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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

12 anpena 2010 roga N 61-03

POCCUNCKAA ®EOEPALINA
®EQEPANbHBbIA 3AKOH
Ob OBPALLEHUM NEKAPCTBEHHbIX CPEACTB

MpuHat
NocypnapcteeHHoM [dymowm
24 mapta 2010 roga

OpobpeH
CoBeTom degepaunmn
31 mapTta 2010 roga

CnncoK N3MEHSLWNX JOKYMEHTOB
(B pea. PenepanbHbix 3akoHOB oT 27.07.2010 N 192-93,
oT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-93,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-93, o1 02.07.2013 N_185-03,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-93, o1 22.10.2014 N 313-93,
oT 22.12.2014 N 429-®3 (pea. 13.07.2015), ot 08.03.2015 N _34-®3,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-®3,
ot 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, o1 29.12.2015 N _389-93,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N _305-93,
o1 03.07.2016 N _350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-®3,
oT 28.12.2017 N 425-®3 (pea. 27.12.2019), o1 04.06.2018 N _140-93,
o1 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N _134-®3,
oT 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-93,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, o1 27.12.2019 N 481-93,
oT 26.03.2020 N 67-93, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-93,
o1 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-93,
o1 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, ot 08.03.2022 N 46-93,
0T 26.03.2022 N 64-®3, ot 14.07.2022 N 311-93, o1 20.10.2022 N 405-93,
o1 05.12.2022 N 502-®3, ot 19.12.2022 N 519-®3, ot 28.04.2023 N _149-93,
o1 28.04.2023 N 171-93, o1 24.07.2023 N 341-93, ot 04.08.2023 N 428-93,
o1 04.08.2023 N 466-93, o1 04.08.2023 N 474-93, ot 19.10.2023 N 503-93,
o1 30.01.2024 N 1-93)

Maea 1. OBLUUE MNOJTOXKEHUA
Cratba 1. [pegmeT perynupoBaHua HacTosiwero depepanbHOro 3akoHa

1. Hactosiwun depepanbHbIi 3aKOH perynupyeT OTHOLLEHUS, BO3HMKAaKLWME B CBA3N C obpalleHuem -
pa3paboTkon,  OOKMMHUYECKUMU  UCCMNEAOBaHUAMM,  KIUHUYECKUMM  UCCNEOOBaHMAMM,  SKCMEepPTU30W,
rocydapCTBEHHOW peructpauuen B COOTBETCTBMM C Hactoswum ®PegepanbHbiM - 3akOHOM  (ganee -
rocyaapCTBeHHasa perncTpauns) unm perncrpaumen B COOTBETCTBUN C MEXAYHAPOAHbIMU JOTOBOpPaMM U akTamu,
COCTaBnsoWMMY NMpaBo EBpasminckoro akoOHOMMYECKOro Coto3a (Jarnee - peructpaums), co ctTaHgapTusaumen u c
KOHTPONEM KayecTBa, MNPOM3BOACTBOM, W3rOTOBMIEHMEM, XpaHEHWEM, MEepeBO3KOW, BBO30OM B Poccuiickyto
depepaumio, BbIBO30M U3  Poccuiickorn depepaumn, peknamon, OTMYCKOM, peanusaumen, nepegaden,
NPUMEHEHNEM, YHNYTOXEHNEM NTEKAPCTBEHHbIX CPEACTB.

(B peq. PenepanbHbix 3akoHoB OT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-03)

2. Hactoswmi dJep,epaanbuZ 3aKOH YyCTaHaBliMBaeT MNpPUOpUTET roCcyaapCTBEHHOro perynnpoBaHuaA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

GesonacHocTH, kayecTBa U 3 EKTMBHOCTU NEKAPCTBEHHbIX CPpeacTB Npu UX oGpaLleHNN.
(B pea. PepepanbHoro 3akoHa oT 25.06.2012 N 93-93)

Crtatbs 2. Chepa npumeHeHust HacTosiwero MenepanbHOro 3aKoHa

Hactosiwun ®epepanbHbli  3aKOH MPUMEHSIETCA K OTHOLUEHMSIM, BO3HMKaKOLWMM Npu  obpalieHmm
neKkapCcTBEHHbIX CpeacTB Ha Tepputopun Poccunckon denepaumm.

Cratbsa 3. 3akoHogaTenbCTBO 06 0OpaLLeHUn NeKapCTBEHHbIX CPeaAcTB

1. BakoHopgaTenbcTBO 06 ObBpalleHn nekapCTBEHHbIX CPEeACTB COCTOUT M3 Hactoswero degepanbHOro
3aKoHa, Apyrux dpegepanbHbiX 3aKOHOB U MHbIX HOPMAaTKBHbIX NMPABOBbLIX akToB Poccuiickon ®eaepauun.

1.1. 3akoHogaTenbCcTBO 06 OOpalleHNVN NEKapCTBEHHbIX CPEACTB B OTHOLIEHWW HOPUAMYECKUX NUL U
MHOUBMAYanbHbIX NpeanpuHMMaTenen, OCYLLECTBASKWNX OeATENbHOCTb Ha TeppuTopuuM MEeXayHapoaHOro
MeOULMHCKOTO KracTtepa, NMPUMEHSIETCA C y4eTOM OCOBEHHOCTEN, YCTaHOBMNEHHbIX deaepanbHbIM 3akoHOM OT 29
uioHa 2015 roga N 160-®3 "O mexayHapogHOM MeAMLMHCKOM KracTtepe U BHECEHUUM U3MEHEHUN B OTAErbHble
3akoHoaaTenbHble akTbl Poccuickon egepauunn”.

(yacte 1.1 BBegeHa PepepanbHbiM 3akoHoM oT 29.06.2015 N 160-3; B pen. depepanbHoro 3akoHa oOT
04.08.2023 N 428-d3)

2. [enctBne Hactosiwero PenepanbHOro 3akoHa pacnpocTpaHseTcss Ha obpalleHue HapKOTUYECKUX
NeKapCTBEHHbIX CPEACTB M MCUMXOTPOMHbLIX NEKAPCTBEHHLIX CPEACTB C Y4ETOM OCOGEHHOCTEN, YCTaHOBMEHHBLIX
3akoHonatenbcTBOM Poccuiickon deaepaunm o HapKOTUYECKUX CpeacTBaxX, NCUXOTPONHbIX BellecTBax n 06 ux
npekypcopax.

3. Jencteune  Hactosuwero ®degepanbHOro  3aKkoHa  pacnpocTpaHsaeTca  Ha  obpalleHue
pagvodapMaLeBTMYECKMX  MNEKApCTBEHHbIX  CPeACTB € y4eToM  OCOBeHHOCTeW,  YCTaHOBMEHHbIX
3akoHoaaTenbcTBoM Poccuiickon depepaumnn B obrnacTtv obecrneveHns paanaLmMoHHon 6e3onacHoOCTy.

4. Ecnn mexayHapoaHbiM goroBopoM Poccuiickon ®epepauun, MexayHapoaHbIMU JOroBOpaMmn U akTamu,
COoCTaBnsoWUMM NpaBo EBpasninckoro akoHOMUYEeCKOro cotosa (ganee - akTbl, coctasnswowme npaso Cotosa),
YCTaHOBMEHbl MWHbIE MpaBwuna, YeM Te, KOTOopble NPeAyCMOTPeHbl HacToswmMm PepepanbHbIM  3aKOHOM,
NMPVYMEHSAIOTCA NpaBuia MexXayHapogHOro 4OroBopa, npaswia, CoAepXallnecss B akTax, COCTaBMsoLWMX NpaBo
Coto3a.

(vacTb 4 B peq. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.1. PelueHNsi MEXrocyfapCTBEHHbLIX OPraHoB, MPUHSITBIE HA OCHOBAHWMM MOJSIOXKEHUN MeXOYHAPOLHbIX
poroBopoB Poccunckonn ®depepaumm B MX  UCTOMKOBaHuMK, npoTmBopedawemMm KoHctutyuum Poccuiickon
depepaummn, He nognexaTr wucnonHeHuto B Poccurickon Pepepauuun. Takoe nNpoTMBOpevMe MOXeT ObiTb
YCTaHOBMEHO B Mopsaake, onpeaeneHHoM defeparnbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 08.12.2020 N 429-93)

5. B Poccunckon denepauumn B COOTBETCTBUM C MeXAyHapoaHbIMU JoroBopamn Poccuiickon ®epepavmm un
(vnn) Ha ocHOBe MpMHUMMNA B3aMMHOCTU NPU3HAKTCS pe3yrbTaThl KIMMHUYECKUX UCCNEeaoBaHUIN NeKapCTBEHHbIX
npenapaToB ANs MEOWMUMHCKOrO NPUMEHEHUsI, MPOBEAEHHBIX 3a Mpegenamun Tepputopumn Poccuimnckon
depepaumn.

CtatbA 4. OCHOBHbIE NOHATUSA, UCNIONb3yeMble B HacTosileM dDegepanbHOM 3aKOHe
Onsa uenein HacTosiwero ®efepanbHOro 3akoHa UCMOSb3YOTCA CriedyloLLMe OCHOBHbIE MOHATUSA:

1) nekapcTBeHHble CpeAcTBa - BellecTBa UMM UX KOMGMHALMW, BCTynawlMe B KOHTAKT C OpraHM3MOM
YyernoBeka UMK XMUBOTHOIO, NPOHUKAIOLLME B OpraHbl, TKaHW OpraHuama YenioBeka Uimn XXUBOTHOTO, NPUMEHSeMble
ANA NPOodUNaKTUKK, OMArHOCTUKA (32 WCKITIOYEHMEM BELLUEeCTB WM WX KOMOWHALMiA, He KOHTaKTUPYIOLIMX C
OpraHM3MOM YerioBeKka Wnu KMBOTHOIO), IeyeHusi 3aboneBaHusi, peabunutauun, AN COXpaHeHwWs,
npeaoTBpaLLeHUst UNu NpepbIBaHns GepeMeHHOCTU U NoMyYeHHbIe U3 KPOBU, Nasmbl KPOBU, U3 OPraHoB, TKaAHEN
opraHusma 4ernoseka WNM JKUBOTHOIO, PacTeHWil, MUHEepanoB MeTodaMu CUHTe3a WUNM C MpPUMEHEHVEM
Guonoruyecknx TexHonorvin. K nekapcTBeHHbIM CpefacTBaM OTHOCATCA dpapmaueBTuyeckue cybecTaHumn u
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

JIeKapCTBEHHbIE NpenaparThl;

2) dapmaueBTUYeCkas CcybCcTaHuMa - NEeKapCTBEHHOE CPeACTBO B BUAE OOHOrO WU HECKOMbKMUX
obnagatowmx apMakoriormyeckon akTMBHOCTbIO [OEWCTBYIOLUMX BELLECTB BHE 3aBUCUMOCTM OT Npupoabl
NPOUCXOXAEHNSI, KOTOpOe MnpefHa3Ha4YeHo Ansi NPOM3BOACTBA, W3rOTOBMEHUS NEKAPCTBEHHbIX NpPenapaToB M
onpeaensieT ux adPeKTUBHOCTD;

(n. 2 B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

3) BCnomMoraTtesnbHble BelleCcTBa - BelleCTBa HeOopraHM4eckoro wunmM opraHM4Yeckoro npoucxoxgeHud,
ncnonb3dyemble B npouecce npom3eBoacTBa, M3roToBIIEHUA JeKapCTBEHHbIX npenapatoB And npuaaHuva UM
HeobxoaMMbIX CbI/I3VIKO-XI/|MI/I‘-IeCKI/|X CBOWCTB;

4) nekapcTBeHHbIe MpenapaTbl - NIEKApCTBEHHbIE CPeACTBa B BUAE NEKAPCTBEHHbLIX (POPM, NPUMEHSIEMbIE
Anst NPoUNakTUKK, OUarHOCTUKK, nedveHns 3aborneBaHusi, peabunutauum, Ans coxpaHeHusl, NpeaoTBpaLleHNs
Unu npepbiBaHns 6epemMeHHOCTH;

5) nekapcTBeHHast popma - COCTOSIHME JleKapCTBEHHOro npenapara, COOTBETCTBYLLlee crnocobam ero
BBELEHMSA N NpUMeHeHMs n obecneumsaroLLee JOCTMXEHME Heobxoammoro neyebHoro acdekTa;

5.1) [O3MpOBKa - COAEPXXAHWE OOHOrO WIN HECKOSbKUX OEWCTBYHOLIMX BELECTB B KONMUYECTBEHHOM
BbIP@XEHUN HA eauHMUY A03bl, NN eanHuLy obbema, v eavHULY MacCbl B COOTBETCTBMU C JIEKAPCTBEHHOM
dopmon NMBo ANt HEKOTOPbIX BUAOB NEKAPCTBEHHBIX (POPM KONMYECTBO BbICBODOXAAEMOro M3 NeKapCTBEHHOMN
dopMbl AENCTBYIOLLIETO BELLIECTBA 3a e4MHULY BPEMEHMU;

(n. 5.1 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

6) DepeyeHb >KU3HEHHO HEOOXOOMMBIX WM BaXKHEWMLUUX JIEKapCTBEHHbIX MpenapaTtoB - YTBEPXOAeMbI
MpaButenbctBoM Poccuiickon ®Pepepauum nepeveHb JeKapCTBEHHbIX MpenapaTtoB  Afi  MeOMLMHCKOro
npMMeHeHus, obecneynBaloWMX NPUOPUTETHbIE MNOTPEOHOCTM 34pPaBOOXPaHEHWs B LEndx npodunaktukm u
neyeHuns 3abonesaHui, B TOM Yncne npeobnagatromx B CTPyKType 3abonesaeMmoctu B Poccunckon egepaumu;
(B peq. ®enepanbHoro zakoHa ot 13.07.2020 N 206-$3)

6.1) opdaHHble neKapCcTBEHHble MpenapaTbl - JIEeKApCTBEHHble Mpenapartbl, NpegHa3Ha4YeHHble
UCKMIOYNTENbHO ANs  AWMarHOCTMKW, 3TMOMNATOMEHETUYECKOro WM MNaToOreHeTUYECKOro neveHus (nedveHwus,
HanpaBfeHHOro Ha MexaHu3m pas3BuTusa 3abonesaHns) pegknx (opdaHHbIX) 3aboneBaHni;

(n. 6.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. PegepanbHoro gakoHa ot 30.01.2024 N
1-03)

6.2) Buonornyeckne nekapCTBeHHbIE MpenapaTthbl - fIeKapCTBEHHbIE npenaparbl, 4eNCTBYOLEee BELEeCTBO
KOTOPbIX NPOU3BEAEHO UMW BbIAENEHO N3 BUONOrMYECcKoro UCTOYHMKA U ANS onpegeneHus CBOMCTB U KavyecTBa
KOTOpbIX Heobxoguma KoMOuHauus Ouonormyeckux w  U3MKO-XMMUYecKMx MetomoB. K Guonornyecknm
neKkapCcTBEHHbIM NpenapartamMm OTHOCHATCA MMMYHOOMOMNOrMyeckme rnekapcTBeHHble npenaparbl, feKapCTBEHHbIe
npenapartbl, NOMyYeHHbIE U3 KPOBM, NMasMbl KPOBU YENOBEKa U XMBOTHbIX (3@ UCKIIOYEHMEM LiefNbHON KPOBU),
BuoTexHonormyeckne nekapcTBeHHble npenapaTtbl, reHoTepaneBTUYecKMe rekapcTBeHHble npenapaThbl,
nekapCTBeHHble NpenapaTtbl Ha OCHOBE COMAaTUYECKUX KIeTOK;

(n. 6.2 BBegeH depepanbHbiM 3akoHoM OT 22.12.2014 N 429-93; B peq. PegepansHoro gakoHa ot 04.08.2023 N
466-93)

6.3) BbICOKOTEXHOSOMMYHBINA NTEKAPCTBEHHbIV Npenapar - reHoTepaneBTUYECKUIN NEKapCTBEHHbIN nNpenapaT
Ons MEeOWUMHCKOTO NPUMEHEHWS, UMW JEKapCTBEHHbLIN MNpenapaT Ha OCHOBE COMATUYECKMX KMEeTOK [Anis
MEOWLMHCKOrO MPUMEHEHUHA, WNU TKAaHEWHXEHEPHbIA NeKapCTBEHHbLIN npenapaTt (npenapat TKaHEBOW
UHXeHepun);
(n. 6.3 BBegeH ®enepanbHbiM 3akoHoMm oT 30.01.2024 N 1-93)

7) nmmyHobmonornyeckne nekapcTBeHHble npenaparbl - fiekapCTBEHHbIE npenapartbl, NpeaHa3HayYeHHble
anda (bOpMVIpOBaHVIﬂ aKTMBHOIoO M naccuBHOro UMMyHUTETa nmbo OWarHOCTUKMU Hanndna MMMyHUTEeTa Unu
ONarHocTUKN cneumgunyeckoro NpuobpeTeEHHOro U3MEHEHUS UIMMYHOMOMMYECKOro oTBETa Ha anneprusvpyoLime
BelwlecTtBa. K MMMyHOBMOMOrMYeCKkMM nekapcTBEHHbIM NpenapaTamM OTHOCSTCS BaKLUMHbI, aHATOKCUHbI, TOKCUHbI,
CbIBOPOTKMN, MIMMYHOFMOBYNNHBI U anneprexsbl;

(n. 7 B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

7.1) BuoTexHonorMyeckne nekapcTBeHHble npenapaTtbl - JleKapCTBEHHble npenapatbl, NPOW3BOACTBO
KOTOPbIX OCYLLECTBMASETCA C WCMONb30BaHMEM OWOTEXHOMOrMYeckux npoLeccoB M MeTogoB (B TOM 4ucne
OHK-pekomMbuHaHTHOM  TEXHOMOMMW,  TEXHOMOrMU  KOHTPONMMPYEMOW  3KCMPEeCcCUMU TEHOB,  KOAMPYHIOLLMX
BGuonornyeckn akTuBHble Bernkyu B NpokapuoTax v dykapuoTax, BKMYas U3MEHEHHbIE KIEeTKU MMEeKONUTaoLmX),
rmMépnaoMHOro MeToaa U MeToaa MOHOKIOHamMbHbIX aHTUTE;

(n. 7.1 BBegeH depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

7.2) reHoTepaneBTUYECKNE NEKAPCTBEHHbIE NpenapaThl - IeKapCcTBEHHbIE Npenaparthbl, hapmaueBTuyeckas
cybCcTaHuMss  KOTOpbIX SBMSIETCS  PEKOMOWMHAHTHOW  HYKNEMHOBOW  KUCNOTOM WNW  BKMNoYaeT B cebs
PEKOMOMHAHTHYIO HYKIIEMHOBYIO KMUCMOTY, MO3BOSMSOLLYIO OCYLLECTBNSATL PEryNUpoBaHmne, penapauuio, 3aMeHy,
noGaBrneHve Unu yaaneHne reHeTM4eckon nocnenoBaTenbHOCTY;

(n. 7.2 BBegeH PepnepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) HapkoTuuyeckue nekapCTBEHHble CpeacTBa - IekapCTBEHHble npenapatbl M  dapmaleBTUnyeckue
cybcTaHuun, copepxalime HapkoTUYecKMe CPeAcTBa M BKIOYEHHble B [lepeyeHb HAPKOTUYECKUX CPenacTs,
MCUXOTPOMHBIX BELLECTB U UX NPEKYPCOPOB, Noanexaimx KoHTponto B Poccunckon degepaumm, B COOTBETCTBUM
C 3akoHopgaTenbcTBOM Poccuiickon ®epepaunn, MexxagyHapoaHbeiMyu gorosopamu Poccuiickon degepaumm, B TOM
yncne EgmMHon KoHBeHUMen o HapkoTuyeckux cpeacteax 1961 roga;

9) nNCMXOTPOMHbIE JEKAPCTBEHHbIE CPEeACTBAa - JIEeKapCTBEHHblE MpenapaTtbl M apMaueBTU4eckue
cybcTaHuun, copepXaliue MNCUXOTPOMHble BELLEeCTBa WM BKIOYEHHble B [lepeyeHb HAPKOTUYECKUX CpenacTs,
NMCUXOTPOMHBLIX BELLECTB U UX MPEKYPCOPOB, Noanexalimx KoHTponto B Poccuinckon ®egepauun, B COOTBETCTBUM
C 3akoHopgaTenbcTBOM Poccuiickon ®epepauunn, mexayHapogHbeiMy gorosopamu Poccuiickon degepaumm, B TOM
yncne KoHBeHumelr 0 NCMXoTponHbIX BelecTtsax 1971 roaa;

10) paguodapmaLieBTUYECKME NEKAPCTBEHHbIE CPEACTBA - NIEKAPCTBEHHbIE CPEeACTBa, KOTopble coaepxaT
B FOTOBOM AMsSi MCMONb30BaHUA hopmMe OOVH PaguOHYKNUA UM HECKOSbKO PagUOHYKMOOB (pagmoaKkTUBHBIX
N30TOMoB);

10.1) opurMHanbHbLIA NeKapCTBEHHLIN npenapaTt - NeKapCTBEHHbI npenapaT C HOBbIM [eNCTBYHOLLUM
BELLECTBOM, KOTOPbIA NEPBbIM 3aperncTpupoBaH B Poccuiickon degepaumy UM B UHOCTPaHHBLIX rocygapcTBax
Ha OCHOBaHWM pe3ynbTaToB [OOKIMHUYECKMX WCCMEeOOBaHUN JEKapCTBEHHbIX CPeACTB U KITMHUYECKMX
nccrnegoBaHUn nekapCTBEHHbIX NpenapaToB, NOATBEPXKAAIOLWMX ero Ka4ecTBo, 3PEKTUBHOCTL U 6E30NaCHOCTb;
(n. 10.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

11) pedepeHTHbIN NEeKapCTBEHHbBIA Npenapar - JIeKapCTBEHHbIA Npenapar, KOTOpbI MCMoNb3yeTca Anis
OUEHKN OWO3KBUBANEHTHOCTU UMM  TepaneBTUYECKON SKBMBANEHTHOCTW, KadvecTBa, 9(PdEKTUBHOCTU W
©e30nacHOCTU  BOCMPOWM3BELEHHOIO JeKapCTBEHHOro npenapata wnu  6GuoaHanoroesoro (6uonogo6Horo)
nekapctBeHHoro npenapaTta (buoaHanora). B kavecTBe pedepeHTHOro nekapCTBEHHOro npenaparta Aans
MEeOULMHCKOTO MPUMEHEHUS UCMONb3YETCst OPUrMHAINbHbIV NEKAPCTBEHHLIN NpenapaT nMbo, ecnu opurMHanbHbIN
NeKapCTBEHHbIV MpenapaT He 3aperMcTpupoBaH UM He HaxoguTtcst B obopoTe B Poccuiickon depepaumm u He
HaxoauTca B oOOpoTe B MHOCTPaHHbIX FOCYAapcTBax, BOCMPOM3BEAEHHbIN IEKAapCTBEHHbIM NpenapaTt Wnu
OuroaHanoroBbIn (6MonoaobHbIN) NekapCTBEHHLIN Npenapart (GMoaHanor), KOTopbI NEPBLIM 3apPerMcTpMpoBaH n3
yncna Haxogsawmxcsa B obopote B Poccunckon depepaumm, OGUOSKBMBANEHTHOCTb MMM TepaneBTUYECKas
3KBMBANEHTHOCTb, KayecTBO, 3(PeKTUBHOCTE U 6e30MacHOCTb KOTOPOro OUEHMBANMCb MO OTHOLUEHUIO K
OpUrMHanNbHOMY feKapCTBEHHOMY Mpenapaty, a Takke KavyecTBO, 3(pdeKTMBHOCTb M 6e30MacHOCTb KOTOPOro
NnoAaTBepXxOalTca pesynbTaTamm  dapmakoHaas3opa WM MNPOBEPOK COOTBETCTBUS FIEKApCTBEHHbLIX CPencTs,
HaxoAsLMXCA B TpaXgaHCKOM 000poTe, YCTaHOBMEHHbIM TpeboBaHMsM K WX kKadecTBy. B kauvecTtBe
pedepeHTHOro NeKapCTBEHHOro npenapaTta Ans BEeTEepUMHApPHOro NMPUMEHEHUS UCMOMb3yeTCs JeKapCTBEHHbIN
npenapaT ANa BETEPUHAPHOro MPUMEHEHMUS, 3aperncTpupoBaHHbii B Poccuiickon degepaumm Ha OCHOBaHWUM
pe3ynbTaTtoB AOKMMHUYECKUX UCCNEeaOBaHWMM FEKapPCTBEHHbIX CPeaCTB M KIMHUYECKUX  UCCnegoBaHui
nekapCTBEHHbIX NpenapaToB, NOATBEPXKAAOLLMX €r0 Ka4ecTBO, 3PEKTUBHOCTL U 6E30NaCHOCTD;

(n. 11 B pea. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12) Bocnpou3BeOeHHbIN MeKapCTBEHHbLIV MNpenapaTt - NeKapCTBEHHbIM npenapaTt And MeguuUHCKOro
NPUMEHEHWs!, KOTOPbIN UMEEeT 3KBUBAmNEHTHbIN pedepeHTHOMY NneKapCTBEHHOMY npenapaTty KavyeCTBEHHbIN
COCTaB M KONMYECTBEHHBIN COCTaB AEWCTBYHOLLMX BELLECTB B 3KBMBANEHTHOW NekapCcTBeHHoW dopme, nmbo
neKkapCTBEHHbIN MpenapaT Ans BeTEPUHAPHOrO NMPUMEHEHMWS, KOTOPbIA UMEET TaKue Xe, YTO U pedepeHTHbIN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

neKkapCTBEHHbIN Npenapart, Ka4eCTBEHHbIN COCTaB M KONMYECTBEHHbIN COCTaB AeNCTBYIOWUX BELLECTB B TaKOW e
nekapcTBeHHow  copme, OMO3KBMBANEHTHOCTb  WMAM  TepaneBTUYECKask  3KBMBANEHTHOCTb  KOTOPbIX
COOTBETCTBYIOLEMY pedepeHTHOMY NeKkapCTBEHHOMY npenapaty MoATBepXAeHa COOTBETCTBYHOLLMMMU
nccrnegoBaHUsaMK;

(n. 12 B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTU4Yeckass 9SKBMBASIEHTHOCTb JIEKAPCTBEHHbIX MpenapaTtoB - OOCTWXKEHUE KIMHUYECKU
COMOCTaBUMbIX TepaneBTU4eckoro adpdpekta u nokasatenen adhpekTMBHOCTN 1 ©6€30NacHOCTU NpU MPUMEHEHUN
NEKapPCTBEHHbIX MNpenapaTtoB AN MEAUUMHCKOrO  MPUMEHEHUS, MMEKLWMX OOHO  MeXayHapogHoe
HenaTeHToBaHHOE (MMM XMMWYECKoe, UMW rPYNNUPOBOYHOE) HAMMEHOBAHUE, B SKBMBANEHTHbIX A03MPOBKax Mo
OOHUM W TEM >Xe MOoKasaHWsaM K MPUMEHEHUIO U NPU OOVMHAKOBOM crnocobe BBELEHWUS Y OQHOW M TOW e rpynnbl
OOIbHbIX;

(n. 12.1 B peq. ®egepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6wuoaHanorosbin (6ronodobHLIN) nekapCTBeHHbIM npenapaT (bwoaHanor) - 6Guonornyeckun
neKkapCTBEHHbIN Npenapar, CXOXMUI No napameTpam kavyecTBa, 3dopeKTMBHOCTM 1 6e30nacHOCTU C peddepeHTHbIM
Buonornyeckum nekapcTBeHHbIM MpenapaToM B TakoW e feKapCTBEHHOW hopMe U UMEILMA MAEHTUYHbIN
cnocob BBeaeHwus;

(n. 12.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.3) B3anmo3ameHsieMblli NEeKapCTBEHHbIM Npenapat - JeKapCTBEHHbIW npenapaT € [oKa3aHHOW
TepaneBTUYECKON SKBMBANIEHTHOCTLIO UMM BMO3KBMBANEHTHOCTHIO B OTHOLLEHUN peddEPEHTHOIO NeKapCTBEHHOMO
npenapaTta, UMEKLLUI 3KBMBANEHTHbIE €MY Ka4yeCTBEHHbIN COCTaB WM KONMMYECTBEHHbIV COCTaB AEWCTBYHOLLMX
BELLECTB, COCTaB BCMOMOraTenbHbIX BELLECTB, NIEKapCTBEHHYHO hopMy 1 cnocob BBEAEHNS;

(n. 12.3 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.4) GWMO3KBMBANEHTHOCTb JIEKAPCTBEHHbLIX MpenapaTtoB - LOCTWXKEHME COMOCTaBUMbLIX MoKasaTenen
CKOPOCTM BCACbIBaHWSA, CTEMEHN MOCTYNIEHNS K MECTY AEWCTBUSA U CKOPOCTU BbIBEAEHUS OAHOIO UM HECKOSBbKMX
obnagawowmx dapmMakosiormiyeckon akTUBHOCTbIO OENCTBYIOLLUMX BELECTB NPU MPUMEHEHUN JEKapCTBEHHbIX
npenapaToB Ans MEAMUMHCKOrO MNPUMEHEHUS, UMEKLWMX OAHO MEeXAyHapOAHOe HenaTeHToBaHHOEe (Mnun
XUMUYECKOE, UMK rPynnMpoOBOYHOE) HaMEHOBAHNE, B SKBUBANEHTHbIX JO3UPOBKaX U NpyU OAMHAKOBOM crnocobe
BBEOEHUS;

(n. 12.4 BBegeH ®enepansHbiM 3aKoHOM OT 27.12.2019 N 475-03)

13) nekapcTBeHHOE pacCTUTENbHOE Cbipbe - CBEXWE WU BbICYLLUEHHbIE pacTeHuss nnbo umx vacTw,
ucnonb3yemble AN NPOM3BOACTBA  JIEKAPCTBEHHLIX  CPeACTB  OpraHuMsauusiMm - Npou3BOOUTENSIMM
NeKapCTBEHHbIX CPeACTB WU U3rOTOBIEHWUSI JIEKAapCTBEHHbIX MpenapaTtoB anTeYHbIMM  OpraHu3aumsmMu,
BETEPUHaAPHbLIMW anTEYHLIMU OpraHU3auMaMNU, UHAMBMAYANbHBEIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NULLEH3UNIO
Ha hapmaLeBTUYECKYIO OESTENBHOCT;

14) nekapcCTBEHHbIN pacTUTENbHBIN nNpenapat - nekapCTBEHHbIV npenapaT, MNpPOU3BEeAEHHbIN Unu
N3roTOBMEHHBIN U3 OQHOrO BMAA NEKapCTBEHHOIO PacTUTENBHOIO ChiPbs UITM HECKOSMBbKMX BUAOB TAKOro Chipbs U
peanuayembiii B pachacoBaHHOM BUAe BO BTOPUYHOM (MOTPEOUTENBCKON) YNaKOBKE;

15) romeonaTMyeckuMn fnekapCTBEHHbIN npenapaTt - NEeKapCTBEHHbIN npenapart, Npou3BeOeHHbIn unu
M3roTOBMEHHbIN M3 hbapmaueBTUYeCcKoW cybCcTaHuMM unn dapmMmaueBTU4eCckux CyGCTaHuMi B COOTBETCTBUM C
TpeboBaHuAMKU OOLWMX papmakonerHbix cTaTeld K romMeonaTUYEecKMM NeKkapCTBEHHbIM MpenaparaMm wunuv B
COOTBETCTBUU C TpeboBaHVAMN hapMakoneun CTpaHbl NPOM3BOANTENS TAKOro NIekapCTBEHHOro npenapara;

(n. 15 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

16) mMexagyHapogHoe HenaTeHTOBaHHOE HauMeHOBaHMEe IeKapCTBEHHOro cpeactBa - HauMeHoBaHWe
OeVCTBYyIOLLEro BellecTBa papmaueBTUYeckon cybcTaHuumn, pekoMeHgoBaHHoe BcemupHow opraHv3aumen
3QpaBOOXpaHeHus:;

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

17) ToproBoe HaMMeHOBaHWE IeKapCTBEHHOrO CpPeAcTBa - HauMeHOBaHWEe NeKapCTBEHHOIO CPeAcTBa,
NMPUCBOEHHOE ero paspaboTyvkom, fgepXxaTtenem WnvM BragenbleM pPermcTpauyMoHHOro  YAOCTOBEPEHUS
nekapcTBEHHOro npenapaTa;

(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

17.1) rpynnMpoBOYHOE HaAMMEHOBAHWE JEKAapCTBEHHOrO npenapata - HaMMEHOBAHWE J1EKapCTBEHHOro
npenapaTta, He WMEKLWEro MeXayHapogHOro HeMaTeHTOBAHHOTO  HaMMEHOBaHUSA, WnNn  KOMOGUHaumm
nekapcTBEHHbIX MpenapaToB, UCNonb3yemoe B Lenax obbeanHeHns ux B rpynny nog eavHbiM HauMeHOBaHWEM
NCX0AS U3 O4MHAKOBOro COCTaBa AEeNCTBYIOLLNX BELLECTB;

(n. 17.1 BBegeH ®enepansHbiM 3aKoHOM OT 22.12.2014 N 429-03)

18) obwas dapmakonenHas cTaTbd - OOKYMEHT, YTBEPXKOEHHbLIN YMNOMHOMOYEHHbIM deaepanbHbIM
OpraHoM WCMOSNTHUTENbHOW BNacTu 1 coaepXaliuin nepeyeHb nokasatenen kavyectsa u (MNn) MeTo40B KOHTPONS
KayecTBa KOHKPETHOW feKapCTBEHHOW OPMbl, NEKapCTBEHHOIO PACTUTENbHOMO CbIPpbs, BCMOMOraTenbHbIX
BeLLeCTB, onucaHus bruonornyecknx, GUOXUMNYECKUX, MUKPOBNONOTNYECKNX, (DU3UKO-XMMUYECKMX, PU3NYECKNX,
XMMUYECKMX M OpYrMx MEeTOAOB aHanusa fieKapCTBEHHOro CpeAcTBa, a Tawkke TpeboBaHWsA K UCMonb3yemblM B
Lenax npoBedeHns 4aHHOro aHanunsa peakTusam, TUTPOBaHHBLIM pacTBOpaMm, MHAMKATOPaM;

(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

19) dapmakonenHasa cTaTtbsl - AOKYMEHT, YTBEPXKAEHHbLIN YNONMHOMOYEHHbIM defepanbHbiM OpraHom
WCMNOMHMTENBHOW BRacTU U cogepXalui nepeyeHb MNokasaTernen KayectBa U METOAOB KOHTPOMs KayecTBa
nekapCTBEHHOIO CPEeACTBA, NeKapCTBEHHOIO PaCcTUTENBHOIO Chipbs, BCMIOMOraTerbHbIX BELLECTB;

(B pea. PenepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

19.1) crtaHgapTHble oOpasubl - BeLlecTBa, MOCPEACTBOM CpPaBHEHWSI C KOTOPbIMU OCYLLECTBMSAETCSA
KOHTPOSb KayecTBa UCCNEeQYEMbIX NTEKAPCTBEHHbIX CPEACTB C MOMOLLBI PUMKO-XMMUYECKUX U BMONOrMYEeCcKmX
METOOOB B LENsiX MOATBEPXOEHUS COOTBETCTBUSI JEKAPCTBEHHbLIX CPEACTB TpeboBaHMSM HOPMaTUBHOM
OOKYMEeHTauUun, YCTAHOBIEHHbIM MPU OCYLLECTBEHNN rOCYAapCTBEHHON perucTpaumm, n KoTopble NPUMEHSIHOTCS
Ons  kanubpoBKM CTaHOapTHbIX 00pasuoB NPOU3BOAUTENS NEKAPCTBEHHbIX CPeAcTB, MCMOMb3yeMblX s
KOHTPOIS Ka4ecTBa U UHbIX Lienel npu obpalleHnm NnekapcTBEHHbIX CPEACTB;

(n. 19.1 BBegeH ®enepansHbiM 3aKoHOM OT 22.12.2014 N 429-03)

19.2) chapmakonenHbln cTaHaapTHbIN obpa3seL - cTaHAapTHbIN obpasel, Npon3BedeHHbIV B COOTBETCTBUN C
hapmMakonenHon ctaTben;
(n. 19.2 BBegeH ®enepansHbiM 3akoHOM OT 22.12.2014 N 429-03)

20) HopMaTMBHasi OOKYMEHTauusi - JOKYMEHT, codepkallui nepedeHb onpedensemblx Mo pesynbTatam
COOTBETCTBYIOLLUMX OKCMEpPTU3 MoKasaTenen KayecTBa IleKapCTBEHHOrO cpeacTea AN  MeAULMHCKOro
NPUMEHEHWs!, METOZI0B KOHTPOSSA €ro Ka4ecTBa U YCTaHOBMNEHHbIN ero Npou3BoanTeneM;

21) HOPMAaTMBHBIA [OOKYMEHT - [OKYMEHT, COAEepXaliuii rnepeyeHb OnpepensieMblx No pesyrbTaTam
COOTBETCTBYIOLUMX IKCMEPTU3 MNokasaTenen kavectsa U (UNM) METOOOB KOHTPOMS KayecTBa JiekapCTBEHHON
opMbl, onMcaHmsa BMONOrMYecKknX, BUOXUMUYECKUX, MUKPOBUONOTUYECKUX, DUMKO-XUMUYECKUX, DU3UYECKUX,
XUMUYECKMX U OPYrMX METOOO0B aHanun3a NeKkapCTBEHHbIX CPEACTB AN BeTEPUHAPHOro NpuMeHeHus, TpeboBaHus
K MCnosb3yeMbIM B LIeNsX NpoBeAeHUsl AaHHOrO aHanMsa peaktuBam, TUTPOBaHHLIM pacTBopaMm, MHauKaTopam v
YCTaHOBIEHHbIN €ro NPOM3BOAUTENEM;

21.1) oOWNIA TEXHUYECKUA OOKYMEHT - KOMMIEKT AOKYMEHTOB U MaTepuarnoB, COCTOSLUNA U3 HECKOSbKMX
pasgenoB - AOKYMEHTauMM agMUHUCTPaTMBHONO Xapakrepa, XMMmnyeckon, oapmMaLeBTM4eckon n 6nonormyeckom
OOKyMeHTaumu, apmMakonormyeckon, TOKCUKOMNOrMYEeCKOn OOKYMEHTauun, KIMHUYECKOW [AOKYyMeHTauunm u
npeacTaBnsieMbll OAHOBPEMEHHO C 3asiBNeHneM O roCy4apCTBEHHOW perucrpauuy nekapcTBEeHHOro npenapata
Ans MeOMUMHCKOro MpuMeHeHus B dopMaTte, YCTaHOBIIEHHOM YMOSIHOMOYEHHbIM dedeparnbHbiM OpraHoMm
NCMONHWUTENBbHON BRacTu;

(n. 21.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22) KayeCTBO J1eKapCTBEHHOINo cpeacrtBa - COOTBETCTBME JIEKAPCTBEHHOro cpencrtsa Tpe6OBaHl/|F|M
cbapmaKoneVlHon ctatbk nubo B cny4yae ee OTCYyTCTBUA HOpMaTMBHOVI OOKyMeHTauum wunn HOPMaTuBHOIO
OOKYMEeHTa;

23) 6e3onacHoCcTb N1eKapCTBEeHHOro cpeacTBa - XapakTepucTtuka nekapCTtBeHHOro cpenctBa, OCHOBaHHaA
Ha CpaBHUTENBHOM aHanm3se ero aheKTUBHOCTU U pUCKa NPUYMHEHMUS Bpeaa 340P0BbIO;

24) 3cpheKTUBHOCTb fEKApCTBEHHOMO mpenapaTa - XapaKTepucTuka CTENeHW MONOXUTENbHOro BIUSHUS
NeKapCTBEHHOrO npenapaTa Ha TedeHue, NPOOOSPKUTENbHOCTL 3aboneBaHusi wnu ero npeaoTBpalleHune,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

peaGMﬂMTaLI,VIlO, Ha COXpaHeHune, npegoTBpalleHne nnn npepbiBaHne 6epeMeHHOCTM;

25) cepua NeKapCTBEHHOrO CpedcTBa - KOMMYECTBO JleKapCTBEHHOrO CpeacTBa, MPOM3BEAEHHOE B
pes3ynbTate O AHOIro TexXHONorM4eCckKoro Uukna ero npon3soanTenem;

KoHcynbTaHTlntoc: npumedaHume.
C 01.01.2025 n. 26 cT. cT. 4 nsnaraetcsa B HoBon peaakumm (©3 ot 30.01.2024 N 1-3).

26) permctpaunoHHOe YAOCTOBEPEHUE FIEKAapCTBEHHOro npernapaTa - AOKYMEHT, nogTBepXaarowmn dakr
rocyapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara;

26.1) pepxaTenb wnuM BRagenel perucTpauMoHHOrO YAOCTOBEPEHWS eKkapCTBEHHOro npenaparta -
pa3paboTunK neKkapcTBEHHOro CpeAacTBa, NPOM3BOAMTENb NEeKapCTBEHHbIX CPeACTB WU MHOE lopuanyeckoe
nvuo, obnagaioliee nNpaBoM BNageHWs PerMcTpaumoHHbIM YOOCTOBEPEHMEM, KOTOPble HECYT OTBETCTBEHHOCTb
3a Ka4ecTBOo, 3P (PEeKTUBHOCTL M 6e30MacHOCTL NekapCTBEHHOrO NpenapaTa;

(n. 26.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

27) perMcTpaLmoHHbIi HOMep - kogoBoe 0603Ha4YeHne, NPUCBOEHHOE NEKAapCTBEHHOMY MpenapaTy npu ero
rocyAapCTBEHHOW perncTpauum Unm peructpauum;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

28) obpalleHVe nekapCTBEHHbIX CPeACTB - pa3paboTka, AOKIUHMYECKMe WCCNEeAOoBaHWs, KIMHWYECKne
nccnegoBaHNs, 3KCNepTnsa, rocygapCTBEHHas perucTpauus unv permcrpauus, ctaHgapTv3aums U KOHTPOIb
KayecTBa, NPOW3BOACTBO, M3rOTOBMEHME, XpaHeHue, nepesos3ka, BBO3 B Poccuiickyio Pegepaumio, BbIBO3 13
Poccuickon degepaummn, peknama, oTnyck, peanusauus, nepegaya, npuMeHeHne, yHUYTOXeHUe NekapCTBEHHbIX
cpencTs;

(B peq. PenepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-d3)

29) cybbekTbl 0bpalleHnsi NeKapCTBEHHbIX CPEACTB - mnsnyeckne nuua, B TOM Y1Cre MHAMBUAOYamNbHble
npeanpuHUMaTtenu, U puaMYeckue nuua, ocyLecTBRsALIME AEATENbHOCTb NPy obpalleHnn nekapCcTBeHHbIX
CpencTs;

30) pa3paboTuuk nekapCcTBEHHOro CpeacTBa - opraHusauus, obnaparwllas npaBaMu Ha pesynbTaThbl
AOKIMUHUYECKUX WCCNEAOBaHUA NEKapCTBEHHOrO CPEeACTBa, KIMHWYECKMX WCCNeOOBaHWN  N1eKapCTBEHHOrO
npenapara u (Un1) Ha TEXHOMOrMI0 NPOVU3BOACTBA NIEKapCTBEHHOrO CPeacTBa;

(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

31) Nnpon3BOACTBO J1eKapCTBEHHbIX CpencTB - OeATeNIbHOCTb MO NMpou3BOACTBY JI€KapCTBEHHbLIX CpeacTB
opraHm3aunamMmmn - npon3BoanNTENAMN NNeKapCTBEHHbIX CpeaCcTB Ha OAHOWN CTaaun, HECKOSNbKMX NN BCEX CTagumsx
TEXHOJTOrM4YeCcKoro npouecca, a Takke no XxpaHeHuo 1 peann3aumm npoms3eeeHHbIX NeKapCTBEHHbIX CPeACTB;

31.1) npou3BoAcCTBEHHas nnowlagka - TeppuTopuanbHO 060COGMEHHbI KOMMMEKC MpoM3BOaUTENS
neKapCTBEHHbIX CpeacTB, NpeaHa3HayYeHHbIN Ans BbINOSHEHUS BCEro npouecca NpovM3BOACTBA NEKapCTBEHHbIX
CPeacTB UMM ero onpeAeneHHon cTaamuy;

(n. 31.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

32) npoun3soguTeslb JN1€KapCTBEHHbIX CpencTB - oOpraHum3auud, ocyulecTtBndwwaa npoun3soacTteo
J1eKapCTBEHHbIX CpeaCcTB B COOTBETCTBUA C TpeGOBaHVIFIMVI HacTto4dLllero dJeuepaanoro 3aKOHa;

33) cbapmaueBTUYECKaa [EATENBHOCTb - [OEATENbHOCTb, BKIOYawLWwas B cebs ONTOBYy TOProsmio
nekapcTBEHHbIMM CpeacTBaMu, WX XpaHeHue, NepeBo3Ky U (MMM) PO3HUYHYIO TOProBMK NeKapCTBEHHbIMU
npenapatamu, B TOM 4YUCIe OUCTAHUMOHHBLIM CMOCOOOM, MX OTNYCK, XpaHeHWe, NepeBO3Ky, W3roTOBIEHWE
nekapCTBEHHbIX NpenapaTos;

(B peq. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHmn3auua OnTOBOWN TOProBJin NeKapCTBeHHbIMU CpeacTBaMh - OpraHusauua, ocyulecTBndarolad
OMNTOBYKO TOProBIKO JNekapCTBEeHHbIMU CpencTBaMu, UX XpaHeHue, nepeBo3Ky B COOTBETCTBUU C Tpe6OBaHMﬂMI/I
HacTtodLllero dJep,epaanoro 3aKOHa;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

35) anTevHas opraHmMsaumsi - opraHusauusi, CTPyKTypHOe nogpasfaeneHne MeauLUHCKOW opraHusauum,
OCYLLECTBMSOLWMNE PO3HUYHYKD TOProBMKO JEeKAapCTBEHHbIMM MNpenapataMmyi, B TOM YuCNEe [UCTaHLMOHHBIM
crnocobom, XpaHeHue, NepeBO3Ky, M3rOTOBMEHWE W OTMNYCK NEKapCTBEHHbIX NpenapaToB Ans MeOULMHCKOro
NPUMEHeHNs1 B COOTBETCTBUN ¢ TpeboBaHusMM HacTosiLLero PegeparnbHOro 3akoHa;

(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 03.04.2020 N _105-93)

36) BeTepvHapHas anTevyHas opraHuM3auusi - opraHu3auusi, CTPYKTYpHOe nogpasgeneHve BeTepuHapHOM
opraHu3aumu, OCYLUECTBNSOWME PO3HMYHYIO TOProBr FEeKapCTBEHHbIMKU Mpenapatamu, B TOM 4uche
ONCTaHUMOHHBLIM CNOCOO0OM, XpaHeHWe, N3rOoTOBIEHNE M OTMYCK NeKapCTBEHHbIX NpenapaToB ANs BETEPUHAPHOIro
NpUMEHeHUs1 B COOTBETCTBUM C TpeboBaHMsAMKU HacTosLero PenepanbHOro 3akoHa;

(B pea. PegepanbHoro gakoHa ot 03.04.2020 N 105-93)

37) danbcmdruMpoBaHHOE neKapCTBEHHOE CPEeACTBO - NEeKapCTBEHHOE CpeacTBO, CONpoBOXAaemoe
NOXHOW MHOpMaLMen o ero coctase u (Mnu) nponssoguTene;

38) HepobpokayeCTBEHHOE feKapCTBEHHOEe CPEeACTBO - NleKapCTBEHHOEe CPeAcTBO, He COOTBETCTBYOLLEE
TpeboBaHnaM apmakonemHom cTatbn nMBO B cnydae ee OTCyTCTBMS TpeboBaHWSM HOpPMaTUBHON
OOKyMeHTauum Nnmnm HopMaTUBHOIO JOKYMEHTA;

39) koHTpachakTHOe nekapCcTBEeHHOe CPedCTBO - JieKapCTBEHHOE CPeACTBO, Haxopsiieecs B oGopoTe C
HapyLleHNeM rpaXkaaHCKoro 3akoHoAaTeNbCTBa;

40) poknMHMYeckoe UccredoBaHWe NeKapCTBEHHOro cpeacTsa - Guonornyeckue, MUKpoGuonorudeckue,
MMMYHOMOrMYeckne, TOKCMKOMormdyeckne, dapmakoniornyeckme, uanyeckme, XuUMUYEcKMe W apyrue
nccrnenoBaHUs NeKapCTBEHHOTO CpeacTBa MyTeM MPYMEHEHMs HayYHblIX MeTOOOB OLIEHOK B LIEMSAX MOSyYeHus
fAoKa3aTenbCTB 6e30nacHOCTU, KavyecTBa U 3P HEKTUBHOCTU NEKAPCTBEHHOTO CPEACTBA;

41) knNUHM4YEcCKoe uccrefoBaHWe feKkapcTBEHHOro npenapata - M3yYyeHue OMarHoCTUYEeCKMX, neyvebHbIx,
npodunakTnyecknx, apmakonormyecknx CBONCTB fieKapCTBEHHOro npenapara B Mpouecce ero NpMMeHeHus y
4yeroBeka, XXMBOTHOrO, B TOM YMCIe MPOLECCOB BCACbIBaHWS, pacnpeaeneHuns, 3MeHeHns 1 BblBe4eHUs, nyTem
NMPUMEHEHMSA Hay4HbIX METOAOB OLEHOK B LEensax MonyyYeHns pJgokasatenbcts 6GesonacHOCTM, KaydecTBa W
a(pPEeKTUBHOCTN NEKApPCTBEHHOro npenapara, OaHHbIX O HeXenaTenbHbIX peakuusix OpraHvM3aMa 4YenoBeka,
XMBOTHOMO Ha MNPUMEHEHWEe neKapCcTBeHHOro npenapata u o6 addekte ero B3auMOAEWCTBUS C APYrMMM
nekapCcTBEHHbIMW NpenapaTtaMu 1 (Unun) NULLEBLIMU NPOAYKTaMM, KOPMaMU;

42) MHOrOLIEHTPOBOE KMMHMYECKOe WCccredoBaHWe IeKapCTBEeHHOro npenapata ans MeauLMHCKOro
NMPUMEHEHMs1 - KMUHUYECKOe WccredoBaHWe NekapCTBEHHOro npenapata Onsg MEeAULMHCKOro MpUMEeHEeHMs,
npoeBoaumoe pas3paboTyMKOM NeKapCTBEHHOro npenapata B OBYX U Gonee MeOMUMHCKUX OpraHmsaumsix no
eVMHOMY MPOTOKONY KIMMHUYECKOro UCCreaoBaHns NiekapcTBEHHOro npenapara;

43) mexayHapoOoHOe MHOrOLIEHTPOBOE KIMHWYECKOe MWCCliefoBaHUE IEeKapCTBEHHOrO rMpenaparta ans
MEAMLIMHCKOrO MPUMEHEHNA - KNMHMYEeCKoe WccrieqoBaHne neKkapCcTBEHHOro npenaparta ans MeauuMHCKOro
NpUMEHeHWs1, NPoBOAMMOE pa3paboTyuMKOM MeKapCTBEHHOro npenapaTta B pasnuyHbIX cTpaHax Mo eduHoMy
MPOTOKONY KIMMHWUYECKOro UCCreaoBaHMs NekapcTBEHHOro npenapara;

44) nocTperucTpaunoHHoOe KMUHMYECKOe WCCedoBaHWE NEKapCTBEHHOro npenapaTa Ans MeaULMHCKOro
NnpuMEeHEeHna - KIMHU4YeCKoe WuccregoBaHue JekapCTBeHHOro npenapata Aanda MeauumHCKOro npumMeHeHud,
NpoBOAMMOE MPOU3BOAUTENEM JFEeKapCTBEHHOrO npenapara, rpaxaaHCckuin ob6opOoT KOTOPOro OCYLLECTBISETCS
nocrne rocyaapCTBEHHOW pervcTpaummM Wnuv perncrpauun, B Lensix AOMOMHUTENbHOro cbopa AaHHbIX O ero
6e30nacHOCTM U 3PEKTUBHOCTU, pacLUMPEHUS MOKa3aHUIA K NPUMEHEHWIO aHHOTO NeKapCTBEHHOro npenapara,
a Takxke BbISIBNEHNS HexenaTernbHbIX peakuuii NaLMeHToB Ha ero AenNcTBue;

(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

45) nccnenoBaHne GMOIKBUBANEHTHOCTM NEKAPCTBEHHOrO npernapara - BUf, KNUHUYECKOro UCCreaoBaHus
nekapcTBEHHOro npernapara, NpoBeAeHNe KOTOPOro OCYLLIECTBRAETCA ANS OnpeaeneHnst CKOPOCTY BCackiBaHUA 1
BbIBEEHMSI OJIHOTO MM HeCcKomnbKuxX obnagalolmnx hapMakonormyeckoi akTMBHOCTLIO OeMCTBYIOLIMX BELLECTB,
KOnMuyecTBa IeKapCTBEHHOro npenapaTta, OOCTUraloLlero CUCTEMHOrO KpPOBOTOKA, M pesynbTaTbl KOTOPOro
Mo3BOMSIOT cAenatb BbIBOA O 6GMOSKBMBANEHTHOCTM BOCMPOM3BEAEHHOINO feKapCTBEHHOro mnpenapaTta B
onpefeneHHbIX NekapcTBeHHON opMe M [03MPOBKE, COOTBETCTBYIOLIMX DOPME M [03MpoBKe pedepeHTHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

nekapcTBEHHOro npenapaTa;
(n. 45 B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

46) nccnepoBaHne TepaneBTUYECKON 3KBMBANEHTHOCTM NeKapCTBEHHbIX NpenapaToB - BUA, KIMHUYECKOro
nuccrefoBaHUsa  NekapcTBEHHbIX  MpenapaToB, NpoBedeHVWe KOTOPOro OCYLUECTBRSETCS AN BblSABIEHUS
OOMHAKOBbIX CBOWCTB fleKapCTBEHHbIX MpenapaToB onpeaefieHHON NekapCTBEHHON (hopMbl, a TakkKe Hanmuus
OOMHAKOBbLIX MokasaTernen 6esonacHOCTM U 3(EKTUBHOCTM fNeKapCTBEHHbIX MpenapaToB, OAWHAKOBbIX
KNMHMYECKMX 3 GEKTOB NpU NX NPUMEHEHUN;

47) NPOTOKOJT KIMMHUYECKOro wuccnenoBaHua JekapCTBEHHOro npenapata - [OOKYMEeHT, B KOTOPOM
onpenenarTCcAa uUenu, (bOprI opraHunsaumm wn mMetTopgosiorma nposeaeHnAa KrMHMYecKoro wuccreagoBaHus,
cTaTuctnyeckne MeToabl 06p860TKVI pe3ynbTaTtoB TakKoro nccriegoBaHnd n Mepbl o obecneyeHnto 6e3onacHoOCTH
CbVI3VI'~IeCKI/IX i, y4acTBYHOLWKX B KIMMHUYECKOM MUccrneaoBaHMn NekapCTBeHHOro npenapara,

48) Opowtopa uccrnefoBaTens - CBOAHOE W3MOXEHWe pe3ynbTaToB AOKIMHUYECKOro MCCreaoBaHus
neKkapcTBEHHOrO cpeacTBa M KIMHUYECKOTO WUCCNEAOBaHWUsSi fiekapCTBEHHOro npenapaTta ans MeauuMHCKOro
NPUMEHEHNS;

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2025 B n. 49 cT. 4 BHOCATCA n3MeHeHus (3 ot 30.01.2024 N 1-d3).

