YCTAaHOBIEHA
Haanexallasi CUCTEMa KOHTPOIS uameHeHuin. Heobxoammo oueHnBaTb NOTEHUMANbHOE BNUSHUE NpeaiaraemMbixX
naveHeHn. [omkHa ObITb onpegeneHa Heo6XOOUMOCTb AOMOSHUTENbHBLIX MWCNBbITAHUA WMAWM MPOBeAeHNUs
Banugauumn, oCoO6eHHO Ha CTaansX MHAKTUBALMM U YaaneHusi BUPYCOB.

20. (3.7) Ona ™MuHAMU3ALUN  PUCKOB, CBA3AHHbLIX C WMHAUUUPYIOWWMKW areHTamu U HOBbIMU
MHUUMPYIOLUMKN areHTaMu, JoMkHa ObiTb BHEApeHa Hagnexaias cucteMa Mep B OTHOLLEHMM 6e30nacHoCTy.
Takasi cuctema gosmkHa BKItovaTh B cebs1 OLEHKY PUCKOB AJf1st TOro, YTOObI:

onpepenuTb Bpemsl YOepXXUBaHWS MPOU3BOACTBEHHOrO 3anaca (Bpemsi BHYTPEHHEro KapaHTuHa) nepes
06paboTKkol nnasmbl, YTOObI M3bATL A03bl, KOTOPbIE BbI3bIBAIOT COMHEHMST (403bl, B3STble B TeYeHue nepuoga,
onpeaeneHHoro HopMaTUBHBIMW NpaBoOBbIMK akTamu Poccuiickoin ®eaepauunn, npexae Yem OyaeT yCTaHOBMEHO,
YTO [03bl, B35ATbIE OT JOHOPOB C BbICOKUM PUCKOM, OOSKHbI ObITb UCKMIOYEHbI U3 06paboTKM, HanpMMep, B CBSA3U
C NONOXWUTENbHbLIM pe3ynbTaToM TecTa);
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yuYnTbIBaTb BCE acCNeKTbl, CBSI3aHHbIE CO CHWXEHWEM KONWYeCTBa BUPYCOB WU (MMM) UCMBLITAHUSIMU Ha
WHULMPYIOLLME areHTbl UMW UX aHarnoru;

onpenenntb BO3MOXHOCTU CHUXEHUA Konn4yecTtesa BUPYCOB, onpenenintb pasMmep cepumn NCXogHoro CblpbA
n gpyrne cyuecrtBeHHble aClnekTbl npouecca npon3soacTtea.

V. MPOCIIEXXMBAEMOCTb 1 MEPOTPUATUSA, MPOBOAVMBIE MOCHE B3ATUSA
KPOBW (4)

21. (4.1) JomkHa ObITb OpraHn3oBaHa CUCTEMA, MO3BOMAIOLLAA NPOCNEANTb KaXaylo CAAHHYH A03Y KPOoBU
unu NnasmMbl OT AOHOPa W Mpouedypbl ee B3ATUS Yepe3 OpraHu3auumio no B3ATMIO U NPOBEPKE KPOBWU OO0 Cepum
NeKapCTBEHHOrO npenapara, a Takke B 06paTHOM HarnpaBneHuu.

22. (4.2) JomkHa ObITb onpefeneHa OTBETCTBEHHOCTb 3a MPOCHEXMBAEMOCTb MPOAYKUUKU (OTCYTCTBUE
Kakoro-nnbo atana He gonyckaeTcs):

OT [OoHOpa W [03bl, B3ATOM B OpraHM3auuMm Mo B3ATUIO W MPOBEpKe KPOBW, A0 NPeanpusTvs no
hbpaKkLMOHMPOBaHUIO, YTO ABNSETCSH 005S3aHHOCTbIO OTBETCTBEHHOIO NMLA OpraHM3auum no B3ATUIO U NPOBEpKe
KpOBY;

OT MpeanpusaTUst Mo PakUMOHMPOBaHMIO A0 NPOU3BOAWTENS NEKApCTBEHHOro npenapata M NoGoro
cybrnoapaayvka, He3aBWCMMO OT TOrO, SIBMSAETCA N OH MPOU3BOAUTENEeM MeKkapCTBEHHOro npenapaTta unu
n3nenus MeaMLMHCKOro Ha3HayeHus, YTo ABNSAETCA 06593aHHOCTLIO YNOMHOMOYEHHOro Nuua.

23. (4.3) OaHHble, HEOOXOOUMBIE OIS MOSIHOW NPOCMEXMBAEMOCTUN, AOMMKHbI XpaHUTbca He meHee 30 ner,
€CInN NHOE He YCTaHOBIEHO 3aKkoHoaaTenbCcTBOM Poccunckon ®egepaunn.

24. (4.4) OoroBopsbl, yka3aHHble B NyHKTe 16 HacTosiwwero [NpunoxeHus, Mexay opraHnsaumsiMy no B3saTUIO
N NpoBepke KPOBU (B TOM YMCIE KOHTPOJSIbHbIMK NabopaTopuamun) 1 NPeanpUsSTUEM NO PPakLMOHUPOBAHMIO UMK
npon3BogmMTENEM BKIIOYAIOT YCIOBUSA, onpegensowmne, YTo NpoCnexnuBaeMocTb U MeponpuaTus nocne B3ATUS
KPOBM OXBaTbIBAOT BCK LEMNOYKy OT B3ATUS MNa3Mbl OO BCEX MPOU3BOAUTENEN, OTBETCTBEHHbIX 3a Bblgavy
paspeLleHns Ha BbIMYCK rOTOBOW MPOLYKLMM.

25. (4.5) OpraHuzauum no B3ATUIO U NPOBEPKE KPOBU [JOIDKHbI YBEAOMNATb NpeanpusTne no
hPaKUMOHMPOBAHNIO UINN MPOU3BOAUTENS O KAKOM-NMOO criyyae, KOTOPbIA MOXET MOBMMATH Ha KayecTBO Wnu
6e3onacHOCTb NMpoAdyKuMu, a Takke coobuwatb OPYryro BaXkHy MHAOPMaLMio, MOMyYEeHHYK Mocne npuema
OOHOpa WM Bblgayn paspelleHust Ha BbIMYCK Nna3mbl, Hanpumep, obpaTHyk uHdopmauuio (MHdopmalmio,
nony4yeHHyo nocne B3ATUA KpoBu). Ecnn npegnpuatie no opakumMoHUPOBaHNIO UM NPOU3BOAMUTENb HAX0OATCA
Ha TeppuTOpWMM [OPYron CTpaHbl, MHopMauuo HeobxoaMmo coobliaTb NPOM3BOAMTENO, HaxoAsdLemycsi B
Poccuickon ®epepaumm, OTBETCTBEHHOMY 3a Bblgadvy paspeLleHusi Ha BbiMyCK NIEKapCTBEHHbIX nNpenapaToB. B
obonx crniyyasix Takasi MHgopMauus, ecnM OHa MMEeeT OTHOLIEHWE K KayecTBy M 6e30nacHOCTM TOTOBOW
npoayKuun, AormkHa OblTe AoBedeHa OO CBeOEeHWs YMONTHOMOYEHHOro defepanbHOro opraHa MCMONTHUTENbHOM
BNacTu, B BEOEHUN KOTOPOro HaxoaaTca npeanpuaTme no pakuMoHMPOBaHUIO U NPOU3BOAUTENb.

26. (4.6) B cnyyae ecnu pesynbTaTOM WHCNEKTMPOBAHUS YMNOMHOMOYEHHbLIM beepanbHbIM OpraHoM
WCMONHUTENBbHON BNacTM OpraHM3auum no B3ATWIO M NPOBEPKE KPOBU SBMASETCS aHHyNMpoBaHWe NULEH3U,
HeobXxoaMMO TaKkxe HanpaBuTb YBeAOMIIEHNE B COOTBETCTBMM C MYHKTOM 25 HacToswwero [NpunoxeHuns.

27. (4.7) B cTaHgapTHbIX onepauMoHHbLIX nNpoueaypax AOMKHO ObiTb OnucaHo ynpaeneHve nHdopMaLmen,
MoMy4YeHHON nocrie B3siTUS KPOBW, MPU 3TOM JOJSDKHbI OblTh yYTEHbI NULEH3MOHHBIE TpeboBaHMA 1 Mpoueaypbl
MHOPMMPOBAHMS  YNONHOMOYEHHOrO  doefiepanbHOro opraHa WCMNOfHWTENbHOW BRactu. MeponpuaTus,
NpoBOAMMbIE MNOCMe B3ATUA KPOBW, [OOIDKHbI OCYLLECTBINATBCA B COOTBETCTBUM C  TpeboBaHMsIMU,
YCTaHOBMEHHbIMWU HOPMATUBHbLIMK NPAaBOBbLIMKU akTamu Poccunckon degepaumn.

VI. MTOMELWEHNA N OBOPYOOBAHUE (5)
28. (5.1) B uensaAx cBedeHMs K MWHUMYMY BO3MOXHOCTM MMWKPOOHOW KOHTaMuMHauWW WM BHECEHUSA

MOCTOPOHHEr0 Martepvana B Cepuilo nna3mbl OTTaMBaHne W OO0beAuHeHWe eAuHWL, nnasMbl  OOSKHbI
Npon3BOaUTLCHA B 30HaX, KOTOPblE COOTBETCTBYIOT ycTaHoBNEeHHbIM [MpunoxeHnem N 1 k HacTtoswum lNMpasunam
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TpeboBaHMAM knacca 4MCTOTbl He Hmke knacca D. HeobxoamMmo vcnonb3oBaTb COOTBETCTBYIOLLYIO OAEXAY,
BKItOYas Macku Ha nuue n nepyatku. Bece apyrnme onepauum ¢ OTKPLITON NpodyKuMen B Xode TEXHONOrM4eckoro
npouecca AO0/KHbI OCYLLEeCTBAATLCA B YCMOBUSX, KOTOpble YAOBMETBOPSAIOT COOTBETCTBYHOLUMM TpeboBaHMAM,
ycTaHoBneHHbIM NpunoxerHnem N 1 kK HacToswmm MNpasunam.

29. (5.2) B cooTBeTCcTBMU C TpeboBaHMAMK, ycTaHOBNEHHbIMU [NpunoxeHnem N 1 k HacTosiwmm MpaBunam,
OOMMKEH OCYLLEeCTBNATLCA PEerynspHbIi MOHUTOPUHI MPOM3BOACTBEHHOW OKpyXalolwen cpedbl, 0COBEHHO BO
BPEMS OTKPbIBaHMSI KOHTEMHEPOB C MIa3MoM, a Takke BO BPEMsi MPOLECCOB OTTauBaHuUs U OObeaMHEHUs.
[omkHbl 6bITb YCTAaHOBNEHbI KPUTEPUM NPUEMITEMOCTN.

30. (5.3) lNpu nNponsBoACTBE NeKapCTBEHHbLIX MpenapaToB, NonyvyaeMblX 13 LOHOPCKOW Nnasmbl, SOMKHbI
MCMNonb30BaTbCA COOTBETCTBYIOLME METOAbl MHAKTUBALMKW UMW YAaneHUs BUMPYCOB U MPUHUMATBCA Mepbl MO
npenoTBpaLleHno KOHTaMmMHaumMmM obpaboTaHHOM npoaykummn ewe He obpaboTtaHHoOM npoaykumen. [na ctagui
TEXHOSOrM4YecKoro npoLecca, KoTopble NPOBOAATCS MOCIE BUPYCHOW MHaKTMBaLUKW, Heo6XooMMO MCMNOSb30BaTh
crneumanbHO NpefHa3HavyeHHble OTAerNbHbIE NOMeLeHUs n obopyaoBaHue.

31. (5.4) Ona Toro 4TobbI HE co3aaBaTh PUCKM KOHTaMMHALMKN TEKYLLLEro NMPOM3BOACTBA BUPYyCaMU, KOTOpbIe
NCNonb3ylTCA BO BPEMS BanMAauMOHHbLIX UCTbITAHWIA, Banugaums MeTog0B CHWXKEHUS] KONTMYECTBa BUPYCOB He
OOJDKHA NPOBOANTLCA C UCMONb30BAHNEM MPOU3BOACTBEHHBIX TEXHUYECKMX CpencTB. Banvgaumio B ykazaHHOM
cnyyae HeobxoguMO MpoOBOAUTH B COOTBETCTBUM C TpeboBaHUAMU, YCTAHOBMEHHBLIMU COOTBETCTBYHOLLMMMU
HOpMaTMBHbLIMW NPaBOBbLIMK akTamu Poccuiickon ®enepaunn.

VII. MIPON3BOACTBO (6)
McxoaHoe chipbe

32. (6.1) NcxogHoe cbipbe AOMmMKHO oTBevaTb TpeboBaHuAM [ocynapcTBeHHoW dapmakonen Poccuiickon
Pepepaumu, a Takke yaOBNETBOPSATb YCMOBUSAM, KOTOPble COAepXKaTCA B COOTBETCTBYHOLLEM PEerncTpaurMoHHOM
AoCbe, B TOM 4MCrie B OCHOBHOM [OCbe MrasMbl. YKasaHHble YCrOBUSA BKOYalOTCA B AOroBop (MyHKT 16
HacTtosiero [IpunoxeHus) Mexay oOpraHusaumen no B3ATUIO W MPOBEPKE KPOBWM W MpeanpusTiemM no
dpakumoHmpoBaHmio  nMbo  npomsBoguTenem. CobniogeHne  ykasaHHbIX  TpeboBaHWA  HeobGXoaMMo
KOHTPONMpPOBaTb C MNOMOLLIbIO CUCTEMbI Ka4YeCTBa.

33. (6.2) NcxogHoe cbipbe Ans nporpamMm pakuMOHUPOBaHMSA MO OOrOBOPY AN TPETbMX CTPaH LOIDKHO
COOTBETCTBOBaTb TPEOOBaAHWUSIM, NPEAYCMOTPEHHBIM NYHKTOM 9 HacTosiwero NpunoxeHus.

34. (6.3) B 3aBncumocTn oT TMna cbopa (Hanpumep, cbop LENbHOM KPOBM UMM aBTOMaTU4eckuii adepes)
MoryT notpeboBaTbca pasnuyHble ctagum obpaboTkn. Bce ctagmm ob6paboTkm (Hanpumep, pasgerneHne, B TOM
yncne ueHTpudyrmpoBaHne, oTOop Npob, MapKMpPOBKA, 3aMOpPaXMBaHUE) AOMKHbl ObiTb onpedeneHbl B
WHCTPYKLUUSX.

35. (6.4) Heobxogumo m3beraTb kakoro-nmbo nepenyTbiBaHUst eauMHUL, M 00pasLoB, 0COOEHHO BO BpeEMS
MapKMPOBKWN, a Takke KaKoW-nnmbo KOHTaMUHaLMKW, Hanpumep, MNpu OTPE3aHWM CErMeHToB TpyOOK uWnu
YKYNnopuBaHU1 KOHTENHEPOB.

36. (6.5) 3amopaxnBaHue SBNAETCSH KPUTUYECKOM CTaaumen BblOeneHusi NpoTEeMHOB, KOTOpble B Mnnasve
ABNATCA NabunbHbIMK, Hanpumep, akToOpoB CBepTbiBAEMOCTU. 10 3TOW MpUYMHE 3aMopaXkMBaHWE LOITKHO
OCYLLECTBMATLCA C MOMOLLBI BanvMAMPOBaHHBIX METOOO0B Kak MOXHO ObicTpee nocrie B3siTUsi KpoBu. pu aTom
HeoOxo4MMO NpuaepxmnBaTeca TpeboBaHun locyaapcTBeHHOW hapmakonemn Poccuickon ®egepauun.

37. (6.6) YcnoBus XpaHeHMs W TPaHCMNOPTMPOBKW KPOBM MMM NNasmbl K NPEeanpusTuio  no
hbpaKLMOHMPOBAHUIO AOMKHBI ObITb ONpeaeneHbl U AOKYMeHTanbHo ohopMIIEHbI HA BCEX aTanax Lenu NocTaBKu.
MpeanpusaTre No pakUMOHMPOBAHUIO HEOOXOAUMO YBEAOMIATb O OObIX OTKIOHEHWAX OT YCTaHOBIEHHOW
Temnepatypbl. Heobxognmo wncnonb3oBatb obopygoBaHue, KOTOpOe MNpOLNo Keanudukauuio, U npoueaypsl,
KOTOpbIe NPOLUNN Banvaaumio.

OueHka n Bblgava paspelieHna Ha BblMyCK nia3mbl
ansa (*)paKLI,I/IOHMpOBaHMﬂ, MCI'IOJ'Ib3yeMOIZ KaK NcxogHoe cbipbe
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38. (6.7) PaspelueHne Ha Bbinyck nnasmbl Ans pakLuMoHMpPOBaHUS (U3 KapaHTUHA) MOXET MPOU3BOANTLCS
TONbKO MOCPEACTBOM CUCTEM M Mpouenyp, KoTopble obecneynBatoT KayecTBo, Heobxoanmoe A NpoM3BOACTBa
rotoBor npogykuun. [lnasma MoXeT ObiTb MNOCTaBreHa MnNpeanpuaTMio Mo (OPaKUMOHMPOBAHUIO UMK
NPOV3BOOMUTESNIO TOMNLKO MOCNE OKYMEHTANbHOro NOATBEPXKOEHNSA OTBETCTBEHHbLIM NULOM (UNK B Crydae B3ATUSA
KpOBUW UNU nnasmbl B TPETbUX CTPaHax - ANLIOM C aHanormyHbIMn 0683aHHOCTAMM U KBanudmukaumen) Toro, 4Yto
nnasma ans dpakumMoHMpoBaHNst COOTBETCTBYeT TpeboBaHMAM U cneundukauusm, YCTaHOBIEHHbIM B
COOTBETCTBYIOLLUX JOroBOpax, a Takke TOro, YTo Bce CTaauu ObinvM NpoBedeHbl B COOTBETCTBUN C HACTOALLUMU
MNpaBunamu.

39. (6.8) Ucnonb3oBaHue BCex KOHTEMHEPOB C Mra3mon Ans pakumMOHMPOBAHWUS NPU NOCTYNMEHUN Ha
npegnpusitTue no (opakUMOHNPOBAHMIO OOIMKHO ObITb paspeLleHo YNOSIHOMOYEHHbIM NULOM. YMNOMHOMOYEHHOE
nMUO [OIMKHO MoATBEpPAUTb, YTO MfasMa COOTBETCTBYET BCEM TpeboBaHUsAM apmakonerHbiXx cTaTen
"ocynapcteeHHon hbapmakonen Poccunckon defepaunn, a Takke yaoBrneTBOpseT YCNoBMAM COOTBETCTBYIOLLErO
pPerncTpaumoHHOro 4ocbe, B TOM YMCIIe OCHOBHOMO AOCbe MiasMbl, UM B Clly4Yae MCMNONb30BaHWS MnasMbl Ans
nporpaMm pakuMOHMPOBAHNS MO [OroBOpPY Ans TPeTbUX CTpaH BceM TpeboBaHUAM, npenyCcMOTPEHHbIM
nyHKTOM 9 HacToswero NpunoxeHus.