49) WHMOPMALMOHHBIA NUCTOK MauueHTa - OOKYMEHT, B KOTOPOM coepxaTcs B AOCTynHowu dopme
CBeEeHUs1, Kacawllmecss NPOBOAMMOrO KMMHMYECKOrO MWCCNeaoBaHUs JeKkapCTBEHHOro npenapata, U B
nMCbMEHHON dopMe [obpoBOMNbHOE corfacMe nauveHTa Ha yyacTMe B KIMHUYECKOM  MCCedoBaHWM
NIeKapCTBEHHOro npenapara nocrie 03HAKOMJIEHNUSI C OCOBEHHOCTAMM KITMHUYECKOTO UCCNeaoBaHusl, MMELLNMN
3Ha4YeHne Ans BblpaXkeHWs Takoro cornacus;

50) noboyHoe pOeWicTBUME - peakumsi opraHu3Ma, BO3HUKLLAS B CBSI3W C NPUMEHEHWEM JeKkapCTBEHHOrO
npenaparta B [03aX, PEKOMEHAYEMbIX B MHCTPYKLUUM MO €ro NMpUMEHEHWIO, ANst NPOUMaKTUKKL, OUArHOCTUKM,
nevyeHuns 3aboneBaHnsa Unn ans peadvnutaumu;

50.1) HexenaTtenbHas peakuus - HenpegHaMepeHHas HebnaronpusiTHasi peakumsi opraHuama, KoTopas
MOXeT ObITb CBSi3aHa C NPUMEHEHNEM NeKapCTBEHHOro NpenapaTa;
(n. 50.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

51) cepbesHasi HexenaTtenbHasi peakuusi - HexenaTtenbHas peakuusi opraHusma, CcBsi3aHHas ¢
NpUMeHeHWEM NeKapCTBEHHOro npenapara, npuBedllasl K CMepTW, BPOXAEHHbIM aHOManusiM UMM nopokam
pa3BuTMs NGO npeacTaBnsiowas cobon yrpoay xusHu, TpebytoLlas rocnuTanusaumum unu NpuBeaLLas K CTOMKOM
yTpaTte Tpy4ocnocoGHOCTM U (Mnu) MHBaNUOHOCTY;

52) HenpenBuaeHHas HexXenaTernbHasa peakums - HexenaTenbHasi peakuusa opraHMama, Kotopasa cBa3aHa ¢
NpUMEHEHMEM IEeKapCTBEHHOro npenapata B [03aX, PEKOMEHAYEMbIX B MNPOTOKOME €ero KAMHUYECKOro
nuccriegoBaHus, Opolllope UccrnefoBaTtens, WM C MPUMEHEHMEM JIEeKapCTBEHHOro npenapata B 403aXx,
peKOMEHAYEMbIX B MHCTPYKUUWN MO €ro NPUMEHEHUIO AN NpodUNakTUKM, AMarHOCTUKN, NevyeHns 3aboneBaHns
NN MEeaMUMHCKOW peabunutaumn naumeHTa, M CyLWHOCTb, TSXKECTb WM UCXOL KOTOPOW He COOTBETCTBYET
MHdopMaUMM O NeKkapCTBEHHOM npernaparte, coaepXallencs B MPOTOKOMe ero KMMHUYECKOro MccrefoBaHus,
OpoLutope ncecnegoBaTens UM B UHCTPYKLUUKU MO MPUMEHEHUIO NNEKaPCTBEHHOTO Npenapara;

(n. 52 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

52.1) dapmakoHag3op - BuO [OEATENbHOCTM MO  MOHUTOPUHTY 3(MEEKTMBHOCTM U ©6e30nacHOCTU
NEKapCTBEHHbIX MpenapaToB, HaMpPaBIiEHHbI Ha BbISIBNIEHWE, OLEHKY M NpegoTBpalleHne HexenaTerbHbIX
nocneacTBUN NPUMEHEHMWS NEKApPCTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH ®enepansHbiM 3akoHOM 0T 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHuMs puckamum - nogpobHOe onucaHne MeponpuaTUA Nno  dhapmakoHan3opy,
HanpaBIiEHHbIX Ha BbISBMEHME, OUEHKY W npefoTBpalleHne WM MUHUMU3ALUI0 PUCKOB, CBSA3@HHbLIX C
nekapcTBEHHbIMY NMpenapatamMmu, BKNYasi oLeHKY 3EKTUBHOCTU AaHHbBIX MEPONPUATUN;

(n. 52.2 BBegeH ®enepansHbiM 3akoHOM 0T 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.03.2025 B n. 53 cT. 4 BHOCATCA n3MeHeHus (P3 ot 30.12.2021 N 463-P3).

53) peuenT Ha nekapcTBEHHbIM Npenapar - MeAMLUUHCKUIA JOKYMEHT YCTaHOBMNEHHOW (DOPMbI, COAepKaLLmM
HasHayeHWe nekapCTBEHHOro npenapata Ans  MeAWUUHCKOrO MNPUMEHEHWs, BblAaHHbIN  MeOULMHCKUM
paboTHUKOM B LEeNsix OTrycka feKapCTBEHHOro npenapata WM ero M3roToBreHus U oThycka Ha OymaxHOM
HocuTene Wnu ¢ cornacus nauMeHTa Unu ero 3aKoHHOro NpPeacTaBuTens B popmMe 3neKTPOHHOro AOKYMEHTa,
MOANMUCaAHHOIO C WCMOMb30BaHWEM YCUNEHHOW KBanudUUMPOBaAHHOW 3IEKTPOHHOW NoAMNUCU MEeOMLIMHCKOro
paboTHuka, NMBo AOKYMEHT yCTaHOBNEHHOW (hOpPMbl, COAEPXaLLMIN HasHaYeHwe fekapCTBEHHOro npenapara ans
BETEPVMHAPHOIro MNPUMEHEHWs, BblAaHHbIA cheunanucTtom B obnacTM BeTepuHapuum B Lensax OoTnycka
nekapCTBEHHOro npenaparta v ero 3roToBneHns 1 oTnycka Ha BymaxHom HocuTene;

(B pea. PenepanbHbix 3akoHOB OT 29.07.2017 N 242-93, ot 02.08.2019 N 297-03)

KoHcynbTaHTlInoc: npuMmeyaHue.
C 01.03.2025 n. 54 cT. 4 nsnaraetcs B HoBou pegakuum (®3 ot 30.12.2021 N 463-D3).

54) TpeboBaHue MeAMLMHCKOW OpraHmsauuu, BeTEpUHAPHOW OpraHu3aumv - OOKYMEHT YCTaHOBIEHHOM
hOpMbl, KOTOPbIN BbINUCAH MEANLMHCKMM PabOTHUKOM UMK CneunanucToM B 06nactn BeTeprHapuv, UMeoLLnMu
Ha 9TO MNpaBoO, U COOEPXKUT B MNUCbMEHHOW (OpPME yKasaHwe anTeyHOW OopraHmsauum unuM BeTepUrHapHOM
anTeyHon opraHu3aumm ob OTnycke neKapCTBEHHOro rnpenapara WM O ero M3roToBreHunM u ob oTnycke Ans
obecneyeHns nevyebHOro npouecca B MEAMLMHCKON OpraH1M3auun, BeTepMHapHON opraHusauuu;

(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

55) komnnekcHas oueHKa NnekapCTBEHHOro npenapara - OueHKa 3aperMcTpupoBaHHOrO NeKapCTBEHHOro
npenapaTa, BKMoYawlwas B cebs aHanui3 WHgopMauum O CpaBHUTENbHOM KNUHU4YECKOW 3deKTUBHOCTM U
©e3onacHOCTN NekapCTBEHHOMO MpenapaTta, OLEHKY 3KOHOMWYECKMX MOCNEeACTBUIA €ro NPUMEHEHUS, U3yvyeHue
OOMNONHUTENBHBIX MOCNEACTBUA NPUMEHEHUS IeKapCTBEHHOro Mpenapata B LUEnsiX MNPUHATUS pPeLUeHuin o
BO3MOXHOCTU BKIIOYEHUS FEKAPCTBEHHOrO Mnpenapata B MNEPEYEHb KU3HEHHO HEOOXOOUMbBIX U BaXKHEWMLLNX
NeKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE MPABOBbIE aKTbl M WHblE AOKYMEHTbI, Onpeaensiowme nopsiaok
oKaszaHus MeAULIMHCKON NOMOLLN, UMM UCKIIOYEHUS ero M3 yKasaHHbIX NepeyHsl, akToB 1 JOKYMEHTOB;

(n. 55 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

56) cucTemMa MOHWUTOPWUHra ABWXXEHUS feKapCTBEHHbIX MpenapaToB Ans MeOUUUHCKOrO MpUMEHEeHUs -
defepanbHas rocygapcTBeHHasi MHgopMauuoHHas cucTemMa MOHUTOPWHIra ABWXKEHMSI  NeKapCTBEHHbIX
npenapaToB ASisl MEAULIMHCKOrO NPUMEHEHUS OT NPOU3BOANTENS A0 KOHEYHOro NoTPebuTens ¢ UCnonb3oBaHMEM
B OTHOLLEHMM NEKapPCTBEHHbIX NpenapaToB Ans MeAULUHCKOro NpUMEHEHUs CPeaCcTB UaeHTUdMKaLmu.

(n. 56 BBegeH deaepanbHbIM 3aKkoHOM OT 28.12.2017 N 425-93)

naea 2. MOJIHOMO4UA ®EQEPAJIbHLIX OPFAHOB I/ICI'IOHHVITEHbI-jOI?I .
BITACTU, OPTAHOB UCMNOJNIHUTENIbHOU BNNACTU CYBBEKTOB POCCUUCKOU
OEOEPALIAM NPU OBPALLEHUN NEKAPCTBEHHbIX CPELACTB

Ctatba 5. MonHomouusa deaepanbHbIX OPraHOB WCMONMHUTENbLHOM BracTM Npu oGpalleHuun
neKkapcTBeHHbIX CPeAcTB

K nonHomoumsim pepepanbHbiX OpraHoB WCMONHUTENbHOW Briactu npu obpalleHun nekapCTBEHHbIX
CpefcTB OTHOCATCS:

1) npoBeneHne B Poccuiickonn ®epepauun eguMHON rocygapCTBEHHOM MOMUTUMKM B obnacTn obecnedeHus
nekapcTBEHHbIMY NMpenapatamu rpaxaaH B Poccuiickon ®epepauuu;
(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

2) yTBepxgeHne obmnx dapMakonenHblx ctaTen, bapmakonerHbIX cTaTel, u3gaHue rocyaapCTBEHHOW
hapmakoreu, co3gaHue u BeaeHne peecTtpa papMakonenHblx CTaH4apTHLIX 06pa3uoB;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

3) ocyuwecTtBneHve degepanbHOro [OCYAAPCTBEHHOIO KOHTpONs (Hagsopa) B cdepe obpalleHns
nekapCTBEHHbIX CPeACTB;
(B pea. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, o1 11.06.2021 N 170-93)

4) nUVUEH3MPOBaHWE MPOM3BOACTBA JIEKAPCTBEHHbIX CpPeactB, B ToM uucne dedepanbHbIn
rOCYAapCTBEHHbIA JNIMLEH3MOHHbIA KOHTPONb OEeATENIbHOCTM MO MPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB,
nepuoamnyeckoe MNOATBEPXAEHME COOTBETCTBMS JULEH3MaTa, MMEKLWEro JIMLEH3N0 Ha NpPOu3BOACTBO
NneKkapcTBEHHbIX cpeacts, M dapMaLeBTUYECKON AeATEeNbHOCTM B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaunm;

(B peq. ®enepanbHoro zakoHa ot 11.06.2021 N 170-93)

5) opraHM3aums aKcnepTu3bl NeKapCTBEHHbIX CPEACTB, 3TUYECKOM 3KCNEepPTM3bl BO3MOXHOCTUN NpoBeaeHus
KNMMHUYECKOrO UWCCMeLoBaHMS JekapCTBEHHOrO Mpenapata Ans MegUUMHCKOTO NPUMEHEHUs, 3KCnepTu3bl
JOKYMEHTOB, NpeacTaBneHHbIX ANS OnpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NEKAapCTBEHHbIN NpenapaTt Ans
MeaULMHCKOro NPUMEHEHNS B KayecTBe o0pdaHHOro NeKkapCTBEHHOrO Npenapara;

(B pea. PenepanbHbix 3aKOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N _1-93)

5.1) opraHusaumsi NpoBefeHUs KOMIMIEKCHON OLEHKW NeKapCTBEHHOro npenapaTta B LEnsx NpUHATUS
peLLeHNIA O BO3MOXHOCTU BKIMHOYEHUS JNIEKAapCTBEHHOrO npenapata B NepeyeHb >XM3HEHHO HEOOXOAMMbIX M
Ba)XHEMLUNX NEKapCTBEHHbLIX MpenapaToB, HOPMAaTMBHbIE MPABOBbLIE aKTbl U UHblE JOKYMEHTbI, onpeaensiolme
NOPSAOK OKa3aHUst MeANLMHCKOM NOMOLLM UMM UCKITOYEHNS ero U3 yKasaHHbIX NepeyHsi, akToB U JOKYMEHTOB;

(n. 5.1 BBegeH PepnepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

6) Bblgaya paspelleHuini Ha NpoBedeHMEe KIMHUYECKUX WCCREedoBaHW NeKapCTBEeHHbIX MpenapaTos,
BelleHVe peecTpa BblAaHHbIX paspelleHWid Ha NpoBedeHWe KIMHUYECKUX WCCredoBaHWUi NeKapCTBEeHHbIX
npenaparos;

7) rocymapcTBeHHass permcrpauusi nekapCTBEHHbIX NpenapaToB, BefdeHuWe rocydapCTBEHHOro peecTtpa
NeKapCTBEHHbIX CPeACTB;

7.1) peructpauusi, noATBEPXAEHME perncTpauum (nepeperncrpaumsi), BHECEHWE W3MEHEHUN B
perMcTpaumMoHHoe JocCbe, a Takke npoBedeHue npoueayp, CBSA3aHHbIX C peructpaumen, B COOTBETCTBMMU C
yTBEpXAEeHHbIMU  EBpasvMincko  9KOHOMUYECKOW KOMUCCMEW [OpaBunamu peructpaumm U 3KCnepTusbl
NeKapCTBEHHbIX CpPeAcTB ONA  MeOUMUMHCKOrO MPUMEHEHUs W [OpaBunamMy perynvpoBaHus obpalleHus
BETEPVHAPHBIX NTEKAPCTBEHHbBIX CPEACTB Ha TAMOXXEHHOW TeppuTOopuM EBpasmninckoro 3KOHOMUYECKOro CoH3a;

(n. 7.1 BBegeH depepanbHbiM 3akoHom oT 30.01.2024 N 1-93)

7.2) npeActaeneHve uHgopMauum o peructpaumu, nogTBepXOeHuM perncrTpauun (nepeperncrpauun),
BHECEHUW W3MEHEHWA B perncrpauuoHHoe AOoCbe, a Takke O npouedypax, CBSi3aHHbIX C perncrpauuven, B
EBpasuniickyto 3KOHOMUYECKYID KOMWMCCUIO C WCMOMb30BaHWEM WHTErpMpPOBaHHONW WHEOPMAaLMOHHON CUCTEMbI
EBpasninckoro 3KOHOMWYECKOrO COK3a B COOTBETCTBUM C YTBEPXKAEHHbIMU [EBpPasuickon 3KOHOMWMYECKOW
KoMuccuen nopsaakoMm OPMUPOBaHWA W BeAeHWS €AMHOro peectpa 3aperncTpUpOBaHHbLIX feKapCTBEHHbIX
cpeacte EBpasuiickoro 9KOHOMMYECKOrO COK3a M [OpaBunamMu perynupoBaHus obpalleHus BeTepuHapHbIX
neKapCTBEHHbIX CPEACTB HAa TaMOXEHHON Tepputopun EBpasmMinckoro 9KOHOMMYECKOro CO3a;

(n. 7.2 BBegeH PenepanbHbiM 3akoHom oT 30.01.2024 N 1-93)

KoHcynbTaHTlInoc: npuMmeyaHue.
C 01.09.2024 n. 5 ct. 5 pononHsietcs n. 7.3 (@3 ot 30.01.2024 N 1-03). Cm. OyayLuyto pegakLmio.

8) opraHmsauusa n (Mnu) NpoBeAeHUe UHCMEKTUPOBaHUSA CyObEKTOB OOpalleHNss nekapCTBEHHbIX CpeacTs
Ha COOTBETCTBME YTBEPXAEHHbIM EBpPasnMNCKon 3KOHOMMYECKOW KOMUCCUEWN MpaBwunam Haanexawiemn
nabopaTopHON MpakTVKW, [OpaBunaM Haanexalwlen KIVMHUYECKOW NpakTUKM, [OpaBunaM Hagnexallen
ONCTPUOBLIOTOPCKOM MPaKTUKW, OpaBuniaM Hagnexallen MpakTukM hapmMakoHagsopa, a Takke YTBEPKOAEHHbLIM
YMOSTHOMOYEHHbIMU doeeparnbHbIMU OpraHaMu MCMOSIHUTENbHOW BriacTv OpaBwunaM Haafexalwewn anTeyHon
NpaKkTVKu1, OpaBuiamM XpaHeHUs NeKkapCTBEHHbIX CPEACTB;
(n. 8 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

8.1) opraHunsaums u (Mnv) NpoBeaeHNe NHCNEKTUPOBaHUSA CyObeKTOB 0OpalLleHMs NeKapCTBEHHbLIX CpeacTB
Ha cooTBeTCTBME TpebOoBaHUSIM MpaBuWi Hagnexalleh NPOM3BOACTBEHHOW MPaKTMKW, Bblaava 3aKMYeHUn o
COOTBETCTBMM NPOUN3BOAUTENS NEKapCTBEHHbIX CpeacTB TpeboBaHUSM NpaBuil Hagnexallen npon3BoaCTBEHHOM
NpaKkTUKu;
(n. 8.1 BBegeH denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBNEHNe Nopsiaka BegeHUs 1 BeeHe rocy4apCTBEHHOMO peectpa 3aKyeHnii O COOTBETCTBUM
npon3BoauTENs NekapCTBEHHbIX CpeacTB TpeboBaHUAM NpaBun Hagnexallen Npon3BoaCTBEHHOW NPAKTUKY;
(n. 8.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) rocygapcCTBeHHasl pernctpauus npefenbHbiX OTMYCKHbIX LEH MNpoM3BOAUTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B NEepPeYEeHb XU3HEHHO HEOOXOOUMbBIX U BaXKHEMLUMX NEKAPCTBEHHbIX NpenapaTtos, U
BeJEHME rOCyaapCTBEHHOIO peecTpa MnpeAenbHbIX OTMYCKHbIX LEeH MpouM3BoAUTENEN Ha JeKapCTBEHHblEe
npenapaTbl, BKIIIOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOAUMbIX U BaKHEMLLNX NEKAapPCTBEHHbIX NPenapaTos;

(B peq. ®enepanbHoro zakoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHuMe MNPOEKTOB pPELUEHUA OpraHoB WCMNOMHUTENBHOM BNacTu cybbekToB Poccuiickon
depepaummn o6 ycTaHOBREHUN U (UNN) U3MEHEHUWN NpeaenbHbIX Pa3MepoB OMNTOBbIX HaA6aBoOK U MpedenbHbIX
pasMepoB PO3HUYHbIX HaAbaBOK K (PaKTUHECKMM OTMYCKHbIM LieHaM, YCTaHOBMIEHHbIM MPOU3BOAMTENAMM
neKkapCTBEHHbIX NpenapaToB, Ha flekapCTBEeHHbIe Npenaparhbl, BKIOYEHHbIe B NepeYveHb XN3HEHHO HeOBXoaNMbIX
N BaXXKHEWLUMX fleKapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH PepnepanbHbiM 3akoHoM oT 13.07.2015 N 241-03)

10) Bblgaya, yCTaHOBIEHWE MOpsidka Bblgadn paspeLleHnst Ha BBO3 KOHKPETHOW MapTuM fekapCTBEHHOMO
cpeactsa B Poccuiickyto ®enepaunio;
(n. 10 B pea. PenepanbHoro 3akoHa oT 02.08.2019 N 297-93)

10.1) Bblgada, ycCTaHOBreHWe nopsgka Bbldadn M OpMbl AOKYMEHTa, KOTOPbIA MNOATBEpXAaeT, 4To
NPOW3BOACTBO JleKapCTBEHHOro npenapaTta Ans MeauUMHCKOro NPUMEHEHUsT OCYLLeCTBIEHO B COOTBETCTBUN C
TpeboBaHVAMKM OpaBwui Haanexallen NpPovM3BOACTBEHHOW NPaKTUKM UMW YTO NEKapCTBEHHbIN npenapaT Ans
BETepUHapHOro npvMeHeHns gonyueH Kk obpaweHuio B Poccuiickon ®egepaumun, U NOANEXUT NpeacTaBneHnto
no TpeboBaHMI0 YNONIHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYIO BBO3WUTCH fleKapCTBEHHbIN Npenapar;

(n. 10.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B pea. PepepanbHoro gakoHa ot 02.08.2019
N 297-$3)

10.2) Bblgava, ycTtaHoBNeHVE O0pAdKa Bbiaaun 1 opMbl AOKYMEHTA, COAEPXKaLLEro CBeAeHns O cTagusax
TEXHOJIOrMYEecKoro npouecca npouM3BOACTBA JIEKAPCTBEHHOrO CpPeAcTBa ANsi MEAMUMHCKOTO MpPUMEHEHMs,
OCYLLIECTBNSIEMbIX HA TeppuTopMn EBpasninckoro SKOHOMUYECKOro CO3a;
(n. 10.2 BBegeH PenepanbHbiM 3akoHoM oT 22.12.2014 N 429-93, B pea. PeagepansHoro 3akoHa ot 13.07.2015
N 241-03)

11) cosgaHue CoBETOB MO BONpoOCcaM, CBA3aHHbIM C 0bpalleHneM fekapCTBEHHbIX CPEACTB;

12) atTecraums n cepTudukaums cneLmanmcTos;

13) ytpaTtun cuny ¢ 1 centsabps 2013 roga. - PegepanbHbii 3akoH ot 02.07.2013 N 185-93;

14) ocywecteneHune hapmakoHaa3opa;
(n. 14 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

15) yyacTtne B MexayHapogHOM COTPYAHUYECTBE;

16) nonydeHne no 3anpocaMm YMOSIHOMOYEHHOrO diedeparnbHOro opraHa WCMOMHUTENbHOW Bnactu oOT
OpraHoB WCMOSNTHUTENbHOW BnacTn cybobekToB Poccunckon depepaumu, a Takke OT CyObekToB oOpalleHus
neKapCTBEHHbIX CPeacTB [Afi9 MEOUUMHCKOTO MPUMMEHEHUs WHopmMauuym No BOMPOCaM YCTaHOBMEHUS W
NPUMEHEHNS LIEH Ha NeKapCTBEHHbIE Npenapatbl 1 HaabaBoK K HUM;

17) npymeHeHe Mep OTBETCTBEHHOCTU 3a HapyLleHne 3akoHofaTenbcTBa Poccunckon denepaunu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.09.2024 n. 18 cT1. 5 n3naraetcsa B HoBow pegakummn (23 ot 30.01.2024 N 1-d3). Cm. GyayLLyo pegakLimi

18) yTBepxaeHue npaBun Hagnexaiien nabopaTtopHOW NPaKTUKW, OpaBui Hagnexawlen KIMHUYEeCKON
NpakTUKW, OpaBun Haanexailenh MNpou3BOACTBEHHOW NPaKTWMKW, NpaBuil Haanexalwleh npakTUKU XpaHeHus u
nepeBO3KN NEKapCTBEHHbLIX MpenapaToB AN MEeOUUUHCKOrO NMPUMEHEHWs, NpaBWUIl XPaHEHWUs! NEKAPCTBEHHbIX
cpeactB O BETEPUMHAPHOrO NPUMEHEHWs, MpaBuIT Hagnexawlen [OUCTPUOBIOTOPCKOW MpPaKTUKW, MpaBui
Hagnexawen anTeyHon npakTUKW, npaBuN Hagnexawen npakTuku dapmakoHagsopa feKapCTBEHHbIX
npenapaToB ANs MEeOULMHCKOTO NPUMEHEHNS;

(n. 18 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B peq. PenepanbHoro zakoHa ot 28.04.2023 N
171-03)

19) yctaHoBneHue nopsigka opMMpoOBaHNST PErMCTPALMOHHOIO JOChE Ha JNIeKapCTBEHHbIM NpenapaTt anis
BETEPMHAPHOro NPUMEHEHUs 1 TpeboBaHUI K JOKYMEHTaM B €r0 COCTaBE;
(n. 19 BBegeH degepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B peq. PepepanbHoro 3akoHa ot 30.01.2024 N
1-03)

20) - 21) ytpatunu cuny. - degepanbHbivt 3akoH oT 30.01.2024 N 1-03;

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbivi 3akoH oT 27.12.2019 N 475-03;

23) yTBepxaeHne TpeboBaHUM K WHCTPYKUMM MO BETEPUHAPHOMY TMNPUMEHEHUIO JEKAPCTBEHHbIX
npenapaTos;
(n. 23 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-93; B peq. PepepanbHoro 3akoHa ot 30.01.2024 N
1-03)

24) NpUHSTUE pELLEHUI, ABMSIIOWMXCA OCHOBAHMAMU OIS BKITHOYEHUSA JOMEHHbIX MMEH u (Mnn) ykasaTtenewn
CTpaHuL, calToB B MH(OPMAaLMOHHO-TENEKOMMYHUKaALUNOHHOMW ceTn "UHTepHeT", a Takke ceTeBblX afpecoB B
€[VHYI0 aBTOMAaTU3NPOBAHHYIO WMHGOPMAaLMOHHYK cucTeMy "EOWHBIA peecTp AOMEHHbIX MMEH, ykasaTenewn
CTpaHuy, cantoB B MWHOPMALNOHHO-TENEKOMMYHMKAUNOHHOM ceTu  "VIHTepHeT" ©n ceTeBbIX agpecos,
no3sonsawWnx uaeHTuduLmMpoBaTb cantel B UHPOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTu "UHTepHeT",
cogepxalime nHgopmaumo, pacnpocTpaHeHne kotopon B Poccunckon denepaumm 3anpeLleHo”, B OTHOLEHUN
WHopmaunn, cogepxallen npeanioxxeHne o PO3HUYHOM TOProBne fekapcTBeHHbLIMU NpenapaTtamMun, B TOM yucne
OUCTaAHUMOHHBIM CMOCOOOM, PO3HWYHAs TOProBMfsl KOTOPbIMW OrpaHUYeHa Wnu 3anpelleHa B COOTBETCTBMM C
HacToswmm PefeparnbHbiM 3aKOHOM, U (MNK) MHOPMaLUK, coaepxallen NpeanoxeHne o PO3HNYHOW TOprosne
nekapCTBEHHbIMW MpenapaTtaMu, B TOM YMCe OUCTaHLMOHHLIM CNOCOO0OM, Nuuamm, He UMEKLLUMN NULEH3UN U
paspelleHns Ha OCyLleCTBNeHMe TaKoh [AesTenbHOCTW, €Cnu MnofnyyYeHue nuuUeH3MuM U paspeLleHns
NpegycMOTPEHO 3aKoHoAAaTENbLCTBOM 06 obpalleHnn NekapCTBEHHbIX CPeACTB;

(n. 24 B pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgava paspelleHuid Ha BBOA B rpaxgaHCKMiA 0BOpOT MMMYHOOMOMOrMYECKUX JeKapCTBEHHbIX
npenaparos.
(n. 25 BBegeH PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

26) perynupoBaHue BOMPOCOB, CBSA3aHHbLIX C B3aMMO3aMEHSIEMOCTbIO JIEeKapCTBEHHbIX MpenapaTtoB s
MeANLMHCKOro NPpUMEHEHUS.
(n. 26 BBegeH PepepanbHbiM 3akoHoM oT 19.10.2023 N 503-93)

KoHcynbTaHTlntoc: npumedaHue.

Ct. 5.1 pacnpocTpaHseTcss Ha MOfIHOMOYMS, KOTOpble He nepedaHbl AN OCYLLECTBIEHUS OpraHam
rocynapCTBEHHOM BnactM cyobektoB P® 1 opraHam MECTHOTO CamOynpaBrieHUsi COOTBETCTBYHOLLMMU
denepanbHbiMy 3akoHamm (P3 ot 13.07.2015 N 233-03).

Cratba 5.1. lNepepaya ocyuwecTBNeHUsA MNonHoMouun dpeaepanbHbIX OPraHOB MUCMONHUTENbLHOMN
BNactTu npu obpaweHMn nekapcTBeHHbIX CPeACTB OpraHam WCNOSIHATENbHOW BRacTu Ccyo6bekToB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

Poccuiickon ®epgepauumn
(BBepeHa ®epepanbHbiv 3akoHoM oT 13.07.2015 N 233-93)

MonHomouuns cbegepanbHbIX OPraHoB UCMOMHUTENBHOWM BriacTy nNpu o0palleHnn NnekapcTBEHHbIX CPeacTB,
npeaycMoTpeHHble HacToswmm degeparnbHbIM 3aKOHOM, MOTYT nepefaBaTbCs ANS OCYLIECTBMEHUS opraHam
ncnonHMTENbHOM Bnactn cybbekToB Poccuickon Pepepaummn noctaHoBneHnsimy MNpaButenbctBa Poccuinckon
depepaummn B nopsigke, yctaHoBreHHoOM ®PeaepanbHbiM 3akoHOM OT 6 okTs6psa 1999 roga N 184-93 "O6 o6wmx
MpVHUMNax opraHM3aunm 3akoHogaTernbHbIX (MPeACTaBUTENbHBIX) Y MCMOMHUTENBbHBIX OPraHoB rocy4apCTBEHHOM
BnacTtu cyowekrtoB Poccuiickon deagepaummn”.

Crtatbs 6. lonHOMOUYMA opraHOB UcnonHUTENbLHOM BnacTu cyobekta Poccuickon denepaunm npm
obpalyeHMn nekapcTBEHHbIX CPEACTB

K nonHomMo4vamM opraHoB WMCMONHUTENbHOM Bnactn cybbekta Poccuiickon ®epepauum npu obpaiyeHmm
neKapCTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka W peanusauusi perMoHanbHbIX NporpaMM obecrnevyeHusl HaceneHus NeKapCTBeHHbIMU
npenapartamu;

2) ycTaHoBreHue npefernbHbiX pasMepoB ONTOBbIX HaAbaBoK M MNpenenbHbIX pa3MepoB PO3HUYHbIX
HaabaBok K haKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOU3BOAUTENSMW FIeKapCTBEHHbLIX NpenapaTos,
Ha JekapCTBeHHble MpenapaTtbl, BKIIOYEHHbIE B MEPEeYeHb >KU3HEHHO HeobXxoaAWMbIX W BaXKHEMLIMX
neKkapCcTBEHHbIX Npenaparos;

3) ocyLLecTBNEHME pernoHanbHOro rocygapCTBEHHOro KOHTPOMS 3a MPUMEHEHNEM LieH Ha NeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MNEpevYeHb XMU3HEHHO HeobXOoAMMbIX M BaXKHEWLIMX NeKapCTBEHHbIX MnpenapaTos,
opraHusauuMsiMu  ONTOBOM  TOPrOBMW  NEKApPCTBEHHbIMW  CpeacTBaMu,  anTeYHbIMM  OpraHmsauusamu,
MHAMBUAOYaNbHLIMA MPEANPUHUMATENAMKN, UMEKLUMN JNLEH3NIO Ha apMaueBTUYECKYID OEeSTENbHOCTb,
MEOULMHCKUMUW  OpPraHu3auvsmMu, UMEKLWMMN JMUEH3MI0 Ha dapMaueBTUYECKYlD AeATenbHOCTb, U KX
060c0o0neHHbIMM  nogpasgeneHusammn  (ambynatopusmu, enbawepckumm  u - denbalepcKo-aKyLepCcKumm
nyHKTamu, UueHTpamu (oTgeneHusamun) obuien BpadyebHon (CeMenHon) NpakTuKkn), PacrnonoXeHHbIMU B CEIbCKMX
HaceneHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble opraHnu3aumu;

(B peq. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 27.12.2019 N 475-D3)

4) npyHsTUE pelleHns o0 MCMonb30oBaHMM Ha TeppuTopun cybbekTta Poccuickon degepaumm Hapsigy C
peuenTamMy Ha fekapCTBeHHble npenapaTtbl, OQOPMIEHHbIMA Ha OymaXHOM HocuTene, peuenToB Ha
rnekapCcTBeHHble NpenapaTbl, ChopMMPOBaHHLIX B DOPME 3NMEKTPOHHbIX JOKYMEHTOB.

(n. 4 BBegeH ®efeparnbHbiM 3akoHOM OT 29.07.2017 N 242-93)

Mnaea 3. FTOCYOAPCTBEHHAA ®APMAKOINEA
Crtatbs 7. PaspaboTka u usgaHue rocyaapcreseHHoun cpapmakoneu, pasmelleHne AaHHbIX O HeN

1. Tog rocygoapCcTBeHHOW dapMakoneen MOHUMaeTcsi CcBog obwmx dapmakonerHblXx cTaten wu
dapmaKkonemnHblx cTaTen.

2. PaspaboTka obLimx hapmakonenHbIx ctaten u hapMakonemnHblx cTater, B TOM yucre dpapmakonemnHbix
cTaTer Ha dapmakonemnHble CTaHOapTHble obpasubl, M BKMAOYEHME WX B rocyfapCTBEHHyt hapmakoneto
OCYLLECTBMAIOTCA B OOpAdKe, YCTAHOBMEHHOM YMOMHOMOYEHHbIM deaepanbHbIM OpraHoM WUCMOMHUTENBHOWM
BracTu.

(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. PaspaboTka dhapmakonenHon ctatb Ha pedepeHTHbIN NEKapCTBEHHbIN NpenapaTt U BKIOYEHME ee B
rocyapCTBeHHY0 hapMaKkoneto B TeHEHNE CpoKka AEWCTBUS 3aLLMTbI UCKITFOYMTENBHOMO Npaea, ya0CTOBEPEHHOMO
naTeHTOM Ha pedepeHTHbIN NEKAPCTBEHHLIN NpenapaT, OCYLLECTBASIOTCS C cornacus ero paspaboTtyumka.

(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

4. l'ocypapcTBeHHas hapmakones u3gaetcs YNnonHOMOYEHHbIM doedeparnbHbiM OpraHOM MCNONMHUTENBHON
BMacTu 3a cYeT CpeacTB chenepanpHoro GioaxeTa M NOANEXUT NepensfaHnsM He pexe YeM OAMH pa3 B MATb
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

NeT, B Nepvog, Mexay KoTopbIMy U34alTCs NPUMNOXEHNsT K ToCyAapCTBEHHOW hapMakonee, cogepxalue obuime
dapmakonenHele ctatbm U (Mnn) dbapmakoneriHble cTaTbyl, YTBEPXKAEHHbIE NOCe U3OaHUs Unu nepensgaHus
rocynapcTBeHHOM hapmakonen.

5. YnonHomoudeHHbIn defepanbHbli  OpraH  WCMONHUTENBbHOW BRacTM  pasmellaeT [faHHble O
rocyapCTBeHHON capmakornee M MpUoOXeHUsX K HeW Ha cBoeM oduumanbHoM cante B ceTn "MHTepHeT" B
YCTaHOBMEHHOM UM MOPSAAKE.

Maea 4. TIMLUEH3UPOBAHUE NPOU3BOAOCTBA JIEKAPCTBEHHbLIX CPEOCTB
U ®APMALIEBTUYECKOW AEATENBbHOCTU, TOCYOAPCTBEHHbIN KOHTPOIb
(HAO30P) B COEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB
(B pean. PenepanbHoro zakoHa ot 11.06.2021 N 170-®3)

Cratbsa 8. JlnueHanpoBaHMe nNpPOU3BOACTBA JIEKAPCTBEHHbIX CpPeaAcTB M hpapmaueBTUYECKOMN
nesaATenbHOCTU

1. nMLI,eHSMpOBaHMe npon3BoacTBa Ji€KapCTBEeHHbIX cpeactB cbapmau,eBTquCKoﬁ neAaATenbHOCTU
OCyLLEeCTBIIAETCA B COOTBETCTBMN C 3aKOHOAATENIbCTBOM Poccuiickon CDep,epau,MVl.

2. ObszaTenbHbIM ycnosmemMm npenoctaBlieHnAa InUUeH3nM Ha MNpou3BOACTBO J1IEeKapCTBEHHbIX CpeacTB
ABNAETCA NPUIoOXeHne K 3adaBNeHUK couckatenda nuueH3nn nepedvHa nekapCTBEeHHbIX ¢)OpM n (I/IJ'IVI) BMOOB
q)apmaueBTquCKle Cy6CTaHLI,I/IVI, KOTOpble Npon3BOOUTENb NNEKAPCTBEHHbIX CPEACTB HaMepeH Npon3BoONTb.

3. B cnyyae HeobGXoAMMOCTU pacLUMpEeHNs MPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 3a CYeT HOBbIX
NeKkapcTBeHHbIX ¢hopM M BMAOB dapmaueBTUYECKMX CyOCTaHUUn NpoM3BOAUTENb JNEKAPCTBEHHbIX CPencTB
JOIMKEeH nodath B JULEH3MPYIOLWMI OpraH 3asiBfieHMe O BHECEHUUM U3MEHEHWA B peecTp JNUUEH3UA Ha
NPOn3BOACTBO fIeKapCTBEHHbIX CPEACTB.

(B peq. PenepanbHbix 3akoHoB oT 02.08.2019 N 297-®3, o1 11.06.2021 N 170-d3)

4. JlMueHsnss Ha NpPOM3BOACTBO JI€KAPCTBEHHbLIX cpeacTB (thapMaueBTUYECKOM CcyOCcTaHuMM cnupTa
3TWMOBOrO (3TaHona) BblAaeTcsa nNpW  YCNOBUW HanNWuusa Yy opraHMsauum Ha npaBe COBCTBEHHOCTH,
XO3AACTBEHHOIO BEAEHMS UMW OMnepaTMBHOMO YMNpaBrieHWsl OCHOBHOIO TEXHONorM4eckoro obopyaoBaHus Ans
npon3BoACcTBa STUMOBOrO CNMPTa, 3aperucTpypoBaHHOrO B COOTBETCTBUM cO cratben 14.1 PepepansHoro
3aKkoHa OT 22 Hoabpsa 1995 roga N 171-d3 "O rocygapCTBEHHOM perynupoBaHMM Npou3BOACTBa M obopoTa
3TUNOBOrO CNUpTa, ankorosibHOM 1 cnUpTOCcoAepKaLlen NPoayKuun 1 o6 orpaHu4eHMn notTpebneHus (pacnutns)
arkoronsHoOn npoayKunn®.

(4acTb 4 BBegeHa PegepanbHbIM 3akoHoM OT 27.12.2019 N 481-93)

Ctatbds 8.1. Oco6GeHHOCTU HNUUEH3UPOBAHUA MPOU3BOACTBA NEKApPCTBEHHbIX CpPeAacTB
(dbapmaueBTMUYECKOW Cy6CTaHLMKM CNMpPTa 3TUNOBOIO (3TaHONaA)
(BBegeHa degepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

1. OencrtBue nuueH3UM Ha NPOM3BOACTBO NEKapCTBEHHbIX CPeAcTB (dpapMaueBTudeckon cybcTaHuum
crnvpTa 3TWUMOBOrO (3TaHona) nNpuocTaHaBNMBaEeTCs B 4acTW MnpaBa Ha NPOWM3BOACTBO (hapMaLeBTUYECKON
cybcTaHuumM cnupTta 3TUNOBOrO (3TaHOMa) NMUEH3MPYIOLWMM OpPraHoM B Criyyasix, onpefeneHHbix cratben 20
depnepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuueH3MpoBaHMM OTAENbHbBIX BUOOB AeATeNbHOCTU", a
Takke Ha CPOK NPUOCTAHOBIEHNS OENCTBUSA JIMLEH3UN Ha NPOM3BOACTBO 3TUIIOBOMO CNvpTa Ans NPOM3BOACTBA
hapmaueBTUYECKON CyOCTaHUMM chnvpTa STUIOBOrO (3TaHona), BblJAHHOW B COOTBETCTBMM C DepepanbHbIM
3aKkoHOM OT 22 Hos6pst 1995 roga N 171-®3 "O rocymapCTBEHHOM perynupoBaHuMM Npou3BoacTBa M obopoTa
3TUMOBOrO CNMpTa, ankorofibHOM U CNIMPTOCOAEPXKALLEN NpoayKumMK 1 06 orpaHuveHnn notpebnexHus (pacnuTms)
arnkoronbHOW NpoayKuun".

2. [enictBne nuueHsMnm Ha MNpPOU3BOACTBO JleKapCTBEHHbIX cpeacTtB (hapmauesBTuyeckon cybctaHumm
cnvpTa 3TUNOBOrO (3TaHomna) B 4acTu npaBa Ha NpoM3BOACTBO (hapMaLeBTUYECKOW CyOCcTaHuMu cnupTta
3TUNOBOro (9TaHomna) npekpawlaeTca NUUEH3NPYIOWNMM OpraHoM B cry4vasiX, onpefeneHHbix cratben 20
depepanbHoro 3akoHa oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUN OTAENbHbLIX BUAOB AeATENbHOCTU", a
TaKke ¢ AaTbl NpeKkpalleHns UM aHHyNMpoBaHUs OeNCTBUS NULEH3UN Ha NMPOM3BOACTBO 3TUMOBOMO CnMpTa Ans
npou3BoAcTBa hapmaueBTUYecKkonm cybcTaHuum cnupTa 3TUMNOBOrO (3TaHona), BbiAAHHOW B COOTBETCTBMM C
depepanbHbiM 3akoHOM OT 22 Hoa6psa 1995 roga N 171-03 "O rocyaapCTBEHHOM perynMpoBaHum Npor3BoacTBa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

n obopoTa 3TUMOBOro CNMpTa, ankoronbHOM U CNNPTOCOAEepXKallen NpoaykumMm n o6 orpaHuyYeHny noTpebneHns
(pacnuTrA) ankoronbHON NpoayKuun'.

KoHcynbTaHTlnoC: npuMmeyaHue.
Crt. 8.2 Ha TeppuTopuax doHeukor HapogHon Pecnybnuku, JlyraHckon HapogHon Pecny6bnukm, 3anopoxckon
obnactn, XepcoHckon obnactu npumeHsietcsa ¢ 01.09.2024 (43 ot 04.08.2023 N 428-93).

Ctatba 8.2. OCOOEHHOCTM nUUEeH3UpOoBaHUA cpapMaLeBTUYECKON [OeATeNIbHOCTU B 4acTu
ocyLlecTBNEeHUA ONTOBOW TOProBfivu NIeKapCTBEHHbIMU cpeacTBaMU
(BBeaeHa ®epepanbHbiv 3akoHoM oT 04.08.2023 N 428-93)

1. Oencterne nuueH3snmn Ha hapmaLeBTUYECKYHO AESATENTbHOCTb B YAacTX OCYLLECTBIEHNSI ONMTOBOW TOPrOBIM
NeKapCTBEHHbIMM CpeacTBaMU AN MEAMLMHCKOrO MPUMEHEHMS MNpPeEKpallaeTcsa NUUEH3MPYIOWMM OpraHoMm B
cnydvasix, onpeferneHHblx ctateen 20 depepanbHoro 3akoHa ot 4 masa 2011 roga N 99-03 "O nuueHsnposaHum
OTAEeNbHbIX BUOOB AEATENbHOCTUN", @ Takke MO peLleHUI0 NULEH3NPYIoLLEero opraHa, NPUHATOMY B COOTBETCTBUM
C HacToslwen YyacTblo. B cnydae BbIABNEHUSA MpU OCyLLECTBEHUN beaeparnbHOro rocy4apCTBEHHOIO KOHTPONSA
(Hag3opa) B cdepe obpaleHus NEeKapCTBEHHbIX CPeACTB HapyLWEHWst OpraHu3auven OMTOBOW TOProBMu
NeKapcTBEHHbIMM cpeacTBamu TpeboBaHui vacten 1 - 3 cratbm 53 Hactoswero dPepepanbHOro 3akoHa
OencTBne nuuUeHsMM Ha dapmaueBTUYECKYIO OeATEeNbHOCTb B 4YaCTM OCYLLECTBMEHMS OMTOBOW TOPrOBMM
nekapcTBeHHbIMKM cpeacTBaMu A MEeAULMHCKOro NPUMEHEHUs MPUOCTaHaBMNMBAETCA B TeYeHWe [ecaTu
pabounx OHeW CO OHS BbISBMEHUSA YKa3aHHOIO HapylweHus. [elcTBue nuUeH3nM Ha dapMaueBTUYECKYH
OEesATeNbHOCTb B YaCTU OCYLLECTBIEHUSA ONTOBOW TOPrOBMN NEKAPCTBEHHLIMU CPeACTBAMU AN MEAMLMHCKOro
NMPVYMEHEHMS NPUOCTaHABIIMBAETCSA Ha CPOK, KOTOPLIN ONpefenseTcs NUUEH3NPYIOLWNUM OpraHoM (HO He MeHee
4YyeM Ha OAMH Mecsu), MO MCTEYEHUM KOTOPOro OEeNCTBME AaHHOW JMLUEH3MU MOANEXUT NpeKkpaweHnto Ha
OCHOBaHWM peLUEHUs MNULEH3VPYIOLLEro opraHa, 3a MCKIIYEHMEM Crny4das, yKasaHHOro B 4YacTu 2 HacTosiewn
cTaTtbu.

2. [lenctBre N1LEH3MM Ha hapMaLeBTUYECKY0 AeATENbHOCTb B YacTu OCYLLECTBEHUS ONTOBOW TOProBnu
neKkapCTBEHHbIMW CpeACTBaMW AN MEOMUUHCKOTO MPUMEHEHUS, OEeNCTBME KOTOpPOM MPUOCTAHOBMEHO B
COOTBETCTBMM C 4YacTblo 1 HacToswWwen cTaTbu, NOANEXUT BO30OHOBMEHUO B Cryvae, ecnu B nepuog
NPUOCTAHOBIEHUA AEUCTBUSA AaHHOW NULEH3MM B pamkax gocyaebHoro obxanoBaHusi pelleHne KOHTPOSIbHOro
(Hapg30pHOro) opraHa B 4YacTu BbISIBNIEHHOIO HapylleHust TpeboBaHun yacten 1 - 3 cratbum 53 HacToswero
depepanbHOro 3akoHa OTMEHeHO. B ykasaHHOM crnyvyae [elcTBMe §UUEH3UM Ha dapmaueBTUYECKYIO
OEesTeNbHOCTb B YaCTW OCYLLECTBIEHUSA ONTOBOW TOPrOBMN NEKAPCTBEHHbIMU CPeACTBaMU AN MEeAMLIMHCKOro
NpYMeHeHNs1 BO30OOHOBMSETCS He Mno3gHee odHoro paboyero AHA CO AHS OTMEHbl PELUEeHUS KOHTPOSbHOro
(Hag3opHOro) opraHa.

Crtartbs 9. locyaapcTBeHHbIN KOHTPOIb (Hag3op) B cdepe obGpalleHUs nekapcTBeHHbIX CPeacTB
(B pen. PepepaneHoro gakoHa ot 11.06.2021 N 170-93)

1. F'ocyaapCTBEHHbIN KOHTPOINb (Haa3o0p) B cdepe obpalleHnss NekapCTBEHHbLIX CPEACTB OCYLLECTBMSIETCS
nocpenctsom denepanbHOro rocygapCTBEHHOrO KOHTponda (Hagsopa) B cdepe obpalleHusi nekapCTBEHHbIX
cpeacte M dedepanbHOro rocyAapCTBEHHOMO JIMUEH3MOHHOINO KOHTPOMsS AesiTeNbHOCTU MO MpPOU3BOACTBY
NeKapCTBEHHbIX  CPeACTB, OCYLUECTBISIEMbIX  doedeparnbHbiIMU  OpraHamMy  MUCMOMHWUTENBHOW  BriacTw,
ynonHoMoueHHbIMu [NpaButenscTsoM Poccuinckon degepaumu.

2. TlpegmeTom dedepanbHOro rocygapCTBEHHOrO koHTponsa (Hags3opa) B cdepe obpalleHus
NeKkapCTBEHHbIX CPEACTB SABMAIOTCS:

1) cobrtoaeHve o6sa3aTernbHbIX TpeboBaHW B cdhepe obpalleHunst NekapCTBEHHbIX CPEACTB, B TOM YKCTE:

a) TpeboBaHMIM K AOKMUHUYECKUM UCCIeQ0BaHUAM NeKapCTBEHHbIX CPEACTB, KNMHUYECKUM UCCre0BaHNAM
NeKkapcTBEHHbIX NpenapaToB, U3roTOBMNEHUIO, XpaHeHWo, NepeBo3ke, BBO3y B Poccuiickyto deaepaumio, oTnycky,
peanusauuu, nepeaade, npoAaxe IEKapCTBEHHbIX CPEACTB, MPUMEHEHUI0 NeKapCTBEHHbIX MNpenapaTos,
YHUUYTOXEHUIO NeKapCTBEHHbIX CPeCTB, YCTAaHOBINEHWUIO NPOU3BOAMTENAMW NEKapCTBEHHbIX NpenapaToB LieH Ha
neKkapcTBeHHble MnpenapaThbl, BKMHOYEHHbIe B NepeveHb XU3HEHHO HEOOXOAUMBIX U BaXXHEMLLUX NEKAPCTBEHHbIX
npenaparos;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

0) TpeboBaHMI K COOTBETCTBMIO JIEKAPCTBEHHBLIX CPEACTB, HaxogslMXcs B obpalleHuun, nokasaTensm
kayecTBa, adppekTMBHOCTM M ©e30NMacHOCTU, YCTaHOBMEHHbIM B COOTBETCTBMM C HacToswwmm PepepanbHbiM
3aKOHOM,;

B) TpeboBaHui k cobnogeHnio cybbekTamm obpalleHnss NeKapCTBEHHbIX CPEACTB, YKa3aHHbIX B 4Yactu 1
ctatby 67.1 HacToswero degepanbHOro 3aKoHa, OrpaHNYeHnin, HanaraemMblx ctaTbsiMu 67.1 1 67.2 HacTOSLETO
depepanbHOro 3akoHa;

2) cobntogeHve NULEH3NOHHbIX TPeboBaHWIM K OCYyLLEECTBNEHMIO ddapMaLeBTUYECKON AeATeNbHOCTY;
3) cobntogeHne TpeboBaHMI K NpenocTaBneHMto CybObekTamu obOpalleHust NEeKapCTBEHHbIX CpeacTB
MHOPMaLMM O NEKapCTBEHHbIX CPeacTBax M (Mnn) NekapcTBEHHbIX npenapaTax, NPeayCMOTPEHHON CTaTbsiMu

9.1, 52.1, 52.2 n 64 Hactosiwero degepanbHOro 3akoHa;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.03.2026 n. 4 . 2 c1. 9 yTpaumaeT cuny (93 ot 20.10.2022 N 405-93).

4) cobniogeHve npeaycMoOTpeHHbIX cTtatben 55.1 HacToswero deagepanbHOro 3akoHa TpeboBaHUA K
NPOBEAEHUIO 3KCMEPMMEHTA MO OCYLLECTBIEHMNIO PO3HWYHOW TOProBMM JleKapCTBEHHLIMW Npenapatamu Ans
MEOULMHCKOrO MPUMEHEHMSl, OTMyCKaeMbiMM MO PELEnTy Ha NEeKapCTBEHHbLIA nNpenapaTt, AUCTaHUMOHHbIM
cnocobom.

(n. 4 BBegeH PepeparnbHbiM 3akoHoM oT 20.10.2022 N 405-93)

2.1. B uensax obecneveHust rocyaapcTBEHHOrO KOHTpons (Hagsopa) B cdepe obpalleHnsi NeKapCTBEHHbIX
cpencte hepepanbHbii OpraH MCMOSNTHUTENbHOW BNacTW, OCYLLECTBASIOWNA FrOCYAapCTBEHHYIO PErncTpauuto
neKkapCTBEHHbIX  MNpenapatoB, npegocTaBnser  cepgepanbHOMYy — OpraHy — MCMOMHUTENbHOW  BracTy,
OCYLLECTBAIOLEMY (PYHKLUN MO KOHTPOMO U Haa3opy B cdepe 34paBOOXpaHEHUd, MO ero 3anpocy B pamkax
MEXBEAOMCTBEHHOIO  MH(OPMAaUMOHHOIO  B3aMMOLEWCTBMA B  MOpsdke, YCTAHOBMEHHOM  YKasaHHbIMM
dhegepanbHbIMU OpraHaMy UCMONHUTENBHON BNAcTW, cneayowmne CBeAeHNs O NeKapCTBEHHbIX CPeacTBax, B TOM
yucne B criyyae, ecrniv Takue cBefeHNsi COCTaBMAI0T KOMMEPYECKYIO TanHy:

1) ceegeHnsa o hapmMaLeBTUYECKON CyOCTaHUMK:

a) HaMMeHoBaHue dapmaLieBTU4ecKon cybcTaHumm, ee CTpyKTypa, obLme CBOWCTBA;

0) HanmeHoBaHWe n agpec NPon3BoaUTENS;

B) CBOWCTBA U CTPYKTYypa AENCTBYIOLLUX BELLECTB;

r) XapakTepucTuka npumMmecen;

4) cneundukaums Ha hapMaleBTUYECKYHO CyOCTaHLUMIO U ee 0B6OCHOBaHNE;

€) aHanuTM4eckue  MEeTOOMKM,  MCMONb3yeMble  MNpW  OCYLLECTBIIEHWM  KOHTPONsS  KavecTBa
hapmaLeBTNYECKOWN CyDCTaHLmK;

X) pe3ynbTaTbl aHanu3oB cepuii hapMaLeBTUYECKON CybCcTaHLmK;

3) nepeyeHb CTaHOAPTHbIX 06paSLLOB nnn BeLecTB, UCNOJIb3yeMblX MpU OCYyLWEeCTBIIEHUN KOHTPOIA
KayecTBa (papmaLeBTU4ECKON cybCTaHuuu;

1) onncaHme xapakTepucTyK U CBOMCTB YNaKOBOYHbIX MaTepmrarnos 1 YKyNOPOYHbIX CPeacTB;
K) OaHHble 0 cTabunbHOCTU hapmaLeBTUYECKON CyBCcTaHLmK;

J'I) CPOK roaHOCTH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

2) cBegeHWs 0 NekapCTBEHHOM npenapare 4519 MEAULMHCKOrO NPUMEHEHNS:

a) onvcaHve 1 cocTaB fNiekapCTBEHHOro npenapara Anst MeAULUHCKOrO NPpUMEHEHUS;

©0) onncanne dapmaveBTUYECKON pa3paboTku (060CHOBaHUE BbiboOpa cocTaBa, MEPBUYHON YMAKOBKN);

B) HaMMeHOBaHWe W ajpec MecTa OCYLIEeCTBMEHWs NPOU3BOACTBA JleKapCTBEHHOro npenapaTta Ans
MEeOULMHCKOTO NMPUMEHEHUS (B CNyvae Hanunymsi HECKONbKMX YYACTHWKOB Npolecca NpousBoAcTBa HeOOXoaMMo
yKasaTb HaMMeHOBaHVE U aapec Kaaoro us HuX);

) MUKPOBMONOrnYecKMe XapakTepUCTUKN;

4) onMcaHne XxapaKTepUCTUK U CBOMNCTB YNAKOBOYHbIX MaTepmanoB 1 YKYNOPOYHbLIX CPEACTB;

e) TpeGOBaHVIFl K Ka4eCTBY BCromMoraTtesibHbIX BELWECTB;

X) aHanuMTU4YeckMe MeToAMKU, UCTIoNb3YeMble NMPU OCYLLIECTBIIEHNM KOHTPONSA KayecTBa BCMOMOraTesbHbIX
BELLEeCTB;

3) cBefeHus 06 ncnonb3oBaHMM BCoMoraTenbHbIX BELLLECTB YENTOBEYECKOTO U KMBOTHOMO NPOnNCxXoxaeHus,
VI) cBefeHus 06 NCnonb3oBaHMN HOBbIX BCMIOMOraTebHbIX BELLECTB;

K) TpeboBaHMA K Ka4yecTBY reKapCTBEHHOro npenaparta Ans MeOuUMHCKOro npuMeHeHust (cepTudomkar,
cneunduKauma Ha nekapcTBeHHbIN npenapaT U X 06oCHOBaHMWE);

J'I) aHannuTnyeckne mMetToauku, ucnosb3yemble Npu OCyLLEeCTBITIEHUN KOHTPOSA KadecTBa JieKapCTBEHHOIo
npenaparta gna MeanumHCKOro npuMeHeHus;

M) pe3ynbTaTbl aHanNM30B CEpPUI JIEKAPCTBEHHOIO NpenapaTa Anst MegMUUHCKOro MPUMEHEHUS;
H) XapakTepucTuka npumecen;

0) nepeyvyeHb CTaHOAPTHbIX O6pa3LI,OB, NCMNoJib3yeMblX TMNpu OCYLECTBIIEHUN KOHTPONA KadecTBa
JleKapCTBEeHHOro npenaparta gnlda MeanumnHCKoro npuMeHeHus;

n) AaHHblE O CTAbUNBHOCTU NlekapCTBEHHOIO NpenapaTta Anst MeguUMHCKOro NpUMEHEHUS;
3) oT4eTbl O JOKITMHUYECKNX NCCINEOO0BAHUSIX;

4) oTYETbI O KIMMHUYECKUX NCCEeAOBaHUSAX;

5) macTep-cann cuctemol hapMakoHaa3opa;

6) nnaH ynpaBneHus puckamu.
(vacTb 2.1 BBegeHa depepanbHbiM 3akoHoM oT 30.01.2024 N 1-03)

3. lMpn ocywecTBneHnn denepanbHOro rocyaapCTBEHHOrO KOoHTpons (Hagsopa) B cdepe obpalyeHus
nekapCTBEHHbIX CPeACTB NPOBOAATCS criegyloLme Buabl KOHTPOMbHbLIX (HaA30PHBLIX) MEPONPUATUN:

1) AOKyMeHTapHas NpoBepka;

2) Bble3gHas NpoOBEpPKa;

3) BbIBOPOYHbBIN KOHTPOSb KA4ecTBa;
4) KOHTPOMbHas 3aKynka;

5) MHCNEKLMOHHbIN BU3NT;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

6) HabnogeHne 3a cobniogeHnem  obsAsaTenbHbiX  TpeboBaHWA  (MOHUTOPUMHT  Ge3onacHOCTH)
(dbapmakoHagsop).

4. OpraHusaumsa 1 ocyllecTBrieHue eaepanbHOro rocygapCTBEHHOro KOHTpons (Hagsopa) B cdepe
obpalleHnst nekapCcTBEHHbIX CPeAcTB perynupytotca degepanbHbiM 3akoHoM oT 31 miond 2020 roga N 248-93
"O rocygapCTBEHHOM KOHTpOJie (Hag3ope) u MyHuuMnanbHOM KoHTpore B Poccuiickon ®epepauun”.

5. BHennaHoBblii BbIGOPOUHbIA KOHTPOMb KayecTBa MPOBOAMTCA B TOM YMCIe HA OCHOBaHWM NporpaMMbl
MPOBEPOK.

6. lNMnaHoBbIN BLIGOPOYHbLIA KOHTPOIb Ka4ecTBa He NPOBOAUTCS.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 B a63. 1 4. 7 cT. 9 BHOCATCA naMeHeHus (P3 ot 30.01.2024 N 1-d3). Cm. ByayLuyo pegakLmnio.

7. To pesynbTatam BblGOPOYHOrO KOHTPOMS KayecTBa Hapsgy C peLleHnsMW, npegycMOTPEHHbIMM
depepanbHbiM 3akoHoM oT 31 wmona 2020 roga N 248-d3 "O rocygapCTBeHHOM KOHTporie (Hagsope) wu
MyHUUMNansHOM KoHTporie B Poccunckon ®egepaunn”, degeparnbHbIMU OpraHamMu MCNOMHUTENBHOW BMacTMy,
YMOSTHOMOYEHHbLIMU Ha OCYLLECTBIEHNE BbIDOPOYHOrO KOHTPOMS KavyecTBa, MPUHUMAIOTCS criegylolme peLleHns:

1) 0 ganbHelweMm rpaxaaHckom 06opoTe cepum, NapTUM COOTBETCTBYIOLLENO EKAapCTBEHHOMO cCpeAcTBa B
criyqae NoATBEpPXAEHWUs MO pesynbTaTaMm MpPOBeAEHHbIX UCTbITaHUA COOTBETCTBUS KauecTBa JEKApCTBEHHOIO
cpeacTea ycTaHOBMEHHbIM TpeboBaHMAM;

2) 06 M3BATUM 13 rpaxdaHCKoro obopoTa cepum, NapTUM COOTBETCTBYIOLLErO JIEKapCTBEHHOTO CpeacTBa B
criyyae BbISIBNIEHNS MO pesynbTaTaM MpPOBeAEHHbIX WUCMbITaHUA HEeCOOTBETCTBMS KayecTBa JeKapCTBEHHOro
CpeAcTBa YCTAHOBIIEHHLIM TPeOOBaHUSAM;

3) o nepeBode IeKapCTBEHHOrO CpPeAcTBa Ha TMOCEPUiHbIN  BbIBOPOYHBIA  KOHTPONb KavyecTsa
NeKkapcTBEHHbIX CPeCTB B Crlydae NOBTOPHOIO BbiSIBNIEHWUS HECOOTBETCTBUSA KayecTBa fekapCTBEHHOIO CpeacTBa
YCTaHOBMEHHbIM TpeGoBaHUAM ¥ (MpM HEeoGXOAMMOCTM) O MpoBepke CyObekTa obpalleHUsi NeKapCTBEHHbIX
cpeactB. Pacxoabl, cBsisaHHble C NpoOBEdEHVWEM MOCEPUAHOIO BbIGOPOYHOrO KOHTPOSIS, OMiayYMBaloTCs
npoussoamTenieMm JiekapCTBEHHOro cpeAcTea nubo JdepxaTteneM WNvM  BnagenbueM  pPerncTpauvoHHOro
YAOCTOBEPEHMs NeKapCTBEHHOro npenapara.

KoHcynbTaHTlntoc: npumedaHume.
C 01.09.2024 4. 7 ct. 9 pononHsaetca n. 4 (©3 ot 30.01.2024 N 1-®3). Cm. 6yayLuyto peaakLmio.

8. depgeparnbHbIi  TOCYAAPCTBEHHbIA  JIMLEH3NOHHBLIN  KOHTPOSNb  AEATENbHOCTM MO  MPOM3BOACTBY
NeKapCTBEHHbIX CPEACTB OCYLLECTBNSAETCHA B COOTBETCTBMM C 3aKoHoAaTensCcTBoM Poccunckon degepaumn.

Ctatbsa 9.1. Mporpamma npoBepokK
(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-3)

1. B uensx opraHusaumu BbIGOPOYHOTO KOHTPONS KayecTBa JIEKAPCTBEHHbIX CPEACTB dhopMupyeTcs
nporpaMma npoBepoK.

2. [Ona uenein peanu3auuMm nporpammbl MNPOBEPOK MPOU3BOAUTENU FEKAPCTBEHHbLIX Cpeacts U
opraHusaumm, oCyLLEeCTBMALWME BBO3 JleKapCTBEHHbIX cpeAcTB B Poccuiickyto Pegepaumio, NpefocTasnsioT B
OTHOLLUEHMUW JTeKapCTBEHHbIX CPeAcTB AN MeQULMHCKOro NPUMEHEHUs B YNONTHOMOYEHHbIV befeparnbHbIi opraH
NCNONMHUTENBHOW BMAacTW, OCYLLECTBAIWNA PYHKLUUN NO KOHTPOM U HaA30py B cdepe 3[4paBoOXpaHeHus, B
OTHOLUEHUW NEeKapCTBEHHbIX CPeacTB Ans BEeTePUHapPHOro NpMMEHeHUs B YNONHOMOYEHHbIV ddedeparibHblin opraH
WCMONHWUTENBbHON BNAacTu, OCYLLECTBRASOWMA (YHKUMM MO KOHTPOM W Haa3opy B cdepe obpalyeHus
NeKapCTBEHHbIX CPEACTB ANA BETEPUHAPHOro MNPUMEHEHWs, CBEAEHWS O cepusiX, MapTUsiX JeKapCTBEHHbIX
CpeacTB, MOCTynawwWmMxX B rpaxgaHckui obopot B Poccuiickon degepaunn, B nopsigke, cocraBe n obbeme,
YCTaHOBIEHHbIX yKa3aHHbIMU dpefiepanbHbIMU OpraHaMu UCMONMHUTENbHON BIACTU B OTHOLLEHMW JTeKapCTBEHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

cpeacTts AnAd MeguumHCKOro npuMMeHeHma “n B OTHOLWWEHWUU JeKapCTBEHHbIX cpeactB OnAd BEeTepuHapHOro
NPUMEHEHNA COOTBETCTBEHHO.

3. Tlporpamma npoBepok dopMupyeTca Ha KaneHgapHeli rog B cpok go 30 pgekabps roaa,
npeaLwecTByOLLEro rogy NposeaeHns BbIGOPOYHOro KOHTPOSIS.

4. B cnyyae HacTynneHust cOObITUI, ykasdaHHbIX B nognyHktax "6" u "B" nyHkTa 2 4actm 6 HacTosAwen
cTatbu, egepanbHbIM OPraHoM UCMONHUTENBHON BACTU, OCYLLECTBASAOWMUM (PYHKLMM NO KOHTPOSIO U Haa30py
B cthepe 34paBooxpaHeHus, dheaeparnbHbiM OpraHOM UCMOMHUTENBHOW BNACTU, OCYLLECTBASOWUM YHKUUN NO
KOHTPOMO M Haasopy B cdepe oOpalleHUss NeKapCTBEHHbIX CPeAcTB AN BEeTEPUHAPHOro MpUMEHEHUS, Mpu
HeOoOXO4MMOCTU BHOCATCS COOTBETCTBYIOLLNE U3MEHEHMS B MPOrpamMmmy npoBEPOK.

5. B nporpaMmmMmy nNpoBepOK MOryT BKMOYATLCA MEPONPUSATUSA C y4ETOM HapyLUEHWI, BbISBIIEHHbIX B paMKax
KOHTPOMbHbIX (HaA30PHbIX) MEPONpPUATUIA 3a NpeablayLLMi KaneHgapHsIv rog.

6. Mporpamma NpoBEPOK COAEPXKUT:

1) nepeyeHb nekapcTBEHHbIX cpeAcTB, oTbop obpasuoB KOTOpbIX OyAeT OCYWecCTBASATLCH B pamkax
BbIBOPOYHOrO KOHTPONS, (hopMUpPYEMBIN C Y4ETOM pe3ynbTaToB rocy4apCTBEHHOro KOHTpons (Haasopa) B cdepe
obpallleHns nekapcTBEHHbIX CPEACTB 3a KaneHgapHbIN rod, npealecTByowui rogy npoBeaeHnsi BbiI6opoyHOro
KOHTpONS;

2) ykasaHMe Ha coOObITMEe, HaCTynrneHne KOTOPOro $BMSIETCS OCHOBaHWEM [Ansi  OCyLeCTBIEHMUS
BbIGOPOYHOrO KOHTPONS:

a) nonyyeHve cBefeHuin, NpeacTaBnsaeMbiX B COCTaBe M 06bemMe, YyCTaHOBMNEHHbIX begepanbHbiM OpraHoM
NCNONMHUTENBHOW BracTu, OCYLLECTBNAOWMM OYHKLUN NO KOHTPOMO M Hag3opy B cdepe 34paBoOXpaHeHus,
degepanbHbIM OPraHoM MWCMOMHUTENBHOW BMNAacTW, OCYLLECTBASIOWMM (OYHKUMM MO KOHTPOSM W Hags3opy B
chepe obpalleHuMs nekapCTBEHHbIX CPEeACTB AN BETePUHAPHOrO MNPUMMEHEHWs,, O CepusiX, NapTusax
nekapCTBEHHbIX CPEeACTB, NMOCTYMaLWMX B rpaXaaHckun obopoT B Poccuiickon ®eaepaunn, ykasaHHbIX B MyHKTE
1 HacTodlen u4acTu, opraHusauusaMmu, OCYLLEeCTBASALWUMM MPOM3BOACTBO JleKapCTBEHHbLIX CPeacTB B
Poccuiickon ®egepaumm n BBO3 NeKapCTBEHHbIX cpeacTB B Poccuiickyto denepauuio, 3a UCKIOYEHNEM CeEpUi
UnNu NapTUn NekapcTBeHHbIX NpenapaToB, YKka3aHHbIX B YacTn 4 ctatbn 52.1 n yactn 6 ctaTbu 52.2 HacTosLLEero
depepanbHOro 3akoHa;

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

©0) nony4yeHue NocTynarLlen B Nopsake, yCTaHOBNIEHHOM cTaTbeln 64 HacTosilwero denepanbHOro 3akoHa,
MHd)OpMauMM 0 NOBOYHbIX ,qu7ICTBVIF|X, HeXenaTtelbHbIX peakuuax, Cepbe3HbIX HeXenaTellbHbIX peakunax,
HenpeaBunaeHHbIX HeXenaTellbHbIX peakunax npu NpUMEeHeHUn NeKapCTBEHHbIX npenapartos, (o]4}
NMHAMBUOYaANbHON HENEPEHOCUMOCTU, OTCYTCTBUM 3AEKTUBHOCTU NEKAPCTBEHHbLIX MpenapaToB, a Takke 00
MHbIX bakTax N obCcTosaTeNbCTBaxX, NPEACTABMSIOWNX YIPO3Yy XU3HW UMW 340POBbLI0 YenoBeka NMbO XXMBOTHOMO
Npy NPUYMEHEHWUM JEKAPCTBEHHbBIX MPEnapaToB M BbISBEHHbIX Ha BCeX 3dTanax obpaleHusi NekapcTBEHHbIX
npenapaToB B Poccuickon degepaumm 1 gpyrmx rocygapcraax;

B) nonyyeHume B cooTBeTcTBUM C PepepanbHbiM 3akoHoMm oT 31 wmona 2020 roga N 248-03 "O
rocyapCTBEHHOM KOHTpoOfe (Hagsope) U MyHuLuMnansHOM KoHTporie B Poccuiickon depepaumn” csefeHuin o
NpyYMHEeHNn Bpeda unu ob yrpo3e NpUYNMHEHUS BPeAa XW3HW, 300POBbI0 rPaXaaH UM XUBOTHbIX.

Cratba 9.2. NocygapcTBeHHbIN KOHTpONb (Hag3op) 3a peanusauuein opraHaMum UCMONHUTENbHOMN
Bnactu cyobektoB Poccuinickon denepaumm nonHomoumnm B cpepe obpaLeHUs nekapcTBEeHHbIX CPeacTs
Ans MeAULIMHCKOro NpUMeHeHus

(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-03)

1. F'ocyoapCTBEHHLIN KOHTPOIb (HAaA30p) 3a peanv3aumen opraHamm UCNONHUTENBHON BNacTu cybbekToB
Poccuiickon ®depepaumm nonHomoumii B cdepe obpalleHus NeKapCTBEHHbIX CPEeACTB AN MeOWMLMHCKOro
NMPUMEHEHUs  OCYLLeCTBNSAETCA  YNONHOMOYeHHbIM [lpaBuTtensctBoMm Poccunckon ®Pegepauum  opraHom
WCNOSTHUTENBLHOW BNacTu.

2. lNpeoMeToM rocygapCTBEHHOrO KOHTponsa (Hags3opa) 3a peanu3auven opraHamy UCMOSTHUTENBHOMN
Bnactn cybwektoB Poccuiickon degepaunn nonHomounn B cdepe obpalleHnss nekapCTBEHHbIX CpeacTB Ans

www.consultant.ru Crpanmua 20 u3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100078
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100078
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=465728&amp;dst=100641
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=465728&amp;dst=100641
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=440513&amp;dst=102561
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=440513&amp;dst=102561
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

MEAMLMHCKOro NpuMeHeHusl sBnsieTcss cobrtofeHne YnonHOMOYEHHbIMU OpraHaMu WUCMONHUTENbHOW BRacTy
cybobekToB Poccuiickoii ®egepaumn MeToavkyM YCTaHOBMEHWUSI NpederibHbiX pa3MepoB OMTOBbIX HagbaBok U
npedesibHbIX  pa3MepoB  PO3HWYHbIX HagGaBoOK K  (DaKTUYECKMM  OTMYCKHbIM — LieHaM, YCTaHOBJIEHHbIM
MPOV3BOAMTENSAMU NEKAPCTBEHHbLIX MPenapaTtoB, Ha NeKapCTBEHHble npenapaTbl, BKMOYEHHble B MepeveHb
KM3HEHHO HeoBXoaNMbIX U BaXXHEMLLMX NEeKapCTBEHHbIX NpenapaTos.

3. Tlpu ocywecTBNeHun rocygapCTBEHHOIO KOHTpOmns (Hag3opa) 3a peanusauven  opraHamu
NCnonHuTENbHOM Bnactu cyobektoB Poccuiickon ®epgepauumn nonHomoumii B cdhepe obpalleHnsi ekapCTBEHHbIX
cpencTe Ana MmeanumMHCKOro npuMeHeHusa npoBoaAaTca cneayrwie suabl MepOI'IpI/IHTI/II7IZ

1) DoKyMeHTapHble NPOBEpPKYU;
2) Bble3gHble NPOBEPKMN.

4. OpraHm3auust M OCyLLEeCTBIIEHWE TOCYAapCTBEHHOrO KOHTPONs (Hagsopa) 3a peanusauven opraHamu
ncrnonHMTEeNbHOW BriacTn cyobekToB Poccunckon Pegepaumm nonHoMo4mi B cpepe obpalleHms nekapcTBEHHbIX
CPEeACTB Ans MeauLMHCKOro NpuMeHeHus perynupytotces degeparnbHbiM 3akoHOM OT 6 okTabpss 1999 roga N
184-®3 "O6 00Wwmux npuvHUMMNAx opraHuM3aLMM 3aKkoHoAaTeNbHbIX (NPeacTaBUTENbHbLIX) M UCTMOMHUTENbHbIX
OpraHoB rocygapcTBeHHoOW BnacTtu cybwektoB Poccuickon depepaummn”.

5. [NonoxeHve O rocygapCTBEHHOM KOHTpore (Hag3ope) 3a peanusauuven opraHamu WUCMOMHUTENbHOW
Bnactu cybbektoB Poccurickon depepauumn nonHomoumi B ccpepe obOpalleHns NeKapCTBEHHbIX CPeacTB Ans
MeOMLMHCKOro npuMeHeHus yteepxaaetcsa NpasutensctBom Poccuiickon degepaumm.

Ctratba 9.3. PervoHanbHbI rocyAapCTBEHHbIW KOHTpONnb (Hag3op) 3a MPUMMEHeHMEeM LeH Ha
nekapcTBeHHble npenapaTtbl, BKIOYEHHble B MNepevyeHb XWU3HEHHO HeoOXOoAUMbIX U BaXKHEWULUUX
JNlekapCcTBEeHHbIX NpenapaToB

(BBegeHa PegepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. PervoHanbHbI rOCy4apCTBEHHbLIW KOHTPOMb (Hag3op) 3a MPUMEHEHUEM LUeH Ha NeKapCTBEHHble
npenaparbl, BKMIOYEHHbIE B NEpPEYeHb XM3HEHHO HEeOOXOAUMbIX W BaXXHEWLMX NeKapCTBEHHbIX NpenapaTos,
OCYLLECTBMSAETCA OpraHoM WCMONHWUTENbHOM BracTn cybbekta Poccuiickon Pegepaumu, YNOHOMOYEHHbIM
BbICLUMM MCNOMHUTENbHBIM OPraHOM rocyAapcTBEHHOW Bnactu cybbekta Poccuiickon ®egepaumu.

2. TlNpegmeTomM pernoHanbHOro rocygapCTBEHHOMO KOHTpons (Hagsopa) 3a MNpUMEHEHMEM LEeH Ha
neKkapCcTBEHHble npenapartbl, BKIMHOYEHHbIE B NepeveHb XNM3HEHHO HEODXOAUMbIX U BaXKHEMLLUX NEKApCTBEHHbIX
npenapaTtoB, sBnNseTcs cobnogeHWe opraHus3auusiMM ONTOBOW TOPrOBMWM JeKapCTBEHHbIMU CpeacTBaMu,
anTeyHblMW  OpraHvM3auMsMy, WMHOAMBUAYaNbHbIMW  MPEAnPUHUMATENSAMM, UMEKLWMMM  fIMUEH3NI0  Ha
dapmaueBTUYECKY0  AeATEeNbHOCTb,  MEAMUMHCKMMW  OpraHvMsauvsamu,  MMeowWwuMyn  fMLEH3NK  Ha
apmaLeBTMYeCKyl0  OedTenbHoCTb, W uMx o6ocobneHHbiMM  nogpasgeneHusamn  (ambynatopusamu,
denbalepckumm 1 henbawepcKo-akyLepCkUMmN NyHKTaMun, UeHTpamu (oTaeneHusmu) obuien BpavebHowm
(cemeriHoM) NpakTUKK), PacnosiOKEHHbIMW B CENbCKUX HACEMNEHHbIX MYHKTaX, B KOTOPbLIX OTCYTCTBYIOT anTeyHble
opraHv3aumu, Npu peanusauumn nekapcTBEHHbIX NpenapatoB TpeboBaHU K MPUMEHEHUIO LieH, YPOBEHb KOTOPbIX
He JOoSKeH MpeBbiwaTe CyMMY dakTU4EeCKON OTMYCKHOW LieHbl, YCTAHOBIIEHHON NMPOM3BOAUTENEM feKapCTBEHHbIX
npenapaToB, W KOTOpble He MNpeBbIAT 3aperucTpMpoBaHHbIX MNpedernbHbIX OTMYCKHbIX LEeH, U pasMepos
onToBbIX HagbaBok U (MNW) pasmepoB PO3HWYHbLIX HaabaBOK, HEe MPEeBbILIAWNX COOTBETCTBEHHO pa3MepoB
npegernbHbIX ONTOBbIX HagbaBok WM (MnM) pasMepoB MNpederibHbIX PO3HWUYHBLIX HaabaBOK, YCTaHOBMEHHbIX B
cybwekte Poccuickon ®enepauun.

3. OpraHmsaumMsi n OCYLECTBIIEHME pPEerMoHanbHOro rocyAapCTBEHHOIO KOHTpons (Haglopa) 3a
NMPpMMEHEeHWEeM LEH Ha feKkapCTBEHHble npenapartbl, BKIOYEHHble B NepeyeHb XU3HEHHO HeobXxoauMbIX |
BaXXHEWLLNX MekapCTBEHHbIX npenapaTtos, perynupyttcs PegepanbHbiv 3akoHom ot 31 uonsa 2020 roga N
248-93 "O rocygapcTBeHHOM KOHTpone (Hag3ope) 1 MyHuumMnanbHOM KoHTpone B Poccuiickon ®epepaummn”.

4. [onoxeHve O pPernoHanbHOM [FOCYyNaPCTBEHHOM KOHTpOre (Haasope) 3a MPUMEHEHMEM LEeH Ha
JleKapCTBEeHHbIe npenapartbl, BKIOYEeHHbIE B nepe4vyeHb XU3HEHHO HGOGXO,CI.I/IMbIX N Ba)XKHENLLNX J1eKapCTBEHHbIX
npenapartoB, YyTBepXaaetcda BbICLULMM UCMOJIHUTENIbHbIM  OpraHoM FOCy,D,apCTBeHHOVI BJ1aCTU cy6be|<Ta
Poccuiickon ®epepauuu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

Cratba 9.4. ®depepanbHblii FOCYyAapPCTBEHHbIA JIUUEH3UOHHbIA KOHTPONb AeATeNnbHOCTM Mo
NPOU3BOACTBY NeKapCTBEeHHbIX CPeAcTB
(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. ®epepanbHbll  rOCYOAPCTBEHHBIN  NINLEH3UOHHbIA  KOHTPONb  AEeATeNbHOCTM N0 MPOU3BOACTBY
nekapCcTBeHHbIX  CpeacTB  ocylwlecTBnseTcsa  (pegepanbHbIMM - OpraHaMuM  UCMOSMHUTENbHOW  BracTy,
ynonHoMoueHHbIMu NpaButenscTBoM Poccuinckon depepaumu.

2. depeparnbHbIi  TOCYAAPCTBEHHbIA  JIMUEH3NOHHBLIN  KOHTPONb  AEATENbHOCTM MO  MPOM3BOACTBY
neKkapcTBEHHbIX CPeACTB OCYyLeCTBNSAEeTCs B cooTBeTCcTBUM ¢ PenepanbHbiM 3akoHoMm oT 4 masa 2011 roga N
99-93 "O nuueH3npoBaHUN oTAENbHbIX BUOOB AedAtenbHocTn" n degepansHbiM 3akoHom oT 31 utona 2020 roga
N 248-®3 "O rocygapcTBeHHOM KOHTpone (Haasope) u MyHuuunansHoM KoHTpone B Poccuiickon ®enepaunn”. B
pamMkax enepanbHOro rocyAapCTBEHHOIO JMLEH3NOHHOTO KOHTPOMNS AeATenbHOCTM MO  NPOW3BOACTBY
NEKapCTBEHHbIX CPEACTB MMAHOBbLIE KOHTPOSbHblE (HAO30pHbIE) MEPONPUATUSS HEe MNPOBOAATCHA, NpPU 3TOM
NPOBOAMTCS MEPUOLMYECKOE MNOATBEPXKAEHWE COOTBETCTBUS NMLEH3MATOB IMLEH3NOHHBIM TpeboBaHusM B
cootBeTcTBUMM ¢ PenepanbHbiM 3akoHoM oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUN OTAENbHbLIX BUOOB
nesatenbHocTn".

Mnaea 5. PASPABOTKA, JOKNMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXXE KITMHWYECKUE NCCITEQOBAHUA
NEKAPCTBEHHbIX MPENAPATOB ONA BETEPUHAPHOIO MPUMEHEHUA

Cratbsa 10. PaspaboTka nekapcTBeHHbIX CPeaAcTB

1. Pa3spaboTka nekapCTBEHHbIX CPEeACTB BKIOYaeT B cebss MOUCK HOBbIX (hapMaKONMOrM4yeckn akTUBHbIX
BELLECTB, MOcredylee U3yvyeHne ux rekapCTBEHHbIX CBOWCTB, OOKIMMHUYECKME WCCNefoBaHus, pas3paboTky
TEXHOMOrMM Npom3soacTea hapmaLeBTUYECKNX CyOCTaHLMI, pa3paboTKy COCTaBOB M TEXHOMOMMIA NPOM3BOACTBA
neKapCcTBEHHbIX NpenapaTos.

2. dnHaHcoBOoe 06ecneveHne pa3paboTky NeKapCTBEHHbLIX CPEACTB OCYLLECTBMNAETCSA 3a CYET:
1) cpenctB chenepanbHOro GrooKeTa;
2) cpeacTB pa3paboTyMKOB flekapCTBEHHbIX CPEeACTB;

3) cpeadcTe npousBoOWTENEN NEKApCTBEHHbLIX CPEACTB MPU BbINOMHEHUN Hay4YHO-UCCNenoBaTenbCKuX
paboT Mo [OoroBopy Mexay paspabGoTyMKOM neKapCTBEeHHbIX CPEeACTB U NpousBoauTENEM eKapCTBEeHHbIX
CpeqacTs;

4) nHbIX He 3anpeLLleHHbIX 3akoHoAdaTenbcTBOM Poccuiickon degepaLmm MCTOYHNKOB.
3. MNpaBa paspaboTymka nekapcTBEHHOro CPeACcTBa OXPaHAKTCS rpaXaaHCKMM 3aKkoHOAATENbCTBOM.

Cratba 11. [JoKnuMHMYECKOe wuccrneaoBaHue NleKkapcTBeHHOro cpeancrtea AnAd MeguUUUHCKOro
NnPpUMeHeHusA

1. [JoknmHMYeckoe 1ccregoBaHue NekapcTBEHHOIo CpeacTBa aAns MeauLMHCKOro NPMMEHEHUs NPOBOAMTCS
nyTeM NPUMEHEHUS] HayYHbIX METOOOB OLIEHOK B LIENsX MofydYeHns OokasatenbcTB 6e3omnacHoOCTW, kayecTBa U
3 HEKTMBHOCTU NTEKAPCTBEHHOIO CPeACTBa.

2. [JoKnNMHU4YecKkoe nccnegoBaHne NekapCTBEHHOIO CPeACTBa A1 MeAULMHCKOrO NPUMEHEHUSI NPOBOAUTCS
B COOTBETCTBMM C MpaBuamMy Hagnexawen nabdopaTopHOWM NpPakTUKK, YTBEepXOeHHbIMU EBpasuinckon
3KOHOMUYECKOWN KOMUCCUEN.
(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N _1-93)

3. Ons opraHusaumMmM n NpoBefeHWUst OOKIMHUYECKOro WCCrefoBaHUs NekapCTBEHHOrO CpeacTea Ans
MEeOULMHCKOTO NMpUMEHeHUs1 pa3paboTymKkn NeKapCTBEHHbIX CPEACTB BrpaBe MpUBMeKaTb Hay4YHble OpraHM3aLum,
obpasoBaTenbHble OpraHu3auuy BbiCLLEro 06pasoBaHuMs UM WHble OpraHu3auuM, UMeloMe HeobXoanMyto
MaTepuanbHo-TEXHUYECKYt0 6a3y M  KBanMMUMPOBAHHbLIX CNeuManucToB B COOTBETCTBYLWENW obnacTtu
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nccnenoBaHus.
(4actb 3 B peq. PegepanbHoro gakoHa ot 30.01.2024 N 1-03)

4. [loknnHn4yeckoe nccnegoBaHne NekapCTBeHHOro cpeactea And meauumHCKoro npuMmeHeHna npoBoanTca
no yTBepXageHHOMY pa3pa6OT‘-II/IKOM NekapCTBeHHOro cpeanctBa nnaHy C BeeHnem npoTokona 3Toro
ncecnenooBaHnAa UM CoCTtaBlieHMEM OT4YeTa, B KOTOPOM coAepXaTCda pe3ynbTaTbl 3TON0 uUCcrnenoBaHnd W
3aKrir4yeHne O BO3MOXHOCTU nNpoBedeHUA KIMMHUYECKOro wuccnenoBaHuda JeKapCTBeHHOro npenaparta Aand
MeaULIMHCKOIro npuMeHeHus.

5. MpoBeneHne npoBepok cobnogeHns nNpasun Hagnexallen nabopaTopHOW MPaKTUKN U MPaBOBbIX HOPM
MCNOMNb30BaHUSI KMBOTHbLIX MNPW MPOBEAEHUU [OOKMUHUYECKUX WCCREAOBaHUI NeKapCTBEHHbIX CPeAcTB Ans
MELMLUMHCKOrO MPUMEHEHMs OCYLLECTBNSIETCA YNONHOMOYEHHbIM deaepanbHbiM OpraHoM WCMOMHUTENBHOM
BracTu.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

6. PesynbtaTbl [OOKMMHMYECKOrO WCCNEAOBaHWS FNEKapCTBEHHOrO CpeacTBa Ans  MeaMLUMHCKOro
NPUMEHEHMST MOTYT ObiTb NPEeACTaBNEHbl B YNONHOMOYEHHbIV dedeparnbHbIli opraH UCMOMHUTENBHOW BnacTu B
YCTaHOBJIEHHOM MOPSIAKE B LIENAX PerncTpaLmmn nekapcTBEHHOro npenapara.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

Ctatba 12. [oknuHuYeckoe wuccrnegoBaHue NeKapcTtBeHHOro cpeacrtBa W KIMHU4YeckKoe
nccrnegoBaHue neKapCcTtBeHHOro npenapara gnd setepunHapHoro npuymMmeHeHus

1. JOKNMHMYECKoe UCCrefoBaHME JIeKapCTBEHHOrO CpeacTBa AN BETEPUHAPHOMO  MPUMEHEHWS
MPOBOAUTCA MyTEM MPUMEHEHUs Hay4YHbIX METOOOB OLIEHOK B LIEMsX NonyvyeHusl okasaTenbcTs 6e3onacHocTy,
KayecTBa M 3PDEKTMBHOCTN NEKAPCTBEHHOrO CPEeACTBa, B TOM 4uMcre onpederieHnst cpoka ero BbiBedeHus u3
opraHusamMa XWBOTHOTO, B Liensx obecneyeHuss 6e30nacHOCTU MPOAYKLMUM XXMBOTHOIO MPOUCXOXAEHUs rocre
NpUMeHeHNs COOTBETCTBYHOLLENO NTeKapCTBEHHOro npenapara.

2. [oknuMHunyeckoe uccnegoBaHue NekapCTBeHHOro cpeacrtBa W KNKMHUMYEeCKoe - uccnenosaHue
JleKapCTBEHHOro npenaparta anda setepuHapHoro npuMeHeHua, nccnegosaHmne OMO3KBMBANEHTHOCTM YKa3aHHOro
NekapCTBeHHOro npenaparta npoBoaATCcA B COOTBETCTBMM C NpaBuiamu, yTBepXaeHHbIMU YNOJTHOMOYEHHbIM
cbep,epaanblM opraHom MCNONHUTENBbHOW BNacTu.

3. [oknuHuyeckoe uccnegosaHue NekapCTBeHHOro cpeacrtBa W KNKWMHMWMYEeCKoe - uccnenosaHue
NleKapCTBEeHHOro npenaparta gna BeTepnHapHOro npuMMeHeHuna npoBogdaTCA Nno yTBepXaeHHOMY paspa6owvu<0|v|
lekapCTBeHHOro cpeactea niaHy C BedeHneM MNpOoTOKONIoB 3TUX nccrnegoBaHnini U CocTaBreHNEM OTYETOB, B
KOTOPbIX coAepXKaTcAa pe3yrbTaTbl 3TUX nccnegoBaHun.

4. [na opraHu3auuvM u npoBedeHusl OOKMMHUYECKOrO WCCIeqoBaHUsl JEeKapCTBEHHOIO CpeacTBa U
KMWHWUYECKOrO UCCIEefoBaHUsl fIeKapCTBEHHOro npenapaTta [Ans BETEPUHAPHOIO MpUMEHeHUs1 pa3paboTyunk
nekapcTBEHHOro cpeacTea MOXeT npuenekaTb opraHusaumu, umeroLne Heobxoaumyto
MaTepuanbHO-TeXHUYECKYl0 6a3y U KBanuULMPOBAHHLIX CMELManucToB B COOTBETCTBYHLUEW obnactu
nccnenoBaHus.

5. KnuHunyeckue wuccrnenoBaHMs NeKapCTBEHHbIX NpenapaTtoB  Ans  BEeTEPUHAPHOrO  NPUMEHEHUs
NPOBOASATCA B BETEPUHAPHBIX OPraHn3aumsax U B opraHusauusix, OCyLLEeCTBISALMX pa3BefeHre, BblpaliuBaHme u
CoZiepXKaHWe XUBOTHBIX, B LIENAX:

1) yCTaHOBNEHUSI NEPEHOCUMOCTU NIEKAPCTBEHHbIX NPenapaToB 340POBbIMU XUBOTHLIMY;

2) rlop,6opa onTMaribHbIX OO3UPOBOK JIEKAPCTBEHHbLIX MNpenapatoB M KypCa ledYeHuda Ha KOHerTHOIZ
rpynne XnBOTHbIX C onpenernieHHbIM 3aboneBaHunewm;

3) yctaHoBneHua 6esonacHoOCTN U 3ahPEeKTUBHOCTM NEKAPCTBEHHOrO npenapaTta, npegHasHayeHHoro Ans
neyeHns OnpedeneHHbix 3aboneBaHWMM KMBOTHLIX, MMM 3dPEKTMBHOCTM JEKAPCTBEHHOINO npenapata Ans
npocunakTuku 3aboneBaHnin 340POBbLIX KUBOTHbIX;

4) M3y4YeHMS BO3MOXHOCTEV paclMpeHMs MNoKa3aHun K MPUMEHEHMIO  3aperMcTpupoBaHHOMO
nekapCTBEHHOro npenaparta 1 BbiSBIIeHNs paHee HEM3BECTHbIX MOBOYHbIX AENCTBUN.
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6. KnuHuyeckoe uccrieqoBaHMe NeKapCTBEHHOrO Mpenapata AN  BETEPUHAPHOrO  MPUMEHEeHMs
OCYLLIECTBIAETCA 3a CYET CPEACTB paspaboTyvka NekapcTBEHHOro cpeacTBa.

7. OTyeTbl O pesynbTaTax AOKITMHUYECKOrO UCCreOoBaHWsA JeKapCTBEHHOTO CpeAcTBa M KIMHUYECKOro
nccrnenoBaHUs TNeKapCTBEHHOIO MpenapaTta Ans BeTepuHApHOro MPUMEHEHMWs COCTaBNslTCA pa3paboTynKkoM
NEeKapCTBEHHOIrO CpeacTBa C YYeTOM 3aK/IYEeHWI OopraHusauuii, NMPVHMMAaBLUMX y4YacTMe B OpraHu3aumu u
NpoBeaeHUN 3TUX UCCTeaoBaHWIA.

8. KoHTponb 3a npoBegeHMEM AOKIMHUYECKUX WCCNEAOBAHUA 1eKapCTBEHHbIX CPEACTB M KIMHUYECKUX
nccrnedoBaHWM  NEeKapCTBEHHbIX — MpenapatoB AN BeTeprHapHOro  MPUMEHEHMsI  OCYLLEecTBsieTCs
YNOSTHOMOYEHHBIM heaeparibHbIM OPraHOM UCMONHUTESNbHOW BRACTHU.

MnaBsa 6. OCYWECTBNEHUE FOCYOAPCTBEHHOW PEFMCTPALUN,
PEFMCTPALUUUN NEKAPCTBEHHbBIX NMPEMNAPATOB
(B pea. PepepanbHoro zakoHa ot 30.01.2024 N 1-d3)

KoHcynbTaHTlntoc: npumedaHue.

Mo 3aseneHusim, nogaHHbiM o 01.01.2021, nekapcTBeHHble Npenapartbl A9 MEeOULMHCKOro NpUMEHEHNs
PErNCTPUPYIOTCA B COOTBETCTBMM C TpeboBanuamu, nercteoBaBwumn o 30.01.2024. O npuBegeHun B
cooTBeTcTBME C akTamm EADC Takux u paHee 3apeructpupoBaHHbix npenapatoB cm. ®3 ot 30.01.2024 N
1-93.

Crartbs 13. locyaapcTBeHHasi peructpauus, permcrpauums fekapcTBeHHbIX NpenapaToB
(B pea. PepepanbHoro 3akoHa oT 30.01.2024 N 1-93)
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuinckon ®degepaumm gonyckaloTcs NPOM3BOACTBO, XpaHeHue, nepeBo3ka, BBO3 B Poccuinckyto
®epepaumio, BbiBO3 M3 Poccuinckon depepaumu, peknama, OTNycK, peanus3auus, nepepada, npuMeHeHue
NeKapCTBEHHbIX MpenapaToB, €Cnu OHW 3aperucTpyMpoBaHbl  YMNOMHOMOYEHHbIM  defeparnbHbiM - OpraHoM
NCMONHUTENBHON BracTy B COOTBETCTBUM C HacToAawmum deaeparnbHbiM 3aKOHOM B0 B COOTBETCTBUM C akTamu,
cocTasnsowmmm npaso Cotosa.

(B peq. PenepanbHbix 3akoHoB OT 13.07.2015 N 241-®3, ot 30.01.2024 N 1-93)

2. [ocypapCTBEHHON perncTpaunm nognexar:

1) Bce nekapCTBEHHble npenapaTbl, BNepBble Moanexawime BBOAY B obOpauwleHne B Poccuiickon
depepauyuy;

2) nekapCTBEHHbIE NMpenaparkl, 3aperncTpMpoBaHHbIE paHee, HO NPOU3BEAEHHbIE B APYrMX NNEKAPCTBEHHbIX
dopmax B COOTBETCTBUM C [epeYHEeM HaVMEHOBaHWW fleKapCTBEHHbIX ()OpM, B HOBOW [O3UPOBKE MNpw
JokasaTernibCTBe €€ KIMMHUYECKON 3HaYMMOCTU U 3hEKTUBHOCTY;

3) HOBble KOMOUHaLUK 3aperncTpmnpoBaHHbIX paHee nekapCTBeHHbIX npenapaTos.

3. TocypapcTBeHHasi perucrpaums nekapCTBEHHbIX MpernapaTtoB OCYLLECTBMSETCA MO pesynbTaTtam
9KCNepTun3bl NIeKapCTBEHHbIX CpencTB.
(vacTb 3 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4. TocydapCTBeHHasi pernctpaumsi iekapCTBEHHOrO npenaparta OCYLUEeCTBIISIETC COOTBETCTBYIOLMM
YNOMTHOMOYEHHbIM  (befeparnbHbiM  OPraHOM  WCMOMHWUTENbHOW BNacT B CPOK, He MpeBblarowuii  cTa
LUeCTUAECATU pabounx OHel CO OHS MPUHATUA 3adBNEHUS O FOCYAAPCTBEHHOW perucrpauuv NekapCTBEHHOro
npenaparta Ans MeauMUMHCKOro NPUMEHEHUs, 1 B CPOK, He MpeBbllalolmii cTa ABaguaTt pabodmx gHel co AHs
MPUHATUA 3asiBNIEHUSI O TFOCYAAPCTBEHHOW perucrTpaumMm NekapCTBEHHOro npenapata Ans BeTepuMHapHOro
npuMeHeHusl. B ykasaHHbI CPOK BKIlOYaETCs BpeMsi, HeobXxoaumoe Onsi NOBTOPHOIO MPOBeAEeHUs! 3KCMepTU3bl
NeKapcTBEHHOro CcpeacTBa B COOTBETCTBMM CO cTaTbein 25 Hactoswero PepepanbHoro 3akoHa. Cpok
roCy4apCTBEHHON perMcTpaummn riekapCTBEHHOro npenaparta UCYUCTISIETCS CO AHS MPUHSATUS COOTBETCTBYIOLLUM
YMOINHOMOYEHHBIM  dbefeparnbHbiM  OPraHOM  UCTIONHUTENbHOW BNacT  COOTBETCTBYIOLLEro 3asiBNEHUS O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

rocyapCTBEHHOW perncTpauum nekapcTBeHHOro npenapaTa ¢ NpUoXeHneM HeobxoanMbIX JOKYMEHTOB MO AeHb
BblJayuM perncTpauMoHHOro YAOCTOBEpPEeHWs feKkapCTBEHHOro npenapata. Bpems, Heobxogumoe ans
HanpasneHns ynoriIHOMOYeHHbIM dhedeparbHbIM OpraHOM WCMOSIHUTENbHOW BracTy 3anpoca O npeacTaBneHun
HeoOXOoAMMbIX MaTepuarnoB W NpeacTaBneHus 3asiBUTeNeM OTBeTa Ha AaHHblA 3anpoc B COOTBETCTBMM CO
ctateammn 16, 19 n 23 Hactoswero PenepanbHOro 3aKkoHa, HE YYUTLIBAETCH MPU  MCYUCNEHUMM CpoKa
rocygapCTBEHHON perncTpaunm nekapcTBeHHOro npenapara.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

5. locynapCTBEHHOW pernctpaumm He noanexar:

KoHcynbTaHTlnoc: npumeyaHue.
C 01.03.2025 B n. 1 4. 5 c1. 13 BHOCATCA M3MeHeHus (P3 oT 30.12.2021 N 463-D3).

1) nekapcTBeHHble NpenapaTbl, M3rOTOBMEHHbIE anTeYHbIMM OpraHM3aUusMy, BeTeprHapHbIMK anTeYHbIMU
opraHusaumsiM1, UHAUBMAYanbHbIMU NPEANPUHUMATENSIMM, KOTOPbIE UMEIOT NMLIEH3NIO Ha (hapMaLeBTUYECKYIO
AesATenbHOCTb, MO peLenTaM Ha MeKkapcTBeHHble npenapaTbl M TPeGoBaHUAM MeOULMHCKMX OpraHu3auun,
BETEPVHaPHbIX OpraHN3aLmii;

2) nekapcTBeHHble MNpenapaTbl, NpUOOpeTeHHble UaMYeckuMm nuuamyM 3a npeaenamu Poccuiickoit
degepaumu 1 NpegHasHavYeHHble AN IMYHOMO UCMOMb30BaHUS;

3) nekapcTBeHHble npenapaTbl, BBO3UMble B Poccuiickyio ®efepauunio Ons OKa3aHWS MeOULMHCKON
MOMOLLUM MO >KU3HEHHbIM MOKa3aHWSIM KOHKPETHOro nauueHTa Ha OCHOBaHWM paspelleHusi, BblAaHHOro
YMOSTHOMOYEHHbIM heiepanbHbIM OpraHoOM UCMNOMHUTENBHOW BRacTy;

4) nekapcTBeHHble CpeAcTBa, BBO3MMble B Poccuiickylo ®depepaumio Ha OCHOBaHUWM  BblIGAHHOMO
YMOSTHOMOYEHHbIM (pefepanbHbIM OpraHoOM MWCMONHUTENbHOW BRacTU paspelleHns U npefHasHadeHHble Ans
NpoBedeHUs KIMHUYECKMX WCCNEeAOBaHUMA FeKapCTBEHHbIX npenapaTtoB M (Mnun) npoBedeHMs JKCNepTu3bl
neKapCTBEHHbIX CPEACTB A OCYLLEeCTBNEHNS rocy4apCTBEHHON perncTpaLmmn nekapcTBeHHbIX Npenaparos;

5) cbapmaueBTUdeckme cybctaHumm;
6) paagvocdbapmaleBTUYECKME FEKAPCTBEHHbIE NpenapaTtbl, W3rOTOBMEHHbIE HEMOCPEACTBEHHO B
MEOULUMHCKUX OpraHu3auusix B [O0psaake, YCTAHOBIIEHHOM  YMOSHOMOYEHHbIM dhefeparnbHbiM - OpraHoM

MCMNOSTHUTENBbHOW BNAcTy;

7) JleKapCTBEHHbIE NpenapaThbl, NPOU3BOANMbIE ANTA SKCMNOopTa.