O6paboTka nnasmbl Ans dpakUMoHUPOBaHUS

40. (6.9) Ctagum npouecca PaKUMOHMPOBAHUSA pPas3NMYalTCa B 3aBUMCMMOCTW OT MPOAYKUMM U
npounssoguTensa. Kak npaBuno, OHW BKIKOYalT pa3rfindHblie onepaunn (*)paKLI,I/IOHVIPOBaHVIﬂ, a HeKoTopble U3 HUX
MOryT cnocobcTBOBaTh MHaKTnBauun nnn yganeHuo BO3MO>KHOW KOHTaMWHaLUNW.

41. (6.10) OomxHbl ObITb ycTaHoOBrNEeHbl TpeboBaHMA K npoueccaMm obObeanHeHusl, oTbopa npob wu3
obbeanHEHHOW MnasmMbl, OPaKUMOHUPOBAHMS U MHAKTUBALMKM UNWU yOaneHus BUPYCOB, KOTopble Heobxogmmo
cobntopaTh.

42. (6.11) MeToabl, ucnonb3dyemble B MNpoOLECccCe BUPYCHOW MHAKTMBALUW, HEOOXOOUMO MPUMEHSITb CO
cTporum cobniogeHnemM BanuaMpOBaHHbIX Mpouedyp. Takne MeTodbl OOSMKHbI COOTBETCTBOBATb MeToAdam,
KoTopble ObIM MCMONb30BaHbl MPWM Banuvgauuy npoueayp BUPYCHOW WHakTUBauuMW. [OMMKHO NpPOBOAUTHCSA
TWaTenbHOEe paccrnefoBaHMe BCEX HeyaaBLUMXCA npouegyp BUpYCHOM  mMHakTuBaumn. CobniogeHue
BanNMANpPOBaAHHOIO TEXHOMOMMYECKoro mnpolecca $BMAsSeTCss OCOOEHHO BaXHbIM B npoueaypax CHUKEHUS
KOnuMyecTBa BMPYCOB, MOCKONbKY Kakue-nnbo OTKIMOHEHWs MOryT npeacTaBnaTb pucky ans 6e3onacHocTy
roToBOM NpoAyKUuun. [JomkHbl ObiTe B HANU4YMKU Npoueaypbl, KOTOPbIE YYUTHLIBAIOT YKa3aHHbIE PUCKU.

43. (6.12) Kakyko-nubo nOBTOpHYO 06paboTKy mnm nepepaboTky MOXHO MPOU3BOAUTL TOMBKO Mocre
npoesegeHusA MepOI'IpI/IFlTI/II7I no ynpaeleHU pUCKaMKU ONA KadeCTBa U TOJIbKO Ha onpedernieHHbIX CcTagundax
TEXHOMOrM4YecKoro npouecca, YTo ykasblBaeTCsd B COOTBETCTBYIOLLEM MPOMbILLSIEHHOM perfnaMeHTe.

44. (6.13) HdomkHa OblITb oOpraHM3oBaHa cuUcTemMa ANA YEeTKOro pasgeneHnss n (Mnu) pasnuyeHus
nekapcTBEHHbIX NpenapaTtoB UMW MNPOMEXYTOYHOW NPOAYKLUUKM, KOTOpble MNPOLWUSIM W KOTOPble He MpoLunm
npouenypy CHUWKEHUS BUPYCHOW HarpysKku.

45. (6.14) B 3aBucumocTn OT pesynbTata TwaTenbHO NPOBEAEHHOro Mpouecca ynpaBneHus puckamu (c
YY4ETOM BO3MOXHbIX OTIUYUA B 3NMOEMMONOrMYECKUX AaHHbIX) MOXeT ObiTb paspelleHO Npou3BOACTBO MO
MPVHUMNY NPOU3BOACTBEHHBIX LIMKIOB B Cryvyae, ecnv Ha OgHOW NPOM3BOACTBEHHOW nmnowaake obpabaTbiBatoT
nnasMy WnyM NPOMEXYTOYHYIO MPOAYKUMIO PasfiMYHOro MPOUCXOXAEHWs, BKMoYas Heobxoaumble npoueaypbl
YETKOro pasfefnieHns U Hanuuume yCTaHOBIMEHHbIX BanuanpoBaHHbIX Npoueayp o4McTkM. TpeboBaHua Anst Takmx
MEpONPUATUA [OSMKHbI OCHOBbIBATbCA Ha COOTBETCTBYIOLUMX HOPMAaTMBHbLIX MPaBOBbIX akTax Poccuickoi
®epepaumun. C nomoLlblo npouecca ynpaBneHus puckamyn AofmkeH ObiTb pelleH BOMNPOC O HeobxoaMmocTu
NCMonb3oBaHMA crneumanbHoro obopyAoBaHWA B Clyvae peanusaumMu nporpamm  OpakuMOHMPOBAHUS MO
O0roBopy C TpeTbUMU CTpaHamu.

46. (6.15) Cpok xpaHeHUss [Ons NPOMEXYTOYHOW NPOAYKUUKM, MpedHasHa4YeHHOW [Ans  XpaHeHus,
HeoOX04MMO yCTaHaBNMMBaTb HA OCHOBAHWM OAHHbLIX O CTabMITBHOCTH.

47. (6.16) JormkHbl ObITb yCTAHOBMNEHbI W AOKYMEHTanbHO OgOpMMeHbl TpeboBaHUS K XpaHEHUIo U
TPaHCMOPTUPOBKE NPOMEXYTOYHON NPOAYKLMU U FOTOBLIX NEKAPCTBEHHbLIX MpenapaTtoB Ha BCEX 3dTanax uenu
noctaBok. Heobxoaumo ncnonb3oBaTe 060pyaoBaHMe, KOTOpoe NPOLUo KBanndukaumio, 1 npoueaypbl, KOTopble
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NpOLUNK Banuaauuio.
VIIl. KOHTPOIJIb KAYECTBA (7)

48. (7.1) TpeboBaHMS K MUCNbITAHUSIM Ha BUPYCbl WM OpyrMe WHUUMPYIOLWNE areHTbl OOSKHbI
yCTaHaBNMBaTbCA C YYETOM HOBbIX 3HAHWUN 00 MHMUUMPYIOWMX areHTax U Hanuuus BanMaupoBaHHbIX METOO0B
ncnblTaHUN.

49. (7.2) MNepBbIi 0O4HOPOAHBIV NYyN Nna3mMbl (HAaNpUMep, nocne oTAeneHnsa KpuonpeuunuTaTa oT nnasmbl)
HeOOXOOMMO  KOHTPONMMpoBaTb C  MCMONb30BaHMEM  BanuOUPOBAHHbLIX  METOAOB C  Hagnexallen
YYBCTBUTENMbHOCTBIO UM CMEUUUYHOCTBIO  COrMacHO  COOTBETCTBYHOLMM  (DapMakonerHbIM  CTaTbsiM
"ocymapctBeHHom hbapmakonen Poccuiickon ®epepauunn.

IX. BbIJAYA PA3PELLEHMS HA BbIMYCK MPOMEXYTOUYHOW U FOTOBOWM
NPOIYKLUM (8)

50. (8.1) JomkeH ObITb pa3peLUeH BbIMYCK TONbKO TaKUX CEPUIA, KOTOpbIE NPOU3BEAEHBI U3 MYSIOB Ma3mbl,
NPU3HaHHbLIX B pesynbTaTe KOHTPOMS HeraTMBHbIMM B OTHOLUEHUM MapKepoB BUPYCHbIX UHMEKUUN,
nepegaBaeMblX 4Yepe3 KpOBb, a TaKkKe COOTBETCTByLWUMM TpeboBaHuAM dapMakonenHblx cTaTen
CocynapcteenHon chapmakonen Poccuickon ®depepaumn (Bknoyas Kakme-nubo cneumanbHble npegens,
orpaHuyMBaloLne CoaepaHue BUPYCOB) U YyTBEPXKOEHHbIM cneumdukaumsam (B 4aCTHOCTU, OCHOBHOMY AOCbe
nnasmbl).

51. (8.2) Bblgaya paspeleHns Ha BbINYCK MNPOMEXYTOMHOM NPOAyKUMKW, npedHasHa4YeHHon Ans
JanbHenwen obpaboTkn BHYTPUNPOU3BOLACTBEHHOW MMOLWAAKM WM MOCTaBKM Ha OPYryld NPOU3BOLACTBEHHYHO
nnowagky, a Tawkke Bblgada paspelleHus Ha BbIMYCK FOTOBbIX fleKapCTBEHHbLIX nNpenapaTtoB  LOSMKHbI
OCYLLECTBMATLCA YNONMHOMOYEHHbIM NNLIOM C COBMoAeHNEM YCTaHOBMEHHbIX TpeboBaHWA.

52. (8.3) YnonHoMo4YeHHOe NULo OOSMKHO OCYLLECTBNATL Bblgavy paspeLlleHnsi Ha BbIMyCK NPOMEXYTOYHOM
Unu roToBOW NPOAYKLMU, UCMONb3yeMON AN nporpamm opakLMoHMPOBaHNS MO AOroBopYy ANsl TPETbUX CTPaH, Ha
OCHOBaHUM HOPMAaTMBOB, COrMAacoOBaHHbIX C 3aKa34MKOM, a Takke B COOTBETCTBMU C TpebOBaHMAMM HACTOALLMX
Mpaeun. Ecnn Takume nekapcTBeHHble MpenapaTtbl He npedHa3HayYeHbl Ans NpUMeHeHWss B Poccuinckon
depepaumu, K HUM MOTYT He NPUMEHATBCA TpeboBaHusA hapmakoneriHbix cTaten focyaapcTBeHHoN hbapmakonen
Poccuiickon depepauum.

X. XPAHEHWE OBPA3LIOB MYNOB MITA3MbI (9)

53. (9.1) OguH nyn nna3mbl MOXeT OblTb MCMONb30BaH ANs NMPOM3BOACTBA HECKOIbKUX CEpPUR n (Mnu)
nekapcTBeHHbIX NpenapaToB. KOHTponbHble 06pasLbl KaXaoro nyna nnasmbl, a Takke COOTBETCTBYHOLLME 3anvcK
OOIDKHbI XPaHWUTBCA HE MeHee OOHOro rofa Mnocne OKOHYaHMSA CPoKa XpaHEeHWs MOfyYeHHOro M3 3Toro nyna
nekapCTBEHHOro npenapata C HanbOomnbLMM CPOKOM XpaHEeHMs M3 BCeX flekapCTBEHHbIX MpenapaTos,
NOMyYeHHbIX U3 3TOro nyna nrasmebl.

XI. YOANEHME OTXOOOB (10)

54. (10.1) Heobxogumo yTBepauTb npoueaypbl 06e3onacHOro XpaHeHust U ydaneHust OTXOAOB,
0OHOpas30BbIX W 3abpakoBaHHbIX MaTepuarnoB (Hanpumep, KOHTAMWHUMPOBAHHbLIX €AuHWU, eguHuY  OT
NMHULMPOBAHHLIX AOHOPOB, a Takke KPOBW, Nria3mbl, MPOMEXYTOYHOW NPOAYKLMN UMM FOTOBbIX NEKAPCTBEHHbIX
npenapaToB C MCTEKLIMM CPOKOM FOAHOCTU), YTO JOJIKHO OPOPMAATLCS JOKYMEHTANBHO.

MpunoxeHne N 15
K MpaBunam Hagnexawiemn
NPON3BOACTBEHHOW MPaKTUKM
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KBANMMOUKALINA N BAITMOALNA
[. MPNHUWN

1. B HacToswem [NpunoxeHnn nsnoxeHbl TpeboBaHusa K kBanudukauum v Banvaauun, NpuMeHUMble K
NPOU3BOACTBY fNekapCcTBeHHbIX npenapaToB. C uenblo Joka3aTenbCcTBa COOTBETCTBUS NapamMeTpoB KPUTUYECKMX
npoueccoB (obopyaoBaHusl) 3adaHHbIM TpeboBaHMAM NPOM3BOAWUTENW [OOMXKHbI MPOBOAWUTL  Banuaaluio
npoLeccoB 1 060pyAoBaHMSA, MCMOMNb3yeMblX MpU MPOM3BOACTBE NEKapCTBEHHbIX CpeAcTB. Banupauus Ttakke
NMPOBOAMNTCA MPW CYLLECTBEHHbIX M3MEHEHWsX B MOMeLleHusX, obopyaoBaHuM u npoueccax, KoTopble MOryT
okasaTb BMMSHWE Ha Ka4vecTBO npoaykumu. [ns onpegeneHus coctasa M obbema paboT no Banupaumu
Heobx0AMMO UCMNonb30BaTb NOAXOA, OCHOBAHHBIN Ha OLEHKE PUCKOB.

Il. MNAHUPOBAHWVE BANMMOALINA
2. Bclo pedATenbHOCTb MO BanuaauuMn HeobxoauMo MraHvpoBaTtbh. KnioyeBble aMneMeHTbl MporpamMmbl
BanvMaauMm HeoGXoaMMO YEeTKO onpeaeniTb U 0oPOPMUTL AOKYMEHTaNbHO B OCHOBHOM MraHe Banuaauuu unu

aHanorm4yHbIX JOKYMEeHTax.

3. OcHoBHOM MNaH BanuMgauun JormkeH ObiTb 0600LWwaoLWmmM JOKYMEHTOM, COCTABMNEHHBIM B JTAKOHUYHOW,
TOYHOM M SAICHOW chopme.

4. OCHOBHOW NfaH Banuaauum AOMKeH coaepXaTb, B YAaCTHOCTM, CriegyoLLyto MHopMaLuio;

a) (a) uenb NpoBeAeHNs1 Banugauuu;

©0) (b) opraHM3auUMOHHY0 CXemy OeATEeNbHOCTU N0 BanvMaauuu;

B) (C) nepeyeHb BCEX NOMELLEHWIA, cucTeM, 06opyaoBaHMS U NPOLIECCOB, MOASEXaLLMX BanMaaumm;

r) (d) dopmy AokymeHTauum B Buae popMbl, KOTOPYIO crieqyeT UCMomnb3oBaTh AN MPOTOKOMNOB U OTYETOB;
A) (e) nnaHupoBaHue u rpadurk BbINONIHEHNS paboT;

e) (f) KoHTpOoNb U3MeHeHuN;

X) (g) CCbIfKM Ha CyLLeCTBYOLNE JOKYMEHTDI.

5. B Ccny4yae OcCyullecCTBlIeHNUA KPYMNHbIX MNPOEKTOB MOXET BO3HUKHYTb HeobXxoaMMOCTb COCTaBMNEHUs
OTAeNIbHbIX OCHOBHbIX MJ1aHOB Banngauun.

. QOKYMEHTALINA

6. Heobxoammo paspaboTaTb NUCbMEHHBIN NMPOTOKOS C yKa3aHWsMU OTHOCUTENBHO TOro, Kakum obpasom
OyoyT npoBedeHbl KBanudukauma 1 Banupauus. Takon NpOTOKON [OMkeH ObiTb MpoBepeH u yTBepxaeH. B
NpPOTOKONe AOMKHbI ObiTb YKa3aHbl KpUTUYECKUE 3Tarbl U KpUTEPUM NPUEMIIEMOCTH.

7. JomkeH ObiTb MOArOTOBNEH OTYET C MEPEKPECTHbIMU CChIfIkaMM Ha MPOTOKON KBanudukauum n (unu)
Banupgauun, obobLialowmin NonyyYeHHble pesynbTaTbhl, COAepPXKaliMn KOMMEHTapuum OTHOCUTENbHO NobbiX
3aMeYeHHbIX OTKIMOHEHWIA M BbIBOAbI, BKMOYAs peKkoMeHOyeMble U3MeHeHusl, Heobxoaumble AN yCTpaHeHUs
OTKIOHEHUWI. JTtlobble N3MeHeHNs, BHECEHHbIE B NfaH, KOTOPbIN NPUBEAEH B NPOTOKONe, He06XxoaAMMO 0POPMIIAThL
AOKYMEHTarnbHO C COOTBETCTBYIOLLUM 0OOCHOBAHNEM.

8. lMNocne ycnewHoro 3aBeplueHNs kBanudukauum Heobxoanmo odopMuTb oduuManbHOE NMUCbMEHHOE
paspelLeHne Ansg nepexoia K cneayowemy atany ksanuukauum n sanugaumu.

IV. KBAITMUOGUKALINA
KeBanudukauusa npoekta

9. nepBbIM ANeMeHTOM npoBseaeHna sanngaunm HoBbIX NOMELLEHNI, CUCTEM UNK O60py£I,OBaHI/IF| ABNndeTca
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KBanudukauus npoekTa.

10. Heobxoaumo nokasaTtb U AOKYMEHTanNbHO 0OpPMUTbL COOTBETCTBME NpoekTa TpeboBaHMAM HAaCTOSLMNX
Mpasun.

KBanudukaumst MoOHTaxa

11. Keanudukaumo MOHTaxxa HeobxoamMmMo NPOBOAUTL AS1S HOBbIX UM MOAMMULNPOBAHHBIX NMOMELLIEHWHN,
cuctemM u obopyaoBaHus.

12. Ksanudukaums MOHTaxa [JOIKHa BKMoYaTb cnegyouime aneMeHTbl (HO He orpaHnYnBaThbCs UMK):

a) (a) npoBepky MOHTaxa obopyaoBaHWA, TPyOONpOBOAOB, BCMOMOratesibHbIX CMCTEM M NpuBOpoB Ha
COOTBETCTBME YTBEPXKOEHHOMY NPOEKTY, BKINOYAA TEXHNYECKYI0 AOKYMEHTALMIO, YePTEXMN U cneumndurkaumm;

6) (b) oueHKy NMONHOTLI M COMOCTABEHME MHCTPYKLMIA MOCTaBLUMKA MO SKCriyaTaumMm u paboTte, a Takke
TpeboBaHN K TEXHUYECKOMY OOCMY>KUBaAHUIO;

B) (C) oueHKy TpeboBaHWI K KanMbpPOBKE;
r) (d) npoBepKy MaTepumarnoB, UCMOJIb30BaHHbLIX B KOHCTPYKLMSIX.
KBanudvkauns dyHKLMOHUPOBaHUS
13. Keanudukaums dyHKUNOHUPOBaHNS AOMKHA crefoBaTth 3a KBanudukaumMen MoHTaxa.

14. Keanndukauus yHKLMOHMPOBAHWSA OOSMPKHA BKMNOYaTh CreayoLme anemMeHTbl (HO He orpaHMymMBaThbCs
Umm):

a) (a) UcnbiTaHWsi, UCXOASA U3 3HAHWI O NpoLieccax, cucTeMax U 060pyaoBaHNY;

©) (b) ucnbiTaHns YHKUMOHMPOBaHMSA OBOpPYyAOBaHUA Mpu pabodnx napameTpax, PaBHbIX BEPXHUM WU
HVXXHUM JOMNYCTUMbIM NpeaenaM, To eCTb B YCNOBUSX "HanxyaLero cny4vas”.