KoHcynbTaHTlnoCc: npumeyaHue.
C 01.09.2024 4. 5 cT. 13 gononHsietca n. 8 (93 ot 30.01.2024 N 1-d3). Cm. OyayLuyto pegakumio.

KoHcynbTaHTlntoc: npumedaHume.
C 01.09.2024 cTt. 13 pononHsgetcs y4. 5.1-5.3 (®3 ot 30.01.2024 N 1-03). Cm. ByayLLyto peaakLmio.

6. He ponyckaeTca rocyaapcTBeHHas permcrpaums:

1) NleKkapCTBEeHHbIX npenapaTtoB, OTINMYaLWnUXcda Opyr ot Apyra Ka4eCTtBe€HHbIM COCTaBOM D,eI7ICTByPOLLI,MX
BellecTB, Nog oAMHaKoOBbIM TOProBbiIM HaMMeEHOBaAHNEM;

2) OOHOro nekapCTBEHHOro npenapaTta, MNPeACTaBNEHHOr0 Ha rOCy[apCTBEHHYIO perucrpaumio B
OTHOLLIEHUN OOHOMO M TOrO Xe AepXaTens unu Bragenbla perncTpaunoHHOro yaoCTOBEPEHUS NeKapCTBEHHOTO
npenapaTa B BUAE ABYX U Boree nekapcTBEHHbIX NpenapaToB Nog pasfnMyHbIMU TOProBbIMU HaUMEHOBaHUSMMU.
(n. 2 B pen. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. lNo 3anpocy B aneKkTpoHHOM hopme cyObekTa obpalleHnst NekapCTBEHHbLIX CPEACTB COOTBETCTBYOLLIMM
YNOJNTHOMOY€EHHbIM (beﬂepaJ'IbelM opraHom MCNONMHNTENBHOWN BnacTtn, ocyulecTBnArwnM rocyaapCrtBeHHYyHo
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

pervcTpaumio  NeKapCTBEHHbIX MNPenapaTtoB, B YCTAHOBIEHHOM WM [OPAAKE OCYLLIECTBISAETCA HayyHoOe
KOHCYNbTUpPOBaHME MO BOMPOCAaM, CBSA3aHHbIM C MPOBEAEHMEM OOKIMHUYECKUX WCCIeOOBaHWUM, KITMHUYECKMX
nccrnegoBaHUn NeKapCTBEHHbIX NMPenapaToB, IKCNepTU3bl Ka4ecTBa JIEKAPCTBEHHbBIX CPeAcTB, 3PHEKTUBHOCTU U
fesonacHoCcTW, C  OCYyLECTBMEHMEM [OCYJAapPCTBEHHOW  permcrpaumMm  fekapCTBEHHbIX  NpenapaTtos.
KoHcynbTMpoBaHMe OCyLIecTBNAETCA C npuBnevyeHnem eaepanbHbiX  FOCYAApPCTBEHHbIX  OHOaXKETHbIX
yupexaeHumn, noaBeJOMCTBEHHbIX JaHHOMY defiepanibHOMY OpraHy MCMOMHUTENbHOW BNACTU U HE YYaCTBYHOLLNX
B OpraHvsaumy npoBeOeHUst 3KCMepTU3bl Ka4yecTBa JIEKapCTBEHHbIX CPEACTB B LEMAX OCYLUECTBIEHUS WX
rocygapCTBEHHON perncTpauum B COOTBETCTBMM CO cTaTben 16 HacTtoswero ®degepanbHOro 3akoHa, B BUAE
OTBETa B MUCbMEHHOW hOpMe YMNOSIHOMOYEHHOro doeepanbHOro opraHa UCNOSTHUTENBHOW BRacTU Ha 3anpoc.
Pasvep B3umaemol C 3asBuTens nnatbl OfNpeaenseTcs B COOTBETCTBUM C 3aKkoHOA4ATenbCTBOM Poccumnckon
depepaumm 06 opraHuMsauMu NpegoCTaBlEHUA rOCYyAapPCTBEHHbIX U MyHuUMNanbHbIX ycnyr. VIHpopmaums o6
OCYLLECTBMEHUN HAYYHOrO KOHCYNbTMPOBAHWS, B TOM YMUChe cTaTbl, 0630pbl, CNpaBoOYHble Matepuanbl U UHas
MHdopmaums 00 OCyLLEeCTBNEHNM HAYYHOrO KOHCYINbTMPOBAHWS, pa3MellaeTcss Ha oduuManbHOM canTe
YMOSTHOMOYEHHOro defepanbHOro opraHa MWCMOMHWUTENbHOM Briactu B ceTn "VIHTepHeT" ¢ cobnogeHnem
OFPaHUYEHUN, YCTAHOBIIEHHbIX 3aKOHOAATENbCTBOM O MEPCOHarnbHbIX AaHHbIX, KOMMep4yeckonm u (Mnm)
rocynapCTBeHHON TanHe.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

8. TlocypapcTBeHHas peructpaums JeKapCTBEHHbIX MpenapaToB, KOTopble MpefHasHadeHbl AN
NPUMEHEHNS B YCIOBUAX BOEHHbLIX AENUCTBUW, Ype3BblHavHbIX CUTyauui, npegynpexneHvs 4vpesBblHanHbIX
cuTyauun, npodunaktukm u nedyeHus 3aboneBaHuNn, MNPeACTaBMASIOWMX OMacCHOCTb AMNS  OKPYXaloLmX,
3aboneBaHNi W MOPaXeHUW, MOMyYeHHbIX B pes3ynbTate BO3OENCTBUA HebnaronpusaTHbIX XUMUYECKUX,
Buonornyeckunx, pagnaumoHHbix akTopoB, U KOTOpble pa3paboTaHbl B TOM 4YuUcie Mo 3afjaHuio deneparnbHbIX
OpraHoB UCMOSIHUTENbLHOW BRacTW, YNONMHOMOYEHHbIX B 00racT 060poHbl CTpaHbl M 6e30MacHOCTM rocyaapcTea,
a TaKXKe IeKapCTBEHHbIX CPEACTB B crnyyae ux AedeKTypbl UM pyUcka BO3HUKHOBEHUSA OedeKTypbl B CBA3U C
BBedeHVeM B OTHoweHun Poccuickon Pegepaumnm OrpaHUYUTENbHBIX Mep 3KOHOMUYECKOro Xxapakrtepa
ocyLlecTBnseTcs B nopsake, yctaHoBneHHom lNMpasutenbcTBom Poccuickon ®egepauun.

(B pea. PenepanbHbix 3akoHoB 0T 01.04.2020 N 98-93, ot 08.03.2022 N 46-$3)

Ctatba 14. NMpnHUMNBbI 3KCNEePTU3bl NeKapCTBEHHbIX CpeacTB
(B pen. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. SKcnemesa NNIeKapCTBEHHbIX CpeACTB OCHOBbIBAETCA Ha npuHUunax 3akOHHOCTH, cobntogenus npae u
csobon 4enoseka U rpaxgaHmHa, npaB puandeckoro nuua, He3aBUCMMOCTU 3IKCnepTa, OOBbEKTUBHOCTMH,
BCECTOPOHHOCTU M NONHOTLI nccnegoBaHum, NPOBOAUMBIX C UCNOJ1Ib30OBAHNEM COBPEMEHHbIX OOCTKEHUN HayKun
N TEXHUKNU, OTBETCTBEHHOCTU (be/:l,epaanoro rocynapCrtBeHHOro OomxeTHOro yypexngeHma no npoBeaneHuro
9QKCNEPTU3bI JTEKAPCTBEHHbIX CPEACTB U 3KCNEPTOB 3a NpoBeaeHne N Ka4eCTBO 3KCNEPTU3bI.

2. SKcnemesa NekapCTBEeHHbIX npenapaTtoB AnAa MeauumMHCKOro npuMeHeHuna BKnio4vaeT B cebs:

1) 9KCnepTU3y [OOKYMEHTOB, MPEACTaBMEHHbIX ANS  onpedeneHns BO3MOXHOCTU  paccmaTpuBaTb
neKapCcTBEHHbIN Npenapart Anst MeAULMHCKOrO NPUMEHEHMS B kadyecTBe opchaHHOrO NiekapCTBEHHOIO NpenapaTa;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

2) aKcnepTU3y NpeasiokeHHbIX METOOOB KOHTPONSA KayecTBa NIeKapCTBEHHOrO cpeacTBa M (Mnun) kadecTea
npeAcTaBrneHHbIX 06pa3sLoB NekapCTBEHHOrO CPEACTBa C MCMOMb30BaHMEM 3TUX METOAOB (Oaree - 3KcrnepTmsa
KayecTBa JlekapCTBEHHOrO CPeACTBA);

(B peq. PepnepanbHoro zakoHa ot 30.01.2024 N 1-03)

3) aKcnepTU3y OTHOLUEHUS OXMOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI NeKapCTBEHHOro
npenapara;

4) 3KCNepTU3y pPerucTpauuoHHOro [AOCbe Ha JeKapCTBEHHbIM npenapat B UensxX onpeaeneHus
B3aMMO3aMeHAEeMOCTW NIEKAapPCTBEHHLIX NpenapaToB AN MeAULUHCKOrO NPUMEHEHUS.
(n. 4 BBegeH ®efeparnbHbiM 3akoHOM OT 27.12.2019 N 475-03)

3. OkcnepTn3a neKapCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOrO MNPUMEHEHMs BkMovaeT B cebs
3KCNepTU3y KayecTBa NEKapCTBEHHOrO CPEACTBA M IKCMEPTMU3Y OTHOLUEHUS OXWAAeMOW NOMb3bl K BO3MOXHOMY
pYCKy NMPUMEHEHMS NeKapCTBEHHOrO nNpenapara.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

Cratba 15. ®egepansHoe rocyaapcTBeHHOe GHOAXeTHOe yupeXaeHue no NpoBeAeHUI0 3KCNepPTU3bi
neKkapcTBeHHbIX CPeAcTB

SKcnemeaa NleKkapCTBeHHbIX CpeacTB npoBoOAUTCA d)eﬂepaﬂbelM rocynapCrtBeHHbIM 6PO,EI,)KeTHbIM
yypexneHmemMm COOTBETCTBYHOLLEro YMNOMHOMOYEHHOro beaepanbHOro opraHa MWCMONHUTENbHOW  BriacTw,
CO3faHHbIM anst obecrneyeHnss UICNONHEHNS MONTHOMOYMIA 3TOro hefepanbHOro opraHa no Bblgadve paspeLueHuit
Ha npoBefeHMEe KIUMHWYECKUX WCCReAoBaHUA NeKapCTBEHHbIX NpenapaTtoB M (Mnu) Mo rocydapCTBEHHOW
perncTpaunm (permctpaunmn) nekapcTBeHHbIX NpenapaToB (fanee - 3KCNepTHOE yupexaeHue).

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

KoHcynbTaHTlntoC: npumeyaHue.

MonoxeHus ct. 16 (B pea. ®3 ot 30.01.2024 N 1-®3), kacarowmecs NPedoCTaBrEHUs roc. yCryr npu
obpalleHnn nekapcTBEHHbIX CPeACTB: ANs MeLMLMHCKOro MPUMEHEHUS MOCPEeACTBOM €4MHON CUCTEMbl Y
(vnn) epuHoro noptana, npumendarTca ¢ 01.01.2025; gna BeTepuHApPHOro MPUMEHEHUS MOCPeLCTBOM
eanHoro nopTtana, npumenatoTcs ¢ 01.01.2026.

Cratbsa 16. OpraHusaumsa npoBeAeHUs 3KCNepTU3bl NIeKapCTBEHHbIX CPeaCcTB
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

1. OKcnepTusa NekapcTBEHHbIX CPeACTB NPOBOAMTCS KOMUCCUEN 3KCMepTOB 9IKCMEPTHOro y4YpexaeHus,
Ha3Ha4YeHHON ero pykoBOOWTENEM, Ha OCHOBaHWM 3afaHusi Ha NpoBedeHWe 3KCMepTU3bl JeKapCTBEHHOro
CpeAcTBa, BblOAHHOIO YMONHOMOYEHHbIM bedeparnbHbIM OpraHoOM MCMONHUTENbHON BracTu. PykoBoauTenb
9KCMEPTHOro yupexaeHus obecrneyvBaeT Hagfiexallee NpoBedeHWe IKCNepTM3bl NEeKapCTBEHHbIX CPefcTB B
COOTBETCTBUW C 3adaHWeM, BblOaHHbIM YNOMHOMOYEHHbLIM defeparnbHbIM OpraHoM UCMOMHUTENLHOW BMacTu, u
opraHusyeT MOAroTOBKY CBOAHOMO 3akriouveHuss 3TOM Komuccuu. B cocTaB 3TOM KOMWUCCUMM MO PELLEHMIo
PYKOBOAMUTENS 3KCMEPTHOIO YUYpeXaeHUss MoryT GbiTb BKIOUYEHbI B KaYecTBe 9KCNepToB Nuua, He paboTatolive B
[AaHHOM 3KCMEPTHOM YYpEXOeHUWN, eClN X creumnanbHble 3HaHWs HeobxoauMbl A1l MPOBEeAEHUs! KCNepTU3bl 1
Takue 9KCNepTbl OTCYTCTBYIOT B JAHHOM 3KCTIEPTHOM YUPEXOEHUN.

2. OKCNepToM MO MPOBEAEHMI0 SKCMEPTU3bl NEKAPCTBEHHBLIX CPEACTB SABMNAETCA aTTeCTOBaHHbIN PaBoTHUK
SKCMEPTHOro y4YpexaeHusl, KOTOpbli WMeeT Bbicllee MeAuUMHCKoe, dpapmaleBTMyeckoe, Guonoruyeckoe,
BETEpMHapHOe WM XMMUYeckoe o6pa3oBaHMe W NPOBOAWUT IKCMEepPTU3Y JIEKAPCTBEHHbLIX CPEACTB B MOpsiAKe
MCMONHEHNsI CBOUX AOMKHOCTHLIX 00s3aHHOCTEN (Oanee - aKcnepT).

3. Mpu npoBeaeHUM 3KCNEePTU3bl NEKAPCTBEHHbLIX CPEACTB IKCMNEPT HE MOXKET HaXOoOMTbCA B Kakon-nmbo
3aBMCUMOCTU OT NMLA, HasHa4YMBLLIEro 3Ty JKCMEpPTM3y, paspaboTynka MNeKkapcTBEHHOro cpeacTBa MMu ApYrux
3aMHTEepecoBaHHbIX B peaynbTaTax 9KCnepTu3bl NuL.

4. MNpu npoBefeHMn SKCMEPTU3bl NIEKAPCTBEHHbBIX CPEeACTB He AonyckaeTca UctpeboBaHue akcnepTom y
3aaButens nmMbo UMHbIX NWU  MaTtepuanoB, HeobxoouMbIX ANA  MpoBedeHWs 3kcnepTusbl. B cnyyae
HeJOCTaTOYHOCTM NpPeACTaBIEHHbLIX 3JKCMEPTY MaTepuarnoB B JUYHbIA  kabuHET 3aaBuTens B eOUHON
rocygapCTBEHHOM WHGOPMaUMOHHOW cucTeMe B cdhepe 34paBOOXpaHeHMs (Janee - eguHasi cuctema)
3KCMEPTHbLIM yYpexaeHeM HanpasrisieTcs 3anpoc O NpeAcTaBneHMn HeobxoanMbIX MaTeprarnoB, NOAMUCAHHBIN
pykoBoguTernem (YNOSIHOMOYEHHbIM FMLOM) 3KCMEPTHOIO YYPEXOEHUS C UCMOMb30BaAHWEM  YCUITEHHOM
KBanMuuupoBaHHON SMEKTPOHHOM NOAMUCHK.

(vacTb 4 B pen. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.1. 3asBuTenb 0053aH HanpaBuTb B JIUYHbIA KaOWHET SKCMEPTHOro YYpEeXOeHUs B €OUHON cucTeme
NnognNUCaHHbIA  YCUNEHHOW KBanMUUMPOBAHHOM 3MEKTPOHHOM MOAMUCBLID OTBET Ha 3anpoC  3KCNepTHOro
yupexgeHus B CPOK, He NpeBbIaoLWwnii AeBAHOCTa pabounx AHEN CO AHA MNOyYeHMs 9KCNEPTHbIM yYpexaeHnem
3NEKTPOHHOro yBEAOMIIEHUS O MOMy4YeHUn 3asBuTenem 3anpoca. Bpemsa co OHA HanpaBneHust SKCMEPTHbIM
yupexneHmem B NUYHBLIA KaOVHeT 3asiBUTENsS B €OUHOM CUCTEME 3anpoca O NPeACTaBNeHMU LOMOMHUTENbHbIX
MaTepuasnoB 4O OHsI HAanpaBneHus 3asiBUTENEM B JIMYHbIA KaOUHET 3KCMEPTHOMO YUPEXAeHNst B €OUHON CUCTEME
OTBETa Ha 3anpoc He YYUTbIBAETCS MPU NCHUCTIEHNN CPOKa NPOBEAEHMS IKCNEPTU3bl NIEKAPCTBEHHOIO CpeacTaa.
(vactb 4.1 B peq. ®epepanbHoro gakoHa ot 30.01.2024 N 1-93)

4.2. Ecnn 3aaButenem B cootBeTcTBUM C YacTbto 1.1 ctatbu 30 mnm 4vactbio 2 ctatbm 34 HacTOSALLEro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

depepanbHOro 3akoHa MpeacTaBreHa KOMus  pelleHust  YNoriHOMOYEHHOro  cbefepanbHOro  opraHa
NCMNOMHMTENBHOW BRAcTu O NpoBedeHMn hapMaLeBTUYECKON UHCMEKLMM NMPON3BOACTBA JIEKapCTBEHHbIX CPEACTB
ONg MeOVUUHCKOrO MPUMEHEHUsT Ha COOTBETCTBME TpeboBaHWSM OpaBui Hagnexawlen npon3BOACTBEHHON
npakTukn EBpasnnckoro 9SKOHOMMWYECKOrO COH3a, IJKCMEpPTY A0 OdOPMIIEHUS pe3ynbTaToB  SKCMEPTU3bI
NeKapCcTBEHHOro cpeacTBa NPeACcTaBnsaeTcs KOnms 3akmnioyeHns O COOTBETCTBUN NPOM3BOAUTENS NIEKAPCTBEHHbIX
cpeacte TpeboBaHMAM MpaBun Haanexalleh MNpOM3BOACTBEHHOW NPAKTUKX, BblAAHHOMO YMOIHOMOYEHHbLIM
denepanbHbIM OpraHoM WCMOMHUTENBHOW BNacTW, WK KOMUS cepTudpmMkata COOTBETCTBUSA MNPOV3BOAMTENS
NeKapCTBEHHbIX  CPeAcTB AN MEOUUMHCKOrO  MpUMMeHeHust  TpeboBaHuMAM  npaBun  Hagnexailen
NPOU3BOACTBEHHOM MPaKTMKN EBPa3ninCKOro aKOHOMMYECKOro Coo3a.

(vacTb 4.2 B peq. PepepanbHoro gakoHa ot 30.01.2024 N 1-$3)

4.3. 3anBuTenb 0653aH HanNpaBMTb B MUYHbIA KAOUHET 3KCNEPTHOro yupexaeHus B eQUHON CUCTeMeE KOMuio
3aKITIOYEHMS UK KONUK0 cepTudmkaTta, yKasaHHbIX B YacTu 4.2 HacTosILeN CTaTbu, B CPOK, He NpeBblluatoLLni
cTa BOCbMUAECATN pabounx AHEN CO AHSA MOMyYEeHUs] IKCNEPTHbIM YYPEXOEHNEM 3MEKTPOHHOIO YBEAOMIIEHUS O
nonyyYyeHnn 3asiBUTENEM NOAMMCaHHOro pykoBoauTernem (YNONTHOMOYEHHbLIM NINLOM) SKCMEPTHOrO YUYPEXAEHNS C
NCMNOMb30BaHWEM YCUITEHHON KBannUUMPOBAHHOW SMEKTPOHHOW MNOAMMCKM 3anpoca O MpedocTaBneHum
JOKymeHTa. Bpemsi co oHsi HanpaBneHust aKCNepTHbIM yupexaeHWem 3anpoca B fMYHbIA KabuHET 3asBuTens B
eaVHOWN cucTeme OO0 OHA HanpaBrieHus 3asiBUTENEeM B JIMYHbIN KabWHEeT 3KCMepTHOro y4ypexaeHws B eQuHON
CMCTEME KOMUWU 3aKMioYeHUs WM Konuu cepTudmKkaTta, yKasaHHbIX B 4YacTu 4.2 HacToswen cTaTbu, He
YUYUTbIBAETCA NPY UCHMCIIEHMMN CPOKa NPOBEOEHUS SKCNEPTU3bl NNEKAapCTBEHHOIO cpeacTaa.

(vacTb 4.3 B peq. PepepanbHoro gakoHa ot 30.01.2024 N 1-93)

5. SKCFIepT npu nposeageHunn FIOpy‘-IeHHOIZ €My pykoBOOAUTENEM 3KCNEepPTHOro y4pexaeHua 3KCnepTu3bl
J1eKapCTBEHHOIo cpeacrtea 00s3aH:

1) npoBecTn nonHoe uccnegoBaHve nNpeacTaBneHHbIX eMy 06BHLEKTOB, MaTtepuanos, AaTb 060CHOBaHHOE U
OObEKTMBHOE 3aKroyveHWe Mo MOCTaBfEHHbIM Mepes HUMM BOMpocaM WM MOTMBMPOBAHHOE 3akiliioYeHue o
HEBO3MOXHOCTW NPOBEAEHNS UM IKCMEePTU3bl NNEKAPCTBEHHOIO CpeacTBa, eCr NOCTaBMNeHHbIe BOMPOCH! BbIXOAAT
3a npefenbl crneumanbHbIX 3HAHWA 3KcnepTa, OObeKkTbl WUCCMefoBaHWM W MmaTtepuanbl HenpurogHbl Wnu
He4OoCTaToOYHbl AN MPOBEAEHUs MCCredoBaHUi M Aadu 3akmioyveHus Nnbo COBPEMEHHBIN YyPOBEHb PasBUTUSA
HayKn He NO3BONSAEeT OTBETUTb Ha NOCTaBMEHHbIE BOMPOCH!;

2) He pasrnalwaTb CBEAEHUS, KOTOPblE CTanM €My M3BECTHbl B CBSI3W C MPOBEOAEHWEM 3KCNEepTU3bl
NeKapCTBEHHOIO CpeAcTBa, a Takke CBEOEHUS, COCTaBMSAOLIME TFOCYOAPCTBEHHYI, KOMMEPYECKYH WITU MHYHO
OXpaHAEeMyt0 3aKOHOM TauHy;

3) obecneunTb COXpaHHOCTb NPEACTaBNEHHbIX OOBLEKTOB UCCIELOBAHMI N MaTepmnanos.
6. OKcnepT He BrpaBge:

1) nNpoBOAMTb 3KCMEPTU3Yy IEeKapCTBEHHOIO cpeacTBa MO O6palleHU0 HemnocpeacTBEHHO K Hemy
opraHusaumin unn uandeckmx nuu;

2) caMOCTOATENLHO COBUpaTh Matepuansl s NPOBeAeHUS 3KCNepPTM3bl NMeKapCTBEHHOro CPeacTaa;
3) NpoBOAUTL IKCMEPTU3Y NIEKAPCTBEHHOMO CPeACTBa B Ka4eCTBe HerocyaapCTBEHHOro aKcnepTa.

7. B cnyyae HeobGxoaMMOCTM 3KCNepT BrpaBe xoAaTaWCcTBOBaTb Nepes PyKOBOAUTENEM SKCMEePTHOro
yyYpexaeHns 0 NpUBIEYEHUN K MPOBEAEHUIO SKCTMIEPTU3bI NTIEKAPCTBEHHOIO CpeacTBa ApYrux 3KCNepToB.

8. Kaxpbli akcnepT, BXOOSLWMA B COCTaB KOMUCCUM 3KCMEPTOB, KOTOPOWA MOPYYEeHO MpoBeAeHWe
9KCMepTU3bl N1eKapCTBEHHOro CPeACcTBa, HE3aBUCKHMO U CaMOCTOSATENBHO MPOBOAMT UCCMNeAOoBaHus, OLeHuBaeT
pe3ynbTaTtbl, MOMYyYEHHbIE WM JMYHO W OPYrMMU 3KcrepTamu, u opmynupyeT BbIBOAbI OTHOCUTENBHO
nocTaBfeHHbIX BONPOCOB B NpeAeniax CBoMX cnewumarnbHbIX 3HaHWNA.

9. Pe3y]'|bTaTbI 9KCMNEePTU3bl NNEKAPCTBEHHOIo cpeacrtea OCbOpMJ'IﬂPOTCFI 3aKJmto4eHnemM KOMMUCCUnN SKCNepToOB.
B 3aknoyeHun kommuccum OKCNepToB YKa3blBATCA MepeYeHb nccnegoBaHuim, ob6bem npoBegeHHbIX KaXXabiM
9KCNepTom nccnegoBaHuin, YCTaHOBJ1E€HHbIE KaXXObIM N3 HUX qf)aKTbI N caenaHHble B pesynbTaTte nccnegoBaHum
BbIBOObI. 3KCI'IepT, MHEeHMne KOTOpOoro He coBnagaeT C peleHnemMm KOMUCCUU IKCNepToB, BnpaBe Bbipa3nTb CBOE
MHEHME B MUCbMEHHOMN cbopme, KOTOpoe np|/|06u.|,aeTc;| K 3aKJ1l04EeHN0 KOMUCCUKN SKCNEPTOB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

10. OkcnepThl, BXOASALIME B COCTaB KOMUCCUM, NpeaynpexaanTcs 06 0TBETCTBEHHOCTU B COOTBETCTBUM C
3aKkoHoadaTenbcTBOM Poccuiickon degepauun 3a Oady 3akmoYeHus, coaepxallero HeoBoCHOBaHHble UMK
dhanbcuULUMpoBaHHbIE BbIBOAbI, O YEM OHW AAOT NOAMNUCKY.

11. OnpegeneHve ypoBHA NpodeccMoHanbHOW MOArOTOBKM 3KCMEPTOB M aTtTectaumsi UX Ha npaBo
NMpOBEAEHUSA  3KCMEepPTU3bl  MEKAPCTBEHHbIX CPEACTB  OCYLUECTBIISIOTCSH  9KCMEPTHO-KBANUMKaLMOHHBIMM
KOMUCCUAMM B MNOPSAKE, YCTAHOBMEHHOM COOTBETCTBYHOLLUMM YMONTHOMOYEHHbIM defeparnbHbiM  OpraHoM
UCNOSMHUTENBHOM BNacTu. YpoBeHb MNPOdECCMOHANbHOM MNOAMOTOBKU 3SKCMEPTOB MNOANEXUT NepecMoTpy
yKa3aHHbIMW KOMUCCUSIMU HE pexe YeM OAMH pa3 B NATb feT.

12. lMpaBuna npoBedeHUss 3KCNepPTU3bl NEKapCTBEHHbIX CPeACTB M OCOBEHHOCTU 3KCMepTM3bl OTAEMbHbIX
BMOOB fleKkapCTBEHHbIX MpenapatoB (pedepeHTHbIX JieKapCTBEHHbIX MpenapaToB, BOCNPOM3BEAEHHbIX
nekapCTBEHHbIX MpenapaToB, GuonorM4yecknx nekapcTBEHHbIX npenapaToB, GuoaHanorosbix (61MonogobHbIX)
neKapCTBEHHbIX MnpenapaTtoB (6MoaHanoroB), romMeonaTU4eckMx NeKkapCTBEHHbIX NpenapaTtoB, NEKapCTBEHHbIX
pacTuTenbHbIX NpenapaToB, KOMOMHAUMW NeKkapCTBEHHbIX MpenapaTtoB), (QOPMbl 3aKMOYEHWA KOMUCCUM
3KCNepTOB yCTaHaBNMBAOTCA COOTBETCTBYIOLUMM YMOMIHOMOYEHHbIM defeparibHbiM OPraHOM MCMOSTHUTENbHON
BMacTu.

(4acTb 12 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumeyaHue.

[o 31.12.2024 pna npenapaTtoB, Npou3BedeHHbIX B PO B uenax mmMnopTo3amelleHus, yCTaHaBnNmMBaeTCs
PEXNM YCKOPEHHOW Npouenypbl rocperucTpaumm B cooteeTcteun ¢ [loctaHoBneHvnem lNpasutensctea PO ot
12.03.2022 N 353.

Cratbsa 17. Mogaya u paccmMoTpeHue 3asiBrieHUs1 0 FoCyAapCTBeHHOW perucTpauumn nekapcTBeHHoro
npenaparta AN BeTepUHapHOro NpuMeHeHUsi
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTln0C: npumeyaHue.
Monoxenua ct. 17 (B ped. ®3 ot 30.01.2024 N 1-®3), kacawowmecs NpegocTaBrneHUs roc. ycnyr npu
obpalLeHn nekapCTBEHHbIX CPeACTB S BETEPMHapHOro NpYMEHEHWs MocpeacTBOM €4MHOro noprtana,

npumMeHsaTes ¢ 01.01.2026.

1. Ona rocyaapCTBEHHOW perMcTpauum fekapCTBEHHOro npenapaTta Ans BETEePUHapHOro MpUMeHeHUs
pa3paboTymk Takoro fiekapCTBEHHOTO NpenapaTa unu yrnonHOMOYEeHHOE MM Apyroe opugudeckoe nuuo (ganee B
HacTOosILLEN CTaTbe - 3asdBUTENb) HanpaBnseT NOCPeacTBOM heaepanbHOM rocygapcTBEHHON NHEOPMALIMOHHOM
cucteMbl "EAMHBIA nopTan rocy4apCTBEeHHbIX U MyHUUMNanbHbIX yenyr (pyHkunin)" (Qanee - eguHsln nopTan) B
YMONIHOMOYEHHbIN defeparnbHbli OpraH UCMONHUTENbLHOW BRacTu 3asBfieHUe O rocy4apCTBEHHOW perncrpaumm
neKkapcTBEHHOro npenapaTta Afs BETepMHApPHOro NpYMeHeHUsi, NoANUCaHHOE YCUMEHHON KBannuLUMpOBaHHON
SMEKTPOHHOW MOAMUCBIO, a TakKe [OOKYMEHTbl, M3 KOTOpbIX (OPMMUPYeTCsH pPerncTpaumMoHHoe [oCbe Ha
nekapCTBEHHbIV Npenapar Ans BETepUHapHOro NpuMeHeHus1.

(vacTb 1 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

2. B 3agBneHun o FOCYﬂapCTBeHHOVI perncTtpaunmn nekapcrtBeHHOro rnpenapata nnda BeTepuHapHOro
NPUMEHEHNA YKa3blBalTCA:

1) HaMMeHoBaHWEe 1 agpec 3asBUTeNs, pa3paboTymka U NPon3BOAUTENS NEeKapCTBEHHOrO npenapara ans
BETEPUHaAPHOrO NMPUMEHEHNS U aApec MecTa OCYLLECTBIEHMS NMPOU3BOACTBA lEKAapCTBEHHONO npenapaTa ans
BETEPUHaAPHOro NMPUMEHEHMS (B CryYae Hanu4unsi HECKOMbKUX YYaCTHUKOB npoLlecca NpousBoacTBa Heobxogmmo
yKasaTb KaXXgoro u3 Hux);

2) HanMeHoBaHWe JeKapCTBEHHOro npenaparta Ald BeTepuMHapHOro npuMeHeHusa (MemnyHapo,que
HenaTeHTOBaHHOE, Ui rpynnnpoBOYHOE, UMM XMMNUYECKOe N TOPprosoe HaI/IMeHOBaHI/Iﬂ);

3) nepeyeHb Il:l.eIZCTByI-OLI.I,I/IX M BcCnoMoratesibHbIX BelwlecTB, BXOAdALWMUX B COCTaB J1eKapCTBEHHOIo
npenaparta ana setTepuHapHOro npuMeHeHusa, ¢ ykasaHnem KommdecTBa KaXXaoro n3 HuX;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

4) nekapctBeHHas dopma, 4O3MPOBKa, CNOCOObl BBEAEHMS U NMPUMEHEHWs, CPOK FOAHOCTU JIEKapCTBEHHOTO
npenaparta Ans BETEPUHAPHOIO NPUMEHEHNS;

5) (papmakoTepaneBTUdeckas rpynna;

6) HeobXxoaMMOCTb MPUMEHEHUsT YCKOPEHHOW MmpoLedypbl 3KCNepTU3bl NeKapCTBEHHbIX CPeACTB B LEensx
rocynapCTBEHHON perMcTpaLmm nekapcTBEHHOTO Npenapara;

7) KON OOKYMEHTOB, NoATBepXXA4akwWwmnx ynnaty FOCYﬂapCTBeHHOVI NOLWJTUNHbBIC

a) 3a npoBeaeHmne 3KCnepTmn3bl Ka4eCTBa J1IeKapCTBEHHOIo cpencTtBa M 3KCNepTU3bl OTHOLLEHUA oXngaemom
NoJib3bl K BO3MOXHOMY PUCKY NpUMMEHEeHUA NeKapCTBEHHOro npenaparta Anda BeTepuHapHOro npuMmeHeHuma npu
ero FOCYﬂapCTBeHHOVI perncrtpaunu;

6) 3a BblAayy pPerMcTpaLmoHHOro YA0CTOBEPEHUS NeKapcTBEHHOro npenaparTa;

8) Hanuume cornacusi, NPegycMOTPEHHOrO YacTbio 7 HACTOsIWe cTaTbW, ECIM C MOMEHTA perMcTpauum
pedepeHTHOro riekapcTBEHHOrO Npenapara Anst BeTEPUHaAPHOro NPUMEHEHNS MPOLLIIO MEHEE YEM LUECTb feT.
(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PerucrtpaumoHHoe pOocbe B LEnNsX 3KCNepTusbl NeKapCTBEHHOro npenapata Afs BeTepuHapHOro
NPUMEHEHMS (POPMUPYETCS U3 CREAYIOLLMX JOKYMEHTOB U CBEOEHUNA:
(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-93)

1) cBegeHust o paTe NpPefoCTaBneHUss U PEerucTpaumMoHHOM HOMepe FMUEH3MM Ha NPOM3BOACTBO
nekapCTBEHHbIX CpeacTB, NPeAoCTaBNEHHON NPOM3BOANTENIO PEMMCTPUPYEMOrO NNEKAPCTBEHHOIO Npenapara 4
BETEPVHAPHOIo NPUMEHEHMS, AN POCCUNCKUX NPOU3BOAUTENEN;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N_140-93, o1 27.12.2019 N 478-93)

2) cBeaeHna O pate npenocrtaBneHnda U pernctpauMoHHOM HoOMepe nuueH3nn Ha npou3BoacCTBO
nekapCTBEHHbIX CpeacTB, NPenoCTaBiEHHON MNpou3BoguTento dapmaueBTUYecKOn cybcTaHuum, BXOOsLLEN B
COCTaB PErMcCTpMpyeMoro rnekapCTBEHHOrO npenapaTa Ans BETEPUMHAPHOro MpPUMEHEHWS!, ONs POCCUMACKUX
Npoun3BoAUTENEN;

(B peq. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-03)

2.1) Konusi OOKYMEHTA, BblAAHHOMO YMOSIHOMOYEHHBLIM OPraHOM CTpaHbl MPOM3BOAMTENS ONIS KaXOoW
NPON3BOACTBEHHOWN MIOLLAAKM PErMCTPUPYEMOrO NekapCTBEHHOMO npenaparta Af1s BETEPUHAPHOro NpUMEHEHUS
N NOATBEPXOANOLLEro COOTBETCTBME MNPOM3BOAUTENS NEKapCTBEHHOrO npenapata TpeboBaHMsSM [paBun
Hagnexalleln npou3BOACTBEHHOW MPaKTUKW, M €ro NEepeBOA, Ha PYCCKUI A3bIK, 3aBEPEHHbIE B YCTaHOBIEHHOM
rnopsigke, a Takke KOMUS 3aKNiYeHWss O COOTBETCTBUM MPOM3BOAMTENS NEKAPCTBEHHbLIX CPeACTB TpeboBaHMAM
npaBun Hagnexawen npoV3BOACTBEHHOM NPAKTUKK, BblAAHHOMO YMOSIHOMOYEHHbLIM dhefepanbHbiM OpraHoM
WCMNONHUTENBHOW BnacTy Ans KaXZoW NPOM3BOACTBEHHOW MroWaikM PerMcTpupyemoro JieKapCTBEHHOro
npenapata Ans BETEPUHAPHOrO MPUMEHEHMS, NMOO KOMUS PELUEHUss O NPOBEAEHWM WHCMEKTUPOBAHUS
NPON3BOAMTENS  JNIEKAPCTBEHHBLIX  CPEACTB,  MPUHATOrO  YMOMHOMOYEHHbIM  cheaepanbHbiM — OpraHoM
WCMONHUTENBHON BnacTM AN Kaxagoh MNPOU3BOACTBEHHOM MMOWAAKM PETMCTPUPYEMOrO  NEKAPCTBEHHOIO
npenapata AN BeTEPUMHAPHOIO MPUMEHEHUs. YKasaHHble [OOKYMEHTbl NpeAcTaBnstoTCss B Ccriyyae, €ecnu
Npon3BOACTBO NIEKAPCTBEHHOrO Npenapara ocyLlecTBnaeTcs 3a npegenamm Poccniickon degepaumy;

(n. 2.1 BBegeH PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

2.2) KomMusi  OOKYMEHTa,  BblAAHHOMO  YMOMHOMOYEHHbIM  OpraHoM  CTpaHbl  NPOW3BOAUTENS
hapmavueBTMYeCkon cybCcTaHuMM M NOATBEPXKAAKLWEro COOTBETCTBME NPOU3BOAUTENS (hapMaLeBTUYECKON
cybCcTaHuuKn, BXOOAWEN B COCTaB pPErmcTpupyemMoro rekapcTBEHHOro npenapata Ans  BeTepuHapHOro
npuMeHeHusi, TpeboBaHMAM MpaBun Haanexallenh Npou3BOLCTBEHHOW MPaKTWMKW, U €ro nepeBof Ha PYCCKUN
A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOpPsiAKe, B Crydae, ecnu NpousBoAcTBO hapMaueBTU4eckon cybcTaHumm
ocyllecTBnseTcs 3a npegenamu Poccuiickon ®epepavimu;

(n. 2.2 BBegeH PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

3) NPOEeKT HOPMaTUBHOIO AOKYMEHTa Ha J'IeKapCTBeHHbII7I npenapart gna BeTepnHapHoro npuMeHeHuA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

4) [OOKYMEHT, coAepXawun criegywy uHdopmauuio o dapmaueBTU4eckon cybctaHumm unm
hapmaLeBTUYECKUX CYyOCTaHUMAX, BXOASALWMX B COCTaB JeKapCTBEHHOro npenapata Ans BeTepUHaApHOro
NPUMEHEeHUA:

a) HavMeHoBaHWe dapmMaueBTudeckoh cybcTaHuMKM, ee  CTpykTypa, obwue cBowctBa (nNpw
rocyapCTBEHHOW perMcTpauum MMMYHOOMOSOMMYECKUX JEKAPCTBEHHBLIX MpenapaToB ANl BETEPUHAPHOro
NnpuMEeHEeHNna npeacTtaBndarTCA cCBedeHuna O WTaMMme, BKM4Yaa ero HaumMeHoBaHue, I/IHCbOpMaLI,I/IIO (o]
NPOUCXOXAEHUW, €ro CBOMCTBAX, XapakTePUCTMKaxX U MecTe AENOHNPOBAHMS);

(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

0) HanmeHoBaHWe n agpec NPon3BoaUTENS;

B) TEeXHOIorma npomn3soactea C onncaHnem cragun npon3sBoacTBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3BoAcCTBa,

r) wuHdopmauusas O npumecsax (He npeacTaBnsieTcd MNpuM  rOCyAapCTBEHHOW  permcrpaumm
MMMYHOBNOMNOrMYECKNX NEKapCTBEHHbIX NpenapaToB Ans BeTePUHapHOro NpUMeHeHUs);
(B pea. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

A) crneuudukaums Ha apMaueBTUYecKylo CyOCTaHuMio (He npencTaBnsieTcs Npu rocyAapCTBEHHON
pervcTpaumm MMMyHOBUOMNOrMYEeCKUX NekapCTBEHHbIX NpenapaToB Ans BEeTePUHapHOro NpUMeHeHUs);
(B pea. PenepanbHoro gakoHa ot 02.08.2019 N 297-$3)

e) onncaHne MeToaukK KOHTPOJ14 KaveCTBa,

X) pesynbTatbl aHanu3a cepun dapmaueBTUYEeCKOW cybcTaHuMm (He nNpeacTaBnsAlTcsa  npu
rocylapCTBEHHOW perucTpauum MMMYHOOMOMOrMYECKUX NEeKapCTBEHHbIX MpenapaToB AN BeTEpPUHapHOro
NPUMEHEHUS);

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

3) nepeyvyeHb CTaHOAPTHbIX 06pa3uoa mnn BeLwecTB, UCNOJNIb3yeMblX MpU OCYyLWEeCTBIIEHUN KOHTPOIA
Ka4yecTBa,

1) onncaHne xapaKTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTeEpPUaroB 1 YKYNopOYHbIX CPeacTB;

K) QOaHHble O cTabunbHoCTM (He NpPeAcTaBnsiloTCA  NpW  FOCYLAPCTBEHHOW  permcrpaumm
NMMYHOBNONOIMYECKNX NeKapCTBEHHbIX NPpenapaToB Ans BETEPUHAPHOMO NPUMEHEHMS);
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

1n) CPOK ro4HOCTU, YCIOBUSI XpaHEHUS;

KoHcynbTtaHTtlntoc: npumevaHume.

Mpu yckopeHHOW Mpouenype perncrTpauum BOCNpPOU3BEOEHHOrO npenaparta [onyckaeTcs HenpeacTaBreHne
onncaHus METOOOB W WX [OOKYMEHTanbHOro MOOTBEPXOEHWS, NPW MNUCbMEHHOM 00sA3aTenbcTBe WX
npeacTaBuTb B TeveHMe 12 mecaueB co AHA peructpauumn ([octaHoBneHue [lpaButenbctBa PO ot
12.03.2022 N 353).

5) oTyeT o pesynbTaTtax AOKIMHUYECKOrO UCCMeNOBaHWUSA NEKApPCTBEHHOINO CPeACTBa Arnsi BETepUMHapHOro
NPUMEHEHWS], BKNIOYAOLWNIA ONMcCaHNe METOAOB OnpeAeneHust OCTaTOUHbIX KONMUMYECTB AENCTBYIOLLErO BellecTBa
(nevicTByrOLMX BELLECTB), AOCTUraloLLEro (4OCTUraloLmMx) CUCTEMHOrO KPOBOTOKA, B MPOAYKLWMU XUBOTHOMO
MPOVCXOXAEHUST MOCMe MNPUMEHEHWS TaKkoro J1IeKapCTBEHHOro CPeAcTBa, a Tawkke [AOKYMEHTanbHOe
noaTeepxaeHve (Banvgaums) ykasaHHbIX METOA0B;

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

6) oTyeT O pesynbTaTax KIMHUYECKOrO MCCNEeLoBaHUsSl NIEKapCTBEHHOrO Mpenaparta Ans BeTepUHapPHOro
NMPUMEHEHNS Y KaXKaoro Buaa KMBOTHbIX, YKa3aHHbIX B MHCTPYKLMW MO BETEPUHAPHOMY MPUMEHEHMUIO;

7) NPOEKT WHCTPYKUUM MO BETEePMHAPHOMY MPUMEHEHUI0 NeKapCTBEHHOro npenapaTa, codepKallei
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

crieayloLime cBeeHNs:

a) HauMeHOBaHWEe IeKapCTBEHHOro npenaparta Ans BEeTEPUHAPHOTO MPUMEHEHUs (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW TPYMNMPOBOYHOE, UMM XUMUYECKOE U TOProBOEe HaUMEHOBaHWS);

6) JNleKapcTBeHHasn cbopma C YKa3aHunem HaMMeHOBaHNN W KONWYECTBEHHOIO CcOCTaBa ,EleVICTByIOU.J,MX
BelwecTB N Ka4eCTBEHHOIro CoctaBa BCrnomMmoraTtesibHbIX BELLEeCTB,

B) onncaHme BHeLUHEero Bnaa rnekapCcTtBeHHOro npenaparta gna BetTepnHapHoOro npuMeHeHuA,

r) dhapmakoTepaneBTuyeckas rpymnna nekapCcTBEHHOro nmpenapaTa Anf BETEPUHAPHOro NPUMEHEHUs Unu
yKasaHue "romeonaTuyeckuii nekapcTBeHHbIN npenapaTt”;

A) hapmakoguHamuka W dpapMaKoKMHeTMKa (33 WCKIoYeHneM (hapMaKOKMHEeTUKM romMeonaTuyeckmx
NeKapCTBEHHbIX  MpenapaTtoB W pacTUTENbHbIX  JIEKApPCTBEHHbIX  NpenapaToB)  WAM  OMNWCaHue
MMMYHOGMOOrMYECKNX CBOMCTB NIEKAapCTBEHHOIO npenapara;

€) nokasaHus 4N NPUMEHeEHNS;

) NPOTVMBOMNOKa3aHWs NS NPUMEHEHWS;

3) Mepbl NPEAOCTOPOXHOCTM MPY NPUMEHEHUMU;

1) yKazaHne BO3MOXHOCTU N 0COBEHHOCTEN NPUMEHEHUS Y GEPEMEHHbIX JKUBOTHBIX, Y KMBOTHbIX B MEPUOA
nakTauuu, y noTOMCTBa XUBOTHBbIX;

K) pexum [o3npoBaHuA, cnocob BBedeHUs WU NPpUMEHEHUA, nNpu HeobxoanMMocCTH BpemMAa npuema
JIeKapCTBEHHOIO Mnpenaparta anAa BeETEPUHAPHOIro NpuMeHeHund, NpoaoJKNTENIbHOCTb JIEYEHUA;

J'I) BO3MOXHble MOOOYHbIE [OEWCTBUS, HexenaTerbHble peakunn npu npuMeHeHnnm nekapCTtBeHHOro
npenaparta anda BeTepmHapHOro npMuMeHeHus,

M) CUMMATOMbI MEPEAO3MPOBKN, MEPLI MO OKa3aHUI0 MOMOLLM NPV NEPEAO3NPOBKE;
H) B3auMOLENCTBUE C APYrMMuy NekapcTBEHHbIMY NpenapataMmu u (Mnu) kKopmamu;
0) hopMmbl BbiNycKa NekapCTBEHHOIO Npenaparta Afs BEeTEPUHAPHOIo NMPUMEHEHUS;

n) ykasaHne (Npu HeoBXxoOMMOCTM) OCOBEHHOCTEe [OeWCTBUA feKapCTBEHHOro npenapata Ans
BETEPMHAPHOro NpYMEHEHMs Npu NePBOM NpUeMe UMK Npu ero OTMeHe;

p) onucaHue (npu HeobxooMMOCTW) AEWCTBMM chneumanucta B obnactu BeTepuHapuu, Brnagenbua
XXMBOTHOMO MpY Nponycke npuema OAHOW UMM HECKOMbKNX 003 NeKapCTBEHHOro npenapata ans BeTepuHapHoro
NpPUMeEHEHNS;

(B peq. ®PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

C) CPOK roaHOCTU U yKa3aHue Ha 3anpeT npuMeHeHua nekapcTtBeHHOro npenapara and BetepuHapHOoro
npuMeHeHnsa Nno uctedeHnm Cpoka rogHoCTu;

T) YCINOBUSI XpaHEHUS;

y) yKasaHue Ha Heob6XoaAMMOCTb XpaHeHMWsl NekapCcTBEHHOro nNpenapara A BETePUHaApHOro NpMMeEHEHNs B
MecTax, HeOCTYMHbIX ANA AeTewn;

&) ykasaHve (Npy HeobxoouMOCTM) creumanbHbiX Mep MNPegoCTOPOXHOCTU MPU  YHUUTOXEHWM
HEeNCNOoJ1b30BaHHbIX NIEKAPCTBEHHbLIX NpenapaToB ANnAa BeTepUuHapHOro NnpuMeHeHun4;

X) CPOKM BO3MOKHOIO UCMNOoJib30BaHNA NPOAYKUMN XXNBOTHOIO NPOUCXOXAEHUA MOCIe BBeAEeHUA XXUBOTHOMY
JIeKapCTBEHHOIO npenaparta anAa BeTePUHApPHOro NnpuMeHeHn4;

L) yCNnoBus OTNycka;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

4) HaMMEHOBaHWA M agpeca MPOM3BOACTBEHHbLIX MIOLLaA0K NPOU3BOAUTENS NEKAPCTBEHHOTO nMpenapara
ANs BETEPUHAPHOTO NPUMEHEHUs;

LU) HanveHoBaHune, agpec opraHusauuu, yl‘IOJ'IHOMO‘-IeHHOIZ aepxarenem nnn BnagenbuemMm
perncTpaumMoHHOro yaoCtoBepeHuA NekapCTBeHHOIo npenaparta Ha NpuHATne npeTeH3m7| oT I'IOTpEGVITeJ'IFI;

8) npoekTbl MakeTOB MEPBMYHON YMNAKOBKW W BTOPUYHON YMNAKOBKW NEKapCTBEHHOro npenapaTta Ang
BETEPVHAPHOIo NPUMEHEHUS;

9) cnepytoLne CBeAEHNS O NEKAPCTBEHHOM Npenapare A5t BETEPUHAPHOTO NPUMEHEHNS:
a) onucaHue 1 cocTaB NIeKapCTBEHHOrO NpenapaTa Ans BETEPUHAPHOro NPUMEHEHNS;
©0) onncanne dapmaLeBTUYECKON pa3paboTky;

B) onucaHue mnpoLlecca NPOM3BOACTBA M €ro KOHTPONS, MOANMUCAHHOE B MNOPsiAKe, YCTAHOBIEHHOM B
COOTBETCTBUM C YacTbio 1 HacTosALWen cTaTby;
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

) ONUCaHUe KOHTPONSA KPUTUYECKMX CTaaui NPOU3BOACTBA M MPOMEXYTOYHOW NPOAYKLMK, NOANMCAHHOE B
nopsifike, yCTaHOBNEHHOM B COOTBETCTBUM C 4YaCTbi0 1 HACTOSILLEN CTaTbM;
(B peq. ®PenepansHoro zakoHa ot 02.08.2019 N 297-93)

4) HaumeHoBaHMs W agpeca pas3paboTyvka, gepxaTens wWnuM  Bragenbla  perMcTpaunoHHOro
yAOCTOBEPEHNA JNEeKapCTBEHHOIo npenaparta, npou3BOoACTBEHHbIX niowagoK npou3BoanTena nekapCTtBeHHOro
npenapata Anss BeTEPUHAPHOro MPUMEHEHMSI C yKa3aHMeM CTagui  TexXHOMOrM4eckoro npoLecca,
OCYLLECTBMSIEMbIX Ha MPOW3BOACTBEHHbLIX MNMoWaakax MpPon3BOAMTENS FEeKapCTBEHHOro npenapata Ans
BETEPUHaAPHOrO NPUMEHEHWS;

(B peq. PenepanbHbix 3akoHOB OT 13.07.2015 N 241-93, o1 02.08.2019 N 297-03)

€) hapmaLieBTU4ECKas COBMECTUMOCTb;
X) MUKPOBUNONOrMYeckme XxapakTepucTmKy;
3) MaTepuanbHbI 6anaHc A4nst NPOM3BOACTBA CEPUMN FOTOBOIO NPOAYKTa;

1) onncaHne xapaKTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTeEpPUaroB 1 YKYNopOYHbIX CPeacTB;

KoHcynbTaHTln0C: npumeyaHue.

Mpu pernctpaumm nNO  YCKOPEHHOM Mpouedype  AOMycKaeTcs  HenpeacTaBrneHMe  OOKYMEHTOB,
npeaycMoTpeHHbIX nn. "k" n. 9 4. 3 cT. 17, Npn ycnosun nNMcbMeHHOro obasatenbcTBa MX NpPeaocTaBuUTb B
TedeHue 12 mecsues co aHsa peructpaumm ([octaHosnenue Mpasutensctea P® ot 12.03.2022 N 353).

K) AOKYMeHTanbHOe NOATBepXAeHNe (Banuaaums) NnpoueccoB U (Un) UX OLEHKA;

J'I) TpeGOBaHMH K~ KayeCTBy BChnoMoraTtesibHbIX BeulwlecTB (CepTI/Id)MKaT, CI'IeLI,I/Id)I/IKaLI,I/IH Ha
BCnomoraTesibHble BeLlleCTBa N nx 06OCHOBaHVIe);

KoHcynbTaHTlIntoC: npumeYaHue.

Mpn  pernctpaumm N0  YCKOPEHHOW npouedype  [AOMNyCcKaeTcs  HenpeacTaBrieHne  [OOKYMEHTOB,
npegycMoTpeHHbIX nn. "mM" n. 9 4. 3 c1. 17, mpu ycnoBun NUCbMEHHOro obsa3aTenscTBa UX NPeaoCcTaBUTb B
TeyeHne 12 mecsues co gHa pernctpaumm (MoctaHoenenue MpaButensctea P® ot 12.03.2022 N 353).

M) aHannTn4eckne MeToaukn, ncnosb3yemblie NMpu OCyLWEeCTBITIEHUN KOHTPOMNA Ka4ecTBa BCNOMOraTeslbHbIX
BeLlEeCTB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoCc: npuMmeyaHue.

Mpn  pernctpauum NO  YCKOPEHHOW Npouedype  AOMNyckaeTcsi  HenpencTaBreHMe  OOKYMEHTOB,
NPeAyCMOTPEHHbIX nn. "H" n. 9 4. 3 cT. 17, Npu yCrnoBUM NMUCbMEHHOro 06sI3aTenbCTBa UX NPEeaoCTaBUTb B
TeyeHne 12 mecsueB co gHsa pernctpaumm (loctaHoenenue MpaButensctea PP ot 12.03.2022 N 353).

H) OOKYyMeHTallbHOe noaTBepXxaeHune (BaJ'II/I,EI,aLI,I/Iﬂ) aHalnnMTn4eCknx MeToauK, WUCNnoJb3yemMblX npu
OCyLLECTBIIEHUN KOHTPOJ1A Ka4yeCTBa BCNoMoraTesibHblX BELWECTB;

0) WHdopMauuss 06 WUCMnofb3oBaHWM BCMOMOraTesbHbIX BELLEeCTB YEerloBEYECKOr0 W XKMBOTHOMO
NPOUCXOXOEHUS;

n) ytpatun cuny. - ®egepanbHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHMA K KayecTBY fekapCTBEHHOro npenapaTa Ans BeTepuHapHOro npuMeHeHus (ceptudmkar,
cneumdmrKaLus Ha NekapcTBEHHbIN NpenapaT U ux 06ocHOBaHue);

C) aHanuTuyeckne MeTOAMKM, UCMONb3yeMble MNPV OCYLLECTBIEHUM KOHTPOMS KayecTBa NeKapCTBEHHOro
npenapara ans BEeTEPUHAPHOrO NPUMEHEHNS;

KoHcynbTaHTlnoc: npumeyaHue.

Mpu pernctpaumm no  YCKOPEHHOM  Mpouedype  AOMycKaeTcs  HenpeacTaBrneHMe  JOKYMEHTOB,
npeaycMOTpeHHbIX nn. "t n. 9 4. 3 cT. 17, npn ycnosun nNUCbMEHHOro oba3atenbcTBa MX NPeaoCcTaBUTb B
TedyeHue 12 mecsues co aHsa peructpaumn (MoctaHosnenue Mpasutensctea P® ot 12.03.2022 N 353).

T) [OKyMeHTanbHoe MOATBEpPXKAEeHUe (Banugauusi) aHanUTUYECKMX METOAMK, WCMOoNb3yeMblX Mpu
OCYLLECTBIIEHUN KOHTPOSS KA4YeCTBa fIEKapCTBEHHOMO Npenapara Afsi BEeTepMHAPHOro NpUMeHeHUs;

y) OOKYMEHT, MOATBEPXOAILWMIA Ka4ecTBO NEKapCTBEHHOro npenaparta Tpex MPOMBILIMEHHbIX Cepuit
(NpoTOKON aHanuaa unu cepTUdUKaT aHanusa), ogHa cepusi KOTOPOro AOSKHa coBnaaaTh C cepven obpasua
nekapcTBEeHHOro npenapara, NoAaHHOro Ha PerncTpauymio;

&) xapakrepucTtuka npumecen;

X) nepeyeHb CTaHAapTHbIX 06pasuoB, WCMONb3yEMbIX MPU  OCYLLECTBIEHWM KOHTPOMsl KayecTsa
neKapCcTBEHHOro npenapara Ans BeTEPUHAPHOr0 NPUMEHEHWS;

KoHcynbTaHTlntoc: npumedaHume.

lMpu yckopeHHOW Mpouenype perncrTpauum BOCNpPOU3BEOEHHOrO Nnpenaparta [onyckaeTcs HenpeacTaBreHne
cBeOeHWI, NpegycMoTpeHHbIX nn. "u" n. 9 4. 3 c1. 17, NpyM NUCbMEHHOM 00s3aTenbLCTBE UX NPEeLOCTaBUTL B
TedeHne 12 mecsueB co gHsa pernctpaumn (loctaHoeneHue Mpaeutenbctea PP ot 12.03.2022 N 353).

L) faHHble 0 CTabunbHOCTY NeKapCTBEHHOIO NpenapaTa AN BETePUHAPHOro NPUMEHEHUS;

10) Konusa AOKyMeHTa, coaepKallero MHGoPMaLMIo O HanUuMn unm o6 oTCyTCTBUM (haKTOB perucTpaumm
NeKkapcTBEHHOro npenaparta Ans BETepMHapHOro npumeHeHus 3a npegenammn Poccuiickon depepaumu;

11) cornacve B NMCbMEHHOW popme, NpefyCMOTPEHHOe 4YacTblo 7 HacTosilen cTaTbW, B cry4vae
pervcTpaumm BOCNpou3BeAeHHOMO NIEKapCTBEHHOMO Npenapara;
(B pea. PegepanbHoro gakoHa ot 13.07.2015 N 241-93)

12) konust AOKyMEHTa Ha PYCCKOM $A3blke, 3aBEPEHHOro B YyCTAHOBEHHOM NOpsAke M MOATBEPKOAIOLLErO
NPaBOMOYHOCTb 3asiBNEHUS O rOCyAapCTBEHHOW permctpaumm nekapcTBeHHOro npenapara Ans BeTepuHapHoro
NpUMeEHeHUs (0OBEPEHHOCTD);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoCc: npuMmeyaHue.

[o 31.12.2030 poccumncknm npom3BoANTENSAM paspeLLEHO HE NPEeACTaBNATbL CBeAeHNs B cooTBeTCTBUM Cc M. 13
Y. 3 cr. 17 npu perucTpaumm MMMYyHOOMOMOIMYECKNX FeKapCTBEHHbIX npenapatoB ([docTaHoBneHuwe
MpaBuTtensctBa P® ot 12.03.2022 N 353).

13) cBegeHus O rocygapCTBEHHOW perucTpaumyv reHHO-UHXEHEePHO-MOANMULMPOBAHHBIX OpPraHn3MoB,
npegHasHavYeHHbIX ONS Bbilycka B OKpYXalLlylo cpedy (Mpu rocyaapCTBEHHOW PerucTpauum rekapcTBEHHbIX
npenapaTtoB ans BETEPUHAPHOro NpPUMeEHEeHWs, NONyYeHHbIX c NpUMeHeHem
F€HHO-MHXeHePHO-MOANMDULIMPOBAHHbBIX OPraHM3MOB UMK COAepXKallnx Takme OpraHn3mbl).

(n. 13 BBegeH dPepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

4. Mpn NnpoBeAeHWUN YCKOPEHHOW MpoLeaypbl 3KCNepTu3bl fekapCcTBEHHOro npenapaTta Ans BeTepMHapHOro
NMPUMEHEHMS (3a UCKIIOYEeHWeM feKapCTBEHHOro npenaparta Ans BeTEePUMHApPHOro MpUMEHEHWs, YKasaHHOro B
yacTn 4.1 HacTosien cTtaTbM) B LENSAX €ro rocygapCTBEHHOW perncrpaumm BMECTO OTdeTa paspaboTymka o
pesynbTaTtax [AOKIUHUYECKOrO WCCMEefOBaHUSA NEeKapCTBEHHOro CpeAcTBa AN BETEPUMHAPHOro NpYMeEHeHUs
MoxeT BbITb NpeAcTasneH 0630p Hay4HbIX paboT 0 pesdynbTaTax OKIMHUYECKOro UCCneaoBaHus pedepeHTHOro
nekapCTBEHHOro npenapara Ans BETEPUHAPHOro MPUMEHEHUs, a BMECTO OT4yeTa O pesynbTaTax KIMHUYECKOro
NUccnefoBaHWs NeKapCTBEHHOro npenapata [ANd  BETEPUMHApPHOro MpMMeHeHUs OoT4yeT O pesynbTaTax
nccnegoBaHnii BGMO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOrO NeKapCTBEHHOro npenapata Ans BeTepUHapHOro
NMPUMEHEHMS.

(B pea. PenepanbHbix 3akoHoB 0T 02.08.2019 N 297-03, o1 28.04.2023 N 171-D3)

4.1. Tlpn npoBeAeHUN YCKOPEHHOW Mpouedypbl 3KCNepTUM3bl NEeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOro MNPUMEHEHUs, MpefHasHa4YeHHOro AN fevYeHus [OOMalUHUX JKMBOTHBIX, onpeaeneHHbIX
depepanbHbiM 3akoHOM OT 27 aekabpsa 2018 roga N 498-93 "O6 oTBETCTBEHHOM O0OpaLleHUN C XXUBOTHBIMU U O
BHECEHUM M3MEHEHUI B OTAENbHbIE 3akoHoAaTeNnbHble akTbl Poccuiickon ®epepauun”, n 3apermcTpmpoBaHHOro
B KayecTBe NeKapCTBEHHOro npenapata Ans MeAWMUMHCKOro NPUMEHEHWs, B LENsiX ero rocygapCTBEHHOM
perMctpaummM BMeCTO oT4yeTa paspaboTyumka O pesyrnbTaTax LOKIMMHUYECKOrO WUCCRefoBaHUs JeKapCTBEHHOro
cpeactBa ANst BETEPUHAPHOrO MNPUMMEHEHMSt MOryT ObiTb MNpefcTaBneHbl pe3ynbTaTbhl  AOKIMHUYECKOrO
nuccnegoBaHMs COOTBETCTBYIOLWLErO NeKapCTBEHHOro cpefcTtBa And MeAWUMHCKOro MpUMEHEeHUs, a BMEecCTO
oT4yeTa O pesynbTatax KIMHUYECKOro WuccneaoBaHMs NeKapCTBEHHOro npenapata Ans  BeTepuHapHOro
NpUMeHeHus - 0630p Hay4HbIX paboT O pesynbTaTax KIMHWYECKMX MCCnegoBaHWui NekapcTBEHHOro npenapara
ONs MEOUUUHCKOrO MNPUMEHEHWsT Ha BUOAX JKMBOTHbIX, KOTOpPbIM MpedHasHadaeTcs uccnegyembin
nekapcTBeHHbIN Npenapart.

(vacTb 4.1 BBegeHa depepanbHbIM 3akoHoM OT 28.04.2023 N 171-03)

5. Ha akcnepTnsy pasnuyHbIX NekapcTBEeHHbIX hopM OOHOro M TOro Xe NeKapCTBEHHOro npenapara ans
BETEPMHAPHOro NpUMEHeHUsa 3asBUTENb NPeAcTaBnseT oTAeNbHble 3asiBIeHUA U PerncTpauuoHHble OoCbe Ha
KaXxaylo nekapcTtBeHHyo qopmy. [Npn ycrnosBuv 0g4HOBPEMEHHOM NoJayn Ha dKCNepTu3dy OOHOW NeKapCTBEHHOM
OpMbI C pasnMYHbIMU JO3MPOBKOW, KOHLEHTpauuen, oObeMOM 3asBUTENb NPeacTaBnsieT O4HO 3asiBieHue ”
perncTpaumoHHoe 0oCbe C NPUNOXEHUEM MaKeTOB MepBUYHOM YMakoBKU U BTOPUYHOM YyrnakoBku. Ha makeTax
NepBMYHOM YNaKOBKM M BTOPUYHOMW YMNAKOBKM YKasblBalOTCA BCE MPOM3BOAUMbIE [O3UPOBKM, KOHUEHTpauuu,
06bEMbBI 1 KONNMYECTBO 403 B YNaKOBKE NEKapCTBEHHOro npenapaTa Ans BeTePUHapHOro NpuMeHeHus.

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

6. B cnydvae HenpeacrtaBreHnss C 3asiBNEeHWEM O [OCYAapCTBEHHOW perncrpaumm rnekapCTBEeHHOro
npenapata pAns BeTEpPUHaApPHOro nNPUMEHEHWs [OOKYMEHTOB, MNOATBepXAdalowWwmx Yynnaty rocyfapCTBEHHON
OOLUNWHbLI U YKa3aHHbIX B MYyHKTE 7 YacTu 2 HacTosLen cTaTbW, CBEAEHUN O NIMLIEH3USX, YKa3aHHbIX B MyHKTax 1 u
2 yacTn 3 HacToswen cTaTbi, a Takke BblaBaeMblX (NPefoCcTaBNAeMbiX) YNONHOMOYEHHbIMU dhedeparnbHbIMU
opraHamu WCMNOMHUTENbHOW BNacTM OOKYMEHTOB (CBedeHWM), ykadaHHbIX B NyHkTe 2.1 yactm 3 HacToswewn
cTaTbW, YNONMHOMOYEHHbIN (befepanbHbld opraH UCMOMHUTENBHOW BNACTW 3anpallMBaeT yKasaHHble JOKYMEHTbI
(cBeaeHus) B nopsgke MexBedoMCTBEHHOTO MHAOPMAaLMOHHOIO B3aUMOAENCTBUS.

(vacTb 6 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

7. He 0O0nyCKaeTCd Mcnofib3oBaHne B KOMMep4YeCKnx uenax I/IHd)OpMaLI,I/IM O pegynbTaTax AOKIMHNUYECKNX
nccnegoBaHuin JNIEKapCTBEHHbIX CpeactB U KIMHUYECKNX nccneaoBaHui JNIeKapCTBEHHbIX npenapaTtoB A4
BeTepunHapHOro NPUMEHEHUA, HpeﬂCTaBﬂeHHOVI 3afaBuUTENEM ansa FOCYﬂapCTBeHHOVI perncrpaunn
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

nekapCTBEHHbIX NpenapaToB, 6e3 ero cornacusi B TedeHue LIecTu NneT ¢ AaTbl rocygapCTBEHHON perncrpauum
pedepeHTHOro nekapcTBEHHOro npenaparta B Poccuinickon denepauuun.

8. [epxatenb wnuM Bnageney perncrpaumoHHOro yOOCTOBEPEHUS NEeKapCTBEHHOro npenapaTta ans
BETEPVMHAPHOIO NMPUMEHEHUS NPEACTABNSET B YNONIHOMOYEHHbIM dhefepanbHbli OpraH UCNOMHUTENbLHOM BNAcTy
OTYeT MO pesynbTatam GapmMakoHag3opa OAuH pa3 B LIEeCTb MecsueB B TeYeHWe [AByX neT nocne
rocyapCTBEHHOW perncTpauumn rekapcTBeHHoro npenapata B Poccuiickon ®epepauun, 3aTeM eXerogHo B
TeyeHue NocneayoLmx TpexX NeT U B AarnbHENLWEM O4MH pa3 B TpK roaa.

(vacTb 8 BBegeHa degepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

KoHcynbTaHTlntoC: npumeyaHue.
C 01.09.2024 cT. 18 yTpaumnsaeTt cuny (@3 ot 30.01.2024 N 1-$3).

Crartbs 18. NMogaya n paccMmoTpeHune 3asiBeHNs O rocyaapCcTBEHHOW perucTpauumn nekapcTBeHHOro
npenaparta Ansi MeAULMHCKOro NpUMeHeHus
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ons rocygapCTBEHHOW peructpauMu INeKkapcTBEHHOrO npenaparta Ans MeAWMLMHCKOro MpUMEeHeHMUs
lopyanMyeckoe nNuUo, OENCTBYIOLLEEe B COOCTBEHHBIX MHTEpPECcax UM YNONTHOMOYEHHOE NPEACTaBNsATb UHTEPECHI
OpYroro lOpuMAMYEcKoro nvua n 3asBRsioLLee JIEKApPCTBEHHBLIN MpenapaT Ha rocy4apCTBEHHYIO pPerncTpauumio
(manee B HacTosileW cTaTbe - 3asBUTENb), NpPeacTaBnseT B YMNOMHOMOYEHHbI eaepanbHbIA  opraH
NCMONHUTENBHON BMACTW, OCYLLECTBNSIOWMIA FOCYAAPCTBEHHYIO PErMCTPALMIO IEKapCTBEHHbIX NpenapaToB Ans
MEOULMHCKOrO NMPUMEHEHWS, B 3NEKTPOHHON hopMe U Ha BymMakHOM HOocuTene 3asiBfieHMe O rocydapCTBEHHOW
pervcTpaumm nekapcTBeHHOro npenapara Aanst MeAVLUMHCKOro NPUMEHEHUS, a Takke B Nopaake, yCTaHOBNEHHOM
YMOSTHOMOYEHHbLIM hbefepanbHbIM OpraHoOM WUCMOMHUTENBHOW BNAcTW, B 3MNEKTPOHHOW (hOpMe U Ha BGyMakHOM
HocuTene HeobGXooMMble AOKYMEHThI, U3 KOTOPbIX (DOPMUPYETCS PErMCTPaLMOHHOE AOChbE Ha JEKapCTBEHHLIN
npenapart ans MeaULMHCKOrO NPUMEHEHMS.

(vactb 1 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. B zagsneHun o Focyﬂ,apCTBeHHOIZ permcTtpaumm nekapCctBeHHOro npenapata anda MeguumHCKoro
NPUMEHEHNA YKa3blBaKTCA:

1) HanmeHoOBaHuWe, agpec 3asBUTENA U NPOU3BOAMTENSA MEeKapCTBEHHOro npenapaTta Ans MeAULMHCKOro
NpMMeHeHus1, cBedeHus ob KX peructpaumMm B KayecTBe Haroronnartenbliuka B CTpaHe perncrpauun (ans
POCCUNCKMX IOPUONYECKUX MWL, - MOEHTUMDUKALNOHHLIM HOoMep Hanoronnatenswuka (MHH), ans wHocTpaHHbIX
IOPUAMYECKMX NUL, - CTpaHa perncrTpauun, HaumMeHoBaHWe PerMcTpUpyIoLLEro opraHa, perMcTpaumnoHHbIA HOMED,
Kog HanoronnartenbliMka B CTpaHe perucrpaumv (MHKOpropauuu) unu ero aHamor) 1 agpec MecTa
OCYLLIeCTBIEHMS MPOM3BOACTBA JIeKapCTBEHHOrO npenapata (B Cnyvyae Hannyins HECKOMbKUX Y4acCTHMKOB
npoLecca ero npou3sBoAcTBa HeOOXOAMMO YykasaTb Kawdoro yyacTHVWKa B COOTBETCTBUM C OCYLLECTBNSEMOW
cTaamen Npon3BOACTBA);

(n. 1 B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

2) HanmeHoBaHMWE JeKapCTBEHHOro npenapata And MeauMunMHCKOro npuMeHeHus (ME)K,D,yHapOD,HOE
HenaTeHToOBaHHOe, U rpynnnpoBoYHOE, UM XMMUYEeCKoe N Toproeoe HaMMeHOBaHVIFI);

3) nepeyeHb D,eIZCTByPOLLI,VIX N BCnoMoratesribHblX BelwlecTB, BXOOAWKMX B COCTaB Ji€KapCTBEHHOro
npenapara anda MeanunHCKOro npuMeHeHud, ¢ ykasaHmem Konm4yectBsa KaxKgoro n3 HUX;

4) nekapcTBeHHasi oopMa, 4O03NPOBKa, cnocobbl BBEAEHNSI U MPUMEHEHUS, CPOK FOAHOCTU FIeKapCTBEHHOMO
npenapaTa ans MegULUHCKOro NpUMeHeHUs;

5) dapmakoTepaneBTM4eckas rpynna, KoO4 aHaTOMO-TepaneBTUYECKO-XMMUYECKOW Kraccudmkauum,
pekomeHaoBaHHOW BcemMupHOW opraHusauuen 3gpaBoOXpaHeHWd, 3asiBNsieMble MoKasaHus Ofs NpUMEeHEeHUs
JleKapCTBEeHHOro npenaparta gnlda MeanunHCKOro npuMeHeHus;

6) oTcyTcTBME HeobXxoOMMOCTM MpedoCTaBMiEHNs OTYeTa O pesynbTaTaxX KIMHUYECKOro WUccredoBaHus,
nuccneaoBaHUs  OUMOSKBUBANEHTHOCTU  NeKapCTBEHHOro MnpenapaTa, paspelleHHoro Ans  MeAuLMHCKOro
npumeHeHns B Poccuiickoi ®edepaunn Gonee gsaguatv NneT, C ykazaHWeM HOPMaTMBHBIX MPaBOBbIX aKTOB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

noATBepPXXAaloLWUX AaHHbIA CPOK NPUMEHEHUS;

7) HeobxoaumocTb ochopMneHnss paspelleHms Ha BBO3 B Poccuiickyto ®enepaunto KOHKPETHOW napTum
3aperncTpupoBaHHbIX U (MNK) He3aperncTpMpoBaHHbIX JIEKAPCTBEHHbIX CPEeACcTB, NpeaHasHayeHHbIX Ans
npoBeAeHNs 3KCNepTU3bl NIEKApPCTBEHHbIX CPEACTB B LIENAX rocyaAapCTBEHHOW pernctpaumu,;

8) HeobGxoOMMOCTb MNPOBEAEHUA SKCMEepTU3bl [OKYMEHTOB, MPEACTaBMeHHbIX And onpeaeneHus
BO3MOXHOCTU paccMaTpuBaTth NEeKapCTBEHHbIN npenapaT Ans MeaULMHCKOTO NMpUMEHeHUs Npu OCYLLeCTBNEHNN
rocy4apcTBEHHON perncTpaumnm B kayecTse opdaHHOro nekapcTBEHHOro npenapara;

9) HeoBX0AMMOCTb MPUMEHEHMUSI YCKOPEHHOM MPOLIeAypbl 3KCMEPTU3bl NEKapCTBEHHbLIX CPEeACTB B LEensAX
rocyaapCTBEHHOMN perncTpaLmm nekapCTBEHHOro npenapara;

10) KON OOKYMEHTOB, NoATBepXAawWwmnx ynnaty FOCWJ,apCTBeHHOﬁ OOLLNWNHbI:

a) 3a npoBedeHVe IKCNepTM3bl [OKYMEHTOB, MPEACTaBMEHHbIX Ans OnpeaeneHuss BO3MOXHOCTU
paccmatpuBaTb NeKapCTBEHHbI npenapaTt AnA  MeOULUMHCKOrO  MNPUMEHEHUs TMpPU  OCYLLEeCTBREHUM
rocy4apcTBEHHON perucTpaumnm B kayecTse opdaHHOro nekapcTBEHHOro npenapara;

©0) 3a npoBefeHNEe 3KCNepTM3bl KAYEeCTBa NNEKAPCTBEHHOIO CPEACTBA U AKCMEPTU3bl OTHOLLEHUS OXMOAEMOW
Nnonb3bl K BO3MOXHOMY PMWCKY MPUMMEHEHMSI NEeKapCTBEHHOro npenapara, paspeLlleHHoro Ansi MeauuUmMHCKOro
npumeHeHnss B Poccuiickon depepaumm 0Gonee paeaguatu neT, NpU  OCYLLECTBIEHUN TOCYLapCTBEHHOM
perncTpaumm nekapcTBEHHOro npenapara;

B) 3a NpOBEAEHNE IKCMEPTU3bI KaYeCTBa JIEKAPCTBEHHOIO CPeaCcTBa M IKCMEPTU3bl OTHOLLEHUS OXUOAEMOM
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NEeKapCTBEHHOro npenaparta ans MeavumMHCKOro NpUMeHeHns npu ero
rocygapCTBeHHOW perncrpaumm;

r) 3a NpoBefeHNE IKCMEePTU3bl KayecTBa NeKapCTBEHHOrO CPeACTBa N 9KCNEePTU3bl OTHOLLEHUS OXNOAaeMOoMn
nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ans MeauuMHCKOro npuMeHeHus, B
OTHOLUEHMN KOTOPOro nNpoBefeHbl MeXOyHapoOHble MHOrOLEHTPOBbIE KIMHUYECKME WCCneaoBaHus, 4acTb U3
KoTopbix npoBedeHa B Poccuiickonn ®egepaumn, Npu  OCYLWECTBNEHUM [OCYOAPCTBEHHON perncrpaumm
rnekapcTBeHHOro npenapara;

11) HanuuvMe cornacusi NpPOM3BOAUTENs JIeKapCTBEHHOro MpenapaTta, MpOM3BOACTBO  KOTOPOro
ocyllecTBnAeTcsa 3a npegenamu Poccuiickoin degepauun, Ha NpoBefeHne NHCTNEKTUPOBaHUS NPoM3BoaAUTENS Ha
COOTBETCTBME TPeOOBaHNAM NpaBuUn Haanexallen NpomM3BoACTBEHHOW NPaKTUKK;

12) Hanu4yue cornacus, npegyCMOTPEHHOro YacTblo 18 HacTosLLeln cTaTby;

13) ykasaHve BMAa NEKapCTBEHHOro mnpenapaTta, MNPeACTaBreHHOro Ha peructpauunio (pedepeHTHbIN
nekapCTBEHHbIN MpenapaTt, BOCNPOM3BEAEHHbIN NeKapCTBEHHbIN npenapaTt, Guonornyeckuin nekapcTBEHHbIN
npenapat, OwoaHanoroBbin (O6MONOAOOHLIA) NEKApPCTBEHHLIN npenapaT (OvoaHamnor), romeonaTU4ecKui
nekapCTBEHHbIV Npenapar, IeKapCTBEHHbIA pacTUTENbHLIN Npenapar).

(4acTb 2 B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. PerncrtpaumoHHoe [Jocbe Ha neKapCTBEHHbIM npenapat Ans  MEeOUUMHCKOrO  MPUMEHEHUs
npepoctaensieTcs B popme obLLero TeEXHNYECKOro JOKyMeHTa.
(vacTb 3 B peq. PenepansHoro zakoHa ot 22.12.2014 N 429-93)

4. Pasgen AoKyMeHTaunm agMUHUCTPATUBHOMO XapakTepa BKrYaeT B cebsi:

1) 3aderiedHme o rocyp,apCTBeHHoﬁl pernctpaunn nekapcTtBeHHOro npenapara Aanda MeaunuunHCKoro
NPUMEHEHNA B SﬂeKTpOHHOVI cbopme N Ha 6yMa)KHOM HOCUTENE,

2) Konu OOKYMEHTa Ha PYCCKOM si3blke, 3aBEPEHHOro B YCTAHOBMEHHOM MOPsiAKEe M NOATBEPXKAAMLLErO
NpaBOMOYHOCTb 3asiBUTENS NoJaBaTb 3asiBIIEHUE O rOCyAapPCTBEHHON perncTpauun nekapcTBEHHOro npenapaTa
ANs MeaULMHCKOrO NPUMEHEHUs (JOBEPEHHOCTb);

3) cBeaeHna O pate npenocrtaBleHnda U perncTtpauMoHHOM HoMepe nuueH3nn Ha npou3BoACTBO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

NeKapCTBEHHbIX CPEACTB WM CBEAEHUS O OaTe MNPefoCTaBMeHUss U PerncTpalMoHHOM HOMepe 3aKNYeHUst O
COOTBETCTBMM NPON3BOANTENS NTEKAaPCTBEHHbIX CpeACcTB TpeboBaHUSAM OpaBwuil Haanexallen Npon3BoaCTBEHHOW
NpaKkTUKN, BblAaHHbIX (MPEAOCTaBMNEHHbIX) YNONMHOMOYEHHbIM ddeaepanbHbiM OPraHOM UCTIONHUTENBHOW BriacTu B
OTHOLLEHUN NPOU3BOLACTBEHHOW MIOLAAKA PErMcTpUpyeMOoro fekapCTBEHHOro npenapara, B Cryvae, ecnu
Npon3BOACTBO JIEKapCTBEHHOrO Npenapara ocyulectanseTcs B Poccuiickon ®epepauuu;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-d3)

4) Konuio NpPegoCTaBMEHHOW YMOMHOMOYEHHbIM OpraHoM CTpaHbl MPOU3BOAUTENS JMLUEH3MM Ha
NMpOM3BOACTBO NIEKApPCTBEHHOrO npenapata U ee NepeBod Ha PYCCKUM A3blK, 3aBEePeHHble B YCTAHOBIEHHOM
Oopagke, a Takke KOMUIo 3aKMYeHUs O COOTBETCTBUM MPON3BOANTENS NEKapCTBEHHbIX cpeacTB TpeboBaHMaM
npasun Hagnexawen npou3BOACTBEHHOW NPAKTUKM, BbIAAHHOMO YMNOMHOMOYEHHbIM deadepanbHbIM OpraHom
WCMNOMHUTENBHOW BracTM B OTHOLUEHMU MPOU3BOACTBEHHOW MIOLWAAKN PErMCTPUPYEMOrO JIEKapCTBEHHOMO
npenapaTta, WNM KOMWIO PELUEHUS YMOSTHOMOYEHHOro hedepanbHOro opraHa MWCMOSIHUTENbHOW Bnactu o
NPOBEAEHUN WHCMEKTMPOBAHNS MPOM3BOAMTENS FNEKapCTBEHHbIX CPeAcTB, B Crny4ae, ecnu npousBoACTBO
NekapCTBEHHOro npenapara ocyLecTenseTcsa 3a npegenamm Poccuinckon ®epepauum;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-93)

5) NpPOeKT WHCTPYKUMU MO MEAMLMHCKOMY TMPUMEHEHUIO IEKapCTBEHHOrO Mpenaparta, codepXallei
crienytoline cBefieHns:

a) HanMeHoBaHWME NeKapCTBEHHOro npenaparta (MemyHaponHoe HenaTeHToOBaHHOe, Unn rpynnmpoBo4YHOE,
nnm xmmMmm4yeckoe n Toproeoe HaI/IMeHOBaHVIﬂ);

©) nekapctBeHHas cdopma C yKasaHMeM HauMEHOBaHMN W KONMMYECTBEHHOIO COCTaBa [OEWCTBYHOLUMX
BELLECTB M Ka4eCTBEHHOro cocTaBa BCMOMOraTenbHbIX BeLecTB (Npy HeobXxoanMOCTH KONMYECTBEHHOro cCocTaBa
BCMOMOraTeribHbIX BELLECTB);

B) OnmncaHue BHELLHero Buaa fekapCTBEHHOro npenapaTta Ans MeAULMHCKOrO NPUMEHEHNS;

r) oM3nKo-XxMMmnyeckue CBOMCTBa (Ans paguodapmaneBTUYECKNX NEKapCTBEHHbIX NpenapaTos);

A) bapmakoTepaneBTnyeckasn rpynna, kog NekapCTBEHHOro npenapaTta Ans MeAMLMHCKOro MpUMEHEHNs no
aHaToOMO-TepaneBTUYECKO-XMMNYECKON  Knaccudukaumm, pekomeHgoBaHHon  BcemupHonm  opraHusauuen
3[paBOOXpPaHEHUs, UK ykasaHune "romeonaTuyeckuin NekapcTBeHHbIN npenapat”;

e) cdapmakogMHamuka M apMakokMHeTUKa (3a WCKIYeHMeM (papMakoOKMHETUKM TFOMeOonaTUYecKux
NeKapCTBEHHbIX MPEenapaToB U pacTUTENbHbIX JIEKapCTBEHHbIX NMPEnapaToB);

) NnokasaHua aAnsa NpYMeHeHus:;

3) NPOTUBOMNOKA3aHUS AJ1si TPUMEHEHWS;

1) Mepbl NPEeA0CTOPOXHOCTU NPV NMPUMEHEHWUN;

K) ykazaHMe BO3MOXHOCTM U 0COBEHHOCTEW NMPUMEHEHNS NIeKapCTBEHHOro npenaparta Ans MeauuMHCKOro
NMPUMEHEHNs1 GEepeMeHHbIMU KEHLUMHAMK, >XEHLMHaMW B nepuod rpyaHOro BCKapMMMBaHUS, OeTbMU,
B3POCIbIMU, UMEIOLLIMMUN XpOHUYecCKe 3abonesaHus;

n) peXuM [O03MpOBaHWsA, Crnocobbl BBEOEHUS W MPUMEHEHUS, MpU HeobXxoOAMMOCTM BpeMsi Mnpuema
NeKapCcTBEHHOro npenapaTta Ans MeguUMHCKOro MPUMEHEHUs, NMPOdOIPKUTENBHOCTb NEYEHUs,, B TOM YuCre Y

JeTen 0o v nocne oaHoro roaa;

M) BO3MOXHbIE€ HeXelnaTellbHble peakunn npu npuMeHeHn neKapCTBEHHOro npenapata Aand
MeaNLMHCKOIro NpuMeHeHus;

H) CUMNTOMBI Nepeao3VPOBKM, MEPbI MO OKa3aHWI0 NOMOLLM NPU NEPeao3NPOBKE;
0) B3aMOZEWCTBME C OPYTMMW NEKAPCTBEHHLIMU NpenapaTamu 1 (Mnn) NULLEBLIMU NPOAYKTaMMU;

n) dhopMbl BbIMyCKa fieKapCTBEHHOro npenapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

p) ykasaHve (Npy HeobxoauMmocTM) OCOBEHHOCTEN [OeNCTBUS JIEKapCTBEHHOro mnpenapara Aans
MeOQULUMHCKOro npuMeHeHuna npu nepBom rnpmneme unn npmn ero oTMeHe;

C) onuncaHue (Mpu HeoOXoOMMOCTW) OeWCTBUWA Bpada (denbawepa) u (Mnv) naumeHTa npu nponycke
npuema ogHOW U HECKONbKNX A03 fleKapCTBEHHOro npenapara Ans MeaMuuHCKOro NpuMeHeHus;

T) BO3MOXHO€ BIlMAHME INeKapCTBEHHOro npenapara And MeaunuuHCKOro rnpumMeHeHua Ha CcnocoBHOCTb
ynpaendaTb TPAHCNOPTHLIMKU CpeacTBaMu, MexaHn3mMmamu,

y) CPOK FrOAHOCTM W yKasaHue Ha 3anpeT MPUMEHEHWs NIeKapCTBEHHOro mnpenaparta A/ MeaVUMHCKOro
NMPUMEHEHMS MO UCTEYEHUN CPOKa FOAHOCTMY,

&) ycnosus xpaHeHus;

X) yKkasaHue Ha HeobXoaAMMOCTb XpaHEeHUsl NeKapCTBEHHOMO npenapara Ans MeaAULMHCKOro NPUMEHEHUS B
MecTax, HeOCTYMHbIX ANsA AeTewn;

Ll,) YKasaHue (I'Ipl/l HeOGXO,EI,VIMOCTVI) cneynanbHbIX Mep npegoCTOPOXHOCTU  Npu  YHUYTOXEHUU
HEeNCnosib30BaHHbIX NIEKapCTBEHHbIX NpenapaTtoB AN1a MeaAULUHCKOro NnpuMeHeHus;

4) yCrnoBus OTNycKa;
L) HAMMEHOBAHWSA 1 afpeca NPOU3BOACTBEHHBIX MIIOLLAA0K NPOU3BOAUTENS JIEKapCTBEHHOIO NpenapaTa;

l) HauMmeHoBaHWe, adpec opraHu3auuu, YNONMHOMOYEHHOW Aepxartenem WNU  BragenbLem
PerncTpaLmoHHOro yooCTOBEPEHUS NeKapCTBEHHOro npenaparta Ans MeauUMHCKOTO MPUMEHEHUSI Ha NpUHATUE
npeTeH3ni oT NoTpebutens;

6) MHCTPYKLMIO MO MEAMLMHCKOMY NPUMEHEHUIO UINN KPATKYHO XapaKTepUCTUKY NekapcTBEHHOro npenapara,
YyTBEPXAEHHbIE B CTPaHe NPON3BOAUTENS;

7) NpOEeKTbl MaKeTOB MepBUYHOW YMaKOBKM W BTOPUYHOWM YMAaKOBKW JIEKAPCTBEHHOTO npenaparta Ans
MEAMLIMHCKOro NPpUMEHEHUS;

8) NPOEKT HOpMaTMBHOﬁ OOKyMeHTauunm ninn HoOpMaTtuBHOINo JOKYyMEHTa Ha J'IeKapCTBeHHbIIZ npenapar gns
MeaNLMHCKOIro npuMeHeHund nnbo YKa3aHune COOTBeTCTByI'OLLI,eﬂ cbapmakonePlHon CTaTbW;

9) [OKYMEHT, coaepxawun uHgopmaumio O Hanuumm unm o6 OoTcyTCTBUM (PakTOB perucrpamm
nekapcTBEHHOro npenapara Anst MeAnLMHCKOro NpuMmeHeHus 3a npegenamu Poccuiickon ®epepalimu;

10) KOMMN OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIIEHHOM MOPSIAKE M MOATBEPXKAAOLWMX (haKT perncrpaumm
neKkapcTBEHHOro npenapaTta B MHOCTPaHHbIX rocyAapcTBax B KavecTse opdaHHOro NekapcTBeHHOro npenapara;

11) nrnaH ynpasneHnAa pUcKkamMun Ansa BGronorM4yeckmx NNeKapCTBEHHbIX MpenapatoB AnA MeauLnHCKOro
NPUMEHEHUA;

12) pokymeHT o0 cucteme papmakoHag3opa pfepxatens wnu Bragensua perncTpaloHHOro
yOOCTOBEPEHUS NeKapCTBEHHOMO npenapara;

13) AOKYMEHT, NoATBEPXXAAlOWUN Ka4yeCTBO JIEKApCTBEHHOrO npenapaTta TpeX MPOMbILWIIEHHBIX CEepui
(MpoTokon aHanu3a unu cepTudmkaT aHanmsa), ogHa cepusi KOTOPOro OOIMKkHa coBrnagatb ¢ cepuen obpasua
NeKapCcTBEHHOro npenapata Ans MeOUUMHCKOrO MNPUMEHEHWsl, NPeACTaBlEeHHOr0 Ha roCy4apCTBEHHYIO
perncTpauumto.

(vacTb 4 B peq. PenepansHoro zakoHa ot 22.12.2014 N 429-93)

5. Pasgen xumunyeckon, apmaueBTMYECKOW M OMONOrMyeckor [AOKYMeHTaumm BKOYaeT B cebs
OOKYMEHTbI, codepxalume nHpopmaumio 0 hapmaueBTUYeckon cybcTaHuMM 1 NekapcTBEHHOM npenapare Ans
MeOULMHCKOro NPUMEHEHNs, NpoLecce ero NPou3BoOACTBa U MeToAax KOHTPONs KayecTsa, B TOM Yucre:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

1) KOMMIO OOKYMEHTa, COAepXalero criefyoLyo nHgopmMaumio o dapmaueBTUYecKon cybcTaHLmMm unm
hapmaLeBTMYEeCKMX CyOoCTaHUMAX, BXOASAWMX B COCTaB JieKapCTBEHHOro mnpenapaTa, 3a MWCKNIoYeHNeM
WHpopmaumm o papmaLeBTUYECKMX CyOCTaHLMAX, BKIOYEHHbIX B FOCY0APCTBEHHBLIN pEEeCTp NeKapCTBEHHbIX
cpeacTB B COOTBETCTBUM CO cTaTben 34 HacToswero PegepanbHOro 3akoHa:

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 462-93)

a) HaumeHoBaHue hapmaueBTU4eckor cybcTaHuun, ee CTpykTypa, obLime CBONCTBA;

©0) HaumMeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) TexHosnorna npon3BoacTea C onnMcaHunem cTagunn npoun3BoAcTBa U MEeTOO4OB KOHTPOJIA Ha BCeX CTaauax
npon3BoACTBa,

r) onncaHme pa3paboTku npoLiecca NPon3BoACTBa;

[) onMcaHne KOHTPOIS KPUTUHECKMX CTagU NPON3BOACTBA U MPOMEXYTOUYHOM NPOAYKLMNK;
€) AOKyMeHTanbHOoe NoaTBepXaeHue (Banvgauus) npoLeccoB 1 (Mnn) nx OLEHKa;

) CBOMCTBaA W1 CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapaKkTepucTuka npumecen;

1) cneundurkaumsa Ha dapMaLeBTUYECKYH0 CyBCcTaHUMIo 1 ee 0BOCHOBaHNE;

K) aHanUTU4ecKMe MeToauKN, UCToNb3yeMble MPU OCYLLECTBIIEHUN KOHTPOSS KavyecTBa hapMaLeBTUYECKON
cybcTaHuuy;

J'I) OOKyMeHTallbHOe noAaTBepXxaeHune (Banm,u,au,m) aHannTn4eCcknx MeToauK, WUcCnosib3yemMbiX npu
OCyLUEeCTBIIEHUM KOHTPOIA KavyecTBa d)apmaueBqueCKon Cy6CTaHLI,VIl/I;

M) pe3ynbTaTthl aHanu3a cepuii apmMaLeBTu4eckon cybctaHumm;

H) nepeyvyeHb CTaHOApPTHbIX O6pa3LI,OB mnn BewecTB, WUCMNOJIb3yeMbIX TMPU OCYLLEeCTBIIEHNN KOHTPONA
Ka4yecTBa,

0) OnucaHne XapakTepUCTUK U CBOWCTB YNAKOBOYHbLIX MaTepMarnoB 1 YKYNOPOYHbIX CPEACTB;

n) AaHHble 0 cTabunbHOCTM hapmaLeBTUYeckon cybcTaHumu;

P) CPOK rO4HOCTMU;

1.1) B oTHOWeHMN dhapMauleBTUYECKNX CyOCTaHUMIN, BXOAALWIMX B COCTaB JlekapCTBEHHOro npenapara u
BKITIIOYEHHBIX B rOCY4apCTBEHHbIV PEEeCTp fneKapCTBEHHbIX CPeACTB B COOTBETCTBUM CO CTaTben 34 HacTosLero
denepanbHOro 3akoHa, - Konus JOKyMeHTa, CoaepKaLlero cneayoLLyo nHpopmaumio:

a) HaMMeHoBaHue dapmaleBTU4ecKkon cybcTaHumm, ee CTpyKTypa, obLime CBOWCTBA;

0) HaumeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) pe3ynbTaThbl aHanu3a cepun bapmaueBTUYecKon cybcTaHuum;

) CPOK rogHOCTY;
(n. 1.1 BBegeH PepepanbHbIM 3akoHOM OT 27.12.2019 N 462-93)

2) OOKYMEHT, cofepxaluii crefylolumMe CBeAeHVWs O JeKapCTBEHHOM npenapate Ans MeAULMHCKOro
NPUMEHEHUS:

a) onncaHmne n coCTtaB JieKapCTBEHHOIo npenapata And MeguunHCKOro npuMeHeHus;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

0) onucaHue capmaueBTU4eckon paspaboTknm (0bocHoBaHME BbibOpa CocTaBa, MEPBUYHON YMaKOBKWU U
WHOro);

B) TEeXHOoorma npon3soactea C onnMcaHnem cragun npon3soacTBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3soacTBa,

r) onNMcaHne KOHTPOIS KpUTUYECKMX CTaauin npouecca Npou3BoacTBa U NPOMEXYTOYHOW NPOAYKUMK;

A) HaMMeHOoBaHWe W agpec MecTa OCYyLIeCTBfEeHVUS MPOWM3BOACTBA JleKapCTBEHHOro npenaparta Ang
MEONLMHCKOrO NMPUMEHEHWs (B Crlyyae Hanmums HEeCKOMbKMX YY4aCTHUKOB npouecca npov3soacTsa Heobxogmmo
yKasaTb KaXXgoro u3 Hux);

e) dhapmaueBTMYeCcKask COBMECTUMOCTb;

) MUKpoBUonormyeckue xapakTepucTuky;

3) MaTepuanbHbI 6GanaHc Anst NPOM3BOACTBA CEPUU FOTOBOIO NPOAYKTa;

1) onncaHme xapakTepuUCTUK U CBOWCTB YNakoBOYHbIX MaTepuanos 1 yKYMOPOYHbIX CPEeACTB;

K) AOKyMeHTanbHoe noATBepxaeHue (Banuaaums) npoLeccoB NponsBoacTBa U (Unn) NX oLeHKa;

n) TpeboBaHMs K KayecTBy BcromoraTernbHblXx BellecTB (cepTudmkaT, crneumdukauus Ha
BCromoraTterbHble BeLlecTBa U UX 000CHOBaHUe);

M) aHanMTMYeckne MEeTOAMKMU, UCMOSb3yeMble MPU OCYLLECTBIEHUI KOHTPOIS KayecTBa BCMoMoraTesnbHbIX
BELLEeCTB;

H) OOKYyMeHTallbHOe noaTBepXxaeHune (BaJ'II/I,EI,aLI,I/Iﬂ) aHalnMTn4eCknx MeToauK, WUCNnoNb3dyemMblX nNpu
OCyLLECTBJIEHUN KOHTPOJ1A Ka4deCTBa BCNoOMoraTesibHblX BELWECTB;

0) WHdopMauuss 06 WUCMnofb3oBaHUM BCMOMOraTesbHbIX BELLEeCTB YEerloBEYECKOro U XKMBOTHOMO
NPOUCXOXOEHUS;

I'I) VIHCbOpMaLI,VIﬂ 00 1Cnonb30BaHUN HOBLIX BCMOMOraTernbHbIX BELLECTB;

p) TpeboBaHUSA K KayecTBy fekapCTBEHHOro npenapara Ans MeauUMHCKOro npumeHeHus (cepTtudmkar,
cneummrKaLus Ha NekapCcTBEHHbIN NpenapaT U ux 06ocHOBaHue);

C) aHannTnyeckne MeToguKku, UCnosib3yemMble MpU OCYLLEeCTBJSIEHUN KOHTPOJ1A KavecTBa J1eKapCTBEHHOIo
npenaparta gna MmeanunHCKoOro npuMeHeHus;

T) OOKyMeHTalnlbHOe noaTBepXaeHune (Banm,u,au,m) adHalUTU4eCKnXx MeToaUuK, WUncnonb3yemMbiX npu
OCyLLEeCTBJIEHNN KOHTPOJIA Ka4eCTBa J1ieKapCTBEHHOro npenaparta anda MeauunHCKOro npuMeHeHus;

y) pesynbTaTbl aHannM30B Cepuii NekapcTBEHHOro npenapara Ans MeAULMHCKOro NPUMEHEHNS;
&) xapakTepucTvka npumecem;

X) nepeyeHb CTaHAapTHbIX 0OpasLoB, WUCMOMb3yeMbiX MNPU OCYLLECTBMEHUM KOHTPONSA KayecTsa
neKkapCcTBEHHOro npenapara Ans MeavuMHCKOro NPUMEHEHUS;

L) AaHHbIe 0 CTabUNbLHOCTM NeKapCTBEHHOro npenapaTa Anst MeAULMHCKOrO NPUMEHEHUS.
(4acTb 5 B pea. PegepanbHOro gdakoHa ot 22.12.2014 N 429-93)

6. Paspen (*)apMaKOJ'IOFI/ILIeCKOIZ, TOKCUKONOTM4YeCKOM OOKYyMeHTauun BKIo4YaeT B cebss oT4yeTbl O
pes3ynbTatax OOKIMNHUYECKUX nccnegoBaHuin JIeKapCTBEHHOro cpeactea AnAa MegununHCKOro npuMeHeHmnA, B ToM
yucne:

1) OTYeT O cbapmaKo,qMHammquKmx ncenegoBaHUAx;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

2) oT4eT 0 hapMaKOKMHETUYECKNX UCCIEOOBaAHMSX;

3) OTYET O TOKCMKONOTMYECKUX UCCIefOBaHUSIX.
(vacTb 6 B peq. PenepansHoro zgakoHa ot 22.12.2014 N 429-93)

7. Paspgen KinHW4eckowm OOKyMeHTauunm BKN4YaeT B ceba oTyeTbl O pe3ynbTatax KIUHUYEeCKUX
nccrnegoBaHui JleKkapCTBeHHOro npenaparta gnda MeanumMHCKOro npuMmeHeHud, B TOM 4mucne:

1) otyeTbl 06 wuccnegoBaHuax  OMOOOCTYMHOCTM UM OMO3KBMBANEHTHOCTW,  UCCNEOOBaHMSX,
yCTaHaBnAMBaoLLMX KOPPENALMIO pe3ynbTaToB, NOSTYYEHHbIX B YCHOBUSX in Vitro u in vivo;

2) oTyeTbl 0 PapMaKOKMHETUHECKMNX UCCIEOOBaHUSX;
3) oTyeTbl 0 hapmMakoANHAMNYECKUX UCCIEOBaAHMSX;
4) 0TYeTbI O KIMHMYECKMX MccrnenoBaHmsax adhpekTMBHOCTM U 6e3onacHoCTy;

5) oTYeT 0 NOCTPErnCTPaLMOHHOM ONbITE NPUMEHEHUST (MPY HaNMuUNn).
(4acTb 7 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8. TpeboBaHus k 0b6beMy MHOpMaLMKM, NPesoCTaBsSiEMON B COCTaBe PErncTpauuMoHHOro A0Cbe, Anst
OTAENbHbIX BWOOB IEKAPCTBEHHBLIX NpenapaToB AN  MeOWULMHCKOrO MPUMEHEHWUs yCTaHaBnMBaloTCs
YNOMHOMOYEHHBIM heaeparnbHbIM OPraHoM UCMOMHUTENBHOW BMACTU.

(4acTb 8 BBegeHa PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9. B OTHOWEHMM neKapCTBEHHbIX MpenapaToB, paspelleHHbIX AN8 MELWLUUHCKOrO MPUMEHEHUS B
Poccunckon ®epepaummn 6Gonee pBaguatM neT M B OTHOLEHMU KOTOPbIX HEBO3MOXHO MpoBedeHue
nccnegoBaHMM UX OMOSKBMBANEHTHOCTM (3@ WCKMIOYEHMEM OMONOrMYEecKUX JEeKAapCTBEHHbIX MpenapaToB),
JonyckaeTcsl BKMoYeHe B CocTaB pasgena dapmMakonormyeckon, TOKCUKONOrMYeCcKkon OKYMeHTauum 1 pasgena
KNMMHUYECKOW [OOKYyMEHTauMum BMECTO oT4yeTa paspaboTumka O pesynbTaTtax COOCTBEHHbIX [AOKIMHUYECKMX
nccrnefoBaHUn NEKaPCTBEHHbIX CPEACTB U KMMHWMYECKUX WCCNefoBaHWA JeKapCTBEHHbIX NpenapatoB Ans
MEOULUMHCKOTO MpuUMeHeHuss ob3opa HayyHbix paboT o pesynbTatax AOKIMHUYECKMX UCCINEeOOBaHUM
NEeKapCTBEHHbIX CPEACTB U KIMHWYECKMX MCCMEeAOBaHMN OaHHbIX FIeKapCTBEHHbIX MpenapaToB, B TOM 4ucre
BKITHOYAS OMbIT MX MOCTPErMCTPaLMOHHOIO MPUMEHEHUS.