15. YcnewHoe  3aBeplUieHMe  kBanudukauum  (QYHKUMOHMPOBaAHMSA  OOIMKHO  CMOcoOCTBOBaTb
OKOHYaTENbHOMY OGOPMIIEHMIO MHCTPYKUMIA NO KannbpoBKe, aKChfyaTaumm U OYUCTKE, NPOBEeAEeHUI0 00yveHus
onepaTopoB, a Takke yCTaHOBMNEHMIO TpeboBaHM K MPOUNAKTUYECKOMY TEXHUYECKOMY 0BCNyXMBaHUIO. TOMBKO
nocre 3Toro 3akasz4MkomM MOXET NPOBOAUTLCS MPUEMKA NOMELLEHWIA, CUCTEM N 0O0OPYSOBaHUS.

KBanudukaumsa skcnnyartawumm

16. KBanudwmkauns akcnnyataummn BbINOMHAETCS NOCMe YCMNEeLWHOoro 3aBepLUeHns Ksanudurkaumm MoHTaxa
1 kBanudukaumn yHKLMOHUPOBAHWS.

17. Ksanudukaums skcniyartaumm JOMmKHa BKIIOYaTh criedytolme 3f1eMeHTbl (HO He OrpaHnymMBaTbCs NMK):

a) (a) ucnblTaHMa C  MCMONb30BaHWMEM MaTepuanos, MPUMEHSIEMbIX B MPOU3BOACTBE, BblIOPAHHbLIX
3aMeHUTeNen C aHanornyHbIMM CBOWCTBaMM MM MOAENVPYIoLWEero npenaparta, paspaboTaHHble Ha OCHOBaHWUM
3HaHWI O MpoLiecce, a Takke O TEXHNYECKUX CpeacTBax, cucTemax unm obopyaoBaHuu;

0) (b) ucnbitaHna npu pabodmx napameTpax, paBHbIX BEPXHUM W HWKHUM AONYCTUMbIM MpedenbHbIM
3HaYeHNAM.

18. HecMmoTps Ha To, YTO KBanuduKauus aKcnnyaTaumMm paccMaTpuBaeTcsl Kak OTAenbHbIN 3Tan paGoT, B
HEeKOTOpbIX Cryyasix Lernecoobpa3Ho NPoBOAUTL €e COBMECTHO C KBanudukaumer yHKLUUOHMPOBaHMS.

KBanudwvkaunsi ycTaHOBEHHbIX (MCMOMb3yeMbIX) TEXHUYECKNX
CpeacTB, NOMeLLEeHU U 060pyA0BaHUS

19. HeobxoaMmMo uMeTb [AaHHble, OBOCHOBLIBaKLIME U NoATBEepXAalolne COoOTBETCTBUE pabounx
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KPUTUYECKMX MapamMeTpoB 3adaHHbIM TpeGoBaHuAM. MHCTpyKUMM No KanvbpoBKe, 04MCTKe, NPpodUnakTuieckomy
TEXHUYECKOMY OBCIY)XMBAHUIO 1 3KCMNIyaTauum, a Takke no oby4eHnto onepaTopoB U BeAEeHWUI0 OTYETOB AOSKHbI
OblTb AOKYMEHTanbHO OPOPMITEHI.

V. BAIIMOAUNA MPOLIECCA
Obwume TpeboBaHus

20. TpeboBaHMNsE U MPUHLUMNbI, MU3NOXEHHbIE B Hactosiwem [MpunoXxeHnu, NpUMEHNMbl K NPOM3BOACTBY
nekapctBeHHbix ¢opM. OHM pacnpoCTpaHSTCS Ha MNepBOHaYanbHyK BanvMaauMilo HOBbIX MPOLIECCOB,
nocreayoLLyo BanMaaumo U3MEHEHHbIX NPOLLECCOB M NOBTOPHYIO Banuaauuio.

21. Banvpauus npouecca, Kak npaBuiio, AomkHa OblTb 3aBeplueHa 00 Hadana peanv3aumy u npogaxu
nekapCTBEHHOro npenapaTta (nepcnekTMBHas Banvaaums). B ucknioumTeneHbIX criydasx, koraa Takasi Banugaums
HEBO3MOXHa, MOXET BO3HWKHYTb HEOOXOAMMOCTb MPOBEAEHMSs BanupauMm MNpoLEeCcCoB BO BPEMS TEKyLLEero
npomsBoacTBa (conyTcTeyowaa Banupaums). Npouecchl, KoTopble Yyxe MpPOBOAUIMMCE B TEYEHUE HEKOTOPOro
BpeMeHW, Takke noanexat Banvaaumm (peTpocnekTuBHas Banugauus).

22. Wcnonb3yemble MOMELLEHNsl, cucTeMbl M 0bBoOpyagoBaHME [OOIMKHbI ObiTb KBaANMUUMPOBAHbLI, a
aHanuMTU4eckMe MeTOAMKM MCMbITaHUA - BanvauMpoBaHbl. [lepcoHarn, NpuUHUMaKrLWMA ydacTue B MNpPOBEeOEeHUM
Banugauun, 4omkeH 6bITb COOTBETCTBYOLLMM 0Opa3omM 0ByuyeH.

23. HeoGxoaumo npoBoauTb NEPUOANYECKYIO OLIEHKY NMOMELLEHUI, cucTem, obopyaoBaHUsi U NPOLECCOB C
Lienbio NOATBEPXAEHUs UX paboThl B COOTBETCTBUM C 3aAaHHBIMU TpeboBaHUSMM.

MepcnekTuBHaa Banugauus
24 lNepcnekTnBHas BanuaaLms AOMKHA BKIIOYATh Cneayowmne anemMeHTbl (HO He OrpaHnyYnBaThLCs UMK):
a) (a) kpaTkoe onmcaHue npoLecca;
©) (b) nepeyeHb KPUTUHECKMX CTAgUI NpoLecca, nognexalinux UccrnefoBaHuio;

B) (C) nepeyveHb UCMNOMb3yeMblX NOMeLLeHU 1 obopyaoBaHus (BKMYas M3MeputenbHOe, KOHTPOMbHOE,
perncTpupytoLlee obopyaoBaHue) ¢ ykazaHmemM cBeeHmmn ob ux kannbposke;

r) (d) cneumurkaumm Ha roToByto NPOAYKLMIO NPU BbINYCKE;
A) (e) npu HeobXxoaUMOCTH NepeyeHb aHaNMTUYECKUX METOOUK;
e) (f) npegnaraemble TOYKM KOHTPOIS B NpoLiecce NPOU3BOACTBA U KPUTEPUN NPUEMIEMOCTH;

X) (g) npn HeobxoAMMOCTU AONOMHUTENbHbIE UCMbITAHWUS, KOTOpble HeobxoAMMO NpoBecTn, BMecTe C
KpUTepmsamMu npuemMnemMocTu 1 Banugaumein aHanuTnyeckmux MeToaumk;

3) (h) nnaH ot6opa npob;

un) (i) meToabl perncTpauumn 1 OLEHKU pesyrnbTaTos.;

K) (j) byHKLMM 1 06A3aHHOCTM;

n) (k) npegnonaraemblivi rpacuk BbIMONHEHMS paboT.

25. C nomoLLbio yCTaHOBNEHHOTO npoLecca (MCNosb3ys KOMMOHEHTbI, COOTBETCTBYHOLME cneuudmrkaumsam)
MOXHO MPOU3BECTU psig CEPUN TOTOBOW MPOAYKUUW MNpU OObIYHBLIX YCNOBUSAX. TeopeTuyecku KONMM4ecTBo
BbINOMHEHHbIX NMPOU3BOACTBEHHbIX LMKIOB M CAeNaHHbIX HabnaeHuin AormkHO BbiTb AOCTaTOYHbIM AMsS TOro,
4TOObl NO3BOMMUTL YCTAHOBUTL ODObIYHYIO CTENEHb U3MEHUMBOCTU M TEHOAEHUMM, @ Takke Nonyuutb Heobxoanmoe

KONMMYECTBO [JaHHbIX Ans oueHkn. [na Banugaumm npouecca c4YuUTaeTcda [[OOCTATOYHbIM BbINOJIHUTL TPU
nocnegosaTtesibHblEe CEPUN UK LKA, NMPU KOTOPbIX NapaMeTpbl HaxoaAaTCA B 3aaHHbIX npegenax.
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26. Pasvep cepuu npv Banugaumn 4OSHKeH ObiTb paBHbIM pasMepy Cepun Npu NMPOMBbILLIIEHHOM BbiNycke
MPOAYKLMMN.

27. Ecnv npeanonaraeTcs Npogaxa Uiv noctaBka Cepuil, NpousBeAeHHbIX Npy Banvaaumn, To YCroBUst UX
MPOM3BOACTBA AOJIKHbI MOSTHOCTBIO COOTBETCTBOBaTb PErMCTPaLUMOHHOMY OoCbe U TpeboBaHMSIM HaCTOSLLMX
MpaBwn, BKNoYas yAOBNETBOPUTENbHLIN pesynbTaT NPoBeAeHNs BanMaauum.

ConyTtcTByioLWas Banuaaums

28. B uMCKNIOYNTENbHbIX cny4vyadax p[onyckaetcd HaduHaTb CepMVIHOG npon3BoACcTBO OO0 3aBeplleHund
nporpamMmmsbl Banungauumn.

29. PeweHne o npoBedeHMU COMYyTCTBYHOLEN Banuauun AOIMKHO ObiTb 060CHOBAHO, AOKYMEHTarbHO
OPOPMIIEHO U YTBEPXKAEHO NULLAMU, UMEIOLLMMUN COOTBETCTBYIOLLLEE NONHOMOYME.

30. TpeboBaHuA K OOKYMEHTaUMM AN CONYTCTBYKLWEN Banupauumn SBASIOTCA TakUMKM Xe, Kak WU
TpGﬁOBaHVIFI, YCTaHOBJ1IEHHbIE ONA I'IepCI'IeKTI/IBHOI7I Banugauunn.

PeTpOCI'IeKTI/IBHaH Bannaauuna

31. PeTpocnekTMBHas BanuaaLus MOXeT NpoBOAUTLCA TONMbKO ANS XOPOLUO OTpaboTaHHbIX MPOLIECCOoB.
MpoBeneHne peTpOCNEKTUBHOM BanuaauuMu He [OMycKaeTcs, ecrnv B COCTaB MpOoAYKUUWU, TEeXHONOTrMYecKuii
npouecc unu obopyaosaHe HeJaBHO BbIN BHECEHbI U3MEHEHNS.

32. PeTpocnekTuBHas BanugauMs ykasaHHbIX MPOLIECCOB OCHOBLIBAETCS Ha MPEeALIeCTBYHOLUMX AaHHbIX.
Mpun aToM TpebyloTca cocTaBneHne crneunanbHOro NPoToKona M OT4yeTa, a Takke npoBedeHne ob63opa AaHHbIX
npeaLecTBYIOLLEN aKCANyaTaumn ¢ Bblgaden 3aknioyYeHnsa n pekomeHgaumn.

33. NCTOYHMKM AaHHbIX NS Takon Banuaalmm OOMKHbI BKMOYaTh (HO He orpaHuyYnBaTbCs UMW) 3anmcu no
NPOM3BOACTBY M YMAKOBKE CEPUM NPOAYKUMM, KOHTPOSIbHbIE KapTbl NPOM3BOACTBA, >XypHarnbl MpoBefeHUs
TEXHUYECKOro 0bCnyXMBaHWs, AaHHble 00 M3MEHEHUSAX B NMepcoHarne, uccrnegoBaHusa BO3MOXHOCTEN mpouecca,
AaHHble O FOTOBOW NPOoAyKUUWN, B TOM YUCIE KapTbl TEHAEHUMI, a TaKkke pesyrbTaTbl N3y4YeHus1 ee CTabuinbHOCTU
npu XpaHeHu.

34. Cepvn npogykuun, oTobpaHHble Ons NpoBefeHUst PeTPOCTNEKTUBHOW Banuaauuun, OOMMKHbI SIBNSATLCA
npeacTaBUTENbHON BbIDOPKOW ANt BCEX CEPUIA, NMPOU3BEAEHHbIX B TEYEHNE paccMaTpUBaeMOro nepuoaa, B ToM
yMcre BCeX Cepun, He COOTBETCTBYHLIMX creumdpukaumsam. KonuuectBo cepui npoaykumm OOMKHO ObiTb
OOCTaTovHbIM Ans Toro, 4tobbl Aokas3aTb cTabunbHOCTL npouecca. [lpy npoBegeHWM pPeTPOCMNEKTUBHOM
Banunaauun npouecca MoryTt I'IOHap,06VITbCF| OONONTHUTENbHbIE UCMbITAaHUA apXUBHbIX O6pa3LI,OB ona nonyyeHuna
HeobXxoaMMoro KonnyecTea UM HeobxoaAMMOro Buaa AaHHbIX.

35. [Ina oueHkM cTabunbHOCTM Mpouecca Npyu NPOBEOEeHUN PEeTPOCMNEKTMBHOW Banuaauum HeobXxoammo
BbINOMHUTL aHanu3 gaHHbix no 10 - 30 nocnegoBaTenbHO MPOM3BEAEHHBIM CEPUSAM, OOHAKO MPU Hanuuum
COOTBETCTBYIOLLLErO 0OOCHOBAHNS KONMYECTBO UCCNeayeMbiX CepUn MOXeT BbiTb YMEHbLLEHO.

VI. BAIIMOALINA OYNCTKHN

36. Banupauuio o4ncTkM HeobxoaMmo npoBOAUTL ANS TOoro, 4Tobbl noaTBepAnTb 3PEHEKTUBHOCTL
npouenypbl O4YUCTKWU. ObocHoBaHue BblﬁpaHHbIX npegenoB Ana nepeHoCUMMbIX OCTAaTKOB MNpPOAYKTa, MOKLMX
cpencTs, a Takke MI/IKpO6HOl7I KOHTaMHauun OOJ1XKHO OCHOBbLIBATbLCA Ha cBoOMCTBax npuMeHAeMbIX MmaTepunarnos.
OTu NpeaenbHble 3Ha4YeHUs1 AOMKHbI ObITb peanbHO AOCTUXUMbBIMU 1 MPOBEPSIEMbIMMU.

37. Ona obHapyxeHus OCTaTKOB MM KOHTAMWHAHTOB HeOoOGXO0OMMO MCMonb3oBaTb BanuAMPOBAHHbIE
aHanuTndeckme MeTtoauku. [Mpeden oGHapyXeHUs Ons KaxOoW aHanuTUYecKoW MeTOAMKU [OMmkeH ObiTb
[OCTaTOYHbIM [f1s1 TOrO, YTOOLI 0GHaAPYXUTb YCTAHOBMNEHHbIN AOMYCTUMBIA YPOBEHb OCTaTKa MU KOHTaMUHaHTAa.

38. Kak npaBuno, HeoGXoAMMO MpPOBOAMTbL BanMaauuilo TOMbKO MNpouedyp OYMCTKM MOBEpXHOCTei
obopyaooBaHUsA, KOHTakTMpyloWuUx ¢ npoaykumein. OOHako HeobXoAuMMO YyOensTb BHUMaHue W [eTansam
obopynoBaHusl, HEe KOHTaKTMPYIOLMM C npoaykuuein. Heobxogumo npoBOAMTbL Banuauuio AnUMTEenbHOCTU
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WHTEPBasrioB BPEMEHV MeXOy OKOHYaHWeM Mpouecca M OYUCTKOW, a Takke MeXdy O4YMCTKOM WM Hadvariom
crieayoulero npouecca. [omkHbl 6biTb onpedeneHbl MeTOAbl OYUCTKM W UHTepBanbl BpPeMeHW Mexay
npoBeaeHNEM OUYUCTKMU.

39. [na npouenyp OYUCTKU, CBA3AHHBLIX C OYE€Hb CXOAHbLIMW NPoAyKTamMu WM npoueccamu, OonyckaeTcs
BblIOpaTb NpeacTaBUTENbHBIN P CXOAHbLIX MPOAYKTOB M MpoueccoB. B Takux criyyasix MOXXHO MpPOBECTM OOHO
BanuaaunoHHOe uccregoBaHne C MUCMNoNb30oBaHMEM Moaxoda "Haumxygwun cnyydam”, npu KOTOPOM YYTEeHbl BCe
KpuTnyeckune akTopbl.

40. Ona sBanugaunmn npouenypbl O4YUCTKM OOCTATOYHO YyCnewHOoro nposeeHunAa Tpex nocrnenoBaTtesibHbIX
LIMKITOB OYNCTKW.

41. MeTop "ncnbiTbiBaTb A0 TEX MOP, NoKa He ByaeT YMCTO" He 3aMeHsIeT BanvMaaLumio NpoLeaypbl O4YMCTKN.

42. Ecnn yaanaemble BelecTBa ABMATCA TOKCUYHbIMU UM ONAaCHbIMWU, TO B NopAdKe UCKIK4YeHnAa BMeCTo
HNUX MOXXHO MUCNONb30BaTh Npenapartbl, MogenumpyLine C*)I/I3I/IKO-XI/IMI/I‘~IeCKI/Ie CBOWCTBa TakMX BELLECTB.

VII. KOHTPOJb M3MEHEHUI

43. TMpousBoanTenb [AOMKEH YTBEPAUTb Npouedypbl C ONMCaHUMEM [OEWCTBUIA, KOTopble Heobxogumo
npeanpuHATb, eCnn NpeanosaraeTcs U3MEHEHMWE UCXOAHOTO Chipbsl, KOMMOHEHTOB NPOAYKTa, TEXHOMOMMYECKOro
0obopyaoBaHUsA, NapamMmeTpoB OKpYXXatoLen NpPOu3BOACTBEHHOW cpedbl (UnM y4vacTtka), cnocoba npou3BoAacTBa
nnn mMmetToga KOHTpOoA unu noboe apyroe namMeHeHume, Kotopoe MOXeT NMOBJIINATb Ha Ka4eCTBO NpoayKkuun unu
BOCMPOM3BOAMMOCTL  Mpouecca. [lpouedypbl KOHTPOMsSi W3MEHEHWA [AOMKHbl 0obecneyntb  MnonyyYeHue
OOCTaTOYHOrO KONMYecTBa AaHHbIX ANS NOATBEPXKAEHUS TOrO, YTO M3MEHEHHbLIA NPOLECC MO3BONSET MonyyaTb
npoayKumnio TpebyemMoro kayecTBa, COOTBETCTBYIOLLYIO YTBEPXKAEHHBIM CrieLumnpuKaumsm.

44. Ha BCe uW3MeHeHUs, KOTOpble MOryT oOKasaTb BNUSHME Ha KayeCcTBO MPOAYKUMM  Unu
BOCMPOM3BOAMMOCTbL NpoLecca, AOMKHbI ObITb NoAaHbl 3asBKM B pamkax doapmaLeBTUYeCKON CMCTEMbI KavyecTBa.
Takne n3amMeHeHUs JOIMKHbI BbiTb JOKYMEHTaNbHO O0hOpMIIEHbI, yTBEPXAEHbI. He0OX0AMMO OLEHUTE BO3MOXHOE
BMNMSIHNE U3MEHEHWI B MOMELLEHMSAX, cMcTeMax 1 0bopyaoBaHMM Ha NPOAYKUMIO, B TOM YMCIe MPOBECTU aHanm3
puckoB. [omkHbl ObITb onpedeneHbl HEOOXOAMMOCTb M OOBbEM MNOBTOPHOW KBanudukauum u MNOBTOPHOM
Banugauun.

VIII. NTOBTOPHAA BANWUOALINA

45. Heobxogumo npoBOAMTb MEPUOAMYECKYIO OLIEHKY MOMELLEHWUIA, cucTeM, 060pyAoBaHMs U NPOLIECCOB,
BKIOYas npoueaypbl OYUCTKW, ANA MOATBEPXOEHUS WX COOTBETCTBUS 3adaHHbiM TpeboBaHusaMm. Ecnu
CYLLIECTBEHHbIE M3MEHeHUs1 OTCYTCTBYIOT, TO BMECTO MOBTOPHOM Banuaauuyu AOCTaTOYHO COCTaBWUTb OTYeT,
CBMOETENbLCTBYIOLWMA O TOM, YTO TMOMELUEHWs, CUCTEMbI, 0BOpydOBaHWEe W MpoLEecCchl COOTBETCTBYHOT
yCTaHOBMNEHHbLIM TPEBOBaHUAM.

IX. TEPMWHbI N OMNMPEOENEHNA

Ona uenenn Hactosiwero lNpunoxeHnss Kpome TEPMUHOB U ONpefeneHnin, npenycMoTpeHHbIX rrason |l
HacTosAwmx [Npasun, NCNONbL3YITCA Takke cnegytoLme OCHOBHbIE NOHATUSA:

aHanM3 pUCKOB - METOA OLEHKUM U ONUCaHUS KPUTUYECKUX MapamMeTpoB Mpu  DYyHKLUMOHUPOBaHMN
o6opyaoBaHusi, CUCTEM UM MpoLiecca B CBA3M C YCTAHOBIIEHHOMN OMacHOCTbIO;

Banunaoauna OYUCTKM - [OOKyMeHTalbHO OCbOpMJ'IeHHOG noaTBepXxgeHne TOoro, 4YTO yTBepXaeHHad
npouenypa O4YUCTKU obecneunBaet Takyld 4YUCTOTY O60py,EI,OBaHI/I$|, KOoTOpasn HeobxogmMma AOns npon3soacTBa
JIeKapCTBEHHbIX CPeacCTB;

Banugaums npoLecca - JOKyMeHTanbHo oopMIeHHOe NOATBEPXOEHNE TOro, YTO NPOLIECC, BbINOMHAEMbIi
B pamKax YCTaHOBMIEHHbIX MNapaMeTPOB, OCYLIEeCTBNsAeTca 3PMEKTMBHO, BOCMPOM3BOAUMO M MPUBOAUT K
NMPOV3BOACTBY eKapCTBEHHOro npenaparta, COOTBETCTBYIOLLEro 3apaHee YCTaHOBMEHHbIM creundukaumsmM 1
XapaKTepUCTMKaM KayecTBa;
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KBanudukaums MOHTaxa - AOKyMeHTanbHO 0popMIeHHOe NOATBEPXKAEHNE TOro, YTO MOHTaX NOMELLEHWIA,
cucteM U obopydoBaHUs (YCTAHOBMEHHbLIX UMW  MOAUMULUMPOBAHHBLIX) BbINONIHEH B COOTBETCTBUM C
YTBEPXKAEHHbBIM NMPOEKTOM U peKOMEHAaUUSMUN UX NPOU3BOAUTENS;

KBaJ'IVI(bI/IKaLI,VIFI npoekrta - AOOKyMeHTallbHO O(*)OpMJ'IeHHOe noarTeepXxneHme Toro, 4to I'IpeﬂJ'IO)KeHHbIIZ
NPOEKT NPon3BOACTBEHHbIX NomMeLLEeHWHN, O60pyD,OBaHVIF| Unn cucTem gasndeTca npuroaHblM And npuMeHeHua no
Ha3Ha4YeHuto;

KBanudukaums YHKUMOHUPOBAHUA - [OOKyMEHTanbHO OMOpMIIEHHOE MNOATBEPXKAEHWE TOro, 4TO
NOMeLLEeHNs1, CUCTEeMbl UM 06opyaoBaHWe (YCTAHOBIEHHbIE WM MOAUMUUMPOBAHHbLIE) (OYHKUMOHMPYIOT B
COOTBETCTBUM C NPEeAbABNSAeMbIMA TPeOOBaHNSMM BO BCEX NMPEAYCMOTPEHHBIX PeXMMax paboTol;

KBaJ'II/I(bI/IKaLI,I/IH aKcnnyataunn - OOKyMeHTalrnbHO OCbOpMJ'IeHHOG noaresepXxpgeHme Toro, 4YTo rnomMmeLleHus,
CUCTEMBI U O60py,EI,OBaHI/Ie npn COBMECTHOM WUCMNOJ1b30BAHUN pa60Tar0T Sd)(beKTVIBHO n C BOCNpom3BoANMbIMU
nokKkasarendamMmmn B COOTBETCTBUN C YTBEPXOAEHHbIMU TpeGOBaHMﬂMI/I N XapakKTepucTtnkamm rnpouecca,

KOHTPOMb  MU3MEHEHWN -  OOKYMEeHTanbHO  O(OPMIMEHHbLIW  MOPSOOK,  COrMacHo  KOTOpPOMY
KBanuuuupoBaHHble nNpeacTaBUTEny pasfnuyHbIX CchneumanbHOCTEN paccMaTpuBalOT MNPeArioKEHHbIE UMK
daKkTM4eckn BHECEHHble M3MEHEHMWS, KOTOpble MOryT MOBNWATb HAa BanVMAMPOBAHHOE COCTOSIHWME MOMELLEHWN,
obopyaoBaHus, cucteM unu npoueccoB. Llenb Takoro KOHTpons - onpeaennts He0H6XoAMMOCTb MeponpuAaTUR,
KOTOpble AOMKHbI 06ecneunTb M AOKYMEHTanbHO YAOCTOBEPUTb NoAAdepXaHne CucTembl B BanvavMpoBaHHOM
COCTOSIHWMK;

MOLENUPYIOLLMIA Npenapar - matepuar, KOTopbI N0 CBOUM (OU3NYECKUM U, MO BO3MOXHOCTU, XMMUYECKUM
Xapaktepuctmkam (Hanpumep, BA3KOCTW, pa3mepam yacTtuu, pH) 6nm3ok npogykTy, B OTHOLUEHWM KOTOPOro
nposBoauTca Bamupaums. Bo MHOrMX criyyasix 9TMMM  XapakTepucTukamu MoxeT obragaTte cepus
npenapaTa-nnauebo (NpoaykTa, He copaepxallero hapmaueBTU4eckon cybcTaHuun);

Hauxydwuvin cryya - onpegeneHHble cTaHOApTHLIMU OMNepauMoHHBIMU NpoliedypamMn  YCIOBUS  UNK
KOMMIEKC YCIOBWIN, OTHOCSLLMECH K BEPXHUM M HWKHUM NpedesibHbiM 3HauyeHusiM pabouynx napameTpoB
mpoLecca U CBSI3aHHbIM C HUMW (hakTopam, KOTopble OOYCIOBMMBAOT HaWGOSbLUY0 BEPOSTHOCTb MOSIBIIEHUS
cboss B npouecce unu Opaka B NPOAyKT€ MO CPaBHEHWIO C WAeanbHbIMU YCrOBUSIMWU. Takue YCnoBusi He
06s13aTenbHO NPUBOAAT K cOOK0 B MpoLiecce unu nosiBreHuto 6paka B NpoaykTe;

nepcrnekTMBHas Banugauus - Banuaauns, BbiNofHSemasi 4o Havyarna CepuitHOro Npov3BoACTBa NPOAYKLUMK,
npeAHasHa4YeHHON aAnsa peanusauuy;

NOBTOpPHaA Banuaauna - NOBTOpeHue Banungauun npouecca ansd obecneyeHuns rapaHTum TOro, 41O
M3MEHEHNA B TnMpouecce u (VIJ'II/I) O6OPYD,OBaHI/IVI, BHECEHHble B COOTBETCTBUMN C npou,ep,ypoﬁ KOHTpONNA
N3MEHEHUI, He yXyOwakT XapakTepucTtukn npouecca n Ka4eCcTteo npoayKunn;

peTpocnekTVBHaa Banuaauus - Banuaaums cepumHoro npouecca npou3BoACcTBa peanuayeMoro npoaykra,
OCHOBaHHas Ha coBGpaHHbIX AaHHbIX O NPOM3BOACTBE M KOHTPOE CEPUI NPOAYKLIMH;

COMyTCTBYIOLLAs Banugaumsl - Banuaauusi, BbiMosiHsiemas BO BpeMs TEKYLLEro (CepuitHOro) Npon3BoAcTBa
NPOAYKLUMK, NpeaHasHauYeHHoW Ans peannsaumm.

Mpunoxexne N 16
k MNpaBunam Hagnexawuen
NPON3BOACTBEHHON NPAKTUKN

NOATBEPXOEHWE
YNOJITHOMOYEHHbLIM NMNLLOM COOTBETCTBUA CEPUM MNPOLOYKLMN C LIENBIO
EE BbIITYCKA
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I. OBNIACTb NMPUMEHEHWA (1)

1. (1.1) Hactosiwee lMpunoxeHne onpenenseT NOpsiAOK NOOATBEPXKOEHUS COOTBETCTBUSA, BbINOSIHAEMOro
YMNOSITHOMOYEHHBIM NMLIOM, NMPW BBOAE B rPagaHCKU 0BOPOT Cepui NEKapCTBEHHbIX CPEeACTB (B TOM 4ucne
3apervcTpupoBaHHbIX NN NPOU3BEAEHHbIX AN 9KCNopTa NekapCTBEHHbIX NpenapaTos).

2. (1.2) Hacrosiwee lpunoxeHne Takke pacrnpoCTpaHSAeTCs Ha Ccryyaun, Korga Mnpou3BOACTBO Cepuw
NpoAyKUMN UNN NPOBEAEHVEe aHanM3oB pas3deneHO Ha HECKOSbKO 3TanoB, BbIMOMHAEMbIX B Pa3HbIX MecTax unmu
pasHbIMW NPOM3BOAUTENAMW, a TaKKe Korga Cepuio MPOMEXYTOYHOW uNKM HepacdacoBaHHOW MpoAyKUMM
pasgensioT Ha ABe u bonee cepun rotoBor npoaykuun. Hactoswee lNpunoxeHne MoxeT OblTb NMPUMEHEHO K
nekapCTBEHHbIM NpenapaTam, npegHasHa4YeHHbIM 118 KIMHUYECKNX UCCneaoBaHui.

3. (1.3) Ecnu HopmaTtMBHBIMK MpaBoBbIMM akTamu Poccurickon ®epepaumm yCTaHOBIEHbI cnieumnanbHble
TpeboBaHMs K BBOAYy B rpagaHCKMM OOOPOT HEKOTOpbIX MNpenapaTtoB KPOBU M MMMYHOBMOMOMMYeCKmx
JleKapCTBEeHHbIX NnpenapaTtoB, Takme TpGﬁOBaHVIﬂ AOJDKHbI COﬁJ‘IlOLI,aTbCFl.

4. (1.4) OcHoBHble TpeGOBaHUS K BbIMYCKYy CEpuUM NPOOYKUMM MPUMBOAATCH B COOTBETCTBYHOLLUX
PerucTpaumvoHHOM [OCbe, TMPOMBILLINIEHHOM pernaMeHTe U chneuudmkaumsx. [lonoxeHuss HacTosLwero
MpunoxeHWsi NPUMEHSIFOTCS B YacTW, He MPOTUBOPEYaLLel TakMM OCHOBHbLIM TPeGoBaHMAM.

1. IPVHLMAM (2)

5. (2.1) Kaxxgas cepusi roToBoW NpoayKuuM AOSHKHA MOMyYnTh OT YNOSIHOMOYEHHOro Nniua noaTBepXaeHve
€e COOTBETCTBMSA YCTaHOBINEHHbIM TPeOOBaHUSAM [0 ee BbiNycka Ha BHYTPEHHWUI PbIHOK UMW Ha 9KCMOpPT.

6. (2.2) Lenamu perynupoBaHus npoLieaypbl Bbifycka cepun NpoayKumnm SBnstoTCA:

rapaHTusi Toro, 4to cepusi Obina npou3BedgeHa W MNPOBeEpeHa B COOTBETCTBMM C JIMUEH3NEN Ha
NPOM3BOACTBO NEKAPCTBEHHbIX CPeACTB, TPEOOBAHUSIMU PErMCTPALNOHHOIO 4OCkbe, TPEOOBAHUAMU HACTOSLLMNX
MpaBun, a Takke WHbIMU TpebOBaHUAMU, YCTAHOBMEHHLIMWU HOPMAaTMBHLIMWU NPABOBbLIMW akTamum Poccumnckon
depepaumu, nepen ee BbiNyCKOM;

rapaHTusi TOro, YTo Npu He0BXoANMMOCTU UcCcrefoBaHNsl bpaka nnn oT3biBa CEPUMN YNOITHOMOYEHHOE NNLO,
KOTOpOe Bbldano paspelleHMe Ha ee BbINyCcKk, W COOTBETCTBYKLME 3anmMcu MoryT ObiTb  nerko
NMOeHTUUUMPOBaHBI.

[ll. BBEOEHWE (3)

7. (3.1) MNMpomn3BoACTBO CEpPUMN FIEKAPCTBEHHbLIX CPEACTB, B TOM YMCIIE KOHTPOSb KayecTBa, pasgensercs Ha
CTagunn, KOTopble MOTYT BbINOJTHATLECA Ha pa3HbIX NPOM3BOACTBEHHbIX Niowaakax n pasHbiMn nponssogntTenAamn.
Kam,qaﬂ CTaaud AOOJNKHa BbINONHATLCA B COOTBETCTBUUN C Tpe6OBaHVIF|MI/I NPOMBbILLUNIEHHOIO pernamMeHTa,
TpeboBaHnsaMM HacTosAwmx [lpaBun U MHbIX HOpPMATUMBHLIX MNpPaBoOBbIX akToB Poccuiickon ®epepaumu.
YNONMHOMOYEHHOE NULIO, OCYLLECTBMSAOWEE Mpoueaypy MNOATBEPXKAEHUS COOTBETCTBUS CEpuM TFOTOBOWM
NPOAYKUUN YCTaHOBMEHHbIM TpeboBaHUSAM Mepes ee BbIMYyCKOM, [OJPKHO PYKOBOACTBOBATBHCA YKa3aHHbIMM
TpeboBaHusIMU.

8. (3.2) Ha npakTuke oOfHO YMONMHOMOYEHHOE NMLUO MOXEeT He 3HaTb OCODEHHOCTeW Kakgoro atana
NPON3BOACTBA. YMOMHOMOYEHHOE NULO, KOTOpOoe NOATBepXKAaeT COOTBETCTBME Cepun roTOBOW NPOAyKUMM, MO
OTAernbHbIM BOMPOCaM MOXeT OnupaTbCA Ha 3akMiYeHUs APYrMx YMNOIHOMOYEHHbIX fuvu. B Takux cnydasx
YMONIHOMOYEHHOE MWL OOMKHO ObiTh 3apaHee yBepeHO B HaAEXHOCTU 3TUX 3aKiiYeHWn, MCXodsa W3 fIMYHOro
onbltTa WKW Ha OCHOBaHUW NoATBepPXAeHUdA, NoNyvyeHHOro oOT Apyrnx YNOJIHOMOYEHHbIX 5l BHYTPU
yCTaHOBJ'IeHHOVI CUCTEMbI Ka4YecCTBa.

9. (3.3) lNpw BbINONHEHMUN OTAENBHBIX CTaaMA NPON3BOACTBA B APYro CTpaHe aHanormyHblie TpeboBaHua K
COOTBETCTBMIO MPOM3BOACTBA M NPOBEAEHMIO KOHTPOMNS KayecTBa NpeabsBnaTCA U K y4aCTHUKY MPON3BOACTBA B
3TON CcTpaHe. B 3TOoM cnyyae npou3BOACTBO JIEKAPCTBEHHbIX CPEACTB TakkKe [AOIMKHO OCYLEeCTBNATHCS B
COOTBETCTBMM C TpeboBaHUAMU permcTpauMoHHoro gocke. [lpousBoauTenb AOMKEH MMETb JULEH3WIO Ha
OCYLLECTBIEHNE CBOEW OESATENbHOCTU B COOTBETCTBMM C 3aKOHOM CBOEW CTpaHbl M BbINOMHATL TpeboBaHUs
HacTosAwmx MpaBun vnu NpaBun Haanexallero NPoOM3BOACTBA NEKAPCTBEHHbIX CPeacTB, TPeboOBaHUA KOTOPbIX
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He HUXe, YeM TpeboBaHus HacToAwmx MpaBur.
IV. OBLUWME TPEBOBAHUA (4)

10. (4.1) PasnuyHble cTagum (3Tanbl) NPon3BOACTBa, BBO3a, KOHTPOS U XpaHeHUs O4HON N TOW Xe cepuu
roTOBOW NPOAYKLMKN Nepe ee BbiMyCKOM MOIYT OCYLLECTBMASTLCS Ha pa3HbiX NPOM3BOACTBEHHbIX Niowaakax. Bce
3TN NPOU3BOACTBEHHbIE MMOLWAAKM OOMKHbI ObiTb NMMLIEH3MPOBaHbLI U OOMKHbI OCYLLECTBNATL AEATENbHOCTb Nog
KOHTpONEM, Mo KparHen Mepe, OAHOro YrNoSIHOMOYEHHOrO nnua, NoATBEPXKAAOLLEro COOTBETCTBUE ITOM CeEpumn
YyCTaHOBMEHHbIM TpeboBaHMAM A0 ee Bbinycka. OgHako Haanexaiiee nNPOU3BOACTBO KOHKPETHOW cepumn
NpoayKunm He3aBUMCUMMO OT 4ucna 3aJelCTBOBaHHbIX MPOM3BOACTBEHHLIX MIOLAAO0K AOMKHO HaxXoauTbCHA nopg
OOLLMM HaA30pOM YMOSIHOMOYEHHOTO NLA, NOATBEPKAAIOLLEN0 COOTBETCTBME 3TON CEPUMN FOTOBOW MPOSYKLUMUU
YyCTaHOBMEHHbIM TpeboBaHMAM nepep BbiMyCKOM.