(vacTb 9 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pepn. PegepanbHoro 3akona ot 27.12.2019
N 475-$3)

10. Tlpu rocygapCTBEHHOW perncTpauMum BOCNPOM3BEAEHHbIX JeKapCTBEHHbIX MpenapaToB  And
MEOVLUMHCKOrO  MPUMEHEHWs  JONycKaeTCcs  BKMOYeHMe B COCTaB  pasgena  dpapmakoriormieckomn,
TOKCUKONOMMYECKON AOKYMEeHTauuMuM u pasgena KIMHWYECKONM AOKYMeHTauuMuM BMeCTO oTyeTa paspaboTymka o
pesynbTaTtax COBCTBEHHbIX OOKMMHUYECKUX UCCNeaoBaHWA NekapcTBEHHbIX cpedcTB o63opa HayyHbIX paboT o
pesynbTatax AOKMMHUYECKUX WUCCMefoBaHUN pedepeHTHOro NnekapCcTBEHHOro npenapata u npegcrasneHve
BMECTO KINMHUYECKMX UCCNEAOBaHNIA B NONTHOM 06beMe, yCTaHOBNEHHOM pa3fenoM KNMHUYECKON AOKyMeHTaumuun,
oTyeTa O pesynbTaTtax MccregoBaHUA GMOIKBMBANEHTHOCTW BOCMPOM3BEAEHHOrO feKapCTBEHHOro npenapara
AN MeOMUMHCKOro npuMeHeHusi. He TpebyeTcs npeactaBneHve otyeTa O pesynbratax WcCnegoBaHWm
BMOIKBMBANEHTHOCTM BOCNPOM3BEAEHHOrO NEKapCTBEHHOro npenapaTta Ans MeauUMHCKOrO NMPUMEHEHWs, ecnu
perncTpupyoTCs BOCNPOn3BedeHHbIe NeKapCTBEHHbIE NpenapaTthl AN MeAMLUMHCKOro MPpUMEHeHUs, KoTopble:

1) npegHasHayeHbl AN MNapeHTepanbHOro  (MOAKOXHOIO,  BHYTPUMBILLEYHOrO, BHYTPUBEHHOTO,
BHYTPUINasHOro, BHYTPUMOJIOCTHOrO, BHYTPUCYCTABHOMO, BHYTPUKOPOHAPHOTO) BBEAEHNS U NPeACcTaBnsiioT coGol
BOAHbIE PacTBOpSI;

2) npeAcTaBnsaoT coboii pacTBOpbI AN NepoparnbHOro NPUMeEHEHNS;

3) npounsBeaeHbl B popme NMOPOLLKOB MIN NMOUNN3aTOB AN NPUrOTOBIIEHUS PACTBOPOB;

4) aBNa0TCA rasamu;

5) aBnATCA YWHBIMW UKW FNasHbIMU NleKapCTBEHHbIMY NpenapaTtamMu, NPoM3BeaeHHbIMU B (hopMe BOOHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

pacTBOpOB;
6) NpeAHasHayveHbl AN MECTHOTO NMPUMEHEHNS U MPUrOTOBIEHLI B pOpMe BOAHLIX PacTBOPOB;

7) npeactaBnsioT coboli BOOHbIE PACTBOPbl AfS MCMOMb30BaHWA B (POpMe WHransuuii ¢ MoMOLLbO
HeGynansepa unu B ka4eCcTBe HasasnbHbIX CNPEEB, MPUMEHSEMbIX C MOMOLLIbIO CXOAHbLIX YCTPOUCTB.
(vacTtb 10 BBegeHa deaeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

11. Ona cny4aes, ykasaHHblX B NyHkTax 1 - 3, 5 - 7 yactn 10 HacToswWen cTatbl, BOCNPOM3BEAEHHbIN
NeKapcTBEHHbIA MpenapaTt Afsi MeQULUHCKOro MPUMEHEHUST OOMMKEH COAepXaTb TaKue e BcrnomoraTernbHble
BELleCTBA B TakUX >e KONMUYEeCTBaX, Kak M pedepeHTHbIN NeKapCTBEHHbIM Mnpenapat. Ecnu cocTtasbl
BCMOMOraTesibHbIX BELLECTB pasfnnyalTcs, 3asBUTENb [OOJDKEH MNpeAcTaBuUTb [JoKasaTenbCTBa TOro, YTO
ncnonb3yemble B OaHHbIX KOHLEHTpaUMsiX BCMOMOraTenibHble BELLEeCTBa He BMSIOT Ha 6e3onacHocTb M (Mnn)
3 peKTUBHOCTL NEKAPCTBEHHOro npenapara Ans MeAuMUMHCKOro npuMmeHeHusi. B cnyyae, ecnu 3asButenb He
MOXET NpeacTaBuTb Takne AokasaTenbCcTBa U (Unn) He MMeeT A0CTyna K COOTBETCTBYIOLMM AaHHbIM, OH JOMKEH
NMpOBECTM  COOTBETCTBYKOLUME  WCCMEOOBaHMS  Ans  [oKasaTenbCTBa  OTCYTCTBMS  BIUSAHMS  PasHbIX
BCMOMOraTenbHbIX BELLEeCTB WM BCMOMOraTenbHbIX YCTPOWCTB Ha 6Ge3onacHocTb U (Mnun) 3acpdeKTUBHOCTb
NleKapCTBEHHOro npenaparta afs MEQULUHCKOrO NMPMMEHEHMSI B COOTBETCTBUM C akTaMu, COCTaBNALWMMY NPaBo
EBpasuniickoro akoHOM14eCckoro corosa.

(vactb 11 BBemeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. deagepanbHOro 3akoHa OT
22.12.2020 N 444-03)

12. lpn rocygapCTBEHHOW perucTpaumMm KOMOWMHauuiA paHee 3aperncTpupOBaHHbBIX EKapCTBEHHbIX
npenapaTtoB 451 MeAMLMHCKOro NpUMEHeHUs SONycKaeTcs BKIOYEHWEe B COCTaB pasgerna hapmakonornyeckomu,
TOKCUKONOMMYECKON AOKYMEHTauuMuM u pasgena KIMHWYECKONW AOKYMeHTauuMuM BMecCTO oTyeTa paspaboTymka o
pesynbTatax COOCTBEHHbIX AOKMMHUYECKUX MCCreaoBaHUM NekapCTBEHHbIX cpeacTB 0b30pa Hay4yHbix paboTt o
pesynbTatax AOKIMHWYECKUX UCCNEeLOBaHUN peddepeHTHbIX NEKapCTBEHHbIX MpenapaTtoB, BXOASLWMX B COCTaB
KOMOVHaUMM NeKkapcTBEHHbIX MpenapaToB, M 06 OTCYTCTBMM WX B3aUMOOEWCTBUA B OOHOW JIEKAPCTBEHHOM
dopme.

(4acTb 12 BBegeHa dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

13. Ha akcnepTnsy pasnunyHbIX NekapCTBEHHbIX (hOpM OAHOro M TOro Xe fnekapcTBEHHOro npenapara ans
MeaWLMHCKOro NpUMEeHeHns 3asiBUTenb NpeAcTaBnseT OTAerNbHble 3asiBfEHUS U permcTpauuoHHble O0Cbe Ha
KaXKOoyto nekapcTBeHHyo dopmy. Npu ycnosun ogHOBPEMEHHOM MOLAYN HA SKCMEPTU3Y OOHOW fneKapCTBEHHOW
POpMbI C pas3nNUYHbIMKU LO3MPOBKOW, KOHLIEHTpauuen, ob6bemMom 3asBUTENb NPEACTaBMsieT OOQHO 3asiBIiEHUE U
perncTpaumoHHoe O0Cbe C MPUMOXEHMEM MaKEeTOB YMaKOBOK Ha KaXKAOYH OO3UPOBKY, KaXOyH KOHLEHTpauuio,
KaXXgbli OOBbEM U KaXO0€e KONMYECTBO 03 B YNAKOBKE.

(vacTb 13 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

14. Tpun rocygapcTBEeHHON pernctpaunm opdaHHOro nekapCcTBEHHOro npenapara 3asButens npegcrasnseT
nHdopmaumio, Heobxoaumylo Ana  HOPMUMPOBaHWS pasgena  KNMHUYEeCKOW [OOKyMeHTauuu, B ob6bewme,
YCTaHOBMEHHOM YMNOMHOMOYEHHbIM dhedeparibHbIM OpraHOM UCMONHUTESNLHON BNacTu.

(vacTb 14 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

15. Mpu perncrpauumn GMonorM4yeckoro NekapCcTBEHHOrO Npenaparta, NoNy4YeHHOro U3 KpoBu, Nasmbl KPOBU
YyerioBeka, B COCTaBe PerncrpauuoHHOro JoCbe Ha NeKapCTBEHHbIM npenapaTt Ans MeauuMHCKOro NpUMeHeHUs
OOMKHbI BbITb NPpeAcTaBneHbl AOMONTHUTENBHO:

1) B pasgene AOKYMeHTauuv agMUHUCTPATUBHOrO Xxapakrepa AOKYMEHT, codepaliui MHgopmaumio o
cybbekTax obpalleHuss JOHOPCKOW KPOBU U (UNN) ee KOMMOHEHTOB, O TOM, rAe Gbina ocyllecTeneHa AoHauums
(kpoBU M (MnM) NNasMbl KPOBU), a Tawke [daHHble 006 WHMEKUMOHHbIX 3aboneBaHusx, nepegaroLmxcs
napeHTepanbHbiM NyTeMm, nHpopmaumsa o cybbekTax obpalleHus JOHOPCKON KpoBU U (M) ee KOMMOHEHTOB, B
OTHOLLEHMWN KOTOPbIX OCYLLECTBIISAETCA KOHTPOSb OHOPCKOW KPOBU U (MNN) €€ KOMMNOHEHTOB;

2) B pasgene XMMmn4eckon, hapmaueBTUYeCKOM 1 OMONorMyeckon AoKyMEeHTauUmm:

a) KpuTepuum M cnocobbl OTGOpa, TPAHCTMOPTUPOBAHUS W XpaHeHUsI [OOHOPCKOW KpoBM M (Mnu) ee
KOMMOHEHTOB;

©) pesynbTaThl nccnegoBaHuii 0OTOBPaHHBLIX JOHOPCKOW KPOBU M (UNK) Nasmbl KPOBU U NYNOB HA Hanuyne
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

BO3OyauTenen nHdpekuuii, BkoYas MHdopMaLmnilo 06 UCMonb3oBaHHbIX METoAMKaX MCCNedoBaHWii U B criyyae
nccrnedoBaHWs MynoB  Mfa3Mbl  KPOBM  pes3ynbTaTbl  [JOKYMEHTanbHOrO MOATBEPXOEHUs  (Banugaumm)
MCMOMb30BaHHbIX METOAMK;

B) TEXHUYECKNE XapaKTEPUCTUKM YNaKkoBKM Ans otbopa 4OHOPCKOM KPOBU U (Mnn) nnasmbl KPOBM, BKMOYas
NHopmaumio 06 UCNONb30BaHHbIX PacTBOpax aHTUKOarynsHTOB.
(4actb 15 BBegeHa defepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

16. KnuHnyeckune nccnegoBaHms nekapCTBEHHOMO npenapaTa s MeAnLMHCKOro NPUMEHeHNs B LIENsX ero
rocyaapCTBeHHOW peructpaumm nposoasTtcs B Poccuiickon ®epepauun B nopsgke, YCTaHOBIEHHOM CTaTbsiMU
38 - 44 Hactoswero degepanbHoro 3akoHa. OTYEeT O MPOBEAEHHbIX UCCREAOBaHUSAX BKMOYAETCA B COCTaB
pasgena KAVHWYECKOM [OKYMEHTauuu perucTpaurMoHHOro [0Cbe Ha fekapCcTBEHHbIW npenapat Aang
MeANLMHCKOro NpuMeHeHnd. [na nekapCTBeHHbIX npenapaTtoB Ans MegUUMHCKONO MPUMEHEHUs, B OTHOLLEHUU
KOTOpbIX B pes3ynbTaTe 3KCNepTusbl [OKYMEHTOB, MpPEeACTaBIEHHbIX ONS  OnpefeneHuMs BO3MOXHOCTU
paccmatpvBaTb FEKapCTBEHHbIM npenapat AN  MEOUUUHCKOrO MPUMEHEHUs B  KadecTBe OpdaHHOro
neKkapcTBEHHOro npenapara, Takassi BO3MOXHOCTb MpM3HaHa U B OTHOLLEHMM KOTOPbLIX NPOBEeAEHbl KIMMHUYECKME
nccnegoBaHns, BbINOMHEHHble 3a npegenammn Poccuinckon ®depepaumm B COOTBETCTBUM C  MpaBunamu
Hagnexatler nabopaTopHOM MpPaKkTUKM W NpaBUNaMyM Hagnexawlen KrIMHUYECKOW MpaKkTWKK, [AOnycKaeTcs
BKMNIOYEHNE B COCTaB pasgena KIMHUYECKOW AOKyMeHTauum BMECTO OTveTa O pesynbTatax KIAMHUYECKUX
nuccrnegoBaHNn fiekapCTBEHHOro npenapata Ans MeauuMHCKOro NpUMEHEHWd, npoBedeHHbIX B Poccuinckon
degepaumun, ot4yeTa O pesynbTatax KIMHUYECKUX UCCNedoBaHWM, BbIMOMHEHHbLIX 3a npegenammn Poccuinckomn
depepauuu.

(vacTb 16 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

17. B cnyvyae HenpeacTaBreHusi C 3asiBIEHWEM O TOCYy[apPCTBEHHOW perncTpauum rekapcTBEHHOro
npenapaTa gnst MEAULMHCKOrO NPUMEHEeHUs JOKYMEHTOB, MOATBEPXAAIOLWNX YNnaTy rocygapCTBEHHOM MNOLUSUHbI
W ykadaHHblx B nyHkte 10 yacTu 2 HacTosilen cTaTbM, a Takke BblAaBaeMblX (NpefocTaBnAeMbix)
YNOMHOMOYEHHbIMU heaeparnbHbIMU OpraHamMn UCNONHUTENBHOW BNacTU LJOKYMEHTOB (CBeAeHUI), yKa3aHHbIX B
nyHkTax 3 1 4 yactn 4 HacTosWwen ctaTbu, YNOMHOMOYEHHbIN defepanbHbii opraH UCMOMHUTENbHOW BracTu
3anpawvBaeT ykas3aHHble [OOKYMeHTbl (CBedeHus)) B nNopsigke MeXBeOOMCTBEHHOrO MHMOPMaLMOHHOMO
B3aUMOOENCTBUA.

(4actb 17 B pea. PegepanbHoro dakoHa ot 27.12.2019 N 478-$3)

18. He gonyckaeTcsa Mcnonb3oBaHNe B KOMMEPYECKNX LIeNsAxX MHpopmMauum o pesynbTaTtax JOKITMHNYECKNX
nccnegoBaHUMM JNEKAPCTBEHHbIX CPEACTB U KIMHUYECKMX WCCNedoBaHMM IeKapCTBEHHbIX MpenapaToB Ans
MEeAMLIMHCKOro NPUMEHEHWs], NPeaCTaBEeHHON 3asiBUTENEM ANsA rocy4apCTBEHHOW perucTpaumm nekapcTBeHHOro
npenapaTa, 6e3 ero cornacus B TeYeHMe LUeCTU feT C AaTtbl rOCySapCTBEHHOW peructpaumm pedepeHTHOro
nekapcTBeHHoro npenapata B Poccunckon degepaumm.

(vacTb 18 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19. [Hepxatene wunu Bnagenewu pPerMcTpaLMOHHOrO YAOCTOBEPEHWS NEKapCTBEHHOro npenapaTta Ha
BMOTEXHONOMMYECKUI UM OpdpaHHbIN NeKapCTBEHHbLIV NpenapaT o6s3aH NnpegocTaBnsaTe Ha BO3ME3OHOW OCHOBE
obpasubl pedepeHTHOro nekapCTBEHHOro mnpenapaTta 3asABUTENAM Afsi  NPOBEAEHMS  KIMHUYECKUX
nccneposaHuii. CtonmocTb obpasua pedepeHTHOro NnekapCTBEHHOro npenapaTta, BKIIOYEHHOro B OepeyeHb
XKM3HEHHO HeobXoOMMbIX W BaXXHEMLMX JeKapCTBEHHbIX NpenapaTtoB, He [OOfKHa  MpeBbiwaTb
3aperncTpupoBaHHyo NpeaerbHy OTMYCKHYIO LieHy Ha pedepeHTHbIN NeKapCTBEHHbIN npenapaT unu LeHy Ha
nekapCTBEHHbIV Npenapar B CTpaHe NpousBoguTens.

(vacTb 19 BBegeHa PefepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

20. 3asBneHne o rocygapCTBEHHOW perucTpaumy BOCMPOM3BELEHHOIO NEKapCTBEHHOrO npenapata ang
MEAMLMHCKOTO NMPUMEHEHNsT MOXeT ObiTb NOAAaHO B YMNOSIHOMOYEHHbIM hbeaepanbHbIi OpraH MCMONHUTENbHOM
BNacTh, OCYLLECTBISIOWMNA FOCYLapCTBEHHYIO PEerncTpaumio NeKapCTBEHHbIX MpenapaToB, MO MCTEYEHUU
yeTblipex NeT ¢ AaTbl roCy4apCTBEHHOW permctpaumm pedepeHTHOro nekapcTBeHHOro npenapara B Poccunckom
depepauuu.

(vacTb 20 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21. 3asiBneHne O rocygapCTBEHHOW peructpauumn OumoaHanoroeoro (6monofobHOro) nekapcTBEHHOro
npenapata (bvoaHanora) moxeT OblTb MOAAHO B YMNOMHOMOYEHHbIM deaepanbHbll OpraH WCMONHUTENbHOM
BMacTW, OCYLLECTBMSAIOWMNIA roCcy4apCTBEHHY perucTpaumio NekapCcTBEHHbIX NpenapartoB, MO UCTEYEHUN Tpex
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

neT Cc pJaTtbl rOCyAapCTBEHHOW perucrpauum pecdepeHTHOro JiekapCcTBEHHOro npenapata B Poccuiickon
degepauum.
(vacTb 21 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

22. [epxaTenb wnu BnageneL, perucTpauuoHHOro YyAOCTOBEPEHMSI NeKapCTBEHHOro npenapaTa
npeacTaBnsieT B YNOMHOMOYEHHbIA hefepanbHbli OopraH UCMOMHUTENbHOW BNACTW, OCYLLECTBISAOWUA (YHKLMM
Mo KOHTPOMO M Hag3opy B cdepe 30paBOOXpaHEHUs, OTYET Mo pesynbTataMm hapmMakoHag3opa OAMH pa3s B
LWeCTb MecsileB B TedeHuMe OBYX FeT Mocrfie rocy4apCTBEHHOW perucrpaumm fnekapCTBEHHOro npenapara B
Poccuiickon depepanmm, exxerogHo B TedeHME NoCcneayoLwWwmx Tpex NeT 1 B JanbHenweM oavH pas B NATb JeT.
(vacTb 22 BBegeHa PefepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlnt0C: npumeyaHue.

MonoxeHus ct. 19 (B ped. ®3 ot 30.01.2024 N 1-®3), kacawoLwimecs NpefocTaBrneHUs roc. ycnyr npu
obpallleHnn NnekapcTBEeHHbIX CPeacTB: AN MeOUUMHCKOro MPUMEHEHUs MOCPEeACTBOM €AUHON CUCTEMbl U
(vnn) epuHoro noptana, npumendaTcad ¢ 01.01.2025; gna BeTepuHApHOro MNPUMEHEHUS MOCPeLCTBOM
eanHoro nopTtana, npumenatoTcs ¢ 01.01.2026.

Cratba 19. lNpuHATHE pelleHUs O Bblaa4ve IKCMEPTHOMY YuUpeXAeHUI0 3afaHusi Ha NnpoBeAdeHue
3KCnepTU3bl IeKapcTBEHHOro cpeacTBa
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TeveHvne pecsatn pabounx AHEW CO OHS MPUHATUA 3asiBNeHWs O roCyAapCTBEHHOW perucTpauuu
neKkapcTBEHHOro npenapata WAM  3asBfieHNss O MPW3HaHUW NEKapCTBEHHOro npenapata opdaHHbIM
nekapCTBEHHbIM MpenapaTtoM COOTBETCTBYIOLMIN YNOMHOMOYEHHbIN deaepanbHblil OpraH MCNONMHUTENBHON
BNacTM MNpPOBOAMT MPOBEPKY MOMHOTLI, AOCTOBEPHOCTU U MPaBUMLHOCTM OMOPMNEHUS MpeacTaBreHHbIX
OOKYMEHTOB PErmcTpaumMoHHOro 4oCbe Ha NeKapCTBEHHbIW nNpenapaT 1 NpMHUMAaeT peLleHne O Bblgadve 3afaHns
Ha npoBegeHune:

(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) aKCnepTM3bl [OKYMEHTOB, MpPEACTaBMEHHbIX [Ms ONpeAeneHns BO3MOXHOCTM paccmaTpuBaTh
nekapcTBEeHHbI NpenapaT Ans MeAUUMHCKOro NpUMeHeHNst B kKauecTBe OpdaHHOro NekapCTBEHHOIO NpenaparTa;
(B pea. PepepanbHoro 3akoHa oT 30.01.2024 N 1-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2026 n. 2 4. 1 cT. 19 yTpaumBaeT cuny (®3 ot 30.01.2024 N 1-$3).

2) OKCNepTn3bl JNEeKapCTBEHHOro cpeactBa B 4acCTW 3KCNEpPTU3bl KadeCTBa JIEKapCTBEHHOIo cpenctea U
9QKCNEPTU3bl OTHOLLEHNA 0Xnaoaemomn nosnb3abl K BO3MOXHOMY PUCKY NPpUMEHEHNA NeKapCTBEHHOIO nNpenapara ans
MeaNLIMHCKOIro NpuMeHeHus;

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2026 n. 3 4. 1 cT1. 19 yTpaumBaeTt cuny (®3 ot 30.01.2024 N 1-$3).

3) aKcnepTu3bl NeKapCTBEHHOro CpeAcTBa B YaCTU 3KCMEpPTM3bl KadecTBa NeKapCTBEHHOro CpeacTBa U
3KCMNepTM3bl OTHOLLEHNSA OXMAAEMON NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NekapCTBEHHOro npenapara ans
MEOULMHCKOTO MPUMEHEHUS B NOPSiAKE YCKOPEHHOW Mpoueaypbl 3KCNepTu3bl JEKapCTBEHHbIX CPEACTB B
COOTBETCTBUN CO CTaTben 26 HacToswero PegeparnbHOro 3akoHa;

4) 3KCNepTn3bl NekapCTBEHHOro cpeacTtesa B OTHOLLEHNU NeKapCTBEHHOro npenapara And BeTepuHapHoro
NPUMEHEHUA.

2. YNONMHOMOYEHHbIN heaepanbHbIi OpraH MCMOSTHUTENbHOW BNacTU HanpaBfseT B JIMYHbIA KabuHeT
9KCMEPTHOIO YYpeXAeHUs B eOuHON CUCTeMe MOANUCAHHOE YCWUIEHHOW KBanuuUMPOBaHHON 3NEKTPOHHON
NOANUCLI0 3afaHne Ha npoBedeHWe 3KCNepTu3, NPedyCMOTPEHHbIX YacTbio 1 HacToswWwen cTaTbW, B JNINYHbLIN
KabuHeT 3a8BUTENS B €QUHON CUCTEeME - MOAMNMCAHHOE YCUMEeHHOW KBanuduLMpoBaHHOW 3MeKTPOHHOW NOANMUCHIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

yBEOOMITEHNE O MPUHATOM peLLEeHNM O Bblgadve 3adaHus Ha NpoBedeHME SKCNePTU3, NPEAYCMOTPEHHbIX YacTbHo 1
HacTosILLEN cTaTbW, U B Criydae HeobXoOuMOCTWM O Bblgadve paspelleHus Ha BBO3 B Poccunckyto depepaumio
KOHKPETHOW NapTum, Cepun 3apermcTpypoBaHHbIX U (UNN) HE3aPErMCTPUPOBAHHbIX TEKAPCTBEHHbIX CPEACTB UMK
006 oTKase B NpoOBeAEHUN TaKMX IKCMEPTM3 C YKaszaHNEM NPUYMH OTKa3a.

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. B cnyyae BbISIBNEHNs OTCYTCTBUS WM HEOOCTOBEPHOCTM WHGOpMauuuM, COoAepxallencs B
npeacTaBrneHHbIX 3asBuTenemM AOKYMEeHTax, YNOMHOMOYEHHbIV dedeparnbHbli OpraH UCMONHUTENbHON BRacTu
HanpaBsnseT 3agBUTEN0 NOCPEACTBOM €4MHOr0 nopTana unu B ero NU4HbIA KabuHeT B eguHON cucteme 3anpoc
06 yTOYHEeHUWM 3TOW WHGOPMAaUUMK, MOAMNUCAHHBLIA YCUNEHHON KBanuMMUUMPOBaAHHOW 3NEKTPOHHOW MNOAMUCHIO
(manee - 3anpoc yNnonHOMOYEHHOTo dhedeparibHOro opraHa UCNOHUTENBHON BriacTy).

(vacTb 3 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-03)

4. 3asBuTenb 006s3aH HanpaBWTb NMOCPEACTBOM €4WHOro fnoprana B YMNONMHOMOYEHHbIV dedepanbHbIn
OopraH WCMNOMHWUTENbHOW BRacTM WAM B NWYHbIN  KabBuHET ynonHomoyeHHoro dhedepanbHOro opraHa
WCNOSMHUTENBHOM BNacTU B €AWHOW CUCTEME MOAMUCAHHBLIN YCUMEHHON KBanMULMPOBAHHON 3SMEKTPOHHOM
noanncblo OTBET Ha 3anpoc YNONMHOMOYEHHOro efepanbHOro opraHa WMCMONHUTENbHOW BNAcTW B CPOK, He
npeBbiIaLWNA AeBAHOCTa pabounx OHEW CO AOHS MOJydeHUs YMNOMHOMOYEHHbIM doefeparnbHbiM OpraHoM
WCMOMHMTENBHOW BNAacT 3MEKTPOHHOrO YBEAOMIIEHUS O MOMyYeHuM 3asBuTenem fdaHHoro 3anpoca. Cpok,
yKa3aHHbI B YacTn 1 HacToswen cTaTbu, NPUOCTAHABIMBAETCSA CO OHSA HanpaBneHust NoCpeaCTBOM €AMHOro
noptana unuM B NWNYHbIA KabBUHET 3asBUTENs B €OMHOM CUCTEME 3anpoca YMNonHOMOYEHHOro deneparnbHOro
opraHa WCMOMNHUTENbHON BNAcTW [0 OHA HanpasBneHwus 3asiBUTENeM NOCPeAcTBOM eAMHOro rnopTana unu B
NNYHBIN KAOUHET YNONMHOMOYEHHOro dheepanbHOro opraHa UCMONHUTENBHOW BracTu B e4UHON cUcTeMe oTBeTa.
(4acTb 4 B peq. PegepanbHoro gakoHa ot 30.01.2024 N 1-03)

5. OcHoBaHVeM Ans oTkasa B OpraHU3auMu 3KCnepTus3, NpeayCMOTPEHHBIX YacTblo 1 HacTosLel cTaTtb,
ABNSIeTCA MpeacTaBneHne HeobxoauMbIX Ans MPOBEAEHUst NPedyCMOTPEHHbIX 3KCMEPTU3 [OKYMEHTOB B
HenonHom obGbeme WnNU HenpeacTaBreHUe 3asiBUTENEM B YCTAHOBMEHHbLI CPOK OTBeTa Ha 3anpoc
YNOMHOMOYEHHOTO dhefiepanbHOro opraHa WCMONMHWUTENBHOW BMacTW, a Takke MpeAcTaBneHune OOKYMEHTOB, He
cofepaLlux ncHepnbiBatoLLEero nepeyHs HeobxoanMbIX CBEAEHWIA.

6. MNpu oTkase B opraHM3auLMy 3KCNEPTU3bl, NPESYCMOTPEHHOM MYHKTOM 4 yacTu 1 HacTosilen cTaTbM,
OOKYMEHTbI, BXOAslMe B COCTaB perucTpaLMoHHOro A0Cbe Ha NeKkapCTBeHHbIW npenapaT Ans BeTepuHapHoro
NMPUMEHeHWs, MOryT ObiTb BO3BpalleHbl 3asBMTEN0 Ha OCHOBaHWWM ero 3anpoca, MOAMUCAHHOIO YCWITEHHOM
KBanMUUUPOBAHHOW 3MEKTPOHHOW MOAMUCLIO U HarfpaBfeHHOro nocpeacTBOM eAWHOro noprana B
YMOSTHOMOYEHHbIN eaepanbHbll OpraH WCMONHUTENbHOM BAACTU UMW NNYHBIA KabMHET YMOSTHOMOYEHHOMO
denepanbHOro opraHa UCMNOMHUTENBHOW BNacTu B €ANHOM CUCTEME, B TeYeHMe Tpuauati paboumx gHen co gHA
MPUHATMSA  YNOSNIHOMOYEHHBIM  dbeeparnbHbiM  OPraHoM WCMOMHUTENBbHOW BnacTu peleHuss o6 oTkase B
opraHnsauuy Takon aKcnepTusbl. YNOHOMOYEHHBIN befiepanbHbli OpraH UCNONHUTENBHOW BNacTn Bo3BpallaeT
3a8BMTENIO0 yKa3aHHble OOKYMEHTbl B TeYeHMe JecATM paboumx AHEeN CO AHSA MOSlyYeHWs COOTBETCTBYHOLLENO
3anpoca 3aaBuTens.

(vacTb 6 BBegeHa denepanbHbiM 3akoHoM oT 02.08.2019 N 297-03; B pep. PepgepanbHoro 3akoHa ot 30.01.2024
N 1-®3)

KoHcynbTaHTln0C: npumeyaHue.
C 01.09.2024 ct. 20 nsnaraetcs B HoBon pegakuum (93 ot 30.01.2024 N 1-$3). Cm. ByayLyto pegakumio.

Ctatbsa 20. JkKcnepTu3a [AOKYMEHTOB, MpeAcTaBrfeHHbIX Ans onpeAeneHuss BO3MOXHOCTU
paccmaTpuBaTb JeKapCTBEHHbIA Mnpenapar Ans MeAULMHCKOro NpUMEHEeHWUsi MpU  OCyLIeCTBIIeHUM
rocyaapcTBeHHOW perucTpauum B kKadyecTBe opcgaHHOro nekapcTBeHHOro npenapara

(B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. OkcnepTn3a [OOKYMEHTOB, MpPeACTaBNeHHbIX AN onpedeneHns BO3MOXHOCTM paccMaTpuBaTb
NeKkapcTBEHHbIN NpenapaT ans MeaAMUMHCKOro NPUMeEHEHNS MY OCYLLIECTBIIEHUM roCcyaapCTBEHHON perucTpaumm
B KayecTBe Op(aHHOro JieKapCTBEHHOTO MpenapaTta, COCTaBfieHWEe KOMWUCCUEN IKCMEepPTOB 3akIioYyeHus o
BO3MOXHOCTU UIN HEBO3MOXHOCTW PacCMaTpuBaTh JIEKapCTBEHHbIV npenapat Afsi MEAUUMHCKOrO MpYMEHEHUS
MpU OCYLLECTBMNEHUN FOCYAapCTBEHHOW permctpauuvM B KayecTBe OpdhaHHOro NeKapCTBEHHOro npenaparta u
HanpaBfieHe [OaHHOro 3akfioYeHWst B YMONMHOMOYEHHbI dhedepanbHblii OpraH WCMOMHUTENbHOW BRacTy
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

OCYLLECTBMAITCA B CPOK, He MNpeBbIAlWMn Tpuguatu pabounx OHEN €O [HA MOMNyYeHUs SKCMEPTHLIM
yypexgeHmem 3agaHus yrorHOMOYEHHOro defdepasnibHoOro opraHa MCMNOMHWUTENbHOW BMAacTM U B 3NEKTPOHHON
dopme unm Ha ByMaxkHbIX HOCUTENSAX HEOOXOOUMbIX AOKYMEHTORB, YKa3aHHbIX B NyHKTax 1, 2, 5, 6, 10 yactn 4 n B
yacTtu 7 ctatbm 18 HacToswero ®enepanbHOro 3akoHa.

2. [lokyMeHTbI, coaepxaliuecs B perMcTpaumMoHHOM A0Cbe Ha NeKkapCTBEHHbIN npenapaT U nocTynueLLne
Ha OyMaXkHbIX HOCUTENSAX B SKCMNEPTHOE yuypexaeHue AN OCYLLECTBIIEHUS MX 3KCMEepTM3bl ANs OnpenerieHns
BO3MOXHOCTW paccMaTpuBaTb feKapCTBEHHbIM npenapaT Ans MeguuUHCKOro MPUMEHEHUs B KayecTBe
opdaHHOro nekapCTBEHHOro npenaparta, noanexaT BO3BpaTy B YMNONHOMOYEHHbLIM diefepanbHblid  opraH
WCMNONTHUTENbHOW BNacTun OHOBPEMEHHO C 3aKNnt4YeHNAMU COOTBETCTBYHOLLMX SKCNEPTUS3.

KoHcynbTaHTlnt0C: npumeyaHue.
C 01.09.2024 cT. 21 yTpauusaet cuny (@3 ot 30.01.2024 N 1-®3).

Ctatbsn 21. PelleHMe O BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIA Mpenapat npwu
OCyLLeCTBIIeHUMN rocyAapCTBEHHOM perucTpaumm B KayecTBe opdraHHOro nekapcTBeHHOro npenapara
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpoK, He npeBbillaoLLmi NATY pabodnx OHEN CO OHS NONYyYeHUs 3aKNYEeHUs!, yKa3aHHOro B Yactu 1
ctatbn 20 HacTogdLero PenepanbHOro 3akoHa, yNonHOMOYEHHbIN dheaepanbHbIi opraH UCNOMNHUTENbHOW BNacTu
OCYLLECTBMSAET OLLEHKY MOMYyYEHHOrO 3aKIMYeHUs ANs onpeaeneHns ero COOTBETCTBMSA 3a4aHNI0 Ha NPOBeAEHUE
COOTBETCTBYIOLLIEN 3KCNEPTU3bI U YBEAOMIISET 3asBUTENS B 3NIEKTPOHHON hopMe Ui Ha ByMaXKHOM HOCUTErNE O
pesynbTaTtax NPOBEAEHHOW 3KCNepTU3bl C MPUSIOKEHUEM KOMUW 3SKCMEPTHOrO 3akMioYeHMs1 (C COXpaHEeHUEM
KOHMAEHUNANbHOCTN MHAOPMALMN O COCTaBe 3KCMEPTHOM KOMMCCUM) U O BO3MOXHOCTU MITM HEBO3MOXHOCTM
paccmatpuBaTb NEKapCTBEHHbIN npenapaT Ans  MeOWMUMHCKOro  MpPUMEHEHMs MNpU  OCYyLLEeCTBNEHUU
rocyiapCTBEHHOW perncrpaumm B kayectse opgaHHOro nekapcTBEHHOro npenapara.

2. MNpn BbIHECEHMM KOMUCCUEN IKCMEPTOB 3aKSHOYEHUS O BO3MOXHOCTU paccMaTpuBaTh JleKapCTBEHHbIN
npenapar and MeaunuuHCKOro npuMeHeHua npu ocyLlecTBlieHUn FOCyp.apCTBeHHOVI pernctpaummn B Kadvectee
opdhaHHOro nekapCcTBEHHOro npenapara YMNoNHOMOYEHHbIN defepanbHbIil opraH WCNONHUTENBHON BNacTu B
CPOK, He MpeBbilakWmiA NATM pabounx OHEN CO OHSA MOSyYeHUs1 AaHHOMO 3aKMYeHUsl, MPUHMMAET peLleHne O
BblJaye 3afaHusl Ha NpoBedeHMEe 3KCMEPTU3bl KayecTBa JIEKAPCTBEHHOrO CPeACTBa M SKCMEPTU3bl OTHOLLEHWUS
oXugaemon nomnb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS NEeKapCTBEHHOrO mnpenapata Ans MeOULUHCKOro
NMPYMEHEHNS B MOPSiAKE YCKOPEHHOW Mnpouenypbl 9KCNepTu3bl NEKapCTBEHHONo CpeacTBa B COOTBETCTBUM CO
cTatben 26 HacToswero degepanbHOro 3akoHa.

3. B cnyyae npuHATMA pelleHMs O HEBO3MOXHOCTM paccMaTpvBaTb JIEKAPCTBEHHBIN npenapaT Ang
MEOULMHCKOTO MPUMEHEHWS MpU TFOCYAapCTBEHHOW perucTpauum B KadvecTBe OpdaHHOro JieKapCTBEHHOro
npenapaTta YMNOMHOMOYEHHbIN bedeparnibHbIi  OpraH WCNOSHUTENbHOM BRacTU  MNpekpallaet npouenypy
rocyaapCTBEHHOWN perncTpaumm nekapCTBEHHOro npenapara. 3asasuTenb BnpaBse 0bpaTnTbCa B PErMCTPUPYIOLLNIA
OopraH C 3asiBNeHVeM O rocyaapCTBEHHOW perncTpauumn ykasaHHOro fnekapcTBEHHOro npenapaTta B COOTBETCTBUM
co ctatben 18 HacToswero ®eaepansHOro 3akoHa.

Cratbsa 22. YTpatuna cuny c 1 uions 2015 roga. - ®egepanbHbii 3akoH oT 22.12.2014 N 429-P3.

KoHcynbTaHTlInoC: npuMmeyaHue.

MonoxeHus ct. 23 (B pea. 3 ot 30.01.2024 N 1-®3), kacarowimMecs NpedoCTaBfiEHUsI roc. YCnyr npu
obpalleHnn NeKapCTBEHHbIX CPEeACTB ANA MeOULMHCKOTO MPUMEHEHMS MOCPeACTBOM €AMHOW CUCTEMBbI,
npumengatotcea ¢ 01.01.2025.

CrtaTbsa 23. 9KcnepTM3a KayecTBa NleKapCTBEHHOro CpeAcTBa U 3KCNepTU3a OTHOLLEHUS1 OXuAaeMoMn
Nonb3bl K BO3MOXHOMY PUCKY NTPUMEHeHUs NeKapCTBeHHOro npenaparta Ans MeauLMHCKOro NpuMeHeHus
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OKcnepTv3a KavyecTBa NEKapCTBEHHOrO CPeAcTBa M 3KCNepTM3a OTHOLLEHUS O0XMOAeMOW Momnb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUs NeKapCTBEHHOro npenapaTa Ans MeauLUMHCKOrO MPUMEHEHUsl, CoCTaBrieHue
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

KOMUCCUSIMM  3KCMEPTOB  3aKMOYEHM MO pes3ynbTataM MNpPOBEAEHHbIX 3KCMEpPTU3 W  HanpaefieHue 3TuX
3aKIMYEHWI, NOAMUCAHHBIX YCUINEHHBIMU KBanMULMPOBaHHBIMW 3fIEKTPOHHBIMW NOAMMUCSIMM, B JINYHBIA KAOHET
YMNOSTHOMOYEHHOTO cheaeparnibHOro opraHa UCMNONHUTENBHOW BNacTu B €4MHON CUCTEME OCYLLECTBIIAKOTCS B CPOK,
He npeBbIWAWUA CcTa JecaTn pabouMx [HEM CO [OHA HanpaBneHUs B JIMYHBIN KaOWHET SKCnepTHOro
yuypexaeHmss B eOUHOW CUCTEME COOTBETCTBYHLLEro 3afaHusd YMNOMHOMOYEHHOro dedepansHoOro opraHa
NCMNOMHUTENBHOW BNacTN U HEOOXOAMMbIX JOKYMEHTOB.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

KoHcynbTaHTlInoC: npuMmeyaHue.

Mo 3asenenuo, nogaHHomy B MwuHsgpas Poccun go 11.04.2022, npyu HEBO3MOXHOCTU MpPOBEAEHUSA
3KCMEepTM3bl KayecTBa JFIEKAPCTBEHHbLIX CPEACTB B 3KCMEPTHOM YYpexaeHun, OOMyCKaeTcs ee MnpoBeneHue
nocpeacTBOM AUCTAHLMOHHOIO B3aMMOAEWNCTBUS, MOPSAOK M DOPMbl KOTOPOro OnMpenenstTcs 3KCNepTHbIM
yypexgeHnem no cornacoaHuto ¢ 3aasutensmu (Hoctanosnexuve Mpasutensctea PP ot 05.04.2022 N 593).

2. B TeyeHuMe [eBsHOCTa [HEW CO [HA MOMYYEeHWUs YMNONHOMOYEHHbIM defepanbHbiM  OpraHoM
WCMONTHUTENBHOW BfacTM YBEOOMSIEHWUSI B OJIEKTPOHHOW opmMe O MONyyYeHUn 3asBUTENEM peLUeHus O
NpoOBELEHUN IKCNEepTU3, NpPeayCMOTPEHHbIX 4YacTbio 1 HacToswWwen cTaTbW, 3asBUTENb MpeacTaBnseTr B
3KCMepTHOE ydpexaeHne NS NpOBedEeHUs 3KCMepTM3bl KadecTBa JieKapCTBEHHOro cpeactsa  obpasubl
nekapcTBEHHOro npenapara Ans MeauuuHCKOro NnpMMeHeHUsl, NpoM3BeeHHOro B COOTBETCTBMM C TpeboBaHUAMM
OMbITHO-MPOMbILLIIEHHOTO UM (ANM)  NPOMBILUSIEHHOIO  PErMaMeHTOB,  YTBEPXOEHHbIX  PYKOBOOUTENEM
Npon3BoaUTENSst NEKApPCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYHOLWUX cryyadx obpasubl dhapmaueBTUYeCKON
cybCcTaHuuKM, TecT-lWTaMMa MUKPOOPraHM3MOB, KymbTypbl KNeTok, oOpasubl BeLLecTB, MPUMMEHSIeMbIX a5
KOHTPONS KayecTBa EKapCTBEHHONO CpeAcTBa MyTEM CpPaBHEHWUSI C HUMW MCCNEeSyeMoro JiekapCTBEHHOro
cpeacTsa, cneunduryeckne peareHTbl, Heobxoaumble NSt NPOBEAEHUS UCMbITAHUA 0OpasLOB NEKapCTBEHHbIX
npenapaToB, B KONnM4ecTBax, He0bXoaMMbIX ANs BOCNPOU3BEeAEHNSI METOA0B KOHTPOISA KayecTsa.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

3. Mpn nony4yeHun obpasLOB NeKapCTBEHHOro npenaparta u dapmaueBTUYECKON CyOCTaHLUMM SKCNEepPTHOE
yupexaeHue HanpasnseT B NMYHbIA KabWHET 3asBuTensa B eAWHON CUCTEME yBeOMIeHue, noaTBepxaatoee
nony4YeHne ykaszaHHbIX 06pasLioB.

(vacTb 3 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-03)

4. YxasaHHbIl B 4YacTu 2 HaCTOAWEW CTaTbM CPOK AN MNpeacTaBreHus 3asiButenem obpasuoB
nekapcTBEHHOro npenaparta u dapmaueBTUYEeCKON CyOCTaHLUMM He BKOYaAeTCs B CPOK NPOBEAEHUST SKCMEPTU3,
npeayCMOTPEHHbIX YacTblo 1 HACTOALLEN CTaTbu.

(vacTb 4 B peq. ®enepansHoro gakoHa ot 30.01.2024 N 1-03)

5. YTpatun cuny. - ®egepanbHbin 3akoH ot 30.01.2024 N 1-93.

KoHcynbTaHTlnoc: npumeyaHue.

MonoxeHus ct. 24 (B pea. ®3 ot 30.01.2024 N 1-®3), kacarowimecs NPedoCTaBrEHUs roc. ycryr npu
obpalleHnn nekapCTBEHHbIX CPeACTB A1 BETEPUHAPHOro NPUMEHEHWs MOCPpeacTBOM €4MHOro noprtana,
npumengaotca ¢ 01.01.2026.

CTatbA 24. OKkcnepTH3a KavyecTBa JIEKAPCTBEHHOTO CPpeACTBa U 3KCMEePTU3a OTHOLLUEHUA OXUAaeMoun
nonb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUs JieKapCTBEHHOro npenapata pAnsi BeTepuHapHoro
npUMeHeHus

1. OkcnepTnsa kayecTBa NEKapCTBEHHOrO CpeacTBa M 3KCMepTM3a OTHOLUEHUSI OXMAAeMOW MOoMnb3bl K
BO3MOXHOMY PUCKY MPMMEHEHWsI NIEKAapCTBEHHOrO MnpenapaTta Ans BETEPUHApPHOro NMPUMEHEHWS, COCTaBIeHNe
KOMMCCUSIMM 3KCMEPTOB 3aKMIOYEHN MO pe3yrbTaTtaM yKasaHHbIX SKCMepTU3 U HanpaBfieHWe Takux 3aKioyYeHun
B 9NEKTPOHHON hOpMe B YMOSIHOMOYEHHbIN doefeparnbHblii OpraH UCMONMHUTESNTbHON BracTh OCYLLECTBASITCA B
CPOK, He npeBbIWAWUA CcTa AecATM paboumx AHEW CO OHA MOMyYeHMs1 SKCMEPTHbIM yyYpexaeHnem B
3NEKTPOHHOM (popMe 3afaHusa  YNOMHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENbHOW BRactu c
OOKyMeHTamu, ykasaHHbIMU B YacTu 3 ctaTtbn 17 HacTosiwero degepanbHOro 3akoHa.

(B pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 13.07.2015 N 241-93, ot 30.01.2024 N 1-O3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

2. B TeyeHne Tpmguatm paboumx AHEW CO OHA MONyYEeHUsT YNOJNIHOMOYEHHbIM hedepanbHbIM OpraHoOM
WCNOSNTHUTENBHOM BMacTM YBELOMSIEHUSI B OfIEKTPOHHOW dhopMe O MONyyYeHUu 3asdBUTENEM peLleHus o
NpoBeLEHUN YKa3aHHbIX B 4YacTu 1 HacCTosien cTaTbWM IKCMEepPTU3 3asdABUTENb NPeacTaBNseT B IKCMNepTHoe
yupexaeHme ONns NpoBedeHMs1 3KCMepTM3bl KavecTBa JeKapCTBEHHOro cpeacteBa obpasubl fekapCTBEHHOMO
npenapata pfns BETEPUHAPHOrO MPUMEHEHUS, MPOU3BEOEHHOTO B COOTBETCTBUM C  TpeboBaHWUSIMM
TEXHOMOIMYECKMX PErMaMeHTOB, YTBEPXKAEHHbIX PYKOBOAMTENEM MPOU3BOAUTENS NEKAPCTBEHHBIX CpeacTs, a
Takke B COOTBETCTBYIOLUX CIydasx TeCcT-lWTaMMbl MWKPOOPraHM3MOB, KynbTypbl KINeToK, 0b6pasubl
hapmavueBTMYECKON CybCcTaHLumM, obpasupbl BELLECTB, NPUMEHSEMbIE AN KOHTPOMsS KavyecTBa NIeKapCTBEHHOTrO
CpeAcTBa, B KOnmMyecTaax, HeO6XoaMMbIX AN BOCNPOU3BEAEHNS METO40B KOHTPONA KadecTBa.

(B peq. PenepanbHbix 3akoHoB 0T 02.08.2019 N 297-93, ot 30.01.2024 N 1-03)

3. Mpwn nony4yeHun obpasLOB NEeKAapCTBEHHOIO npenaparta u dapmaueBTUYEeCKON CyOCTaHLUMM SKCNepTHOe
yupexaeHme B OeHb MnonyyeHust obpasuoB HanpaBnsieT B 3MEKTPOHHOM bopMe 3asdBUTENIO yBEAOMIIEHUE,
noaTreepxaatoLlee nonyyeHne ykasaHHbIx 06pasLos.

(vacTb 3 B peq. PenepansHoro zakoHa ot 30.01.2024 N 1-3)

4. YxasaHHbIl B 4YacTu 2 HaCToSAWEW CTaTbM CPOK Ans MNpeacTaBreHns 3asiButenem obpasuoB
NeKapcTBEHHOro npenaparta u dapmaueBTUYECKON CyOCTaHLUMM He BKIOYAETCS B CPOK NMPOBEAEHUST SKCMEPTU3,
NpeayCMOTPEHHbIX YacTbio 1 HacTosLWen cTaTbu.

(vacTb 4 B peq. PenepansHoro zakoHa ot 30.01.2024 N 1-3)

5. YTpatun cuny. - ®egepanbHbin 3akoH ot 30.01.2024 N 1-93.

CrtaTtbs 25. [loBTOpHOE NpoBeAeHNEe IKCNEPTU3bI NEKapCTBEHHbIX CPEeACTB
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

1. B cnyyasx HegoctaTovHOW OGOCHOBaHHOCTW WM HEMOSHOTLI 3aKMOYEHUS KOMWCCUM 3SKCMEPTOB,
HanuMuns B HEM MPOTMBOPEYMBBLIX AaHHBIX, hanbcuduKaLmMnm BbIBOAOB 3KCMEPTU3bl NEKAPCTBEHHONO CpeacTBa,
COKpbITUS OT YMONHOMOYEHHOrO (efepanbHOro OpraHa WCMOSIHUTENbHOW BRacTM OCHOBaHWWA Ans OTBOAA
aKcnepTa BCMeACTBME €ro 3aMHTEPECOBAHHOCTM B pe3ynbTarax COOTBETCTBYHLIEN 3SKCNEPTU3bl, HanNnuus
AaHHbIX O MpsAMOM MO0 KOCBEHHOM BMeLUaTeNnbCTBE B MPOLLECC COOTBETCTBYIOLLEW IKCMEepTM3bl N, He
y4yacTBYIOLNX B €€ MNPOBEAEHWM, HO OKasaBLUMX BIUSHWE Ha Mpouecc W pesyrbTaTbl €e NpoBeAeHUs,
YMNONMHOMOYEHHbIM  dbefieparnbHbIM  OpraHOM  MCMOSMHUTENbHOM BMacTU HasHayaeTcss MOBTOpHasi 3KcnepTusa
NIEKapCTBEHHOIO CpeacTBa M (MNn) aTnyeckas akcnepTmaa.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

KoHcynbTaHTlInoc: npumeyaHue.

MonoxeHus ct. 25 (B ped. ®3 ot 30.01.2024 N 1-®3), kacawowmecs NpefocTaBrneHUs roc. ycnyr npu
obpalleHnn nekapcTBEHHbIX CPeACTB: ANs MeOMLMHCKOro MpUMEHEHUS MOCPeACTBOM €4MHOW CUCTEMbl Y
(vnn) epuHoro noptana, npumendaTcad ¢ 01.01.2025; ona BeTepuHApHOro MPUMEHEHUS MNOCPeLCTBOM
eanHoro nopTtana, npumenatorcs ¢ 01.01.2026.

2. TloBTopHas a3KcnepTM3a rekapCTBEHHOro CpeacTBa MNpPOBOAUTCA C Yy4eTOM pesynbTaToB paHee
NPOBEAEHHOW 3KCNEepTUsbl B CPOK, YCTAHOBIIEHHBIN YNONHOMOYEHHbLIM dedeparibHbIM OpraHoM UCMOSTHUTENbHOM
BMacTu U He NpeBbllaWmiA TpyauaTn paboumx gHen Co OHSA NONYYEHUSA SKCNEPTHBLIM YYpeXOeHMEM B JIMYHOM
kabvHeTe B eOuHON cuUcTeMe 3afaHusl Ha MPOBELEHMEe MOBTOPHOW 3KCMEPTM3bl JIEKAPCTBEHHOIO CpeacTsa,
NnognNMCaHHOro YCUNEHHOW KBaANUULMPOBAHHOM 3NIEKTPOHHOW NOAMMUCHIO.

(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-93)

3. ®uHaHcoBoe obecrieyeHue BLINOMHEHWS 3afdaHWs Ha NpoBedEeHUEe MOBTOPHOM  3KCNepTU3bl
NeKapCTBEHHOrO CPEeACTBa HE OCYLLIECTBRSIETCS.
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2026 cT. 26 He pacnpocCTpaHAeTCs Ha MPaBOOTHOLUEHWUS, BO3HMKaKOLWMe nNpu obpalleHun
NEeKapCTBEHHbIX CPeacTB Ans MmeguumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

CTatbA 26. YcKopeHHasi npouenypa 3KCnepTusbl JieKapCTBEHHbIX CPeacTB

1. YcKkopeHHasa npouefypa 3KCnepTuabl NeKapCTBEHHbIX CPEeACTB B LENsX rocyAapCTBEHHOW perncrpauum
NeKapCTBEHHbIX NpenapaToB NPUMEHSIETCA B OTHOLLEHNN OpdaHHbIX JIEKapCTBEHHbLIX NMpenapaToB, NEpPBbIX TPEX
neKkapCTBEHHbIX MpenapaToB, peructTpupyembix B Poccuiickon degepauum B KayvecTBe BOCMPOU3BEOEHHbIX
NeKkapCTBEHHbIX MpenapaToB, O4YepedHOCTb KOTOpLIX OnpedensieTcss B COOTBETCTBMM C HOMEPOM W OaToW
BXOASLUMX 3asiBNEHWA O TOCYyAapCTBEHHOW peructpaumMm JekapCTBEHHbIX MNpenapaTtoB B paMKkax O[HOro
MEXOYHapO4HOTO HEenaTEHTOBAHHOIO HAMMEHOBaHWUS JIEKapCTBEHHOrO Mpenapata WAvM  rpynnupoBOYHOrO
HaMMEHOBaHUS IeKapCTBEHHOro npenapaTa, fekapCTBEHHbLIX MpenapaTtoB ANl BETEPUHAPHOrO NPUMEHEHUS,
npegHasHayYeHHbIX ONS eYeHns AOMaLLHUX XUBOTHBIX, onpeaeneHHbix ®PegepanbHbiM 3aKOHOM OT 27 gekabps
2018 roga N 498-®3 "O6 oTBETCTBEHHOM OOpaLLEHUN C XMBOTHBIMA U O BHECEHUN U3MEHEHUN B OTAENbHbIE
3akoHogaTtenbHble akTol Poccunckon ®egepauun”, 1M 3aperncTpyMpoBaHHbIX B KavyecTBE J1eKapCTBEHHbIX
npenapatoB AN  MEOULUHCKOrO MPUMEHEHUs, U  JIeKapCTBEHHbIX MpenapaTtoB, MpeAHas3HayYeHHbIX
WCKIIOYNTENBHO ANt NPUMEHEHUSI HECOBEPLLUEHHONETHUMMW FpaXkgaHaMmu.