11. (4.2) PasnuuHble cepun npoaykumMm MOryT Mpou3BOAUTLCA UMM MMMNOPTMPOBATLCA U BbIMyCKaTbCs B
pasHbiX CTpaHax, UMeloLmMx cornaweHve c¢ Poccunckon defepaumen 0 B3aUMHOM MNPU3HAHUM  YCNOBUIA
npoussBoacTea 1 peanusauuu. MNMpu aToM NMUO, HAa MMS KOTOPOrO Bbi4aHO PerMcTpauMoHHOE YAOCTOBEPEHUE, a
Takke Kaxaas Mpou3BOACTBEHHAs NoLwagka, UMeLas npaBo Ha BbiNYCK CepyM NMPOAYKUUN, OOIDKHbI MMETb B
CBOEM PacCropsiKEHUN TOYHOE yKalaHWe agpeca MNnollagky, Ha KOTopon Obina BbiMylleHa KOHKpeTHasi cepusi
npoaykuum, n nHdopmaumo o6 ynoriHOMOYEHHOM NULe, OTBETCTBEHHOM 3a NOATBEPXKAEHWE COOTBETCTBUS €€
KayecTBa yCTaHOBMNEHHbIM TpeboBaHMAM.

12. (4.3) YNormHOMO4YeHHOEe nNuUO, MOATBEPXOAloLlee COOTBETCTBME CEPUMM TOTOBOW MPOAYKLMK
YCTaHOBMEHHbIM TpeboBaHMAM nepeq Bblgadeln paspeLlleHnst Ha BbIMyCK, MOXET OCHOBbIBaTb CBOE pelleHue Ha
NINYHOM 3HAHWM BCEX MCMONb3yeMbIX B MPOM3BOACTBE MOMELLEHUA M MPOLIECCOB, OMbiTa y4acTBOBAaBLUErO B
NpovM3BOACTBE MNepcoHana W nNPUMEHAEMON CUCTEMbl KayecTBa, B pamKax KOTOPOW OCyLLecTBNAeTcH
Npon3BoACTBO. YKazaHHOEe YNONMHOMOYEHHOE NMLIO MOXET Takke OnnMpaTbCs Ha 3akKntoyeHne co CTOPOHbI OAHOro
unn Gonee yNONMHOMOYEHHBIX WL, O COOTBETCTBUM MPOMEXYTOYHbIX CTaguM MPOU3BOACTBA YCTAHOBIIEHHBLIM
TpeboBaHUsM.

13. Takoe 3akntoyeHve, BblgaBaeMoe OPYrMMM YNOMHOMOYEHHBbIMU fMuamMu, OOMKHO ObiTb odopMIIeHo
OOKYMEHTanbHO W [OMMKHO YeTKO Oonpedenatb npeamer MNOATBEPXAEHUS cooTBeTcTBudA. [lopsgok
NoATBEPXXAEHUS A0omKeH ObiTb 0pOpMIeH AOKYMEHTaNbHO.

14. (4.4) Tllopagok NOATBEPXKAEHWs, YyKasaHHbIi B nyHkTe 13 HacToswero [lpunoxeHus, OOMMKeH
cobnogaTteCs BO BCEX Chnyyadx, Koraa yYrnonHOMOYEHHOE IMLO ONUpPaeTCd Ha 3akrfyeHue  Opyroro
YNOMHOMOYEHHOro Nuua. Takon JOKYMEHT AOMKEH COOTBETCTBOBATL NOMOXEHUAM, NPeayCMOTPEHHbIM NMYHKTaMM
237 - 255 Hactosawmx [NpaBun. YnNonHOMOYEHHOE nWUO, MNOATBEPXXAAlollee COOTBETCTBME CEpUM FOTOBOW
NPOAYKUUN YCTaHOBMEHHBIM TpeboBaHMAM, JOMKHO rapaHTUMpOBaTh BbIMOSTHEHWE MEPONPUSTUNA, ONpeaeneHHbIX
B yKasaHHOM pAokymeHTe. dPopmMa [AOKYMEHTa, B KOTOPOM M3MOXEH MOPSAOK MOATBEPXKAEHWS, AOSHKHA
COOTBETCTBOBaTb B3aMMOOTHOLLUEHUSIM CTOPOH. Hanpumep, Tako [AOKYMEHT MOXeT NpeAcTaBnsiTb cobon
CTaHOapTHY OonepauMoHHY0 npoueaypy NPou3BOAUTENS UMM OOrOBOP MEXAY pasfnuyHbIMU NPOM3BOAUTENAMU,
Jae ecriv OHU BXOOAT B OAHY M Ty Xe rpynny KoMnaHui.

15. (4.5) YKasaHHbI OOrOBOP Mexay NMpou3BOAUTENSIMU BKITlOYaeT B cebsi 00s13aTEeNbCTBO CO CTOPOHDI
nocTaBLiMKa HepacgacoBaHHOMO MMM MPOMEXYTOYHOIO NpoAykTa CTaBUTb B M3BECTHOCTb nonydarens(en)
npoaykunm 060 BCEX OTKMOHEHUAX, pesyrnbTaTax, BbIXOAALMX 3a paMku cneumdukaumin, HecoOTBETCTBUAX
TpeboBaHnaM HacTosAwmx [NpaBun, paccnefoBaHWsiX, MPETEH3UsIX WU OPYrUX COObITUSX, KOTOpble LOIMKHO
NpUHMMaTb BO BHUMaHWE YMONIHOMOYEHHOE fMLO, OTBETCTBEHHOE 3a MNOATBEPXOEHUE COOTBETCTBUS CEpum
rOTOBOW NPOAYKLMMN BCEM YCTaHOBMNEHHLIM TpeboBaHUSM.

16. (4.6) Ecnu onsa gokymeHTansHoro odopmMmreHns NoATBEPKAEHNS COOTBETCTBUS M Bblgadn paspeLleHmns
Ha BbINyCK Cepuy NPOAYKLMM UCMOMb3YIOT KOMMbIOTEPU3NPOBAHHYIO CUCTEMY, Heobxoaumo obpatutb ocoboe
BHMMaHWE Ha BbINONTHEHWE TpeboBaHUn, NpeaycMoTpeHHbIX MpunoxexHnem N 11 k HacToswwmm MNpasunam.

17. (4.7) Tpyn HanuuMu NOATBEPXKAEHUS COOTBETCTBMS CepuuM T[OTOBOW NPOAYKUMM, BblIOAHHOMO
YMOSTHOMOYEHHbIM NULOM, He TpebyeTca NOBTOpPEeHWs 3TOW mpouedypbl B CTpaHax, umerowmx ¢ Poccuiickon
depepaumen cornalleHne o B3aMMHOM NpU3HaHWM pe3ynbTaTtoB NogobHON npouenypsbl.
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18. (4.8) BHe 3aBMCMMOCTU OT KOHKPETHbLIX MEPOMPUATAN MO NOATBEPKAEHUIO COOTBETCTBUS U BbIMYCKY
cepui OO0/PKHa CyLlecTBOBaTb Mpouenypa ObICTPOro BhbISIBIEHWS M OT3blBa BCEM NPOAYKUUKM, KOTOpasi MOXeT
npeacTaBnAaATb ONACHOCTb AN noTpebutenen.

V. MPOBEOEHNE I/ICI'IbUAHI/IVI W BbIMYCK CEPUM NMPOOYKUNN,
NPOMN3BEOEHHOW B POCCUMCKOW ®EOEPALINA (5)

19. (5.1) B cny4ae ecnu NpousBoACTBO PACMONOXEHO Ha OOHOW FMLEH3MPOBaHHOW NMPOM3BOACTBEHHON
nrowagke:

Ecnun Bce cTaguv nNpov3BOACTBa M KOHTPOIS OCYLLECTBNAOTCA Ha OAQHON MPOW3BOACTBEHHON MoLaakKe,
BbIMOSTHEHNE OTAENbHbIX MPOBEPOK U KOHTPOSbHbIX Onepauuii MoxeT ObiTb nepedaHo ApyruMm  Nvuam.
YNONHOMOYEHHOe MU0 3TON NPOW3BOACTBEHHOWN MMOLLAAKW, NMOATBEepXAatollee COOTBETCTBME CEPUU FOTOBOM
NPOAYKLMKN, 0BLIMHO HECET NEePCOHanbHY0 OTBETCTBEHHOCTb 3a [JOCTOBEPHOCTbL Pe3yNbTaToB NPOBEPKN B paMKax
YCTAHOBMNEHHOW cucTeMbl kKadecTBa. OHAKO YNOMHOMOYEHHOE NULO MOXET MPUHMMAaTb BO BHUMaHWE Takxe
3aKM0YEeHU O COOTBETCTBUM YCTaHOBMEHHbIM TPeGOBaHWUAM MPOMEXYTOYHBLIX CTafuidi, BblOaHHble OPYrvMU
YNOSTHOMOYEHHBIMU NLAMM Ha 3TO Nrollaake, KoTopble HECYT OTBETCTBEHHOCTb 3a 3TW CTaauu.

20. (5.2) B cnyyae ecnu pasnuyHble cTagun Npov3BOACTBA BbIMOMHAOTCA Ha pasHbiX NPOU3BOACTBEHHbIX
nnowiagkax ogHOro NPon3BoAMTENS:

Ecnm  pasnuyHble cTagMu  MNpPoOM3BOACTBA CEPUM  MPOAYKUMM  OCYLLECTBISIOTCS Ha  pasHbiX
MPOV3BOACTBEHHbIX MMoLaakax B npeaenax oaHou opraHusaumm (HesaBMCUMO OT TOro, pacnpocTpaHAeTcs N Ha
HMX OOHA W Ta e NULIEH3Ns Ha MPOM3BOACTBO NEKAPCTBEHHbLIX CPEeACTB UMM HET), TO YNOMHOMOYEHHOe N1LO
JOIKHO OTBeYaTb 3a KaKaylo CTaamio NpousBoacTea. MNoaTeepxaeHne CoOTBETCTBUS Cepun roTOBOM NPoayKLMK
YCTAHOBMNEHHbLIM TPEOOBaHWUAM AOIMKHO BbIMOMHATLCS YNOMHOMOYEHHbLIM JIMLIOM NPou3BoaNUTENS, KOTopoe Ninbo
HeceT MepcoHarnbHyl0 OTBETCTBEHHOCTb 3a BCE CTaguvM NpoM3BOACTBA, NMOO MNpUHMMAaEeT BO BHMMaHUe
3aKII0YEHMS O MPeaLecTBYIOWMUX CTaausX, CAeNaHHble YNONTHOMOYEHHbIMU NMLAMKU, OTBETCTBEHHLIMM 3@ 3TU
cTaguu.

21. (5.3) B cny4ae ecnu HeKkoTOpble MPOMEXYTOYHbIE CTaaMuM MNPOU3BOACTBA OCYLLECTBNATCA MO
[OroBopy ApYyron opraHusaumnen:

OfHa unu 6onee NPOMEXYTOYHLIX CTaJuWii NPOVM3BOACTBA U KOHTPOMS KayecTBa MOryT BbIMOMHATLCA B
JApYroii opraHusaumm rno JOroBopYy B COOTBETCTBMU C MOMOXEHUAMM, NPesyCMOTPEHHbIMU NyHkTamu 237 - 255
HacToAwwmx [paBun. YNOrMHOMOYEHHOe fMLO 3akasyuMka MOoXeT TMPUHMMAaTh BO BHMMaHWE 3aKiyeHue
YMNOSTHOMOYEHHOTO JMUa WCMOMHWUTENS O COOTBETCTBYIOLLENW CTaguW, HO OHO HeceT OTBETCTBEHHOCTb 3a
obecrneyeHne Toro, Yto aTa paboTa BbIMOMHAETCH B COOTBETCTBMM C YCIOBMSIMM fAoroBopa. [loaTeepxaeHve
COOTBETCTBUSI CEpUW TOTOBOW MNPOAYKUMWU YCTAHOBMEHHbIM TpeGoBaHWSIM [OIKHO GblTb  BbIMNOSHEHO
YNONMHOMOYEHHBIM JMLIOM NPOV3BOAUTENS, OTBETCTBEHHOTIO 3a BbIMYCK CEPUM NPOAYKLIMN.

22. (5.4) B cny4yae ecnn u3 cepun HepacdacoBaHHOW MPOAYKUMM Ha pasHbiX MNPOU3BOLCTBEHHbIX
nrnowagkax Mpou3BOASATCA HECKONbKO CEepui TFOTOBOW MPOAYKUUW, KOTOPblE BbIMYCKAOTCA Ha PbIHOK Ha
OCHOBaHWNN OJHOr0 PErMCTPaLMOHHOIO YAOCTOBEPEHUS:

a) (5.4.1) YnonHomMoyeHHOE nUUO NPOU3BOAMTENS, WMEIOLLEro mUUEH3UI0 Ha NpoU3BOACTBO
NeKapCTBEHHbIX CpeacTB, BbIMyCKalLlee Cepulo  HepacgacoBaHHOW MNPOAYKUUW, MOXET noaTrBepXaatb
COOTBETCTBME BCEX CEPUI rOTOBOW NPOAYKLUUN Nepes nx BbiMyckoM. B aTom cnyyae ynonHomo4eHHoe nmuo nnbo
OepeT Ha cebs nepcoHanbHYy0 OTBETCTBEHHOCTb 3a BCe CTaavu NPOU3BOACTBA, MO0 NPUHMMAaET BO BHUMaHWE
3aKMioYeHnss B OTHOLWIEHUM cTagum acoBKM W (MNM) YNaKoBKW, BblAaHHbIE YMOSTHOMOYEHHbIMU UL AMMA
NNoLaaoK, OCYLLECTBASIOLWNX 3TN CTaanu;

0) (5.4.2) [JonyckaeTca Takke MOATBEPXOEHME COOTBETCTBUSI KakOoW Cepuu rOTOBOW MpoAyKUMM OO
MOMEHTa €€ BbIMycka YMNOMHOMOYEHHbIM JIMLOM MNPOU3BOAUTENS, KOTOPbIA BbIMOMHUM  3aKMIOYUTENBHYIO
onepauuto acoBku W (UnNu) ynakoBku. B aTomM cnyyae ynonHomouyeHHoe nuuo nmbo 6GepeT Ha cebsd
nepcoHanbHylo OTBETCTBEHHOCTb 3a BCE CTaauv NPOU3BOACTBA, MO0 NpMHUMMAaeT BO BHUMaHWE 3aKrioveHue o
KayecTBe cepuM, MorflydeHHOe OT YMOMHOMOYEHHOrO fMua C MecTa Bbilycka cepuu HepacdacoBaHHOW
npoayKuuu;
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B) (5.4.3) Bo Bcex cny4asix opraHusauum npon3BOACTBa rOTOBOM NPOAYKLMM B pasHbIX MECTax Ha pasHbIX
NPOM3BOACTBEHHbIX MMoLWaAkax B pamKax O4HOMo permMcTpaunoHHOro yAoCTOBEPEHUS AOMKHO ObITb onpegeneHo
OOHO NuUO (Kak MpaBuno, YMNONMHOMOYEHHOE NULO MNPOM3BOAUTENS Cepuu HepacdacoBaHHOW MPoAyKUMM),
KOTOPOE HeceT MOSHY OTBETCTBEHHOCTb 3a BbIMYCK BCEX CEpPU FOTOBOM MPOAYKLUUWM, MOMYYEHHbIX U3 OOHOM
cepun HepacdacoBaHHON NpoAyKUUU. TO NULIO AOIMKHO 3HAThb O MoObIX Npobnemax, CBSA3aHHbLIX C KA4EeCTBOM
nobon cepunm TFOTOBOM MPOAyKUMM, W  KOOPOWHWPOBATb OCYLLECTBMEHME BCEX HeobxoauMmbiXx Mep,
npeanpyHMMaeMbIX B CBSI3W C HanMyYnem npobrnemesl B OTHOLLEHMN cepun HepacdacoBaHHOW NPOAYKLMMN.

HecmoTps Ha To, YTO HOMepa cepuit HepacdacoBaHHOM U FOTOBOW MPOAYKUMM Heoba3aTenbHO AOSKHbI
coBnagaTtb, Heo6XxoaMMO AOKYMEHTaNbHO 0hOPMUTL CBA3b MeXAy HoMepamu 9TUX Cepuid, YToGbl MOXHO OblNo
obecneunTb NpocnexveaHue Npu ayamTe.

23. (5.5) B cny4yae ecnu u3 ogHowm cepum HepaccaCoBaHHON MPOAYKUMM B pas3HbIX MECTax Ha pasHbIX
NPOM3BOACTBEHHbIX Nrowaakax ¢acyTcsa 1 (MnnM) ynakoBbIBAlOTCS HECKOMbKO Cepuii roTOBOM MNPOAYKLUW,
KOTOpble BbIMYCKaOTCS HA OCHOBaHMMW pa3HbIX PErMCTPALMOHHbBIX YOOCTOBEPEHUI (YTO MMEET MECTO, Hanpumvep,
Korga TpaHCcHauMoHanbHas KOMMaHWs BNageeT HauMOHanbHbIMWM PEerMcTpauMoHHbIMKM YOOCTOBEPEHUAMU Ha
neKapCTBEHHbIV NMpenapaT B HECKOMNbKNX rocygapCcTBax Ui NpoM3BOAMTENb BOCNPOU3BEOEHHbIX JTEKAPCTBEHHbIX
npenapaToB npuobpeTaeT HepacdacoBaHHLIN NEKAPCTBEHHLIN nNpenapart, dacyeT u (Unu) ynakoBbIBaeT €ro, u
BbINYyCKaeT roTOBbIN NEKAapCTBEHHbIV Npenapar No CBoOeMy COOCTBEHHOMY PErMcTpaLMoOHHOMY YAOCTOBEPEHUIO):

a) (5.5.1) YnonHomo4eHHOe N1LO NPou3BOAUTENS FOTOBOW MPOAYKUMW, NOATBEpXKAalolWee COOTBETCTBME
Cepun TOTOBOW MPOAYKUMWM YCTaHOBIEHHbIM TpeboBaHMsIM, MOXeT NMbo B3ATb Ha cebs nepcoHarnbHY
OTBETCTBEHHOCTb 3a BCe CTaguvM MpPOM3BOACTBA, NMBO OCHOBLIBATLCA Ha 3aKMNOYEHWM, MNOMYYEeHHOM OT
YNOMHOMOYEHHOr0 NiLia NponssoanTens HepacdacoBaHHOW NPOAYKLIMU;

0) (5.5.2) Ilobass npobnema, cBsA3aHHasi C KAa4eCTBOM ft0OON Cepum roTOBOW MNPOAYKLMU, UCTOYHUKOM
KOTOPOM MoOrna sBUTbLCS UWCXOAHAas cepusi HepactacoBaHHOW MNpOAyKUMKM, [oIkHa ObiTb coobuieHa
YNOSTHOMOYEHHOMY MUy, OTBETCTBEHHOMY 3a MOATBEpXAeHMe KadecTBa 93TOW Cepun HepacgacoBaHHOM
npoaykuun. NMocne 3T0ro ykazaHHoe ynofIHOMOYEHHOE NULI0 AOSMKHO NPEANPUHSATL BCe HEOOX0aNMble AeNCTBUS
B OTHOLLIEHMN BCEX CEPUI FOTOBOW NPOAYKLMM, MPOU3BEAEHHBIX U3 AAaHHON cepumn HepacdacoBaHHOM NPOOYKLMN.
Mopsinok oercTBUIA B 3TOM Crnyyae [0MmKeH ObiTb YCTaHOBMNEH B COrMalleHnu.