(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-®3, o1 13.07.2015 N 241-93, o1 28.04.2023 N 171-93)

2. YckopeHHast npoleaypa aKkCcnepTuabl NekapCTBEHHbIX CPEACTB B LIENAX rocy4apCTBEHHOW perncrpauum
nekapCTBEHHbIX NpenapaToB HE NPUMEHSAETCS B OTHOLLEHUN:

1) GuoaHanoroBbIx (61oNoAoOHLIX) NEKAapCTBEHHbIX NpenapaToB (buoaHanoros);

2) pedhepeHTHbIX NekapCTBEHHbIX NpenapaTtos (3a UCKIoYeHUeM opdaHHbIX NeKapCTBEHHbIX NpenapaTos);

KoHcynbTaHTlInoCc: npuMmeyaHue.

[o 31.12.2024 pocCUNCKMM NMPON3BOANTENSIM NEKAPCTBEHHbIX NpenapaToB A4S BETEPUHAPHOIO NPUMEHEHUS
paspeLLeHo nogaBaTb PerncTpauuoHHoOe A0Cke MO YCKOpPeHHOW npouenype 6e3 yyeta TpeboBaHui n. 3 4. 2
cT. 26 (HoctaHoBnenue MpaButensctea PP ot 12.03.2022 N 353).

3) BOCNpOU3BEAEHHbIX NEKapCTBEHHbIX NpenapaToB (3a UCKYEHMEM MEPBbIX TPEX PErNCTpUpPYEMbIX B
Poccuiickon depgepaumm B KadecTBe BOCMPOWU3BEAEHHbIX JIEKApPCTBEHHbLIX MpenapaTtoB W NeKapCTBEHHbIX
npenapaToB, NpefHa3HaYeHHbIX WUCKIIYUTENbHO AN NPUMEHEHUS HECOBEPLUEHHONETHUMU rpaxgaHamu, a
TaKKe IeKapCTBEHHbIX MpenapaTtoB, NpPeAHasHadeHHbIX ANS JNevYeHUs OOMAaLUHUX >KMBOTHBIX, OMpeaerieHHbIX
depepanbHbiM 3akoHOM OT 27 aekabpsa 2018 roga N 498-93 "O6 oTBETCTBEHHOM O0OpaLLeHUN C XXUBOTHBIMU U O
BHECEHUW U3MEHEHUIN B OTAENbHbIE 3aKkoHoAaTernbHble akTbl Poccuickon ®egepauun”, n 3aperucTpupoBaHHbIX B
KayecTBe NeKapCTBEHHbIX NpenapaToB AN MeAULNHCKOro NpUMeHeHns);

(B peq. ®PenepanbHoro zakoHa ot 28.04.2023 N 171-93)

4) HOBbIX KOMOMHALMI 3apPErMCTPUPOBaHHBIX PaHee NeKapCTBEHHbIX NPenapaTos;

5) nekapcTBEHHbIX MNpenapaTtoB, 3aperncTpUMpOBaHHbLIX paHee, HO MpPOU3BEdEHHbIX B  OPYrUX
NeKapcTBeHHbIX hopMax B COOTBETCTBUM C MEPEYHEM HaMMEHOBAHWiA FEeKapCTBEHHbIX (DOPM U B HOBOM
[03VPOBKE;

6) nekapcTBEHHbIX NpenapaToB Afs MeAULMHCKOro NPUMEHEHUS, rOCy4apCTBEHHAN perncTpaums KoTopbix
OTMEHEeHa, Npu UX permcTpaLmmn B Ka4ecTBe NeKapCTBEHHbIX NPenapaToB AN BETEPUHAPHOro NPUMEHEHNS.
(n. 6 BBeaeH ®egepanbHbIM 3akoHoM OT 28.04.2023 N 171-93)
(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. YckopeHHaa npouenypa 9KCNepTusbl NEKApCTBEHHbIX CPeACTB  MPOBOAUTCA MO PELLUEHUIO
COOTBETCTBYIOLLENO YMONTHOMOYEHHOrO befepanbHOro opraHa WCMOMHUTENBbHOW BnacTM Ha OCHOBaHWUU
3asBNeHns 3asiBUTENs B CPOK, He MpeBblllalolWnMi BoCbMMaecAaTn paboumx pgHen. [pu 3aTOoM 3kcnepTusa
OOKYMEHTOB, CodepXallMXCsa B PErMcTpaLMoOHHOM LOCbe Ha NeKapCTBEHHbIM Npenapar, NpoBOAUTCS B CPOK, HE
npeBbILALWNA - gecatn pabounx [OHEW, SKCMepTu3a KadecTBa JIeKApCTBEHHOrO cpeacTBa M akcnepTusa
OTHOLLIEHUS OXMOAEMOMN MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS NEeKapCTBEHHOroO npenapara npoBoadATCcs B
CPOK, He NPEeBbILLAKLLNNA LUECTUAECATM paboumnx OHEN.

(vacTb 3 B peq. ®PenepansHoro zakoHa ot 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

3.1. YTpatun cuny. - PegepanbHbiii 3akoH ot 30.01.2024 N 1-03.

4. YckopeHHasi npoLieaypa aKCnepTusbl NIeKapCTBEHHbIX CPeaCTB NPOBOAUTCSA B Nopsake, YCTaHOBEHHOM
ctatbamn 17, 19, 20, 23 n 24 Hactoswero PegepanbHOro 3aKkoHa, U He O3Ha4yaeT CHWKeHUst TpeboBaHuM K
6e3onacHocTn, kayecTBy U 3PPEKTUBHOCTY NEKAPCTBEHHbIX MpenapaTos.

(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

Cratbsa 27. PewueHue o rocyaapCcTBEHHON perucTpaumm nekapcTBeHHOro npenapara

1. B cpok, He npeBbIWaoWmi AecsaTn pabounx OHEN CO OHS MOMyYeHMs 3aKMoYEHUI KOMUCCUN SKCNEPTOB
no pesynbTataM 3KCNepTU3bl KavyecTBa NeKapCTBEHHOro CpeacTBa W SKCNepTu3bl OTHOLUEHUS OXUAaeMoun
nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUs NeKkapCTBEHHOro npenapara, COOTBETCTBYHOLWMA YNONHOMOYEHHbIN
deaepansHbI opraH NCNOMHUTENBHOW BNacTu:

(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

1) ocyLecTBNAsIET OLEHKY 3aKIMOYEHNIA KOMUCCUM 3KCMEPTOB ANsi ONpeaeneHnsa CooTBETCTBUSA 3a4aHuMI0 Ha
npoBeAeHne 3TUX IKCNEPTUS;
(n. 1 B pea. ®egepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2) NMPUHNMAET pelleHne o rocyp,apCTBeHHoVI perncTtpaunmn nekapCcrBeHHOro npenapara wuimn 00 oTkase B
FOCYﬂapCTBEHHOVI perncrtpauunmn riekapCTtBeHHOro npenapara,

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2025 B n. 3 cT. 27 BHOCATCA n3meHeHus (3 ot 30.01.2024 N 1-d3).

3) BHOCMT MpU NPUHSTUN peLLEeHNst O TOCYyAapCTBEHHOW pPerncTpauum nekapcTBEHHOMO npenaparta AaHHble
0 3aperucTpMpoBaHHOM JleKapCTBEHHOM MNpenapare, B TOM Yucrne o bapmaueBTUYeCcKon cybcTaHLmMm, BXOAsLEN
B COCTaB IleKapCTBEHHOrO npenaparta, B TOCYAapCTBEHHbI pPEeecTp JIeKapCTBEHHbIX CPEACTB WU BbloaeT
3aaBUTENI0 PErNCTpaUMOHHOE YOOCTOBEPEHME JEKAapCTBEHHOro npenapara, opMa KOTOpOro yTBepXgaetcs
YMNOSIHOMOYEHHbIM  hbeepanbHbIM  OpraHOM  MCMOMHUTENbHOW  BAcTW, COrMacoBaHHblE  HOPMAaTUBHYIO
OOKYMeHTaUM0, HOPMaTUBHbLIN AOKYMEHT, UHCTPYKLUMIO MO NMPUMEHEHMWIO NeKapCTBEHHOMO npenaparta v MakeThbl
NnepBUYHONM YMAKOBKM M BTOPUYHOW (NOTPEOUTENLCKOI) YNaKoBKN C yKazaHWEM Ha HUX HOMepa PerncTpaumoHHOro
yOOCTOBEPEHUS NEKAPCTBEHHOIO NpenapaTa u gathl ero rocyaapCTBEHHON perncTpauum unm B criyvyae npuHATUS
pelleHns o6 oTkase B rocy4apCTBEHHOW perncTpauuu NekapCcTBEHHOro npenaparta yBegoMNseT B NUCbMEHHOM
dopme 3asiBUTENS 00 3TOM C yKasaHMeM MPUYMH Takoro oTkasa. 3a Bblgavy PerMcTpauMoHHOro yAoCTOBEPEHUS
NEeKapCTBEHHOro npernapaTta B3UMMaeTCs rocygapCTBEHHasi MOLUMMHA B COOTBETCTBUM C 3aKOHOAATEINbCTBOM
Poccuinckon ®egepauun o Hanorax u cbopax.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. OcHoBaHueM pAns OTKka3a B rOCYyAapCTBEHHOW perncTpauMu fekapCTBEHHOro mnpenaparta Ang
MEOULMHCKOTO MPUMEHEHMST SBMSETCH 3akfiovyeHWe COOTBETCTBYHOLLEro YMNOMHOMOYEHHOro heaepansHoOro
opraHa WCMOMNHUTENbLHONW BracTM O TOM, YTO KayecTBO U (Mnn) IPPEKTUBHOCTL PErncTpmpyemoro
nekapCTBEHHOro npenapara ans MeauuMHCKOro NpuMeHeHUs He MOATBEPXKAEHb! MOMyYEeHHbIMU AaHHBIMUA UNn
4YTO PUCK MPUYMHEHWs Bpeda 340POBbI0 YerioBeka BCReACTBME MNpvema fekapCTBEHHOro npenapata Ans
MeAWNLMHCKOro NpuMeHeHmns npesbliaeT 3HEKTUBHOCTb €r0 MPUMEHEHMS.

(vacTb 2 B peq. PepnepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. TloBTOpHOE npeacTaBreHve B COOTBETCTBYIOLUMA  YMOMHOMOYEHHbIV  defeparnbHbli  opraH
WCMOMHUTENLHOW BracTM NEKapCTBEHHOro npenapaTta, B OTHOLEHUM KOTOPOrO MOMy4YeH OTka3 B
rocy0apcTBEHHOW pernctpaumm u KOTOPbIA BMOCNEACTBUM MOABEPrCS U3MEHEHWI0 B 4acTW ero cocTaea,
paccmaTpvBaeTCs Kak nNpeacTaBfneHMe HOBOTO JIEKapCTBEHHOrO rpenapata Ha ero  rocygapCTBEHHYH0
perucTpaumio He3aBUCHMO OT COXPaHEHUS €ro NEPBUYHOIO HAUMEHOBAHMWSI.

(4acTb 3 B pea. PeaepanbHOro dakoHa ot 22.12.2014 N 429-93)

4. MNpu npegocTaBneHWn 3asiBUTENEM B COCTABE PErMCTPALMOHHOIO AOChE Ha fleKapCTBEHHbIN npenapat
ANs BETEPUHAPHOIO MPUMEHEHUS KOMUM PEeLUEHNs YNONTHOMOYEHHOTO (hefepasibHOro opraHa MCroNHUTENbHOM
BMacTU O MPOBEAEHUN WMHCMEKTUPOBaHUA MPOU3BOAMTENS NEKAPCTBEHHbIX CPEACTB CPOK MPUHATUS peLleHust o
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

rocygapCTBEHHOMW  peructpauvMum  JIEKAapCTBEHHOro  Mpenapata  Ans  BEeTEPUMHAPHOTO  NMPUMEHEHWS
MPUOCTaHaBNMBAETCA CO AHSA MOJIYYEHUSA 3aKIMHOYEHUN, yKasaHHbIX B 4YacTu 1 HacTodwen ctaTbl, OO AHS
MPVHATMS YNOMHOMOYEHHbIM defdeparnbHbIM OpraHoM MCMOMHUTENBbHOW BacTu pelleHus O Bblgave unmn ob
OTKase B Bblgaye 3akrto4yeHUst 0 COOTBETCTBUMN MPOU3BOOUTENS NEKAPCTBEHHbIX CPeaCcTB TpeboBaHMAM npasun
Hagnexallen NpomM3BOACTBEHHOM NPAKTMKN, HO HE Bornee Yem Ha CTO BOCEMbAECAT pabounx gHEN.

(vacTb 4 BBegeHa denepanbHbiM 3akoHoM OT 04.06.2018 N 140-03)

5. OcHoBaHvemM ansg oTkasa B [OCYyOapCTBEHHOM perucrpaumMmM IekapCTBEHHOro npenaparta [AJnis
BETEPMHAPHOrO NPUMEHEHUS SBMSETCS 3aKoveHne YNofIHOMOYEHHOro doegepanbHOro opraHa UCMNoMHUTENbHOM
BMacTM O TOM, YTO KayecTBO M (Mnn) 3aPPEKTUBHOCTb PErmcTpupyemMoro rnekapCTBEeHHOro npenaparta Ans
BETEPMHAPHOrO MPUMEHEHUS He MNOATBEPXAEHbl MOMyYEeHHbIMU AaHHBIMU UMW YTO PUCK MPUYMHEHUS Bpeaa
340pPOBbI0 XXMBOTHOrO BCMEACTBME MpPUEMA NEKapCTBEHHOro npenapaTta Ansi BeTePUHAPHOro nNPUMEHEHUS
npesbilaeTr 3PEHEKTUBHOCTL  €ro  NPUMEHeHWsl, O0TKa3  YMOMHOMOYEHHOro  defepanbHoro  opraHa
WCMONHNTESNbHON BRacTW B Bblgade 3aKkfyeHUsi O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbLIX CPeacTB
TpeboBaHMsIM MpaBuIl Hagnexalwen npou3BOLACTBEHHOW MPAKTUKM ONS KaXOow MPOM3BOACTBEHHOM MoLanKu
perncTpmpyemMoro nekapCTBEHHOro npenaparta And BeTepUHapHOro NpuMMeHeHUst B criyvyae, ecrnv npou3BoaCTBO
nekapcTBEHHOro npenaparta ANns BeTepMHapPHOro MpUMMEHEHUs1 OCYLLEeCTBRseTca 3a npegenamu Poccunckon
depnepaLmm, Unu oTCYTCTBME TAKOro 3aKmnioveHus!.

(yacTb 5 BBegeHa PepepanbHbiv 3akoHoM oT 04.06.2018 N 140-93)

KoHcynbTaHTlnoC: npuMmeyaHue.
O nopsgke M CpoKax ONpedeneHns B3avMMO3aMEHSIEMOCTW FleKapCTB JIEeKapCTBEHHbIX MpenapaTtos,
3apernctpupoBaHHbIx 0o 01.03.2020, cm. cT. 3 ®3 o1 27.12.2019 N 475-03.

Cratbsa 27.1. B3anmosameHAeMOCTb NleKapCTBEHHbLIX NpenapaToB AN MegULUHCKOro NpMMeHeHuUs
(B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

1. B3anmo3aMeHsieMOCTb NeKapCTBEHHbIX MpenapaTtoB ANs MEAWMUMHCKOrO NMPUMEHEHUs onpeaensieTcs
YMNONIHOMOYEHHbIM befiepanbHbiM OpraHoM WCMONMHUTENBHON BMacTh, OCYLLECTBSIIOWMM TOCYAapCTBEHHYHO
peructpaunio nekapcTBeHHbIX npenapaTtos AN MeQULIMHCKOro NPUMEHEHUs, B pamKax O4HOro MexayHapogHoro
HenaTEHTOBAHHOIO (MM XMMUYECKOrO, Ui FPYNNMPOBOYHOr0) HAMMEHOBAHWUSI HAa OCHOBE 3aKITHOYEHUST KOMUCCUM
3KCMEPTOB 3KCMEPTHOIO YYPEXKAEHUSA O B3aNMO3aMEHSIEMOCTU FIEKapCTBEHHOMO npenaparta ans MeguuuHCKOro
NpUMeHeHMsT NGO O TOM, YTO NEKAPCTBEHHLIN MpenapaT ANs MEAULMHCKOrO MpUMEHEHUSI He sIBnsieTcs
B3anMo3aMeHsieMbIM. [1opsafaok  onpedeneHns B3avMO3aMEHSIEMOCTM  JIEKAPCTBEHHBLIX MpenapaToB  Ans
MEOULMHCKOrO MNPUMEHEeHUss M opMa 3aKiOYEHUS KOMUCCUM 3KCMEPTOB SKCMEPTHOTO YUYPEXAEHUS O
B3anMO3aMeHAEMOCTN JeKapCTBEHHbIX MNpenapatoB And MegUUMHCKOro npuMmeHeHua nbo o TOM, 4TO
NeKapCTBEHHbI  MpenapaTt Ans  MeOWUMHCKOro  MPUMMEHEHMSI He  sBMsieTCs  B3anMO3aMEHSIEMbIM,
ycTaHaBnuBawTcs beneparnbHbiM  OpraHoM  UCMOSNIHUTENbHOM  BAcTW, OCYLLECTBAAKLWMM  QyHKUUM MO
BblpaboTke W peanu3auun rocygapCTBEHHON MOMUTUKM M HOPMAaTMBHO-MPABOBOMY PErynMpOBaHUO B cdepe
3[paBoOXpaHeHns1, MO COrnacoBaHU ¢ dgeaepanbHbiM OpraHoM WCMONHWUTENBHON BRacTW, OCYLLECTBASIOWMM
byHKLMM NO NNLIEH3MPOBAHUIO NPON3BOACTBA NEKAPCTBEHHbIX CPEACTB.

(B peq. PepepanbHoro zakoHa ot 19.10.2023 N 503-$3)

2. Komuccua 3KCNepTOB 3KCMEPTHOrO Y4UpEeXAEeHWs [aeT 3akMiYeHUMe O B3anMO3aMEHSEMOCTHU
NekapcTBEHHOro npenaparta Ans MeguuUHCKOro MpUMEHeHUs nNMbo O TOM, YTO feKapCTBEHHbIN npenapaTt Ans
MELMLUMHCKOrO MPUMMEHEHUS He $SBNAEeTCA B3avMO3aMeEHSieMbIM, Ha OCHOBaHUM Criedylolmnx KpuTepues
(xapakTepucTuk):

1) akBMBanNeHTHOCTb (4N GuoaHanoroBbix (6MONOAOOHbBIX) NekapCTBEHHbLIX NpenapaTtoB (buoaHanoros) -
COMOCTaBUMOCTb) KaYeCTBEHHbIX W KONMYECTBEHHBIX XapaKTePUCTUK apMaLeBTUYeckMx cybcTaHumMn unm
COMOCTaBUMMOCTb a@HTUIEHHOr0 COCTaBa BaKUWH. Mcrnonb3oBaHue pasnuuHbIX COMen, 3¢MpoB, KOMMIEKCOB,
N30MepOB, KpuUcTannmnyecknx opm u Apyrux Npou3BOAHbIX OZHOTO M TOrO Xe OEWCTBYIOLLEro BELecTBa He
ABNAETCA NPEnsaTCTBMEM AN OnpederneHvsl B3aumo3aMeHSIEMOCTW JeKapCTBEHHbIX MpenapaToB, €Cnu npu
npoBedeHUN unccrefoBaHMs  OMO3IKBMBANEHTHOCTM  NEKApCTBEHHOro npenapata WM MccreoBaHUs
TepaneBTUYECKOW 3KBMBANEHTHOCTM NMEKapCTBEHHOro npenapata [JoKa3aHO OTCYTCTBME KIMUHWUYECKU 3HAYUMbIX
pasnuuuii  bapMakoKMHETUKU U (Mnn) 3pdEeKTUBHOCTM M 6e30MacHOCTM NeKapCTBEHHOro npenaparta Aans
MeLMLMHCKOro NPUMEHEHUS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

2) 3KBMBANEHTHOCTb IlekapcTBeHHoM opmbl. [log 3KBMBANEHTHbIMW NEKapCTBEHHLIMU  hopMaMm
NMOHMMAaIOTCH pasHble NeKapCTBEHHbIE (DOPMbI, UMEIOLLIME OOUHAKOBbIE CNOCOO BBEAEHWS 1 CNOCOD NPpUMEHEHUS,
obnapgatowme conoctaBUMbIMU (PapMakOKMHETUYECKMMUN XapaKTepMCTMKaMn U hapMakonormieckum genctenem
n obecneuymBaloLlne TaKkKe OOCTUXKEHME HEOOXOOUMOro KruHWYeckoro adpcpekta. Pasnuumsi nekapcTBEHHbIX
hopM He SABNATCA NPENATCTBUEM LA ONPEAENeHnsl B3anMO3aMEHSIEMOCTU NIEKapCTBEHHbIX NpenapaToBs, ecnu
npu NpoBEeAEHUN UCCredoBaHUs OWMOIKBMBANEHTHOCTM JIEKapCTBEHHOrO Mpenapata WM UccnefoBaHus
TepaneBTMYECKON 3KBUBAIIEHTHOCTU fEeKapCTBEHHOIO npenaparta goKa3aHO OTCYTCTBME KIMHUYECKN 3HAYUMBbIX
pasnuumin  apmMakoKMHETUKM U (M) SPdEKTMBHOCTM M ©e30nacHOCTM NeKapCTBEHHOro mnpenapara Ans
MEeAMLMHCKOro NpUMEHEHMS;

3) 9KBMBANEHTHOCTb WM COMOCTABMMOCTb COCTaBa BCMOMOraTerlbHbIX BELLEeCTB feKapCTBEHHOMO
npenapaTta And MeavLMHCKOro npuMeHeHus. Pasnuumsa coctaBa BCMOMOraTesibHbIX BELLECTB JIEKapCTBEHHOMO
npenapaTa He SBNATCA NPEensiTCTBUEM A5 ONpeAereHnsi B3aMMO3aMeHSEMOCTHM fIeKapCTBEHHbIX NpenapaTos,
ecnn npu NpoBefeHUn UccrefoBaHUs OMO3KBMBANEHTHOCTM NEKAPCTBEHHOrO npenaparta unu uccrneaoBaHus
TepaneBTMYECKOW 3KBUBANEHTHOCTM NEKapCTBEHHOro npenapaTta [4oKa3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMBbIX
pasnuunii  papMakoKMHETUKM U (Mnn) 3dpEeKTMBHOCTM K Ge30onacHOCTM IeKapCTBEHHOro npenapaTta Ans
MEOULMHCKOTO NpuUMeHeHus. [pyu Hannyum KIMHWYECKM 3HAYUMbIX Pas3nuuuin  apmMakoKMHETUKM U (Unn)
acpdekTmBHOCTM 1M Oe30MacHOCTM  NEKApCTBEHHOro  npenapata Ang  MEOVMLUMHCKOroO  MPUMMEHEHMs
B3aMMO3aMEHSIEMOCTb ONpeaensaeTcs C yka3aHMeM Ha UCKITHYEHME OTAENbHbIX FPYNn NauueHToB;

4) MOeHTUYHOCTbL cnocoba BBeaeHUs 1 cnocoba NMPUMEHEHUA;

5) cooTBeTCTBME NPOM3BOAUTENSA MEKApCTBEHHOrO cpeactBa TpeboBaHMAM OpaBun Hagnexallen
NPON3BOACTBEHHOWN MPAaKTUKK.

3. bea HeobxogumocTM [okasaTesibCTBa OMO3KBMBANEHTHOCTU ocywlecTBnideTcqa  onpenenexHuve
B3anMo3aMeHAEeMOCTN BOCMNPONU3BEeAEHHbIX JTIEKapCTBEHHbLIX NpenapaTtoB, KOTOpPbIE:

1 ) npegHa3HadeHbl AOnda  napeHTepanbHOro (I'IO,EI,KO)KHOFO, BHYTPUMBbILLUEYHOIO, BHYTPUBEHHOIO,
BHYTPUIMa3HOro, BHyTpunosiIoCTHOro, BHyTPpUCyCTaBHOIO, BHyTpMKOpOHapHOFO) BBEeAEHNA N NpeacTaBndaloT cobowm
BOAHbIE PaCTBOPbI;

2) npegcTasnsaoT cOBoN pacTBOpbI AN NepopanbHOro NPUMEHEHNS;
3) npousBeaeHbl B opMe NOPOLLKOB MU nNMomnnsaToB Ans NpuroToBleHns pacTBOPOB;
4) ABNa0TCSA rasamu;

5) ABNATCA YLIHBLIMW UMW MMasHbIMK NIeKapCTBEHHBLIMM NpenapaTaMu, NPou3BeAeHHbIMM B (DOPME BOAHbIX
pacTBOPOB;

6) npeaHasHayeHbl ANA MECTHOro W (MNKU) HapPYXXHOTO NMPUMEHEHWUS U MPUrOTOBMEHbl B (DOPME BOAHbIX
pacTBOpOB.;

7) npeactaBnsAlT cobown BoAHblE pacTBOpPblI ANA MCMNONb30BaHUS B (opMe MHransduuMm C MnoMOLLbHO
Hebynansepa unu B Ka4ecTBe HasasbHbIX CNpeeB, NPUMEHSAEMbIX C MOMOLLbIO CXOAHBLIX (MOXOXMX, aHaNorMyHbIX)
ycTporcTe (NpMbopo., annapaTos).

(vacTb 3 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-03)

4. OcobeHHOCTU oOnpeaeneHns B3auMO3aMeHSeMoCTM Buonormyecknx nekapCcTBEHHbIX MpenapaTos,
KOMOVMHUPOBAHHLIX feKapCTBEHHbIX MpenapaToB (coaepXawux KombuHauuio AByX U 6onee AenCTBYHOLLMX
BELLECTB), NeKapCTBEHHbIX MpenapaTtoB Ans napeHTeparnbHOro NUTaHUs U HeJOo3UPOBAaHHbLIX NEeKapCTBEHHbIX
npenapaTtoB ycTaHaBnMBaloTcs deaeparnbHbIM OpraHoM WCMONHUTENbHOW BRacTW, OCYLLECTBASIOWMM YHKLUN
no BblpaboTke U peann3auum rocygapCTBEHHON MOMUTMKA U HOPMAaTMBHO-NPaBOBOMY PErynMpoBaHuio B cdepe
30paBOOXpPaHeHns, No COrnacoBaHulo ¢ deaepanbHbIM OPraHoOM WCMOMHUTENbHON BNacTh, OCYLLECTBASIOLWMM
OYHKLMKN NO NULEH3MPOBAHNIO NPOM3BOACTBA fleKapCTBEHHbIX CPEACTB.

(B pea. PegepanbHoro gakoHa ot 19.10.2023 N 503-$3)

5. Onpe,qeneHMe B3anMO3aMeHAEMOCTN HE OCYLLUECTBIIAETCA B OTHOLUEHNN NNEKAapPCTBEHHbIX PACTUTESIbHbIX
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"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

npenaparos, roMeonaTn4eCcknx riekapCTBeHHbIX NpenapaToB.

6. ®dopmupoBaHMEe MEPEYHs B3aNMO3AMEHSAEMbIX FEKAapCTBEHHbIX MpenapaToB Anst MeOWMLMHCKOro
NMPUMEHEHMST OCYLLECTBNSAETCA 3KCNEPTHbIM  YyUpexAeHMEM MNocpeacTBOM 0ObeaVHEHUS NeKapCTBEHHbIX
npenapaTtoB B OTAEeNbHble [PyMnnbl, B KaXAOW W3 KOTOPbIX JleKapCTBEHHble MpenapaTtbl SABMATCH
B3aMMO3aMeHSIEMbIMU.

7. B cnyyae BKMOYEHUS] B MHCTPYKUMIO MO MEAULMHCKOMY MPUMEHEHMUIO NEeKapCTBEHHOrO npenapaTa Ha
OCHOBaHUW pe3ynbTaToB COOTBETCTBYIOLLUX UCCIEAOBaHWUIA NOKasaHWn ANnst NPUMEHEHNS, KOTOpble OTNMYakTCs
OT MoOKa3aHWM [Ansg MpUMEHEHUS [pYrMxX neKapCTBEHHbIX MpenapaToB M3 rpynnbl  B3anMO3aMeHAEMbIX
NeKkapcTBEHHbIX NpenapaTtoB, B NepevyHe B3auMO3aMeHSIEMbIX NEKAPCTBEHHbLIX NpenapaTtoB Ans MeAULMHCKOro
NpUMeHeHWs! foMKkHa OblTb ykadaHa COOTBETCTBYHLLAs HpopMaLS.

8. [lepeyeHb B3aMMO3aMeEHSIEMbIX JIEKAPCTBEHHbIX MNpenapatoB Ans MEeOULMUHCKOTO MNpUMEHEHUS
pasmellaeTca YMNorIHOMOYEHHbIM defepanbHbiM  OpraHOM  UCMOSMHUTENbHOW  BNacTh, OCYLIECTBNSAOLLMM
rocy0apCTBEHHYIO PEervcTpaumio JNEeKapCTBEHHbBIX MpenapaToB AN MeOUUUHCKOrO MNPUMEHEHWsi, Ha CBOEM
odumumanbHom cante B cetn "UHTepHeT". MHopmaums B nepevyHe B3anMMO3aMeEHSIEMbIX NeKapCTBEHHbIX
npenapatoB AN  MEOWUMHCKOrO  MNPUMEHEHWsT ODOHOBMSEeTCA  yKa3aHHbiM  doedeparibHblM  OpraHom
NCNOSTHUTENBHOWM BNACTU C Y4ETOM HOBbIX 3apErMCTPMPOBaHHBIX NIEKAPCTBEHHbLIX NpenapaToB AMsi MeEAULMHCKOro
NPUMEHEHNST U BHECEHHbIX W3MEHEHMM B [OOKYMEHTbl, CoAepXallMeca B pPEerncTpaumoHHbIX [O0Cbe Ha
3aperncTpupoBaHHble NekapCcTBeHHbIE NpenapaThl A1 MeAULMHCKOro NPUMEHEHMS.

9. [opsagok vcnonb3oBaHWs MHGOPMaUMM O B3aMMO3aMEHSIEMbIX JIeKaPCTBEHHbLIX MpenapaTtax Aans
MeaQULUMHCKOro npuMeHeHna n nopanok aadum pa3'b$|CHeHI/II7I no BonpocamM B3anMo3aMeHAEMOCTU J1IeKapCTBEHHbIX
npenaparoB AnaA MeOUUMHCKOro npuMeHeHuna ycTtaHaBMBaKTCA (be,qepaanblm OopraHom WUCMONMHUTENbHOMN
BMacTv, OCyLeCTBAAKWMM ¢QyHKUMM Mo BblpaboTke W peanu3aumm rocyAapCTBEHHOW MOMUTUKM U
HOpMaTMBHO-NPaBOBOMY PErynMpoBaHU0 B cdepe 34paBOOXPaHEHUsl, MO COrfacoBaHUio ¢ denepanbHbIM
OpPraHOM  MCMOMHUTENbHOW BNAcCTW, OCYLLECTBASAOWUM  (YHKUUMM MO NIULEH3MPOBAHMIO MPOM3BOACTBA
neKapCTBEHHbIX CPEACTB.

(B peq. PenepanbHoro 3akoHa ot 19.10.2023 N 503-93)

KoHcynbTaHTlntoC: npumeyaHue.

Cpok perMctpauny nekapcTBEHHOro npenapara Ansi BeTEPUHAPHOro npumMeHeHus, nctekawowmn ¢ 14.03.2022
no 31.12.2022, a takke B 2023 rogy, npogneH Ha 12 mecsues ([MocrtaHoBneHue [lNpaButenbctea PP ot
12.03.2022 N 353).

KoHcynbTaHTlntoC: npumeyaHue.

Cpokn [OencTBUS PErncTPaumMOHHbIX yOOCTOBEPEHUN NEKapCTBEHHbIX NpenapatoB Ans MeAMLMHCKOro
npuMeHeHus1, koTopble nctekatoT B 2024 r. npoaneHsl Ha 12 mecsaues (DoctaHoBneHue lMpaButensctea PO
ot 12.03.2022 N 353).

CratbA 28. PernctpaunoHHoe yaocToBepeHue NieKapCTBEHHOro npenapara

KoHcynbTaHTlnoC: npuMmeyaHue.

Paspewaetca obpaiieHne B PP 3apermcTpypoBaHHbIX EKApCTBEHHbIX MpenapaTtoB, CPOK OEeWCTBUS
pPEerncTpaumoHHOro yaoCTOBEPEHUSA KOTOPbIX UCTEK B Criyyae, npeaycMoTpeHHom 4. 11 ¢1. 4 ®3 ot 30.01.2024
N 1-®3.

KoHcynbTaHTlnoCc: npumeyaHue.
C 01.01.2026 4. 1 - 3 cT. 28 He pacnpPOCTPaHAKTCA Ha NPaBOOTHOLLEHMS, BO3HUKaKOLWME Npy obpalleHun
NEeKapCTBEHHbIX CPeacTB Ans MmeguumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).

1. PerI/ICTpaLl,I/IOHHOG yAaoCToBepeHne nekapCTtBeHHOro npenaparta C ykadaHueM JNeKapCTBEHHbIX d)opM 7
AO3NPOBOK BblAJETCA GSCCpO‘-IHO, 3a WCKINK4YeHneMm perncTtpaumoHHOro yanocTtoBepeHua JrekapCTtBeHHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

npenapara, BblaBaemMoro co CpOKOM DEencTBus NATb NeEeT, Ha BrnepBble perncrtpupyemMmbie B Poccunckon
<De,qepau,mm JIeKapCTBEHHbIE npenaparTbl.

2. Tlo wucTeyeHun ykaszaHHOrO B Yactu 1 HacTodwen cTaTbM Cpoka BblgaeTcss ©GeccpoyHoe
perncTpaumoHHoe yOOCTOBEpPeHME NeKapCTBEHHOro npenapata npyv  YCNOBMM  NOATBEPXKAEHMS  ero
rocygapCTBEHHOM permcTpauun.

3. B cnyyae BHeceHuss B cootBeTcTBUM cO cTaTbsamu 30 u 31 Hactosiwero degepanbHOro 3akoHa
NU3MEHEHN B cCOAepXaljmecs B perucTpaLMoHHOM [OCbe Ha 3aperMcTpuMpoBaHHbIN NEKapCTBEHHbIV npenapar
OOKYMEHTbI, 3aTparvBalolnx CBeOeHUsi, OTPaKeHHble B PerMcTpauMoHHOM YOOCTOBEPEHWUM JIEKAPCTBEHHOIrO
npenapara, ynofIHOMOYEHHbIN cbeaepanbHblii opraH UCNONHUTENBHON BRacTW BblaeT HOBOE PErncTpaumoHHoe
yAOCTOBEPEHME NEKAPCTBEHHOMO Npenapara, coaepkallee BHECEHHbIE B HEFO U3MEHEHMUS.

(vacTb 3 BBegeHa deagepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlnoC: npumeYaHue.
C 01.01.2026 4. 4 ct. 28 ytpaymsaeTt cuny (93 ot 30.01.2024 N 1-®3).

4. B cny4ae yTpaTtbl Unn NoBpeXaeHUs perncTpaunuoHHOro yaocToBepeHUs nekapcTBEHHOro npenapara no
3asBneHn0 B MUCbMEHHOW opMe [epxaTensa wnu Bragenbla perucTpaLMoHHOro  yAoCTOBEpeHUs
NeKkapCTBEHHOIO npenaparta Wiy YNoriHOMOYEHHOIO UMW APYroro Hpuanyeckoro nvua o Bblgade aybrvkara
perucTpaumoHHOro YyOOCTOBEPEHUS FeKapCTBEHHOro npenapaTta  YnoSIHOMOYEHHbIM dbedeparibHbli - opraH
WCNOSTHUTENBHOW BNAcTU B CPOK, HE MPEBbLILAKLWNA AecAaTn paboumx OAHEW CO AHS NOCTYNMEeHUs 3asiBNeHus,
BblgaeT AybnukaT perMcTpauMoHHOro YAOCTOBEPEHWsI NeKapCTBEHHOrO npenapata. 3a Bbigady aybnukarta
perncTpaumoHHOro YAOCTOBEPEHUSA NeKapCTBEHHOro mnpenapaTta B3MMaeTCcs rocyfapCTBEeHHas [ownuHa B
COOTBETCTBMM C 3akoHoAaTenbcTBoM Poccuiickon ®egepaunm o Hamnorax u cbopax.

(vacTb 4 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2026 cT. 29 He pacnpocTpaHAeTCs Ha MPaBOOTHOLUEHWUS, BO3HMKaKLWMe nNpu obpalleHun
NEeKapCTBEHHbIX CPeacTB Ans meguumHcekoro npumeHeHns (93 ot 30.01.2024 N 1-93).

KoHcynbTaHTlnoC: npuMmeyaHue.

MonoxeHus ct. 29 (B pea. 3 ot 30.01.2024 N 1-®3), kacatowimMecs NPedoCTaBfiEHUsI roc. YCnyr npu
obpalLeHn NeKapCTBEHHbIX CPeacTB: AN MEAMLMHCKOrO MPUMEHEHUSA MOCPEACTBOM €AMHOW CUCTEMbI U
(vmn) epuHoro noptana, nopumeHsiorca ¢ 01.01.2025; gna BeTepuHapHOro MPUMEHEHUSA MOCPEACTBOM
eguHoro noptana, OpumenaioTca ¢ 01.01.2026. PerncrtpauuoHHble YOOCTOBEPEHUS NeKapCTBEHHbIX
npenapaToB AN MeAULMHCKOro MNpUMeEHeHUs, Ha OymaxHoM HocuTene m gyénukatel ¢ 01.01.2025 He
BblOAlOTCS.

KoHcynbTaHTln0C: npumeyaHue.

Cpok pervuctpaumm nekapCTBEHHOro npenapaTta Ansi BETEPUHAPHOro npuMeHeHus, uctekarowmn ¢ 14.03.2022
no 31.12.2022, a takke B 2023 rogy, npogneH Ha 12 mecsues ([MocrtaHoBneHue [lNpaButensctea PP ot
12.03.2022 N 353).

Cratbsa 29. NoaTrBepXxAeHMe rocyfapCTBEeHHON perucrpaumm eKkapcTBeHHOro npenapara
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. MoaTeepxaeHne rocygapCTBEHHOM perucTpauvuM nekapCTBEHHOro npenapaTta OCyLULeCTBAseTcs npu
Bblgavye 6eccpoyHOro permcTpaumMoHHOro yOOCTOBEPEHMS FIeKapCTBEHHOrO npenaparta B cryvyae, yka3aHHOM B
yacTu 2 ctatbn 28 HacTosiuero dPeaeparnbHOro 3akoHa, B CPOK, He NpeBbILIaLLMIA COpoka pabounx AHEN CO OHS
HanpasfieHMs nocpeacTBOM €AMHOro nopTana B YMOMHOMOYEHHbIN defepanbHbld OpraH MCAONHUTENbHON
BNacCTU WNN NUYHBIN KAaOMHET YMNONMHOMOYEHHOro efeparnbHOro opraHa MCMNOMHUTENbHOW BRacTu B €OWHOM
cucTemMe 3asBnNeHWs O NOATBEPXOAEHUU T[OCydapCTBEHHOM perncTpauum fnekapcTBEHHOro npenapaTa,
NnoAnNMCaHHOro YCUneHHom KBanuguumMpoBaHHOW 3NEeKTPOHHON NOANUChI0. He ocyllecTBnaeTcsa noaTsepXaeHune
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

rocyAapCTBEHHOW perncTpaumm B OTHOLLIEHUM fiekapCTBEHHOrO NpenapaTa Ansl BETEPUHAPHOro NPUMEHEHUs, He
HaxoauBLuerocs B obpalieHum B Poccuiickont ®efepauumn B TedeHne Tpex n bonee net, a Takke B OTHOLUEHUU
NeKapCcTBEHHOrO CpeacTBa, NPOU3BEAEHHOMO C HapylleHWeM TpebGoBaHMWSs, YCTAHOBEHHOMO YacTblo 3.7 cTaTby
71 HacTosiwero PenepanbHOro 3akoHa.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

2. 3asBrneHne O nNoATBEPXOEHWM [OCYOAPCTBEHHOM perucTpauum fekapCTBEHHOro npenapaTa
HanpasnsieTcs NOCpeacTBOM €AMHOro nopTtana B YNOSIHOMOYEHHbIM defepanbHbli opraH MCHONHUTENbHON
BNacTU WNN NUYHBLIN KAaOMHET YMNONMHOMOYEHHOro defeparnbHOro opraHa MCMNOSHUTENbLHOW BRacTu B e€OWHOM
CUCTEME He paHee YeM 3a CTO BOCEMbOECAT OHEW OO0 WUCTEYEeHUS Cpoka OENCTBUSA pPerucTpaLmMoOHHOro
yOOCTOBEPEHMS NEKapCTBEHHOMo Npenaparta U He No3gHee OKOHYaHUs Cpoka ero A4encTBus.

(vacTb 2 B peq. ®enepansHoro gakoHa ot 30.01.2024 N 1-03)

2.1. YTpatun cuny. - ®egepanbHbiii 3akod ot 30.01.2024 N 1-$3.

3. lMNoaTBepkaeHWe rocydapCTBEHHOW perucTpauuyM NekapcTBEHHOro rnpenapata OCyLIecTBNsSeTca Mo
pesyrnbTaTam 9KCNepTM3bl OTHOLLEHUS OXMOAeMON Mob3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEKAPCTBEHHOTO
nmpenapata Ha OCHOBaHUW pPe3yNibTaTOB MOHMUTOPUHra 3(dEKTUBHOCTM M 6e30MacHOCTU JeKapCTBEHHOTO
npenapata, NPOBOAMMOrO AepXaTeneM Wnu BragenbLueM PerMcTpauyvoHHOrO YAOCTOBEPEHUS NeKapCTBEHHOro
npenaparta NMBo YNonHOMOYEHHLIM UMK OPUONYECKMM FIMLIOM, a TakkKe COOTBETCTBYIOLUM YMNONMHOMOYEHHbBIM
denepanbHbIM OpraHoOM WCMONHUTENBHON BRacTU B COOTBETCTBUM C TpeboBaHMsSMU cTaTbl 64 HaCTOSLLEro
depnepanbHOro 3akoHa.

4. K 3aaBneHu0 O NOATBEPXAEHUU rocyfapCTBEHHOMW perncrpauum nekapcTBEHHOro npenapaTta gns
MeONLUHCKOro NpMMeHeHus npunaratTca:

1) BOKYMEHTbI, coaepallme pesyrnbTaTbl MOHUTOPUHIa 3pdEKTUBHOCTU 1 HE30MacHOCTU NEKAPCTBEHHOIO
npenaparta gns MeguUMHCKOro NMPUMEHEHWS!, NPOBEAEHHOIO AepXaTenem unv BnagenbLuemM perMcTpaunoHHOro
yAOCTOBEPEHNS JeKapCTBEHHOro npenaparta Ans MeAMUMHCKOrO MNPUMEHEHUs NGO  YNoNHOMOYEHHBIM UM
IOPMONYECKUM NIULIOM, N0 hopme, YTBEPXKOEHHOW YMNONHOMOYEHHbIM dhedeparnbHbiM OpraHOM UCMONHUTENbHOW
BracTu;

2) cBefeHusi O paTe nNpenocTaBneHWss M PermcTpauuoHHOM HOMEpe JMLUEH3MM Ha NpOU3BOACTBO
NEeKapCTBEHHbIX CPEeACTB, NN CBEAEHMS O aTe NpegoCTaBNEHUs U PErmcTpauMoHHOM HOMEpPE 3aKMYeHusd o
COOTBETCTBMM NPOM3BOAUTENSA NEKApPCTBEHHbLIX CPeACTB TpeboBaHWSAM NpaBui Hagnexallen Npon3BoOACTBEHHON
NPaKkTUKW, UNK Konus ceptudmnkaTta cCooTBETCTBUSA NPOM3BOANTENS NEKAPCTBEHHbLIX CPEACTB ANst MeaUUNHCKOro
NpUMeHeHnst TpeboBaHNSAM NpaBun HaaneXxallen Npou3BOACTBEHHOW NpakTUkM EBpasniickoro SkOHOMMYECKOro
COl03a, NpefoCcTaBEHHbIX YNOMHOMOYEHHBIM ddedeparibHbiM OPraHOM WMCMOMHUTENbHOW BNAcTh B OTHOLLEHWUU
NPOV3BOACTBEHHOW MIOLLAAKM NEKAPCTBEHHOrO npenapaTa Ansg MeguuMHCKOro NPUMEHEeHWs, rocyaapCTBeHHas
perncTpaumsi KOTOporo MOATBEpXOaeTcsa B Clyyae, ecnv npouM3BOACTBO JIEKAPCTBEHHOrO npenapaTta Ans
MeAMLMHCKOro npuMeHeHus ocylectenseTcs B Poccunckon ®egepaunn;

(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-03)

3) Kkonusi nNpenoCTaBfEHHOM  YMOJTHOMOYEHHBIM OpPraHoM CTpaHbl MNPOM3BOOAUTENS JULEH3MM Ha
NpOM3BOACTBO JIEKAPCTBEHHOMO npenapaTta Afs MeAUMLUMHCKOro MPUMEHEHUS U ee NEepeBOon Ha PYCCKUA AA3bIK,
3aBepeHHble B YCTaHOBJ/IEHHOM [MNopAdKe, a TakKXKe Konua 3akniyYeHuAa O COOTBeTCTBUU MNpousBoaunTend
neKkapcTBeHHbIX cpeacts TpeboBaHMAM npaBun Haanexaileid NpPOU3BOACTBEHHON MNPAKTUKW, UMW  KOMust
cepTMduKata COOTBETCTBUS MNPOU3BOAMTENS NEKApCTBEHHbIX CPeacTB AN MeOULUMHCKOrO MpUMEHEHUS
TpeboBaHMsIM NpaBuIl Haanexailenh MNpon3BOACTBEHHOW NpaKTUKM EBpasniickoro 3KOHOMUYECKOrO COH3a,
BblAaHHbIX  YMOJTHOMOYEHHbIM  doefeparnbHbiM ~ OPraHOM  UCMOSTHUTENbHOW  BfacTM B OTHOLUEHUU
I'IpOVI3BOJJ,CTBeHHOI7I nnowagkn nekapCTtBeHHOoro npenaparta ana mMeguunHCKoro npuMeHeHua, rocyaapcreeHHasa
pernctpauma KOTOporo noareBepxXxgaetcd, WM Konua peweHua ynosiHOMO4YeHHOro cpe,u,epaanoro opraHa
NCMNONHNTENbHON BracTn 0 NpoBeAeHnn dapmaneBTUYECKON MHCMEKUNN NPON3BOACTBA NIEKAPCTBEHHLIX CPEACTB
Onst MeguUMHCKOTO MPUMEHEHUSI Ha COOTBETCTBME TpeboBaHMsSIM MNpaBuil Hagnexalen Mnpou3BOACTBEHHOMN
npakTukn EBpasninckoro akOHOMMYECKOro Col3a B Crlydae, ecrnv Npou3BoACTBO fIEKApPCTBEHHOIO npenapara Aans
MeAMLMHCKOro NPMMEHEHMS OCYLLECTBIISIETCA 3a nNpegenamn Poccunckon ®egepaunn.

(n. 3 B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)
(vacTb 4 B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

4.1. B OTHOWEHUN OMONMOrMYECKUX JEKAPCTBEHHbIX MNpenapaTtoB Afs MeOULMHCKOTO MNPUMEHEHWS
3aaBUTENb OOMOMHUTENBbHO NPeACTaBNAeT pe3ynbTaTbl MEPONPUATUIA, NPEAYCMOTPEHHbBIX NITAHOM YrpaBreHus
puckamu, YTBEPXOEHHbIM  YNOMHOMOYEHHbIM  defepanbHblM — OpraHOM  UCMOSMIHUTENBHOWM  BRactu  npu
OCYLLIEeCTBMNEHMM rOCYAapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara s MeauUMHCKOro NpUMeEHeHMs.
(vacTb 4.1 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

4.2. K 3a8BneHM0 O MOATBEPXOEHUN FOCYLApCTBEHHOW perncrpauumn NekapCTBEHHOro npenapara Aans
BETEPMHAPHOrO  MPMMEHEHUS  MpunaralTca  AOKYMEHTbl,  codepXxalime  pesynbTaTbl  MOHUTOPWUHra
aphekTUBHOCTM N Ge30MacHOCTN NeKapCTBEHHOIO npenapara Ans BeTePMHaApPHOro NPUMEHEHUsl, NPOBOAUMOro
JepxaTtenem wunu BnagensueM PerncTpaumoHHOro YOOCTOBEPEHWs feKkapCTBEHHOro npenapaTta [Ans
BETEPVMHAPHOIO MNPUMEHEHNsT MO0 YMONTHOMOYEHHbLIM MM HOPUOUYECKM IMUOM, Mo dopme, YTBEPKAEHHOM
YNOSTHOMOYEHHbIM befepasribHbIM OpraHOM UCMOMHUTESNTbHON BNacTu, U OKYMEHTbI, YKasdaHHble B NyHkTax 1, 2 -
2.2, nognyHkTax "a", "6", "k", "n" nyHkta 4 yactn 3 ctaTtbn 17 HacTosiwero ®egepanbHOro 3akoHa. B oTHoWweHUn
UMMYHOBMONOrMYEeCKUX NeKapCTBEHHbIX MpenapaToB AMs BETEPUMHAPHOrO MPUMEHEHUS He NpeacTaBnAlTCA
CcBefeHus, ykasaHHble B noanyHkte "k" nyHkta 4 yactu 3 ctatbm 17 Hactosiwero depepanbHoro 3akoHa. B
OTHOLLEHUN FNeKapCTBEHHbIX npenapatoB And BeTepMHapHOro MPUMEHEHUS, MNOSyYEHHbIX C MNPUMEHEeHneM
reHHO-NHXXEeHEePHO-MOANMULMPOBAHHBIX OPraHNM3MOB MWW codepXaluMx Takue OpraHuambl, AOMOSHUTESbHO
npeacTaBnAlTCA CBeAeHMs, ykadaHHble B nyHkTe 13 yactu 3 ctaTtbu 17 HacToswero PegepanbHOro 3akoHa.
(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom OT 04.06.2018 N 140-93; B pen. PepepanbHoOro 3zakoHa OT
02.08.2019 N 297-03)

4.3. 3asBuTenb BNpaBe NpeacTaBUTb C 3asiBIIEHWEM O MOOTBEPXKOEHWM FOCYOapCTBEHHOW perncrpauuun
nekapCTBEHHOMO npenapaTa pekBM3UTbl JOKYMEHTa, NOATBEPXKAAloLWero ynnaTy rocygapCTBEHHOM MOLUNUHBI 3a
noaTBEPXKAEHME TOCYAApCTBEHHOW perMcTpauuu JIeKapCTBEHHOro npenaparta, a Takke BblgaBaemble
(npegocTaBnsiemMble) YMNOMHOMOYEHHbIMM  doefeparnbHbiMM - OpraHamMu  UCMOMHUTENBHOM BNACTU  JOKYMEHTbI
(cBepeHus), ykasaHHble B nyHKTax 2 M 3 4yactm 4 Hactoswewn ctatbn. B cnydyae wux HenpeacrasneHus
YMONTHOMOYEHHbIN  dhefepanbHbIi  OpraH WCMOMHUTENBHOW BMNAacTM 3anpalMBaeT YKasaHHble [OOKYMEHTbI
(cBeneHus) B nopsigke MeXBe4OMCTBEHHOIO MHCPOPMALMOHHOIO B3aMMOLENCTBMS.