24. (5.6) B cnyyae ecnu cepuio roToBOM NPOAYKUMK 3aKynaeT M peanuayeT Npou3BoauTeNb, MMEOLLMNA
JIMLUEeH3NI0 Ha nNpoun3BOACTBO JiEKapCTBEHHbIX CpeacCTB B COOTBETCTBUU C COOCTBEHHbIM perncTtpaumoHHbIM
YOOCTOBEPEHNEM (4YTO MMEET MEeCTO, HamnpuMmep, korga NpPou3BOAUTENb, MOCTABMSOLWUA BOCNPOM3BELAEHHbIN
neKkapcTBEHHbIN NpenapaT, SIBMSeTCs NMLOM, Ha UMsi KOTOPOro BblAaHO PermcTpaumoHHOE YAOCTOBEPEHME Ha
NeKapCTBEHHbIN Mnpenapart, Mpou3BOAMMbIA OPYrMM MNPOM3BOAMTENEM), M MEpPBbiA MPOU3BOAUTENb 3aKynaeT
rOTOBYH MPOAYKLMIO, COOTBETCTBME KOTOPOW eLLe He BblNo NOATBEPXKAEHO ee NPOM3BOANTENEM, U BbIMYCKAET ee
Ha OCHOBaHWM COOCTBEHHOM JIMUEeH3n Ha npoun3BoACTBO J1EeKapCTBEHHbIX CpeactB WU cobCcTBEHHOro
PErMcTPaLmMOHHOrO Y40CTOBEPEHNS:

YNONMHOMOYEHHOE NULO NPOW3BOAUTENS, 3aKynalooLlero NpoaykuMio U He UMeKLero AOKYMEHTarbHbIX
pe3ynbTaToB MOATBEPXKAEHUS €e COOTBETCTBUSA, AOIMKHO CaMO MOATBEPAUTb COOTBETCTBME YCTAHOBMEHHbBIM
TpeboBaHNAM 3TON CepuM FOTOBOW MpOAYKUUW nepen ee BbinyckoMm. [lpu 3TOM YNONHOMOYEHHOE NULO
3aKynarwLlero npousBoauTens MNpuUHMMaeT Ha cebs OTBETCTBEHHOCTb 3a BCe CTaaMu NPOU3BOACTBA WM
OCHOBbIBAETCSi  Ha  3aK/iOYeHMM O  KayecTBe  CepuyM  MpoOAyKUMM  YMONIHOMOYEHHOro  nuua
NpOM3BOAMTENS-NOCTaBLLMKA.

25. (5.7) B cny4ae ecnu nabopaTopus KOHTPONSA KayecTBa NekapCTBEHHbIX NpenapaTtoB 1 NPon3BoAnNTElb
ABNAOTCA pa3HbIMU OpraHn3aunamu:

YNONHOMOYEHHOE NULIO, NoATBepXAalllee COOTBETCTBUE CEpPMM FOTOBOW MPOAYKUUW YCTAHOBMEHHBIM
TpeboBaHNsIM, MOXET MNPUHATb Ha cebs OTBETCTBEHHOCTb 3a JlabopaTopHble WCMbITaHWUS, MPOBEAEHHbIE
nogobHon nabopaTopuen, uUnuM yunTbiBaTb MOATBEPXOEHME B OTHOLIEHMM WCMbITAHUR, BblAAHHOE OPYrMM
YNOMHOMOYEHHbIM NUUoM. [Mpy OTCYTCTBMM Takoro nNOATBEPXKAEHMS YNOMHOMOYEHHOE NUUO OOIMKHO 3HaTb
paboTy gaHHow nabopaTopuMn U METOOUKM, NPUMEHSIEMbIE B HEW AN NOLTBEPKAEHWUS COOTBETCTBUS KayecTBa
JaHHOW roTOBOW MPOAYKLMK.
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VI. OBA3SAHHOCTWM YNOJIHOMOYEHHOIO JINLA (6)

26. (6.1) MNepepn ocyliecTBNeHMEM NpoLeaypbl MOATBEPXKOEHNA COOTBETCTBUS CEPUN TOTOBOW MPOAYKLMM
0O MOMeHTa ee BbllyCcKa YyNoJyIHOMOYEeHHOE JTNMLIO OO0JTKHO y6e,D,I/ITbCF|, B YaCTHOCTW, B BbINOJIHEHNU crneayrLwmnx
TpeboBaHuii:

a) (a) cepusa roTOBOW npoaykumMm n npouecc ee nponssoactea COOTBETCTBYHOT MNMOJIOXKEHNAM HOPMAaTUBHbIX
[OOKYMEHTOB;

©) (b) cepust roToBONM MpoAyKUMM MPOU3BEAEHA B COOTBETCTBUMM C TpeboBaHMsMKU HacToswmx lMpasun, a
ONna cepun NpoAyKUMKW, MMMOPTMPYEMOW M3 OpPYrMX CTpaH - B COOTBETCTBMM C MpaBunaMu Hagnexallero
NMPOM3BOACTBA NEKAPCTBEHHbLIX CPeACTB, NO KpamHen mepe, TpeboBaHMA KOTOPbIX HE HUXE, YeM TpeboBaHus
HacToswwmx Npasun;

B) (C) OCHOBHbIE MpoueccCbl npon3eBoacTBa M MeTOoAbl KOHTPOJA BanunaumpoBaHbl, YYTEHbI d)aKTI/I‘-IeCKMe
ycnosusa nponsBoacTea n 40Cbe Ha Ceputo NpoayKUuUnu;

r) (d) nobble OTKNOHEHMS UIK 3anNSTaHUPOBAHHbIE N3MEHEHWST B TEXHOMOMMYECKOM MPOLIECCE UMK KOHTpoOse
kKayectBa Obinn yTBEPXAEHbI NUUAMK, UMEKWUMUM  HeobXOoAMMble  MNOSTHOMOYUSI, COOTBETCTBYIOLLUIA
YMONTHOMOYEHHbLIN  dhefepanbHbIi OpraH MCMOSMHUTENBHOM BNacTM OCBEAOMIIEH O fOObIX M3MEHeHMsIX,
TpebyoLLMX BHECEHUSI UBMEHEHUI B PETMCTPALMOHHOE A0ChEe UMK JIMUEH3MIO Ha NPOU3BOLCTBO JIEKAPCTBEHHbIX
CpeacTB, U MOMyYEHO paspeLleHre YMNOoNMHOMOYEHHOro deaepanbHOro opraHa WCMNOMHMTENbHOW BNactu Ha
BHECEHWE TaKUX U3MEHEHUN;

L) (e) npoBefeHbl Bce HeOGX0AUMbIE NMPOBEPKM U UCTIbITAHWS (B TOM YuCre OOMNOSTHUTENbHBIA 0TGOP Npo6,
WHCMEKTUPOBaHWE, NMPOBEPKW U UCMbITAHWS, BbI3BAHHbIE OTKIIOHEHUSIMI B TEXHOJIOMMYECKOM MPOLLECCE UNW BBUAY
MMaHOBbIX U3MEHEHWIA);

e) (f) pokymeHTauusa no NPon3BoACTBEHHOMY MPOLECCY U KOHTPOMO KayecTBa COCTaBlieHa U yTBepXaeHa
nepcoHanoMm, MMeLLMM HeobxoanMble NONTHOMOYNS;

X) (g) BCe ayauTbl NpoBeAeHbl B COOTBETCTBMM C TPEOOBAHNSIMUN CUCTEMbI OB6ECNeYeHUst KauecTBa;

3) (h) NMPUHATbI BO BHUMaHUE BCe d)aKTOpr, KOTOpble, N0 MHEHUIKO YMNMOJIHOMOYEHHOIo Jnua, ABNATCA
CylwleCTBEeHHbIMU ONA Ka4vecTBa OaHHoMN cepun npoayKumn.

27. YNONMHOMOYEHHOEe fnMUO MOXeT WMeTb [AOMOoNHWUTENbHble 0083aHHOCTM B COOTBETCTBUM C
3akoHogatensctBoM  Poccuiickon ®egepaumn  Mnu - JOMMKHOCTHBIMU - MHCTPYKUMAMK,  YTBEPXKOEHHLIMU
npoussoguTenem.

28. (6.2) YNonHomMo4eHHOe Nnuuo, NoaTBepXXaatoLee COOTBETCTBME NPOMEXYTOUYHOW CTagun Npomn3BoaCcTBa
B COOTBETCTBMM C NyHkTamu 12 - 13 Hactosiwero [punoxeHus, BbINONHAET 00513aHHOCTW, aHanornyHble
0083aHHOCTSAM, yKa3aHHbIM BbiLLe, MO OTHOLLEHWIO K 3TON cTaguu.

29. (6.3) YNOonHOMO4YEHHOE NULIO AOMKHO NOAAEPXKMBATb CBOK KBanvMduKaumio Ha COBPEMEHHOM YPOBHE B
CBETE [OOCTMKEHUN Hay4dHO-TEXHUYECKOro Mporpecca W y4unTbiBaTb W3MEHEHWs] B CUCTEME YMpaBlieHus
KayecTBOM, WMENLIME OTHOLWIEHME K MNPOAYKUMW, COOTBETCTBME KOTOPOW YCTAHOBMEHHLIM TpeboBaHWSAM
noaTBepXxaaeT YNoNMHOMOYEHHOE MnLLO.

30. (6.4) lNpn npuBReYEHUN YyNOMHOMOYEHHOIO NuLa K NOATBEPXKAEHNIO COOTBETCTBUSA CEPUU MPOAYKLUN,
KOTOPYK OH 3HaeT HedoCTaTO4yHO (Hampumep, NpU OCBOEHMM HOBOMO BMAa NPOOYKLUMW UIM NPWU Nepexode Ha
apyroe npegnpusatue), YMNofIHOMOYEHHOE §MUO LOMKHO MONYyYUTb COOTBETCTBYHOLUME 3HAHUS U OMbIT,
HeobxoauMble ANnst BbINOAHEHNS 3TUX 00s13aHHOCTEN.

31. B cooTBeTCTBUM C HOPMATUBHLIMU NPaBOBLIMKW akTaMu Poccunckon defepauum Ha ynonHOMOYEHHOE

MUo  MOXeT OblTb BO3noXeHa 0643aHHOCTb  YBEAOMISATb  YMOSIHOMOYEHHbIM  dbefeparbHblii  opraH
NCMNOMHUTENLHOW BMACTW O TaKOM U3MEHEHUM, YTO MOXET NoTpeGoBaTh NOBTOPHOWN aTTecTaLuu.

VIl. TEPMWHbI N ONPEQENEHUA (7)
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32. Ina uenen HacToswero MpunoxeHus KpoMe TEPMUHOB U onpefeneHni, NpeaycMoTpeHHbIX rnason
HacTosAwwmx [NpaBun, NCNOMb3yTCA TakkKe CrnefytoLime OCHOBHbIE MOHATUSA:

OLeHKa COoOoTBeTCTBuUA cepumn roTOBOWN npoaykummn - OOKyMeHTalribHoe oq)opmneHme COOTBETCTBUA Cepumn
roToBOW npoaykummn yCtaHoBJ1€HHbIM Tpe6OBaHMﬂM 00 ee BblNyCKa,

noareepxgeHme - noanmncaHHoe cBuMAaeTesnbCTBO TOro, 41O npouecc WM WUCNbiTaHNA BbINOJTHEHbI B
COOTBETCTBUMN C Tpe6OBaHI/IF|MI/I I'Ipanm opraHu3aumm npomsBoacTBa M KOHTPOJIA KadecCTBa J1€KapCTBEHHbIX
cpencrte un TpGGOBaHVIﬂMI/I, YCTaHOBJ1€HHbIMU NPU FOCy,EI,apCTBeHHOVI perncrtpaudumu, cornacosaHHoe B NUCbMEHHOWN
q)opme C YyNONMHOMOYE€HHbIM JTMLOM, OTBEYakLlnMM 3a OLUEeHKY COOTBETCTBUA Cepuin roToBOWN npoaykumMm 0o ee
BbIMNyCKa;

cepwvsi rOTOBOW NPOAYKLUMU - CEPUSI NPOAYKLMM B OKOHYATENbHOWM YrNakoBKe, roTOBast K BbIMyCKy;

cepusi HepacgacoBaHHOW NpPOAYKUMM - Ccepust MPOAYKUMM YCTaHOBMIEHHOro Mpu  perucrpauuu
neKkapcTBEHHOro npenapata pa3mepa, rotoBas K ¢hacoBke, OKOHYaTenbHOW ynakoBke, NMMOO Haxoaswasacs B
WHAMBMAOYaANbHbIX  YMakoBKax W rotoBas Ans  KOMMSIEKTOBaHWS  OKOHYaTesnbHbIX ynakoBok. Cepus
HepacdacoBaHHON MPOAYKUMM MOXET coaepxaTb, HamnpuMmep, >XUOKUA HepacdacoBaHHbIV NPOAYKT, TBepable
nekapcTBeHHble OpMbl (TabneTkM UNn Kancyrnbl) N1 HanomnHeHHbIe amnyrbl;

cornalleHne o B3avMHOM MPU3HAHWK - COrfalleHne O B3avMHOM MPU3HAHWMU MHCMEKUMIA CO CTpaHOW, B
KOTOpPOW Npon3BoasaTCs (M3 KOTOPOW NOCTaBSIOTCS) BBO3NMbIE JIEKapCTBEHHbIE CPeACTBa.

Mpunoxexnne N 17
K NMpaBvnam Hagnexawemn
NPON3BOACTBEHHOW NPAaKTUKM

BbIMYCK MO MAPAMETPAM
1. IPUHLMM (1)

1. (1.1) Bbinyck no napameTpam - 3TO CUCTEMa BbiNycka MPOAYKLUW, rapaHTUMpylowWas, 4YTo NpoayKums
obnagaet TpebyemblM KayecTBOM, HA OCHOBaHUW WHGOPMaLMK, NOMyYEHHOW BO BpPeMS MPOU3BOACTBEHHOIO
npouecca, a Takke Ha OCHOBaHWM COOTBETCTBMA oOnpedeneHHbIM TpeboBaHuaM Hactosawmx [pasun,
OTHOCHALLUMMCS K BbIMYCKY MO napameTpam.

2. (1.2) Bbinyck no napameTpaMm OOMKEH yOOBNETBOPSATb OCHOBHbIM TpeboBaHusM Hactoawmx lMpasun,
BKITHOYAs COOTBETCTBYHOLLME MMPUINOKEHMSA K HUM U U3TTOXKEHHbIE HUXKE TpeboBaHus.

II. BbIMYCK MO NMAPAMETPAM (2)

3. (2.1) MNpoBeneHne BceoOGBLEMIIOLLErO KOMMMEKCa MPOBEPOK M KOHTPOSMSA napameTpoB B npoLecce
Npon3BOACTBa MOXeT obecneuntb Bonee BbICOKYIO rapaHTUIO COOTBETCTBUS rOTOBOW MPOoayKUMK cneuudurkaumm,
4YeM UCMbITaHNS roTOBOW NPOAYKLMM.

4. (2.2) Bbinyck no napametpaMm MOXeT ObiTb paspelleH B OTHOLIEHMM HEKOTOPbIX crneunanbHbIX
napameTpoB B Ka4ecCTBe anbTepHaTUBbLl TPaAULNOHHOMY MCMbITaHWUIO FOTOBOW NpoAyKunn. PaspeluaTtb BbIMyckK Mo
napameTpaMm, OTKa3blBaTb B HEM WM aHHYNMpoBaTb pa3pelleHne Ha BbINyCK MO napamMmeTpamM OOJIKHbI
COBMECTHO [OSDKHOCTHblE nuvLa YNONHOMOYEHHbIX hedepanbHbIX OpPraHoB WCMNOMHUTENBHOM BRacTu, B
KOMMETEHLMIO KOTOPbIX BXOAUT OLIEHKa MPOSyKLMM MpU perncrpauum u npoBegeHne MHCNEKLMn no cobnogeHnto
HacTosAwmx MNpasun.

I1l. BbIMYCK MO MAPAMETPAM AN CTEPUIIBHOW MPOOYKLNM (3)

5. (3.1) NyHkTamun 5 - 21 HacToswero MNpunoXeHus ycTaHoBEHbI TpeboBaHUA K BbINyCKy MO NapameTpam
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roToBON MpoayKuuy 6e3 NpoBefAeHVs! UCTbITAHUS Ha CTEPUNBHOCTb. VCKMoYeHMe UCMbITaHUS Ha CTEPUNBHOCTb
ABNSETCA NPaBOMEPHbIM TOMNBbKO MPU HaNMYMK YCMEWHOro NOoATBEPXKAEHUS TOro, YTO 3apaHee yCTaHOBIEHHble
yCrnoBus Npu Banvaauum npouecca ctepunmusaumm obinm JOCTUMHYTHI.

6. (3.2) UcnbiTaHnsi Ha CTEPUIbHOCTb MO3BONSAT OOHAPYXUTbL TONbKO 3HAYMTESbHbIE HapyLUEHUS B
cucteme obecnevyeHust CTepunbHOCTMU.

7. (3.3) Bbinyck mo napameTpam [onyckaeTcs TOMbKO B TOM Cryyae, ecnv napameTpbl npouecca
cTepunusauum cepum NPOAyKUMU rapaHTUpYIOT, YTO BannaMpoBaHHbIA NPOLECC cTepunu3aumm obecneymnBaeT
CTEPUNBbHOCTb NPOAYKLUNN.

8. (3.4) Bbinyck no napameTpam [onyckaeTcs TONMbKO ANsl NEKApCTBEHHbIX MpenapaToB, noafiexalumx
(PUHAULLIHOW CTepunuaaunmn B NepPBUYHON YNaKOBKe.

9. (3.5) [Ons Bbinycka no napameTpam MOryT OblTb pacCMOTpPeHbl METOAbl CTepunusauum,
npegycmatpuBarllne B COOTBETCTBMM C TpeboBanvamu [ocygapcTBeHHow dhapmakonen Poccumnckon
depepaumm ncnonb3oBaHMe Napa, Cyxoro Xapa u MOHU3MPYIOLLLErO U3NyYeHus.

10. (3.6) Beinyck no napameTpam He NPUMEHSIETCA NPWY NPOM3BOACTBE COBEPLUEHHO HOBbIX NEKapCTBEHHbIX
npenapaTtoB, TaK KaKk YOOBNETBOPUTESNIbHbIE pe3yrnbTaTbl WCMbITAHUA Ha CTEPWUNbHOCTL B TeYeHue
OMnpefeneHHoro nepuoga BpeEMeEHM ABMAIOTCHA YaCTbi0 KpUTEPMEB NPUEMIEMOCTU. B oTaenbHbIX cryvasx gaHHble
UCMbITAHWS Ha CTEPUITbHOCTb, YK€ MMeLWmnecs Ans Apyrux npenapaTtoB, MOXHO CYMTaTb OOCTATOMHbIMW AMS
HOBOro npenapaTa, B KOTOPbI BHECEHO TOSMIbKO HE3HAYUTENbHOE M3MEHEHME C TOYKM 3peHus obecneyeHus
CTEPUNbHOCTH.

11. (3.7) Heob6xooumo NpoBOAWTb aHanm3 PUCKOB CUCTEMbI 0OecnevYeHnss CTEPUNIbHOCTU, HanpaBieHHbIN
Ha OLEHKY pucKa BblMyCka HECTEPUITBHOW NPOAYKLUMK.

12. (3.8) [pegblgywmii onbliT paboTbl MNPOU3BOAMTENS  NIEKAPCTBEHHbLIX MpenapaToB  JOMKEeH
CBMAETeNbCTBOBATb O COOTBETCTBUM €ro Npon3BoACcTBa TpeboBaHMAM HacToAwmx MNpasun.

13. (3.9) [llpu oueHke COOTBETCTBMSA MpoOu3BOACTBA TpeboBaHMAM HacToAwmx [lpaBun  OOMKHbI
YUUTBIBATLCS BbISIBNEHHbIE CIlydan HapyLUEHUS CTEpPUITbHOCTU MPOAYKLUK, a Takke pesyrbTaTbl UCTbITaHWIA Ha
CTEPWUINBbHOCTL  [AHHOIO JIeKapCTBEHHOrO Mpenapata C TOYKM 3peHWst  JIeKapCTBEHHbIX NpenapaTtos,
CTEPUNUN3YEMbIX TAKUM XKE UMK aHanorM4YHbIM CNocoGoM.

14. (3.10) YuyacTok npou3BOACTBa W CTepunusaumn [ormkeH ObiTb obecneveH KBanMUUUPOBAHHLIM
WHXEHEPOM, NMEIOLLMM OnbIT paboTbl N0 ob6ecnevyeHnto CTePUNbLHOCTU, U KBannuLMpoBaHHbLIM MUKPOBMOOroMm.

15. (3.11) PaspaboTka 1 nepBuyHas Banugauus npoaykra AOMKHbl obecneymBatb, YTO Npu cobnogeHun
BCEX COOTBETCTBYIOLLMX YCIOBUIN ByaAeT BbiMyckaTbCa NPOAYKUMSA OAMHAKOBOro KavyecTBa.

16. (3.12) Cuctema KOHTpPONs W3MEHEHWN [OoSbkHa npedycMaTtpuBaTb MX aHanuM3 nepcoHanom,
obecneynBaloLUM CTEPUITbHOCTb.

17. (3.13) HeobxoamMmo opraHu3oBaTb CUCTEMY KOHTPOMS MUKPOOHOW KOHTaMuMHauuym fnekapCTBEHHOro
npenapaTa nepea crepunusaumen.

18. (3.14) [domkHa ObITb MCKIHOYEHA BO3MOXHOCTb MepenyTbiBaHUSA MNPOAYKUUW, MNpOLIedlen u He
npoweglwen crepunm3aumnio, 4To obecneyvBaeTcs nyTem U3NYECKOTO pasdeneHvus npogykumn unm
NCMNOMb30BaHWEM 3MEKTPOHHbBIX CUCTEM, NPOLUeALnX Banugauutio.

19. (3.15) 3anuMcu no crTepunu3aumm HeobOXOOUMO MPOBEPATb Ha COOTBETCTBME TpeboBaHUSAM
cneundurKaumMm C NpuBIIEYEHNEM HE MEHee ABYX HE3aBUCUMbIX CUCTEM KOHTPOMs. TakoW KOHTPOMb MOXET
NPOBOANTLCHA ABYMS COTPYAHMKAMW UM COTPYOHMKOM Y KOMMBIOTEPHOW CUCTEMOW, NMpOLUeALLIEen Banvaauuio.

20. (3.16) [lepen BbIMYCKOM KaOoW cepum NPOAYKUMM Heobxoaumo [OMNOMHUTENBbHO MNOATBEPAUTb
cnepywoulee:

BCE MJ1aHOBbIE paﬁOTbI no TeXHU4YeCKomy OﬁCJ'Iy)KVIBaHI/II-O n TeKyume npoBepKn uUCnosib3yemoro
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cTepunmn3aTtopa BbIMOJIHEHbI;

BCE€ PEeMOHTHbIE pa60T|=| N N3MEeHeHnA cornacoBaHbl C UHXEeHEpPOM U MMKpO6I/IOJ'IOFOM, KOTOpble HEeCyT
OTBETCTBEHHOCTb 3a npoLuecc ctepunn3aunu;

ncnonb3yemble NpMbopbl NPOLLNN KanubpoBKy (NOBEPKY);
CPOK OeVicTBMA Banvaauum ctepunusaropa Ans AaHHOW 3arpy3kyM He UCTEK.

21. (3.17) Ecnu BblgaHo paspelleHue Ha BbiNyCK Cepuy NPOoAyKUMM MO napameTpam, TO peLleHust O
BbIMyCKE WM OTKIMOHEHUU Ccepuu NPOAYKUMM OOSKHbI ObiTb OCHOBaHbl Ha TpeboBaHMAX YTBEpPXKAEHHbIX
WHCTPYKLUUIA B 4acTW BbiMycka Mo napameTpam. [Npu HEBbINOMHEHWM 3TUX TpeboBaHWI BbIMYCK MPOAYKLUM MO
napameTpaM He JOMycKaeTcs AaxKe Npuv YCNOBMU YCMELHOro NPOBEAEHNS UCMbITAHWUSA HAa CTEPUNbHOCTb.

IV. TEPMUHbI 1 OMNMPEOENEHUA
22. Ins uenen HacTosLwero NpunoxeHna NCNonb3yTCS CneayoLmne OCHOBHbIE MOHATUSA:

BbIMYCK MO NapamMeTpaM - CMCTeMa BbiMycka MpoayKUuuW, KoTopasi AaeT rapaHTU TOro, YTO MPOoAyKUMst
nveeT TpebyemMoe KayecTBO, Ha OCHOBe WHGOpPMaLMK, MOSyYEHHOW B Xode MpOoM3BOACTBEHHOINO npouecca U B
COOTBETCTBUW C KOHKPETHbIMW MpasBunamy opraHusauuy npousBOACTBA M KOHTPOMNS KavyecTBa NeKapCTBEeHHbIX
CPeAcTB, CBA3aHHbLIMM C BbIMYCKOM MO NapameTpam;

cuctema obecrneyeHnss CTEPUNbHOCTM - KOMMIEKC Mep Mo obecrneyvyeHuto CTepunbHOCTU npoaykuun. Ons
NeKapCTBEHHbIX MPenapaToB, NOAMEXalmnx (MUHWULLIHOW CTepunmusaummn, 3TOT KOMMIEKC Mep BKIoyaeT B cebs
criegytoulee:

a) (a) pa3paboTky fekapCTBEHHOrO Npenapara;

©) (b) 3HaHME M, NO BO3MOXHOCTU, KOHTPOMb MUKPOBMOMOrMYECKUX XapakTepUCTUK MCXOOHOrO Cbipbs U
TEXHOIMOrMYECKNX BCNIOMOraTerbHbIX CPeACTB (Hanpumep, ra3oB 1 CMa3oyHbIX MaTepuarnos);

B) (C) NpoBefeHMe KOHTPONS KOHTaMUHALUMKU B XOA4E TEXHONOrMYeckoro npoiecca Ans npefoTBpalleHust
nonagaHns MMKPOOPraHW3MOB B MPOAYKLUMIO U MX Pa3MHOXEHMWsl, YTO OObIYHO AOCTUraeTcs NyTem OYUCTKU U
CaHuUTapHoOW 06paboTkM MOBEPXHOCTEW, KOHTAKTUPYIOLLMX C NPOAYKUMEN, NpeaynpexaeHust KoHTamuHaumm u3
BO3Jyxa NOCPEeACTBOM NPOBeAeHNs paboT B YUCTbIX MOMELLEHNSX, NPOBEAEHMEM TEXHOIOrMYECKOro npotecca ¢
OrpaHMYEHNsIMU BO BPEMEHU U1, B COOTBETCTBYIOLLMX ClyYasx, UCNONb30BaHWEM cTaaui cunbTpaumu;

r) (d) npepoTBpalweHMe nepenyTbiBaHWS  MPOW3BOACTBEHHbLIX MOTOKOB  CTEPUNIN3OBaHHOW U
HecTepunnM3oBaHHOW NPOAYKLMY;

4) () NoCTOsSIHHOE AOCTUXKEHWNE KadecTBa NPOaYKLUW;
e) (f) npouecc cTrepunusauuu;

X) (g) cuctemy kavecTBa B LiENIOM, B TOM YuUCIe cucTeMy obecneveHnst CTepUibHOCTU, @ UMEHHO: KOHTPOIb
n3MeHeHu, obyyeHne nepcoHana, HanuuMe YTBEPXKOAEHHbIX MPOU3BOAUTENEM WHCTPYKUWUA, KOHTPOMb Mpu
BbIMyCKe NpoAyKuuK, ninaHoBoe TeXHUYeckoe obcnyxuBaHue, aHanua cboes B paboTe, NnpeaoTepalleHmne ownbok
no BMHE nepcoHana, Banugauuto, KanmbpoBskKy (MOBEPKY).

Mpunoxexne N 18 (19)
k MNpaBunam Hagnexawuen
NPON3BOACTBEHHOWN NPAKTUKN

KOHTPOIbHBLIE N APXMBHbBIE OBPAS3LbI
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I. OBNACTb NMPUMEHEHWA (1)

1. (1.1) Hacrtoswee [MpunoxeHne yctaHaBnuBaet TpeboBaHus K OTOOPY M XPaHEHWIO KOHTPOSbHbIX
06pasLoB NCXOOHOrO Chipbsl, YNAKOBOYHbLIX MaTepmnanos UNn rotoBoW NpoayKkuMmM U apxmBHbIX 0BpasLOoB roToBOW
NPOAYKUUN.

2. (1.2) CneuuanbHble TpeboBaHMS B OTHOLLUEHMU FEKAPCTBEHHLIX MpenaparToB, NpegHa3Ha4YeHHbIX OIS
KNUHUYECKUX ncenenosaHui, ycraHosrneHs! MNpunoxeHnem N 13 k HacTosawmmM NMpasunam.

3. (1.3) Hactoswee [lpunoxeHne Takke pacnpocTpaHAeTcss Ha paboTy C apxvMBHbIMM OOpasuamu
NeKapCTBEHHbIX CPeAcTB, peannsyembiX (MMMOPTUPYEMbIX) HECKONMBbKMMW OpraHvM3auusiMM OMNTOBOW TOProBMU
nekapCTBEHHbIMWU CPEACTBaMM.

1. IPUHLMAM (2)

4. (2.1) Obpasupbl XpaHAT ANs AOCTMKEHNUS ABYX Lenei: Bo-NepBbIX, YTOObI o6ecneuntb Hannyne obpasua
ONs aHanUTUYeCKUX UCcreaoBaHUK, BO-BTOPbIX, YTOObI obecneunTb Hanununme obpasua MOJSTHOCTbI0 FOTOBOM
npoaykuun. C y4eTom AaHHbIX uenen obpasubl MOryT ObiTb NOAENEHbLI HA ABE KaTEropuu:

KOHTPOSbHbIN 0bGpaseL - obpasel, 0TobpaHHbI U3 Cepun UCXOAHOTO Cbipbsi, yNaKOBOYHOIO MaTepuana unm
roTOBOI NPOAYKUUW, KOTOPLIA XpaHUTCS ONS NPOBEAeHUsl aHanM3a B TeYeHWe Cpoka roAHOCTM Cepuv B criyyae
BO3HWKHOBEHMS1 Takol HeobxoaumocTW. Heobxogumo coxpaHsTb o6pasubl, OTOOpaHHble Ha KPUTUYECKMX
MPOMEXYTOYHBbIX CTaguax (Hanpumep, MOCMe KOTOpbIX MpeaycMaTpvBaloTCs MPOBEeAEHUe aHanMTUYeCKMX
nccnedoBaHWn W Bbldava paspelleHuidi Ha BbINyck), M o06pasubl MPOMEXYTOYHBLIX MPOAYKTOB, KOTOPble
MocTaBnsATCA 3a NPeAerbl 30Hbl KOHTPONS NPOU3BOAUTENS, ECMW CTabUNbHOCTL 06Pa3LIOB 3TO AOMYCKaET;

apxvBHbIn obpasel - obpasel B OKOHYaTENlbHOM ynakoBKe, OTOGpaHHbIA U3 Cepun FOTOBOW MPOAYKLMU,
KOTOPbIA XPaHAT B LeNsX NOATBEPXKAEHMS MOEHTUYHOCTU. Hanpumep, B Te4yeHMe cpoka XpaHeHWst cepum MoryT
notpeboBaTbcsl OCMOTP oOOpasua WM YNakoBKM, MapKUPOBKM, WHCTPYKUMM MO MPUMEHEHUIO, MOSyYyeHue
MHOpMaLIMM O HOMEpPEe CepuM U Cpoke FOAHOCTM. B MUCKMIOUUTENBHBIX CryYasix ykasaHHoe TpebGoBaHue MoXeT
6bITb cobntogeHo 6e3 xpaHeHust oybnukaTos 06pasLoB, B YaCTHOCTU, ecniu HebonbLUWE CepUM YNaKoBbLIBAOT At
pa3HbIX PbIHKOB UMW NPU NPON3BOACTBE OYEHb AOPOrUX NeKapCTBEHHbIX NpenapaTos.

5. Bo MHOMMx crny4vasix KOHTPOSbHbIE Y apXMBHble 06pasLbl rOTOBOW MPOAYKLUMN UOEHTUYHbI U SBMSIHOTCS
eavHULaMM NPoaYKUMU B OKOHYATENBHON yNnakoBKe. B Takux criydasx KOHTPOSbHbIE U apXMBHble 06pasubl MOryT
paccMaTpMBaTbCs Kak B3anMo3aMeHsAeMbIe.

6. (2.2) Y npousBoguTens, MMnopTepa unv Ha NpeanpusaTun, rae BblAaeTcsl paspelleHne Ha BbiMyCK Cepum
(kak ykasaHo B nyHkTax 20 - 25 HacTodwero NpunoxeHuns), AOMKHbI XPAHUTLCS KOHTPOSbHbIE U (UMW) apXMBHbIE
obpasubl Kaxgon cepuy roToBOW MPOJYKUWMW, a Yy MPOU3BOAUTENS - KOHTPOSbHble 00pasubl Kaxaon cepumn
WUCXOAHOro Cbipbs (MCKNOYEHUS YyKkasdaHbl B nyHkTe 10 Hactoswero lNpunoxeHus) u (MnvM) NPOMEXYTOYHOM
npoaykumn. Ha kaxagon nNpousBOACTBEHHOW MMoLlazke, OCYLLUECTBASIOWEN YNakoBKY, OOIKHbI XpPaHUTbCH
KOHTPOmbHble 00pasubl KaXaoW Cepuy MNEPBUYHBIX YMAKOBOYHbIX MaTepuanoB M NeyaTHbIX MaTepuasnos.
Honyckaetcs BknoyaTbe neyaTHble maTtepuanbl B COCTaB KOHTPOMbHbBIX M (MNN) apXMBHbIX 0OpasLOB FOTOBOM

NpoAyKUMU.

7. (2.3) KoHTponbHble n (unun) apxvBHble 06pa3ubl XapakTepusyloT CEepuio FOTOBOW MNPOAYKUUN UMK
NCXOOHBIX Cbipbsi U MaTepuanoB, SABMSIOTCS MPUIOXKEHUMEM K [OCbe Ha Cepuio U MOryT ObiTb OLEHEHbI, B
YacTHOCTW, B CrnydYae npeabsBAeHUs MpPeTeH3Un K KadecTBy FEeKapCTBEHHOrO mnpenapaTa, MpOBEPKU
COOTBETCTBMS TpebOoBaHUSAM, YCTaHOBMEHHbIM NPW rOCYAapCTBEHHOW perncrpauun, npoBepKM MapKUpOBKU WU
YMakoBK/ U Npu NpoBepKe YNOSTHOMOYEHHbIM peepanbHbIM OpraHoM UCNOMNHUTENBHOWN BRacTu (MHCNEKUnen).

8. (2.4) Heobxogmmo BecTu 3anucu gns obecnevyeHuns NpocnexnBaemMocTM obpasuoB. 3anvMcu OOMKHbI
ObITb AOCTYMHbI YNOMHOMOYEHHbLIM heaeparnbHbIM opraHaM UCMNONMHUTENbHOW BMacTu.

. ANIMTENTbHOCTb XPAHEHWA (3)

9. (3.1) KoHTponbHble 1 apxuBHble 006pas3Lbl kKaXaom cepun roToBoM NPOAYKLUUN HEOBXOOANMO XpaHUTb, MO
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KpalHel Mepe, B TeYeHMEe Cpoka FOAHOCTU CepuMuM U OZHOro rofa Mocfne MWCTEYEHUss Cpoka TOoOHOCTM.
KoHTponbHbI 0Opa3seL AomKkeH ObiTb ynakoBaH B €ro NepBUYHYIO YakoBKy. B cnydae ecnv nepBuyHasi ynakoBka
ABNSAETCA OYeHb OOMbLUION, KOHTPOSbHbBIM 0bpa3sel MOXeT OblTb ynakoBaH B YMakoBKY, COCTOSILLYIO U3 TOrO e
MaTepuana, 4To U NepBUYHas yrnakoBKa, B KOTOPOWM BbiMyCKaeTCs NekapcTBEHHbIN npenapart. CooTBeTCTBYOWME
yKasaHus B OTHOLUEHUWN UMMOPTUPYEMbIX NIEKAPCTBEHHbIX NPenapaToB A1 BETEPUHAPHOIO NMPUMEHEHMUS KpoMe
NMMYHOBMONOMMYECKNX NEKAaPCTBEHHBLIX NPenapaToB NPMBOAATCA B NyHKTax 5 - 6 Mpunoxenusa N 4 kK HacTosALWMM
MNpasunam.

10. (3.2) OBpasubl UCXOOQHOTrO Cbipbs (KPOME pacTBOPWUTENEN, rasoB MW BOAbI, NpedHasHa4YeHHbIX A5s
TEXHOMOrMYECKNX Lienen) OOIMKHbI XpaHUTLCA B TEYEHWe He MeHee [BYX IeT Mocne BbiMycka feKkapCTBEHHOro
npenapata, ecnu 6Oonee pnuTenbHbIA MNepuog He NpegycMOTpeH COOTBETCTBYIOLWMMU  HOPMATUBHBIMM
npaeBoBbiMn akTamm Poccuiickon Pepepauun. YKasaHHbI nepuod  MOXeT OblTb COKpalleH, ecnv B
cneundurkaumMm ykasaH Gonee KOPOTKUM nepuop CTabUIbHOCTM Chipbsi. YNAKOBOYHbIE MaTepuarbl OOIDKHbI
XPaHUTLCS B TEYEHME CPOKa rOAHOCTU COOTBETCTBYHOLLErOo rOTOBOIO NPOAYKTA.

IV. KOIMYECTBO KOHTPOJIbHbIX N APXNBHbLIX OBEPA3LIOB (4)

11. (4.1) KonnyecTBO KOHTPOMbHBLIX 06pa3LoB AOMKHO ObITb JOCTATOYHbLIM 41151 NPOBEAEHUSA HE MEHEE YEM
OBYKPATHOIO MOJSIHOrO aHanMTUYeCKOro KOHTPOMs Ccepuy MNpPOAYKUUMM B COOTBETCTBUM C TpeboBaHWMsIMM,
YCTaHOBMEHHbIMM MPU rOCy4apPCTBEHHONW pernctpaumun. MNpn HeobXoanMOCTM Ans Kaxgoro Buga aHanumTU4eckoro
KOHTPOMS OOSMKHbI UCNONb30BaTbCA HEBCKPbLITbIE YNAKOBKU. JTloOble UCKIHOYEHMS U3 3TOro TpeboBaHUA OOIMKHbI
ObITb 0BOCHOBaHbI M COrnacoBaHbl C YNOSTHOMOYEHHbBIM doeaeparnibHbIM OPraHoOM UCNONHUTENBHOW BNACTHU.

12. (4.2) Ecnv HopmaTMBHbLIMKU MpaBoBbIMK akTamu Poccuickon denepauum yctaHoBNeHbl TpeboBaHNs B
OTHOLUEHMN KONMWYEeCTBa KOHTPOSIbHbIX 0O0pas3uoB M apxuBHbiXx 00pas3uoB, Takume TpeboBaHMSA OOIMKHbI
cobntoaaTbes.

13. (4.3) KoHTponbHble 06pasubl OOMMKHbI OblTb NPeACcTaBUTENbHLIMW A1 CEPUU UCXOQHOrO ChipbS,
NMPOMEXYTOYHOW WM TOTOBOW MPOOYKUWMW, U3 KOTOPOW OHWM OTOOpaHbl. [And KOHTpons Havmbonee KpUTUYECKMX
3TanoB npouecca (B YaCTHOCTW, Havana Unu KoHua npouecca) MoryT oToMpaTbCsa LOMONHUTESNbHbLIE 00pasLbl.
Ecnun npouecc ynakoBku cepun BedeTcsi B XoAe OBYX M Goree oTAenbHbIX onepauuid no ynakoBke, TO nocne
KaXx4omn u3 aTux onepaumin Heobxoammo oTbrnpaTb He MeHee OgHOro apxmBHoro obpasua. Jliobble ncknoyeHns ns
aToro TpeboBaHWA [OMKHblI ObiTb OOOCHOBaHbI M COrMfacoBaHbl C COOTBETCTBYHLUMM  YMNOSTHOMOYEHHbIM
dheneparnbHbIM OPraHoM UCMOSNTHUTENLHOM BNACTU.

14. (4.4) Heobxogumo obecneuymnTb, 4YTOObI B T€YEHME OAHOro roda Mnocre UCTEYEHUs cpoka rogHOCTM
nocregHen npov3BeOEeHHOW CcepuM MMENUCb B Hanuumm unu OGbinn nNerko [OCTynHbl BCe Heobxoaumble
aHanuTM4yeckne MaTepuanbl M 00OpyLoBaHME C LEenbl NPOBEAEHUS BCEX NPUBEOEHHbLIX B crneumdukaumm
MCMbITaHUNA.

V. YCNOBUA XPAHEHNA (5)

15. (5.1) XpaHeHue KOHTPOMnbHbIX 06pasLOB FOTOBOW MNPOAYKUMW U hapMaueBTUYecKMX cybcTaHumn
OOIDKHO OCYLLECTBNATLCS B COOTBETCTBUM C TpeboBaHWAMM HOPMAaTMBHbLIX MNPaBOBbIX akToB Poccuiickon
degepauum.

16. (5.2) YcnoBus XxpaHeHUs [OMKHbl COOTBETCTBOBaTb TpebOBaHUAM, YCTAHOBMEHHbIM  MpU
rocygapCTBEHHON  perncrtpauum NekapcTBEHHOro cpeactsa  (Hampumep, XpaHeHne Mpu  NOHWKEHHOM
Temneparype, ecnv Tpebyetcs).

VI. COrMALLEHWS (6)

17. (6.1) Ecnu nuuo, Ha ¥Ms KOTOPOro BbiAAHO PErvcTpaLMoOHHOE YOOCTOBEPEHME, HEe SBMSIeTCS
OOHOBPEMEHHO OPUANYECKUM NNLIOM, OTBETCTBEHHBIM 3a BbIMYCK cepun npoaykuumn B Poccuinckon ®egepauun,
006513aHHOCTb MO OTOOPY M XpaHEHWUIO KOHTPOIbHbIX WM apxvMBHbIX 00pa3uoB gormkHa ObiTb onpegeneHa B
cornalieHnmM Mexagy CTOpoHamMmu B COOTBETCTBMM C nyHKTamu 237 - 255 HacTosawmx Mpasun. 3To Takke kacaeTcs
criyyaes, Korga Kakas-nmbo AeaTenbHOCTb MO NPOM3BOACTBY MK BbIMYCKYy Cepyn NpoayKUMU NpoBOAUTCS Ha TON
NMPON3BOACTBEHHOWN MMOLLAAKe, KOTopas He NPUHAANEXUT NPOU3BOAMTENI0, OTBEYAIOLLLEMY 3a CEPUIO NMPOOYKLMN,
obpawatoutytocs B Poccunckon ®egepauun. MNopagok otbopa n xpaHeHUS KOHTPOSMbHbIX U apXMBHbIX 06pasLOoB
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ONs KaXOoW nNpou3BOACTBEHHOM MNMOLIafdKW, BOBIMEYEHHOW B MNPOM3BOACTBO, OOMKeH ObiTb onpedeneH B
cornalleHnn mexay NpousBoanTeNsaMn, KOTOPbIM 3TU NPOU3BOACTBEHHbIE NIOLWAAKM NPUHaAnexar.

18. (6.2) YNonHOMOYeHHOEe nUUO, KOTOpOoe BblOaeT paspelleHne Ha BbIMYyCK Cepun feKkapCTBEHHOro
npenapaTa, LOMMKHO 0becneynTb AOCTYMHOCTb BCEX COOTBETCTBYHLUMX KOHTPOIbHbIX M apXMBHbLIX 06pasuoB B
Te4YeHne npuemnemoro BpemeHu. [lpu HeobxoamMmocTu Bce TpebGoBaHUSA B OTHOLUEHUM Takoro AocTyna
yCTaHaBMNMBaKTCS B COrMaLLlEHUN.

19. (6.3) B cnydae ecnu B MpoM3BOACTBE [OTOBOM NPOAYKUMM 3a0eWCTBOBaHbl  HECKONbKO
NPOU3BOACTBEHHbIX NMOLWAA0K, NpuUHagnexawmx pasHbiM MNPOU3BOAUTENSAM, HanNWuue CornaweHun mexay
yKa3aHHbIMW MPOM3BOAUTENSAMMU ABMSETCA KMOYeBbIM yCrnoBuMem cobniogeHus TpeboBaHui no oTbopy U MecTy
XpaHeHWNs1 KOHTPOSbHBIX Y apXMBHbIX 0OPasLoB.

VIl. KOHTPOJIbHbIE OBPA3Lbl. OBLLUME MONOXEHWUA (7)

20. (7.1) KoHTponbHble obpasubl NpegHasHaveHbl AN NPOBEAEHUS aHanm3a U OIMKHbl OblTb nerko
OOCTYMHbl Ans nabopatopun, MMEKLLEN BanMaMpoBaHHble METOAMKU MPOBeAeHWsl Takoro aHanusa. Obpasubl
NCXOOHOIO Chipbsi, MCNOMNb3YyEMOro B MPOU3BOACTBE flekapCTBEHHbIX npenapatoB B Poccuickon depepaumm, um
o6pasubl rOTOBOW MNPOAYKUMW [OOJDKHbI XPaHUTbCS Ha TOW MNPOM3BOACTBEHHOW Mowagke, Ha KOTOPOW
OCYLLIECTBMSIETCA NPON3BOACTBO rOTOBbIX JIEKAPCTBEHHbIX NPENapaToB.

21. (7.2) TMopsigok obpaleHns € KOHTpPONbHbIMM oObpa3uamy roTOBbIX JFIEKAPCTBEHHbLIX CPeacTs,
NpOM3BOAMMbIX B ApPYIMX CTpaHax:

a) (7.2.1) B cnyyae ecnu mexgy Poccuinckon ®egepaument U COOTBETCTBYIOLWMM rOCyAapCTBOM 3aKIHO4EHO
cornalieHne O B3aMMHOM MPU3HAHUW, KOHTPONbHble OOpasubl MOryT OTOMpPaTbCA M XpPaHUTbCA Ha TOW
NPON3BOACTBEHHON NIOLWaaKke, Ha KOTOPOW OCYLLEeCTBNSETCH MpPOM3BOACTBO. OTO AOMKHO ObiTb OdhopmIieHo
cornaweHnem (B COOTBETCTBUM C nNyHkTamum 17 - 19 Hactoswero [lpunoxeHus) mexgy MMNopTepom B
Poccwuiickon degepaumm n nponssoguTeneM, HaxXoA4sLWNMCS 3a ee npeaenamu;

0) (7.2.2) B cnyvyae ecnu Poccunckas ®degepaumsi He UMEET C COOTBETCTBYHLUMM TOCYy4apCTBOM
cornalwieHnsi o B3avMHOM MpPU3HAHWMU, KOHTPOIbHble 0OpasLubl FOTOBOW MPOOYKUMM OOIDKHbI OTOMpaTbeca u
XPaHUTbLCA Ha MPOW3BOACTBEHHOW Nnolwlagke, pacnonoxeHHon B Poccuiickon ®Pepepauun. OT60p 06pasuorB
OOJDKEH BbIMOMHATLCA B COOTBETCTBMM C COrMalleHMEM (COrnalleHusiMn) Mexay BCeMM 3auMHTepecoBaHHbIMU
cTopoHamu. OBpasLbl pekOMeHAYeTCA XPaHUTbL TaMm, rae NPOBOAUIICS KOHTPOSb NPOAYKLUN NpU ee BBO3E;

B) (7.2.3) KOHTPOJIbHbIE 06pa3u,b| MCXOAHOro CbIipbdA U YNAakKOBOYHbLIX MaTepuranoB OOJKHbI XPaHUTLCA TaMm,
roe OHUM NCnosb3oBaJICb OJ1A NPON3BOACTBA NOTOBbIX JIEKAPCTBEHHbLIX NMpenapaToB.

VIll. APXMBHBIE OBPA3LIbl. OBLLNE NONOXEHWA (8)

22. (8.1) ApxuBHble 0Opa3sLbl JOSMKHBI NPEACTaBNSATb CEPUID FOTOBbLIX FIEKAPCTBEHHbIX NpenapaToB B TOM
BMAE, B KOTOPOM OHM peanusytotcs B Poccuiickon depepaumm n MOryT UCNonb30BaThCA ANsl KOHTPOMS C Lenbto
NMOATBEPXKAEHUS COOTBETCTBMSA TPeOOBaHUSIM, YCTaHOBMEHHBIM MPW FOCYLApPCTBEHHOW perncTpauun, U UHbIM
TpeboBaHMsIM, YCTaHOBIIEHHBbIM HOPMAaTUBHbLIMM MNpaBOBbIMKM akTamn Poccuickon Pepepaummn. ApXuBHbIE
o6pasubl pekOMeHAYEeTCA XpaHUTb Ha MNMoLadKke, Ha KOTOPOW HaxoaWUTCHA YMNOSIHOMOYEHHOE NMLO, BblaaBllee
paspeLleHne Ha BbIMyCK NPOaYKLMM.

23. (8.2) B cooTBeTCTBUM C NYHKTOM 22 HacTosiero [NpunoxeHnst B criydyae ecnu nMmeeTcs gencTBytollee
corfnaiieHne o B3anMHOM MPU3HAHWM U KOHTPOSbHblE 0BpasLbl XpaHATCA y NPOU3BOAMTENS, HaxoAsLerocs 3a
npegenamu Poccunckon ®egepaumm (MOANYHKT "a" nyHkTa 21 HacToswero NpunoxeHuns), oTaenbHble apX1BHbIE
06pa3subl 40MKHbI XpaHUTbes B Poccunckon ®egepaumn.

24. (8.3) ApxuBHble 0Opas3subl OOJPKHbI HAXOOAUTLCA Ha NMPOM3BOACTBEHHOW MoLladKe, NpuHaanexallewn
NPOV3BOOUTENIO, NMEIOLLIEMY JIMLEH3NI0 Ha MPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB, U ObiTb AOCTYMHBIMU ANS
YMNOSTHOMOYEHHOTO befieparnbHOro opraHa UCNONHUTENBHON BNacTU.

25. (8.4) Ecnu B nocnefoBaTensHOCTM "BBO3 - MPOLECC YNAKOBKM - KOHTPOIb - BbIMYCK cepun" yyacTByeT
Honee ogHoro npoussoauTens B npegenax Poccuickon ®egepaummn, ToO OTBETCTBEHHOCTb 3a OTOOP U XpaHeHue
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apXMBHbIX 06pas3LoB AOSKHA ObiTb ONpeaerieHa corfalleHnem (CornalleHnsamMmn) Mexay BCEMM Y4acTBYIOLLMMU
CTOpoHaMMu.

IX. KOHTPOJIbHBIE N APXBHbBIE OBEPA3LbI NMPOLYKLMNN,
MMMNOPTUPYEMOW (PEANTM3YEMOW) HECKOJTbKUMW OPIAHU3ALIMAMUN
ONnTOBOU TOPIrOBJI NEKAPCTBEHHBLIMW CPEACTBAMW (9)

26. (9.1) Ecnu BTOpUYHYIO YNakoBKY NEKapCTBEHHOIO Npenapata He BCKPbIBAKT, TO HEOOX0ANUMO XpPaHUTb
TONBKO UCNOMNb3YEMbIA YNAKOBOYHBIN MaTepuar, NOCKOSbKY PUCK NepenyTbiBaHUS NPOAYKUMM HE3HAUYUTENEH NN
OTCYTCTBYET.

27. (9.2) Ecnn BTOPUYHYIO YMaKOBKY BCKPbIBAOT, HanpuMMep, ANA 3aMeHbl KapTOHHOM MNayvku WUIu
WHCTPYKUUKN MO MPUMEHEHUI0, TO HeobxoouMmo oTbupaTb OAMH apxuBHbIM obpasel Ons Kaxaow onepaumm
npoLiecca ynakoBKW, Tak Kak CyLLECTBYET PUCK NepenyTbiBaHUA NPoayKLMM B npoLuecce ynakoBku. [ormkeH ObiTb
NnpeaycMOTPEeH NopsgoK, NO3BOMSAOLWMIA ObICTPO ONPeAenvTb BUHOBHOMO B NepenyTbiBaHUM (NMPOM3BOAMTEND UMK
opraHu3aums OnTOBOW TOProBfM NEKapCTBEHHBIMU CpeacTBaMM), Tak Kak OT 3TOro 3aBUCUMT OObEM OT3bIBAEMOW
NPOAYKUUN.

X. KOHTPOJBbHbIE N APXUBHBIE OBPA3LIbI B CITYHAE NIMKBUOALINA
MPON3BOAUTENA (10)

28. (10.1) lMocne nukBupaumu npousBoauTENs W MpekpalleHus (B pesynbTarte aHHYNMPOBaHWUS UMK
NCTEeYeHNs Cpoka AeWCTBMA) NULEH3MN Ha NPOM3BOACTBO NIEKAPCTBEHHbLIX CPeACTB B NpoAaXe MOXET ocTaTbCH
OonblUOe KONMYECTBO CEpUl MPOU3BEAEHHBbIX 3TVM MPOM3BOOAMUTENEM NEKapCTBEHHbIX MNpenapaTtoB C
HENUCTEKWNM CPOKOM FOAHOCTU. [Ns OCTalLWMXCA Ha pblHKE Ccepui npou3BoauTernb AOMKEH 3akmni4vnTb
AOroBopbl MO nepegade KOHTPOMbHbIX U apXuBHbIX 0BpasuoB (a Takke COOTBETCTBYHOLLEN AOKYMEHTauuu,
Kacatollencs HacToawumx [Npasun) Ha xpaHeHne B NpegHasHavyeHHoe Anst 3Toro Mecto. [1poussoavTens AOMKeH
npeacTaBuUTb B YMNOMHOMOYEHHBIN defeparnbHbii opraH WCMOMHUTENbHOM BNacTu A0Ka3aTenbCTBO TOro, YTO
MPUHATBI JOCTaTOYHbIE Mepbl MO XpaHeHuio, a obpasupbl, ecnm HeobxoammMo, MOryT ObiTb NErkogoCTyMHbI ANS
npoBedeHUs OLIEHKM 1 aHanm3a.

29. (10.2) Ecnu nponsBoauTenb He MOXET NPeanpuUHATL yYKadaHHbIe Mepbl, TO BbINOMHEHNE HEOOXOOUMbIX
OeVCcTBUA MOXET OblTb NepefaHo ApyroMmy npovssoguTento. JIMuo, Ha UMSA KOTOPOro Bbl4aHO PerncTpalmoHHoe
yOOCTOBEPEHUNE, HECET OTBETCTBEHHOCTL 3a TaKyto nepegadvy yHKUMA 1 3a NpeacTaBrneHne Bcen Heobxoammon
MHOPMaLMK YNONHOMOYEHHOMY doeepanbHOMY OpraHy WCNOSIHUTENbHOW BnacTu. JIMuo, Ha MMsa KOTOpOoro
BblJaHO perncTpauMoHHOe YOOCTOBEPEHME, AOMMKHO corflacoBaTb C YNOMHOMOYEHHbIM dhedeparnbHbiM OpraHoM
WCNOSNTHUTENBHOW BNACTU OCTAaTOYHOCTbL MEP MO XPaHEHUIO KOHTPOSbHbIX U apXUBHbLIX 0Opas3LoB.

30. (10.3) 3t TpeboBaHMA pacnpoCTpaHATCA Takke Ha CcryYanm JnuKBugauMm nNpOM3BOACTBA,
Haxopgswerocsa 3a npegenamu Poccuiickon ®egepaunn. B 3ToM criyyae MMmnopTep HeceT OTBETCTBEHHOCTb 3a
obecrnedeHne TOro, YTO yKasaHHble [OOrOBOPbl XPaHEHUS 3aKSYEeHbl U COrMacoBaHUE C YMNOSIHOMOYEHHbIM
denepanbHbiM OpraHoM UCMOSNTHUTENBHOM BNAcTU NPOBEAEHO.
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