(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 478-93, ot 30.01.2024 N 1-93)

5. B TeuyeHue nATM paboumx [OHEM CO [OHA HanpaBneHus MNOoCPeAcTBOM eauHOro mnopTana B
YMONTHOMOYEHHbIN heaepanbHbIl OpraH WCMONHUTENbLHOW BAAcTM UKW JINYHBIA KaOMHET YMONTHOMOYEHHOrO
doegepanbHOro opraHa WCMOMHUTENbHOW BracTM B €OUHOW CcucTemMe 3asBrieHUMst O MOATBEPXOEeHUM
rocyadapCTBEHHOW permctpauunm JneKapCTBEHHOro npenapata W OOKYMEHTOB, coAepXallumMx pesyrbTaTbl
MOHUTOPUHra 3PdEKTMBHOCTU M 6E30MacHOCTM NeKapCTBEHHOMO npenapara, NPOBOAUMOro AepXaTenem unm
BNnagenbLeM perucTpauuoHHOro yaoCTOBEPEHUSI NEKapCTBEHHOro npenapata NMbo YNOMHOMOYEHHbBIM UMUK
IOPUONYECKMM NULIOM, YNONHOMOYEHHbIN heaepanbHbIi OpraH UCNONHUTENBHON BNAcTu:

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) NpOBOAMT NPOBEPKY MNOMHOTLI CBEAEHWI, COAEPXKALLMXCSA B NPeACTaBMNeHHbIX 3asBUTENEM AOKYMEHTaX;

2) NpYHUMAaET peLleHne 0 NPOoBeAEHMN U 06 OTKase B NPOBEAEHMUN SKCNEPTM3bl OTHOLLEHNUSI OXMOAEMOW
nonb3bl K BO3MOXHOMY PMUCKYy MPUMMEHEHWS JIEeKapCTBEHHOrO Mpenaparta Ha OCHOBaHUWM pe3yrnbTaToB
MOHUTOPUHra 3dEKTMBHOCTN M 6E30MacHOCTM NeKapCTBEHHOro npenapara, NPoBOAUMOro AepXaTeniem unm
BnagenbLemM permcTpauuoHHOro yAO0CTOBEPEHUSI NEKApPCTBEHHOrO npenapata NMbo YMNOMHOMOYEHHBIM MU
ropngn4ecknMm  nuMuoMm, a TakKxe (be,qepaanbuvl OopraHom WCMOMHUTENbHON BRAcTM B COOTBETCTBUM C
TpeboBaHusMK cTaTbk 64 HacToswero PeaepanbHOro 3akoHa;

3) HanpaBnsieT B NIMYHLIN KAOMHET 3KCNEPTHOrO YYPEXAEHUS B €OUHON CUCTEME MOANMUCAHHOE YCUITEHHOWN
KBanuuuMpoBaHHOMW 3NEKTPOHHOW NOANUCLIO 3afaHne Ha NpoBedeHne IKCNepTu3bl, NPeayCMOTPEHHOM MYHKTOM
2 HacTosLWEen YacTun, a Takke HanpaBnseT 3asBUTENIO NOCPEACTBOM €AMHOro noprana unm B fNUYHbIA KabuHeT
3aaBuTenss B €OMHOW CUCTeMe MOoAMUCAHHOE YCUIEHHOW KBanuduuMpOBaHHON SMEKTPOHHOW MOAMUCHIO
yBEOOMIIEHNE O MPUHSITOM PELLEHNM O Bblaye 3adaHusl Ha NpoBeAeHNe yKa3aHHOW aKcnepTuabl NMnbo 06 oTkase
B MpOBeAEHNN YKa3aHHOW 3KCNepTU3bl C YKasaHNeM NpUYnH OTKasa.

(n. 3 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

6. B cnyyae BbIsSiBNeHWS HeJOCTOBEPHOCTUM U (MNU) HEOOCTATOMHOCTM WMHbOpMaumu, copepxallencs B
NPeLCTaBMEHHbIX 3asBUTENEM [OKYMEHTAX, YMNONIHOMOYEHHbIV dbeaepanbHbll OpraH MCNOMHUTENBHON BNAacCTy
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

HanpaBenseT 3asBUTENO NOCPEACTBOM €4MHOro noprana Unn B NUYHbIA KabuHeT 3asBUTENsl B €AMHOW CUCTEME
3anpoc 06 yTOYHEHMU yKa3aHHOW MHAOPMaLMK, NOAMUCAHHBIA YCUITEHHOW KBannuUUUPOBAHHOW 31EKTPOHHOMN
NOANUCHLIO.

(vacTb 6 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

7. 3agButenb ob6si3aH HanpaBUTb MOCPELCTBOM €AMHOrO noprtarna B YMNONMHOMOYEHHLIN chenepanbHbil
OpraH WCMOMHWTENBbHOW BRacTM WM NWYHBIM  KAOWHET  YMONHOMOYEHHOro  doeeparnbHOro  opraHa
WCMOMNHUTESNTbHON BlaCTM B €4WHOM CUCTEME MOAMNUCAHHBLIA YCUIEHHOW KBannUUMPOBAHHOW 31EKTPOHHON
MOANUCBLI0 OTBET Ha 3anpoc YNonHOMOYEHHOro drefeparnbHOro opraHa UCNOMHUTENBHOW BNACcTW, YKa3aHHOMoO B
YacTM 6 HacTosillen cTaTbu, B CPOK, He MNpeBbllalWnii OeBAHOCTa paboymx AHeW cO AHA NOonyYeHus
YNOMHOMOYEHHbIM heeparnbHbIM OpraHOM UCMOMHUTENBHOW BNACcTU ANEKTPOHHOIO YBEAOMIIEHUS O MONyYeHUn
3aaBuTenem Takoro 3anpoca. Cpok, ykasaHHbI B 4acTu 5 HacTosillen cTaTbW, MPUOCTaHaBNMBAETCA CO OHSA
HanpaBneHus: 3asBMTENO0 NOCPEeACTBOM eAMHOro noprana unmn B NIMYHbIA KabnHET 3asBUTENS B €OUHON CUCTEME
Takoro 3anpoca A0 [AHS HanpaBneHus 3asBuTeneM nocpefcTBOM eduHOro nopTana B YNONHOMOYEHHbIN
denepanbHbI opraH UCMOMHUTENBHOW BAACTU UMW NINYHBLIN KaOMHET YyNONTHOMOYEHHOro doegepanbHOro opraHa
NCNOSTHUTENBLHOW BNacTN B €4MHON CUCTEME OTBETa Ha TakoW 3anpocC U HE YYMTbIBAETCS NPU UCHMUCIEHUM CpOoKa
NOATBEPXAEHUS rOCYAapCTBEHHOW perncTpauumn nekapcTBeHHOro npenapara.

(vacTb 7 B peq. ®enepansHoro gakoHa ot 30.01.2024 N 1-03)

8. OcHoBaHveM Ons OTKasa B MPOBEAEHUM IKCNEPTU3bl OTHOLLIEHWUS OXMAAEeMOWN MONb3bl K BO3MOXHOMY
pUCKy NpPUMEHEHMA TEeKapCTBEHHOro npenaparta sBrseTca MpeAcTaBreHne [[OKYMEHTOB, COAepXalinx
pe3ynbTaTbl MOHUTOPUHra ahEKTUBHOCTU M GE30MacHOCTU NeKkapCTBEHHOro npenapara, 1 (Mnun) B OTHOLLEHUN
Buonornyecknx nekapcTBEHHbIX MpenapaToB pe3ynbTaTOB OCYLUECTBIIEHUST MEepOonpusATUA B COOTBETCTBUU C
NnaHoM YynpasrieHNss pUCKaMu, YTBEPXAEHHLIM YMONHOMOYEHHbLIM defepanbHbIM OpraHoOM UCMOSTHUTENbHOM
BMacTV Npu OCYLLECTBIIEHNW rOCyAapCTBEHHOW perncrTpaumm rnekapcTBEHHOro npenaparTa, B HENonHoM obbeme,
OTCYTCTBME MHMOPpMaLuK, noaTsepxaarowen dakT ynnatbl rocygapCTBEHHOM MOLWNWHBI 38 MoATBepXAeHune
rocygapCTBEHHON perncTpauuMu nekapCTBEHHOro npenaparta, nuMbo HenpeacTaBneHue 3asBUTENneM B
YCTaHOBMEHHbIA CPOK OTBETAa Ha YyKasaHHbll B 4acTu 6 HacTosweWn cTaTtby 3anpoc YMNOSIHOMOYEHHOrO
defepanbHOro opraHa UCMOSTHUTENBLHOW BNacTu, a Takke OTCYTCTBUE B YKa3aHHbIX JOKYMEHTax MHgopmauuu,
KoTopas AofkHa ObITb B HUX OTpaxeHa.

9. 3kcnepTu3a OTHOLUEHMSI OXMAAeMOW MOoMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS feKapCTBEHHOro
npenapaTta B LeNsx NoATBEpXOEeHWs rocyaapCTBEHHOW perncrpauun fiekapCTBEHHOro npenapata npoBOAUTCS
KOMUCCUEN SKCMEPTOB SKCMEPTHOMO YYpPEXAEHNS B CPOK, HE MPEBbLILIAILWMNA TPpUALATA paboumnx aHEN.

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-03)

10. B cnyyae HegoCTaTOMHOCTM NPEACTABMAEHHbIX 3KCNEPTY MaTtepuanos AMs Aa4M 3aKMOYEHNS B JIMYHbIN
KabMHeT 3asBUTENs B €OWHOW CMCTEME HanpaensieTcsi 3anpoc O NpeacTaBreHnM HeOOXOAMMBIX MaTepuarnos,
MOANMUCAHHLIA  pykoBoauTeneMm (YNorHOMOYEHHBIM JIMLOM) 3SKCMEPTHOrO YYPEXOEHUst C  UCMONb30BaHWEM
YCUINEHHOW KBanudunumpoBaHHOW 31EKTPOHHON Noanmncuy.

(vactb 10 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

11. BasBuTenb o6si3aH HanpaBUTb B NWYHLIA KaOMHET 3KCMEPTHOro y4pexaeHus B eOuMHOW cucTeme
MOAMUCaHHbIA YCUNEHHOW KBanMUUMPOBAHHOW 3MEKTPOHHOW MOAMUACLI0 OTBET Ha 3anpoc 3KCMNEPTHOro
YyUYpEeXOEHUSI B CPOK, He MpPEBbIAWMA LwecTuaecaTn paboumx AHEW Co AHA MNONyYeHUst SKCMEePTHbLIM
yUYpEeXOEHWEM 3MEKTPOHHOIO YBEAOMIIEHUSI O MOMyYEHUN 3asiBUTENEM YyKasaHHOro 3anpoca. Bpems co gHs
HanpaBneHnss B NUYHbIA KabuHeT 3asBuMTeNns B eOMHON CUCTEME 3anpoca 3JKCMEepPTHOro yuypexaeHus OO0 OHS
HanpaBlieHna 3aaBuTeneMm B JINYHBIA KaOuHeT OKCMNEePTHOro y4ypexageHuna B eLI,VIHOI7I cucremMe o0OTBeTa Ha
yKasaHHbI 3anpoc He Yy4MTbIBAETCA MPWU UCYUCIIEHMN CpOKa MPOBEAEHUST SKCNEPTM3bl OTHOLLUEHUS OXMUAaemMoWn
MoSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSI NTEKAapPCTBEHHOIO NpenapaTa Ha OCHOBaHWUM JOKYMEHTA, COAepKallero
pe3ynbTaTbl MOHUTOPUHIa 3MEKTUBHOCTU 1 GE30MACHOCTM NIEKAPCTBEHHOTO Npenapara.

(vactb 11 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

12. B cCpoK, He npeBbllalOWMA NATM paboumx OHEW CO [OHS HanpaeneHuss B JMYHBIA KabuHeT
YMOJTHOMOYEHHOro dheepanbHOro opraHa MCMNOMHUTENBHOW BNacTh B €OMHON CUCTEME 3aKIOYEHUS] KOMUCCUN
3KCMEepTOB MO pes3ynbTaTaM 3KCMEepTU3bl OTHOLUEHUS OXWMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
neKkapCTBEHHOro npenaparta, COOTBETCTBYHOLMIA YNOMHOMOYEHHbLIN heaepanbHbIi OpraH MCMOSTHUTENBbHOM
BNacTu:

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

1) oOCylLecTBNAET OLEHKYy 9TOro 3akmioyeHuss ONns onpeferneHvusl ero COOTBEeTCTBUS 3adaHuio Ha
npoBeaeHWe yKa3aHHOW aKCrnepTUabl;

2) NPUHMMAaET pelleHne O noareepXxXaeHumn rocyp,apCTBeHHon perncTtpaunm nekapCcTtBeHHOro npenaparta
unu ob oTkase B noareepXxneHun rocy/:l,apCTBeHHoM perncTtpaunm nekapCrBeHHOro npenaparta,

3) BHOCUT MNpU MPUHATUN PELLEeHUs O MOATBEPKAEHWWU roCyapCTBEHHOW perncrpauum nekapcTBEeHHOro
npenapaTta CBedeHMs1 B rOCY4AaPCTBEHHLIN PEECTP NIEKAPCTBEHHLIX CPEACTB M BblAaeT 3asBuTento beccpoyHoe
pervcTpaumnoHHOEe YOOCTOBEPEHUE JIEKAPCTBEHHOrO npenapara MNoCPeACTBOM HarpaBneHUs 4epes efuHbIN
noptan WU §WYHbIA KaOVMHEeT 3asBuUTENs B €OWHOM CUCTEME BbIMUCKM W3 TOCYOAPCTBEHHOINO peectpa
neKapCTBEHHbIX CPeacTB, NOAMNMCAHHON YCUNEHHOW KBaNMMULMPOBAHHOW 3MEKTPOHHOM NOAMNUCHIO.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

13. OcHoBaHveM [Ans oTkasa B MOATBEPXKAEHWM TOCYAapCTBEHHOW perucTpaumm nNeKapCTBEHHOrO
npenapata SBNSETCH  3aKMOYEHWe  COOTBETCTBYIOLLETO  YMOSIHOMOYEHHOrO  hefepanbHOro  opraHa
NCMONHUTENBHON BNacT O TOM, YTO PUCK MPUYMHEHMS Bpeaa 340POBbLI0 YeNoBeKa UMM XXMBOTHOFO BCreacTBue
npvema nekapcTBEHHOro npenapaTa npeBbilaeT 3pPEKTUBHOCTL €ro MPUMEHEHUS.

(B peq. PenepanbHoro zakoHa ot 04.06.2018 N 140-$3)

14. B nepuoa npoBeAeHUs npouenypbl NOATBEPXKOEHNS rOCYAapCTBEHHOW pernctpaumm nekapcTBeHHOMO
npenapaTa ero obpaweHnune B Poccuinckon degepaumm He npuocTaHaBnMBaeTCs.

15. JonyckaeTtcs obpalleHne nekapcTBEHHbIX NpenapaToB 10 UCTEYEHNS CpoKa roAHOCTU, NPON3BEAEHHbIX
B TEYEHWe CcTa BOCbMMUAECATU KaneHOapHbIX OHeW nocrne faTbl NPUHATUS YMONTHOMOYEHHbIM deaeparbHbIM
OpPraHoM WCMOJTHUTENbHOM BRACTU peLleHnst O NOATBEPKAEHUN rOCY4apCTBEHHOW pernctpaumm, B COOTBETCTBUN
C MH(popMaumen, coaepxallencs B JOKYMEHTaxX permcTpaumMoHHOro 4ocbe Ha fekapCTBEHHbIM Npenapat 4o AaThl
NPUHATUA TAKOro peLleHns.
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

KoHcynbTaHTln0C: npumeyaHue.
MonoxeHus cT. 30 (B pea. ®3 ot 30.01.2024 N 1-d3), kacarowmecs npeaocTaBneHuns roc. ycnyr nocpeacTsoM
€[ MHOW cucTeMbl 1 (Mnu) eguHoro noptana, npumensotes ¢ 01.01.2025.

Crtatba 30. BHeceHMe M3MeHEHUN B OOKYMEHTbI, coAepKaluyMeca B PerucTpauMoHHOM [OCbe Ha
3aperncTpMpoBaHHbIN JIeKapCTBEHHbIW NpenapaT Ans MeAULUMHCKOro NpUMeHeHuUs

1. B uensx BHeCEHWs W3MEHEHUA B [OOKYMEHTbl, coAepXallmecsas B pPerncTtpauumoHHOM [OoCbe Ha
3aperucTpupoBaHHbIN NeKapCTBEHHbIM npenapaTt Ang MeauLMHCKOro NMpUMEHEeHUs, AepxaTenb unu Bnageney
pPEerMcTpaumnoHHOro yaoCTOBEPEHUS NIEKAPCTBEHHOTO Npenapara UM yrnonHOMOYEHHOE UM Apyroe puanyeckoe
nMuo (ganmee B HacTosWwen cTaTbe - 3asiBUTENb) HanpaenseT MoCcpeAcTBOM €4MHOro nopTana B
YMNOSTHOMOYEHHbIV hefepanbHbIl OpraH UCMNONMHUTENBHOM BRacTM UM B JIMYHBIA KabWMHET ynosTHOMOYEHHOro
degepanbHOro  opraHa  WCMOMHWUTENBbHOM BRactTM B €4OMHOM  cuCTemMe  MOAMUCAHHOE  YCUITEHHOW
KBanM@UUUPOBAHHON SMEKTPOHHOW MOANUCLI0 3asiBfieHWe O BHECEHUU Takux WU3MeHeHMn no dopwme,
YCTaHOBMEHHON YNONMHOMOYEHHbIM defepanbHbiM OpraHOM UCMOMNHUTENBbHOW BRAAacTW, U npunaraemble K HeMy
N3MEHEHUs1 B yKa3aHHble AOKYMEHThI, @ Takke LOKYMEHTbI, nogTBepXaatome HeobXxoaguMoCTb BHECEHUST TaKMX
N3MEHEHNIA.

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 04.06.2018 N _140-®3, o1 30.01.2024 N 1-93)

1.1. MNpn HeobxoAMMOCTM BHECEHWst B [JOKYMEHTbl, cogepXalimecss B PErMcTpauMoHHOM [0Cbe Ha
3apEerMcTPUPOBaHHbIA NIEKAPCTBEHHBIN NpenapaTt And MeguUMHCKOrO NPUMEHEHMUS, U3MEHEHUA OTHOCUTENBHO
MecTa MpOM3BOACTBA JIEKAPCTBEHHOroO npenaparta Ans MeAWMLMHCKOro NpuMeHeHusi, Tpebyowmx npoBeaeHus
9KCMEepTM3bl KAaYecTBa NIEKAPCTBEHHbIX CPEACTB, 3asBUTENb OOMOMHUTENBHO HaNpaBnseT NocpeacTBOM e4NHOro
noptana B YMNOSIHOMOYEHHbIN dbefdepanbHbli  OpraH WCMOMHUTENbHOW BRAcTM UMM JNIMYHBIA - KabuHeT
YNOMHOMOYEHHOro beiepanbHOro opraHa UCNONHUTENBHON BNAacTU B €ANHON CUCTEME:

1) cBeaeHna O pJarte npenoctaBlieHnda U permcTtpauMoHHOM HOMepe JuUueH3nn Ha npoun3BoACcTBO
J1eKapCTBEHHbIX CpeacTB, a TakXe KOMui 3akniyYeHUda O COOTBETCTBUU Npon3BognUTeNAa NekapCTBeHHbIX CpeacTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

ONA MeAWLMHCKOro NpuMeHeHns TpeboBaHMAM OpaBwuil Hagnexallen NpOV3BOLACTBEHHON MPAKTUKW, UMW KOMUIO
cepTudukata COOTBETCTBUS MNPOU3BOOUTENS JIEKAPCTBEHHbIX CPeAcTB AN MEOAMLMHCKOrO MPUMEHEHUS
TpeboBaHMsIM MpaBuIl Haanexaiwlen MNpou3BOACTBEHHON NpaKTUKM EBpasniickoro 3KOHOMMYECKOrO COH3a,
BblAaHHbIX YMOMHOMOYEHHbBIM heaepanbHbIM OpraHoM WCMOMHUTENBHOM BNAcTM B OTHOLLUEHUX WU3MEHEHHOW U
(vnn) LoNonHEeHHOW NPOM3BOACTBEHHON NMOLWAAKM NIEKapCTBEHHOrO npenapara Ans MeanUUHCKOro NpuMeHeHns,
UNU KOMUIO peLleHnst YNONMHOMOYEHHOro heaepanbHOro opraHa WMCNOMHUTENBHOW BRAcTU O NpoBeAeHUU
hapMaLeBTMYECKON MHCNEKLMU MPOU3BOACTBA JIEKAPCTBEHHLIX CPeACTB ANs MEeOULMHCKOTO MPUMEHEHWUs] Ha
cooTBeTCTBME TpebOBaHNAM NpaBW Haanexallen Npon3BoACTBEHHON NPaKTUKN EBPa3ninckoro akOHOMMUYECKOro
COlo3a B OTHOLIEHWM W3MEHEHHOW W (MnM) AOMONHEHHOW MNPOM3BOACTBEHHOW MIIOWAAKN MeKapCTBEHHOMO
npenapaTta pgns MeAUUMHCKOro NPUMEHEHWs1 B Ccrlydae, ecnu MpOoM3BOACTBO JIEKAPCTBEHHOrO mnpenapara
ocyulectnsieTcs B Poccuiickon ®epepauuu;

2) KOnMWK NpefoCTaBfEHHOM YMONTHOMOYEHHbIM OpPraHoOM CTpaHbl NPOWM3BOAUTENS JIMLEH3UU Ha
NPOM3BOACTBO NEKAPCTBEHHOMO npenaparta Ans MeOULUMHCKOTO NMPUMEHEHWUs 1 ee MepeBof Ha PYCCKUN S3bIK,
3aBepeHHble B YCTAHOBMEHHOM MOps[Ke, a TakKke KOMUIo 3akfioYyeHWss O COOTBETCTBUWM MPOU3BOAUTENS
NeKapCTBEHHbIX CPeACcTB TpeboBaHWsSM NpaBun  Hagnexawen nNpou3BOACTBEHHOW MPaKTUKWA, WU KOMUIO
cepTudmkata COOTBETCTBUSI MNPOU3BOOUTENSI JIEKAPCTBEHHbLIX CPeacTB AN MEAMLMHCKOro MpUMEHEHUS
TpeboBaHMAM npaBu Hagnexawewn MNpon3BOACTBEHHONW NpaKkTUKM EBpa3suinckoro SKOHOMMYECKOTO COH3a,
BblOAHHbLIX YMNOMHOMOYEHHbIM dbeaeparnbHbiM OpraHoOM MCMOMHUTENBHOW BRAcTU B OTHOLUEHWM U3MEHEHHOW U
(MriM) OOMOMHEHHOW NpPOM3BOACTBEHHOW MIIOWAAKA FeKapCTBEHHOTO npenaparta, WM KOMUK  peLleHus
YNONTHOMOYEHHOrO defdepanbHOro opraHa MWCMOMHUTENbHOM BnactM O MpOBeAeHUn dapMaLeBTUYecKon
MHCMNEeKUMM MpOU3BOACTBA JIEKApCTBEHHbLIX CPEeACTB ANs MEAMLMHCKOro MNPUMEHEHWss Ha COOTBETCTBUE
TpeboBaHMAM NpaBui Hagnexaiwen Mnpon3BOACTBEHHON MNpPakTUKM EBpasMMCKOro 3KOHOMUYECKOrO COoH3a B
crny4yae, ecnv nNPOM3BOACTBO JIEKAPCTBEHHOrO MpenapaTta OCYLWeCTBNSAeTCA 3a npegenamu Poccuickom
degepauum.

(vactb 1.1 B peqg. ®egepanbHoro 3akoHa oT 30.01.2024 N 1-93)

1.2. Tpn HeobGXOOAMMOCTM BHECEHUS B [AOKYMEHTbl, COAepXaliMecs B perncTtpauMoHHOM [OoCbe Ha
3aperncTpupoBaHHbIA NeKkapCTBEHHbIM npenapaT ANns MeAWMUMHCKOro MpUMEHEHWs, U3MEeHEHUA OTHOCMTENbHO
nokasartenen kayecTBa NekapCTBEHHOro npenapara Ans MeaMunHCKOro NpMMeHeHns 1 (Mnm) MeTogoB KOHTPONs
KayecTBa lekapCTBEHHOro npenaparta AN MeauLMHCKOrO NpuMeHeHus, Tpebylolmx npoBeAeHUs 3KCNepTusbl
KayecTBa NeKapCTBEHHbIX CPeAcTB, 3asiBUTENb AOMOSMHUTENLHO HanpaBnsdeT nocpeacTBOM eAVMHOro nopTana B
YMOSTHOMOYEHHbIN heaepanbHbIl OpraH WCMONHUTENbHOM BAAcTU UMW NNYHBIA KabMHET YMNONTHOMOYEHHOrO
dhegepanbHOro opraHa UCNOMHUTENBHOW BNacTn B €QNHON cUcTeme:

1) cBegeHuss o [fdaTe nNpedoCTaBlieHWsl WM PErncTPauMoOHHOM HOMepe JIULEH3UM Ha Mpou3BOACTBO
NeKapcTBEHHbIX CPEACTB UMM CBeAeHUst O AaTe MpPefoCTaBeHns U PerucTpaLMoHHOM HOMEepe 3aKMYeHus O
COOTBETCTBUW MPOU3BOAUTENS NEKAPCTBEHHbIX CPEACTB TpeboBaHUAM NpaBun Hagnexallen NPon3BoACTBEHHO
NPaKTUKM UMK KOMUIO cepTudmKaTa COOTBETCTBUS NPOU3BOAMTENSA NEKAPCTBEHHbIX CPeAcTB AnA MeaULMHCKOro
npuMeHeHVs TpeGoBaHUAM [pPaBWU HaAnexallei NPon3BOACTBEHHOW NPaKkTUKM EBpasninckoro 3KOHOMUYECKOro
COl03a, BblOaHHbIX (MpenocTaBfeHHbIX) YNOMHOMOYEHHbIM hedeparnbHbiM OpraHoM UCMONHUTENbHOW BNactu B
OTHOLUEHMN TNPOW3BOACTBEHHOW MIOWaaKkM JIeKapCTBEHHOro npenapaTa, B Crfydae, €criM Npou3BOACTBO
nekapcTBEHHOro npenapara ocyllecTensetca B Poccuiickon degepaumu;

2) KONMWKO NpefoCTaBIEHHOM  YMONTHOMOYEHHLIM OPraHoOM CTpaHbl NPOWM3BOAUTENS  JIMLEH3UU Ha
NMPOM3BOACTBO NEKAPCTBEHHOMO npenaparta Ans MeOUUMHCKOTO NMPUMEHEHUS] U ee NMepeBoj Ha PYCCKUM A3bIK,
3aBepeHHble B YCTaHOBJIEHHOM MOpSAKE, a Takke CBeOeHUs O gaTe NpPeAoCTaBfeHuMst U permcTpauyuoHHOM
HOMEpe 3aKkr4yeHUss O COOTBETCTBUM MNPOM3BOAUTENSA J1EKAPCTBEHHbLIX CPEACTB TpeboBaHMAM npaBun
Hagnexallem npPoOM3BOACTBEHHOW MNPaKTUKW, WAM  KOMUKO cepTudumkata COOTBETCTBUS MpOM3BOAUTENS
NeKapcTBEHHbIX CPeAcTB  ANs  MEeOMUMHCKOrO  MpUMEHeHust  TpeboBaHuMsM  npaBun  Hagnexallemn
NPOM3BOACTBEHHOW  MpPaKTUKA  EBpPasuCKOro  9KOHOMMWYECKOrO  COK3a, BblAaHHbIX  YMONMHOMOYEHHBLIM
degepanbHbiM OpraHOM UCMOSHUTENbHOWM BACTM B OTHOLLEHUN MPOM3BOACTBEHHONM MIOLLAAKM NEKapCTBEHHOTO
npenapaTa, UM CBegeHusa o aate npeaocTaBfeHnUs U PEerMcTpauuoHHOM HOMEpPE PELLEeHUS YMOSTHOMOYEHHOro
dregepanbHOro opraHa MCMOMHUTENbHOM BNacTu O MpoBeAeHUN hapmaueBTUYECKOM MHCNEKLMM MPOM3BOACTBA
NeKapCcTBEHHbIX CPEACTB AN MEAULMHCKOrO NPUMEHEHMS Ha COOTBETCTBME TpebOoBaHWSAM NpaBun Hagnexallen
NPON3BOACTBEHHOW NpaKkTUKNM EBpasninckoro 3KOHOMWYECKOrO COK3a, ecnv MPOM3BOACTBO JlEKapCTBEHHOMo
npenapaTa ocylecTBnsieTcs 3a npegenamu Poccunckon ®enepaumn.

(yactb 1.2 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-$3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

1.3. TpuHATME pelleHns O BHECEHUUN U3MEHEHMUI UM 06 OTKase BO BHECEHUN U3MEHEHWUIA B AOKYMEHTHI,
cogepXawmecss B PErucTpauuMoHHOM [O0Cbe Ha 3aperMcTpuMpoBaHHbLIN  NIEKApPCTBEHHbIM MnpenapaTt  ans
MEOMLMHCKOrO MPUMEHEHUs, B Cnyyae HeoOXOAMMOCTU MpOBEAEHUs] IKCNepTu3bl KayecTBa NEeKapCTBEHHbIX
cpeacts M (M) IKCNEPTU3bl OTHOLUEHUS OXWOAEeMOMW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSN
nekapcTBeHHOro npenapaTta Ans MeOuLMHCKOrOo MPUMEHEHUS OCYLIECTBNAETCA B CPOK, He MpeBbILLatoLunii
nNaTMaecaT pabounx gHERn, a B OCTanbHbIX Cly4Yasdx B CPOK, HE MPEBbILAKWMIA AECATU pabounx OHEN CO OHS
HanpasfieHMs MocpeaCcTBOM €AMHOro nopTana B YMNOMHOMOYEHHbIN dhefepanbHbld OpraH MCAONHUTENbHON
BNacTU WNN NUYHBLIN KAaOMHET YMNONMHOMOYEHHOro defeparnbHOro opraHa MCMNOSHUTENbLHOW BRacTu B e€OWHOM
CUCTEME 3asiBIIEHUSA O BHECEHUWN TaKUX U3MEHEHUN.

(vactb 1.3 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pen. denepanbHOro 3zakoHa oOT
30.01.2024 N 1-03)

1.4. YnonHoMouyeHHbIi edepanbHblii  OpraH MCMNOMHWUTENbHOM BRactTu C  y4eTOM pesynbTaToB
(hapmakoHaa3opa M NPOBEPOK COOTBETCTBMUS NEKAPCTBEHHbIX CPEACTB, HAaXOASLWMXCA B rpaxkgaHckoMm obopoTe,
YCTaHOBIMEHHbIM TpeboBaHWSAM K WX KayecTBy B TeYeHMe [ecsaTu paboumx OHEerW COo [OHSA MOCTynneHus
COOTBETCTBYIOLLEN MHOPMaLUKN pasmelllaeT Ha CBOeM oduumnansHOM cante B ceTu "WHTepHeT" cBefeHus o
HEeODXOAMMOCTU BHECEHWUsI B WHCTPYKUMIO MO MEOMLMHCKOMY MPUMMEHEHMIO FeKapCTBEHHOro npenapara
N3MEHEHNA B OTHOLLEHMW CBEOEHMI O MOKa3aHUsX OM1s NMPUMEHEHUs U NPOTUBOMOKAa3aHUAX 19 NPUMEHEeHUs
NEKapCTBEHHOro npenapaTa, BbISABMEHHbIX MOOOYHbIX AEUCTBUAX, HEXenaTenbHbIX peakumsx npu npuMeHeHun
NekapCTBEHHOro npenapata M HanpasnseT MOANUCAHHOE YCUINEHHOW KBanuuUMPOBaHHON 3NEKTPOHHON
MOANUCHLID YBEOOMJSIEHWE B JMYHLIN KabWHET 3asiBUTENS B €4MHOM CUCTEME, a TaKkKe B JIMYHble KabMHeTbl
3asaBMTENEN B €OWHOW CUCTEMeE, SBNSIOWMUXCA AepXaTenamu wunuv  Bragenbuamy  perncTpaumoHHbIX
YOOCTOBEPEHUN B3aMMO3aMEHSAEMbIX FEKAPCTBEHHbIX MNpenapatoB (UKW YNOMHOMOYEHHBIX UMW OpPYrnX
IOPUONYECKMX NnL).

(yactb 1.4 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93; B pen. PepepanbHoOro 3zakoHa oOT
30.01.2024 N 1-03)

1.5. epxatenb nnv Bnagenew perncTpaumMoHHOro yaoCTOBEPEHMS NIEKapCTBEHHONO nNpenapara, a Takke
aepxatenu unu  Briagenblbl  PErNCTPaUMOHHBLIX  YOOCTOBEPEHMI  JIEKAPCTBEHHbIX MpenapaTtoB  (Unu
YMNOSIHOMOYEHHbIE VMW Opyrue puanyeckue nuua), KoTopble SABNSATCA B3auMo3aMeHsieMbIMKU, 0653aHbI
HanpaBUTb B NMNYHbIA KAOMHET YNONTHOMOYEHHOrO doefeparnbHOro opraHa UCNONTHUTENBHOM BracTy NOANUCaHHbIE
YCUMNEHHbIMU  KBanUULMPOBAHHLIMU  ANEKTPOHHBLIMU  NOANUCAMM  3aSIBNEHUS O BHECEHUUM WU3MEHEHUN B
OOKYMEHTbI, cofepXalluecs B perMcTpauMoHHbIX JOCbe Ha 3aperncTpyMpoBaHHbIE NIEKAPCTBEHHbIE MpenapaThbl
ONd  MeOMUUHCKOrO MPUMEHEHUS, B OTHOLUEHMU CBEAEHWW, YKa3aHHbIX B WHCTPYKUMU MO MeOULMHCKOMY
NPUMEHEHNIO JEKAapCTBEHHbIX MpenapaToB, B TeYeHWe Ccopoka pabounmx [OHeW CcOo OHA  NOJyYeHus
YMNOSTHOMOYEHHbIM hbeaeparnbHbIM OpraHOM MCMOMHUTENBHOW BRACTU 3NEKTPOHHOIO YBEAOMITEHUS O MOSNyYEeHUN
Jepxatenem wnu BnagenbLemM pPerMcTpauMoHHOrO YAOCTOBEPEHWS NEeKapCTBEHHOro npenaparta  (unu
YNOMHOMOYEHHbIM UM APYrUM IOPUANYECKMM NULOM) MHOPMaLMK, YKkaszaHHOW B YacTu 1.4 HacTosLLen cTaTbi.
[aHHoe TpeboBaHWe He pacnpoCTPaHAETCsl Ha Cryvyan BHECEHUS B MHCTPYKLMIO MO MEAMLUHCKOMY MPUMEHEHMIO
NeKapCTBEHHOro npenapata M3MEHEHUN B OTHOLUEHMM HOBbIX MOKa3aHWM ANt NPUMEHEHUSI NIeKapCTBEHHOro
npenapaTa Ha OCHOBaHUWN pe3yNnbTaTOB COOTBETCTBYHOLLMX UCCIIELOBaHNN.

(yactb 1.5 BBegeHa PepepanbHbIM 3akoHOM OT 27.12.2019 N 475-93; B pen. PepepanbHoOro 3zakoHa oOT
30.01.2024 N 1-03)

2. PeweHne o0 npoBedeHMM IKCMEPTU3bl KayecTBa IEeKapCTBEHHbIX CpeactB U (Mnn) 3KcnepTuabl
OTHOLLEHUST OXMOAEMOW MOoNnb3bl K BO3MOXHOMY PWUCKY TMPUMEHEHUS JIeKapCTBEHHOro npenapaTta Aans
MEOMLMHCKOro MPUMEHEHUS NPUHUMAETCS B COOTBETCTBUM C YTBEPXKAEHHOW YNOMHOMOYEHHbIM doeaeparnbHbiM
OpraHoM WCMNOMHUTENbHOW BnacTu knaccudukalmen U3MeHEeHU, BHOCMMbIX B AOKYMEHTbI, coaepxalumecs B
perucTpaunoHHOM A0Cbe Ha 3aperMcTpupoBaHHbI NeKapCTBEHHbIN nNpenapar.

(vacTb 2 B peq. ®enepansHoro gakoHa ot 30.01.2024 N 1-03)

3. 3asButenb BnpaBe nNpeAcTaBUTb MO COOCTBEHHOW MHWLUMATMBE BMECTE C 3asiBIIEHUEM O BHECEHUM
N3MEHEeHWU B JOKYMEHTbI, CoAepXKalunecs B perMcTpaLMoHHOM 0OCbe Ha 3aperncTpUpOBaHHbIA NIEKAPCTBEHHbI
npenapatr Ans  MeOMUMHCKOrO  NPUMMEHEHWUsi, PEeKBU3UTbl  [OKYMEHTOB, MOATBEpXAawwmx ynnaTty
rocy4apCTBEHHON MOWNWHBLI 32 BHECEHWEe B [OKYMEHTbl, COAepXallMecss B pPerucTpauMoHHOM [oCbe Ha
3aperMcTpupoBaHHbI NEKAapPCTBEHHBLIA NpenapaT ANs MeOWLMHCKOTO MPUMEHEHUSI, U3MEHeHWI, Tpebytowmx
NpPOBEAEHUS SKCMEePTU3bl NMTEKAPCTBEHHbBIX CPEACTB B YACTW 3KCMEPTU3bl KayecTBa J1eKapCTBEHHOrO CPeacTBa U
(MnKn) 39KCNepTU3bl OTHOLLIEHWST OXMOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEKAPCTBEHHOIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

npenapata Ans MeAWUMHCKOrO MNPUMEHEHWs, FOCYAapCTBEHHOM [OLWAWHbI 33 BHECEeHWe B [OKYMEHThI,
cogepxalimecs B perucTpaumMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbIA  FIEeKapCTBEHHbIM MpenapaTt  Ans
MEOVLMHCKOrO NPYMEHEHUs, U3MEHEHUN, He TpebyoLwmMX NpoBeeHNs IKCNepTU3bl eKapCTBEHHOro CpeacTaa, a
Takke BbldaBaemble (NpegocTaBnsieMble) YNONHOMOYEHHbIMU dedepanbHbIMU  OpraHaMyM  MCNOMHUTENbHON
BNacTM [AOKYMeHTbl (cBedeHus), ykasaHHble B 4actax 1.1 u 1.2 Hactoswen crtatbu. B cnyvae wux
HenpeacTaBneHns ynornHOMOYEHHbIN befepanbHbld opraH UCMONMHUTENBHON BRacTu 3anpalunBaeT yKasaHHble
OOKYMEHTbI (CBEeAEHNs1) B NOpsiaKe MEXBEAOMCTBEHHOIO MHGPOPMAaLMOHHOIO B3aUMOAENCTBHUS.

(B pea. PenepanbHbix 3akOHOB OT 27.12.2019 N 478-93, o1 30.01.2024 N _1-93)

4. B TeyeHue naATM paboumx AHENW CO OHA MNOCTYNMEHUS YKasaHHOro B 4actu 1 HacTodAwen cratbu
3asBMEeHNst U HEOBXOAMMbIX JOKYMEHTOB YNONMHOMOYEHHbI dheepanbHbIi opraH UCNOMHUTENBHOW BNacTu:
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) nNpoBOAMT NPOBEPKY MOMHOTHI M LOCTOBEPHOCTM CBEOEHUN, COOEPXALLMXCA B MPEACTaBMEHHbIX
3asgBuUTENEM MaTepuanax;

2) NpuUHMMaeT pelleHVe O MPOBEdEeHWMM YKasaHHbIX B YacTW 2 HacToslel cTaTbyW COOTBETCTBYHOLLMX
9KCMEepTU3 NIEKaPCTBEHHOMO CpeCcTBa Uin 06 OTKase B UX NMPOBEAEHUU;

3) HanpaBnsieT B JIMYHbIA  KaOMHET 3asiBUTenst B €4MHOW CcUCTeME MNOAMWCAHHOE  YCUITEHHOM
KBanMuUMPOBaHHON 3MEKTPOHHOM NOAMUCHI0 YBEAOMIIEHME O MPUHATOM PELUEHMU UMW B Criyvae MPUHSATUS
pelleHns o6 oTkase B NpoOBEeAEHMN COOTBETCTBYIOLLEN SKCMEPTM3bl C YKa3aHMEM NMPUYMH TaKOro oTkasa.

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-93)

4.1. B cny4yae BbISBNEHUS HEOOCTOBEPHOCTU CBEAEHU, coaepKallMXCa B NpeacTaBneHHbIX 3asBuTenem
MaTepuanax, yrnorHOMOY€EHHbIN hefepanbHbli OpraH UCMONHUTENBHOW BracTU HanpaensieT B NNYHbIN KabUHeT
3a8BMTENss B €AMHOW cucTeme 3anpoc 00 YTOYHEHMM YKa3aHHbIX CBEAEHWI, MNOAMUCaHHBIA  YCUNEHHON
KBanuuumMpoBaHHOMW ANEKTPOHHOW NOAMMUCHIO.

(vacTb 4.1 B peq. PepepanbHoro gakoHa ot 30.01.2024 N 1-93)

4.2. 3asgutenb o00si3aH HanpaBuUTb B JMYHbLIA KabOWMHET YMNOMHOMOYEHHOro doeAeparnbHOro opraHa
WCNONMHUTENBHOW BNacTW B €AWHOW CUCTEME MOAMUCAHHBLIN YCUMEHHOW KBanuULUMPOBAHHOW 3SMNEKTPOHHOM
noanncblo OTBET Ha 3anpoc YMNONIHOMOYEHHOro dhedepanbHOro OpraHa WCMONMHUTESNIbHOM BRacTu B CPOK, He
NpeBbILALWNA AeBAHOCTa pabounMx OHEN €O OHSA MNONyYeHUst YMNOSIHOMOYEHHbIM doefeparnibHbiM  OpraHoM
WCNOSTHUTENBHOM BNACTU 3MEKTPOHHOr0 YBEOOMIEHWUS O MOMyYeHUM 3asBuTeneM AaHHoro 3anpoca. Cpok,
yKkasaHHbIi B 4acTu 4 HacTosien cTaTby, NPUOCTaAHABNMBAETCS CO AOHS HanpaBneHusl B JINYHbIA KabuHeT
3as8BMTENS] B €0MHOM CUCTEME 3anpoca YNOSTHOMOYEHHOro dhefepanbHOro opraHa UCMONHUTENbHOW BnacTn Ao
OHS1 HanpaefeHWst B NIUYHbIA KaOMHET YNONHOMOYEHHOro (hefdepanibHOro opraHa MCMOSIHUTENbHOW BriacTu B
€[VHON cucTemMe OTBeTa Ha AaHHbIA 3arMpoc U He yYUTbIBAETCHA MPU MCYUCIIEHMM CPOKa MPUHSTUS pPeLleHust O
BHECEHUM M3MEHEHUN B [OOKYMEHTbI, coAepXaliMecsi B PerncrpaumoHHOM [O0Cbe Ha 3aperncTpupoBaHHbIN
nekapcTBEHHbIN NpenapaT Ans MeAULUMHCKOro NpUMEHEHMS.

(vacTb 4.2 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-93)

5. OcHoBaHMeM AOfis OTKasa B NPOBEAEHMM YKAa3aHHbIX B YaCTW 2 HACTOSILLEN CTaTbM 3KCMNEPTU3 SABMSIETCS
npeacTaBneHne LOOKYMEHTOB, MEPEeuYUCreHHbIX B 4vactsax 1 u 3 HacToswen cratbu, B HEMNoOnHoM obbeme,
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBMNEHHbIA CPOK OTBETA Ha ykasdaHHbIN B 4acTu 4.1 HacTosilen cTaTbu
3anpoc ynosiHOMOYEHHOro hedepanbHOro oOpraHa WCNOMHUTENBHOW BRAcTW, a Takke OTCyTCTBME B
NPeACTaBMeHHbIX [JOKYMEHTax [AOCTaTOYHbIX CBeOEeHW, MOATBEPXKOAAKWMX HeobXoaMMOCTb BHECEHWUS
M3MEHEHWUW, WNM OTCYyTCTBME MWHpopMaumn, noaTBepxaawowen (akT ynnaTbl FOCYAapCTBEHHbIX MOLUSVH,
yKasaHHbIX B YacTu 3 HacTosLLEN CTaTbW.

(B pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

6. YKasaHHble B 4acTu 2 HacTOsILLEN CTaTbM 3KCMEPTU3bl NPOBOAATCS B MOPSIAKE, YCTAHOBIIEHHOM CTaTbew
23 HacToswwero ®enepanbHOro 3akoHa.

7. B cpok, He npeBbIWaoLWwmnn NATM paboumx gHen co AHA HanpaBrneHus NnocpeacTBOM €4MHOro noprana B
YMONHOMOYEHHbBIN beaepanbHbIl OpraH WCMNOSIHUTENBHOW BMacTyu WU MWYHbIA KabuHeT YnoNHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHOW BNactTM B €AMHOW  cuCTeMe  MNOAMUCAHHbBIX  YCUNEHHbIMU
KBanM@ULUUPOBAHHLIMWN  3MEKTPOHHBIMX  NOANUCAMM  3aKMIOYEHWA KOMWUCCUI  3KCNEPTOB MO  pesynbraTam
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

yKa3aHHbIX B YacTW 2 HacCTOsILLEN CTaTbW SKCMEPTU3, YNOMHOMOYEHHBIN defeparnbHbIi opraH UCMOMHUTENbHON
BRacTu:
(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-93)

1) NpUHNUMaeET pelleHne o BHECEHUN N3MEHEHNIN B OOKYMEeHTbI, cogepxalinecda B permctpauMoHHOM OoCbe
Ha 3apeFMCTpI/IpOBaHHbIl7I ﬂeKapCTBeHHbIVI npenapat Ana MeauMumHCKOro npuMeHeHusa, unm 00 oTkase BO
BHECEHMWMW TaKNX N3MEHEHWIA;

2) BHOCWUT B roCy[apCTBEHHLIN peecTp feKkapCTBEHHbIX CPEACTB Ha OCHOBaHWM PELUEHMSI O BHECEeHWUU
N3MEHEHWU B LOKYMEHTbI, COAEpXKaLLMECs B PErMCTPALMOHHOM LOCbE Ha 3aperMcTPUpPOBaHHbIN NIEKapCTBEHHbIN
npenapaT Ans MeauLMHCKOro NpMMeHeHusl, Heo6XoaUMble U3MEHEHUS;

(B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3) BbldaeT 3asiBUTENIO HOBOE PErncTpaumoHHOE yOOCTOBEPEHME NEKaApCTBEHHOro npenapara B criyyae
NU3MEeHeHNs CBeeHUIN, COAepXaLlMxca B HEM, NyTeM HanpasreHusi 3asBUTEN0 NOCPeaCTBOM €AMHOro noprana
U1 B NUYHBIA KabWHET 3aaBUTENS B eQMHON CUCTEME BbIMUCKN U3 rOCY4apCTBEHHOrO peectpa NeKapCTBEHHbIX
cpeacTB, NOANUCAHHOW YCUIMEHHOWN KBanMUUMpoOBaHHOW 3MEKTPOHHOM NOAMNUCHIO.

(n. 3 BBegeH PepepanbHbiM 3akoHoM oT 22.12.2014 N 429-93; B pen. PenepanbvHoro 3akoHa ot 30.01.2024 N
1-03)

8. OcHoBaHVeM AN oTkasa BO BHECEHUM U3MEHEHWIA B JOKYMEHTbI, codepkalumMecss B perncTpaunoHHOM
[OCbe Ha 3aperucTpupoBaHHbIi JNIEKApCTBEHHbIA Mpenapat Ans MeOuUMHCKOro MNPUMEHEHWs, SIBNsSieTcs
3aKII0YEeHMEe YMOSTHOMOYEHHOIO (oefepasibHOr0 opraHa MCMONHMTENbHOM BRacTu O BO3MOXHOCTM CHVPKEHWS
6e30nacHOCTU, kayecTsa, apdEeKTUBHOCTY NEKAapPCTBEHHOIO CPeACTBa B Cryvae BHECEHUS TakMX U3MEHEHW.

9. OonyckaeTtcsi obpalleHve nekapCTBEHHbIX NMpenapaToB ANS MeOUUMHCKOTO NPUMEHEHNs OO0 UCTeYeHUs
CpoKa rofHoCTH, NPou3BefeHHbIX B TeYEeHNe cTa BOCbMUOECATU AHEN nocne AaTbl NPUHATUS YNONMHOMOYEHHbBIM
defepanbHbIM - OpPraHoM  WCMOSTHUTENbHOW  BIlacTU  pelieHnss O BHECEHUN W3MEHEHWA B  [OKYMEHTbI,
cofepxalumecs B permctpaumoHHOM [OoCbe, B COOTBETCTBUU C UHOpMaumen, copepxallenca B AOKYMEHTax
pervcTpaumoHHOro OChe Ha NeKkapCTBEHHbIN npenapaT A0 AaTbl NPUHATUS TAKOro peLUEeHUs.

(vactb 9 B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-93)

10. MNpaBuTtenbctBo Poccuiickon ®epepauun BrnpaBe YCTaHOBUTb QCOBEHHOCTU BHECEHWSI U3MEHEHWUA B
OOKYMEHTbI, coaeprKallnecs B perucTpaumMoHHOM A0Cbe Ha 3apermcTpUpoBaHHbIN NIEKAPCTBEHHbIN NpenapaT 45
MEOMLMHCKOrO MPUMEHEHUd, B cryvyae AedekTypbl UM pucka BO3HWKHOBEHUS AedekTypbl NekapCTBEHHbIX
npenapaTtoB B CBA3W C BBedeHWeM B oOTHoweHun Poccuiickon ®denepauum  OrpaHUYMTENbHBIX  Mep
3KOHOMMYECKOro XapakTepa.

(yactb 10 BBegeHa depepanbHbiM 3akoHoMm oT 08.03.2022 N 46-93)

KoHcynbTaHTlnoC: npuMmeyaHue.
MonoxeHus cT. 31 (B pea. ®3 ot 30.01.2024 N 1-93), kacarowmecs npeaoCTaBNeHNs roc. YCIyr NnocpeacTsoM
eanHoro nopTtana, npumenatoTcs ¢ 01.01.2026.

Cratba 31. BHeceHMe M3MeHeHUM B AOKYMEHTbI, coAepXaliuecs B peructpayMoHHOM AOCbe Ha
3aperncTpupoBaHHbIN NIeKapCTBEHHbIN Npenapar Ansa BeTepUuHaApHOro NnpMMeHeHus

1. B uenax BHECEHMA W3MEHEHVWN B [AOKYMeHTbl, codepXawmecs B PerucTpauumoHHOM [OCbe Ha
3aperncTpupoBaHHbLIV NeKkapcTBEHHbIM NpenapaT ANA BeTEpPUHapHOro NpUMEHeHUs, AepxaTtenb unu srnagenew,
perncTpaLmoHHOro yaoCTOBEPEHUS NEKAPCTBEHHOMO Npenapara Unn ynonHoOMOYeHHOe UM Apyroe iopuanyeckoe
nMuo (manee B HacTosWwen cTaTbe - 3asBWUTEnb) HanpaenseT MocpeAcTBOM €AMHOro nopTtana B
YMOSTHOMOYEHHbIN dhegeparnbHbIn opraH UCMNOMNHUTENBHON BMNacTu noanucaHHoe ycuneHHomn
KBanM@UUUPOBAHHOW 3MEKTPOHHOW MOAMWCLI0 3asiBfieHMe O BHECEeHMM TakuX W3MeHeHWn no dopme,
YCTaHOBMIEHHON YMOMHOMOYEHHbIM hefepanbHbiM OpraHoM MCNOMHUTENbHOW BNAacTu, W npunaraemble K Hemy
N3MEHEHNs B YKasaHHble JOKYMEHTbI, a Takke AOKYMeHTbl, MoaTBepxaatoLmne HeobxoaMMOCTb BHECEHUS TaKmnx
nameHeHu. Npn HeobXxoaMMOCTM BHECEHUS M3MEHEHUN B [OKYMEHTbI, CoaepXalimMecs B perncrpalyoHHOM
0OoCbe Ha 3aperncTpuMpoBaHHbIN NEeKapCTBEHHbLIM npenapat And BeTepUHapHOro MNpUMEHeHus, B Cry4asx
N3MeHeHunss 1 (MnNn) JONONHEHNSA NPOU3BOACTBEHHOWN MITOLLAAKN NEKapCTBEHHOIO CPeacTBa, a Takke N3MeHeHNs
nokasartenen KayecTBa NekapCTBEHHOro npenapaTa Afis BETePUHaApHOro NpuMeHeHus 1 (M) MeTo4oB KOHTPONS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

KayecTBa NeKapCTBEHHOrO Npenapara Ans BEeTePUHapHOro NpUMEHEHNs 3asBUTENb OOMNOMHUTENBHO HanpaenseT
NnocpeaCcTBOM e4QUHOro noprana B YNONMHOMOYEHHbIM doefepanbHbIil OpraH UCMOSNTHUTENbBHON BRacTu criegylowme
OOKYMeHTbI (CBegeHus):

(B pea. PenepanbHbix 3akOHOB OT 27.12.2019 N 478-®3, o1 30.01.2024 N 1-$3)

1) cBegeHus o paTe NpPefoCTaBfEHUss U PErMcCTPauMOHHOM HOMEpe JIIMUEH3MM Ha NpPOM3BOLACTBO
NeKapCTBEHHbIX CPEACTB, NPEAOCTaBIEHHON NPOM3BOAMTENIO NEKApCTBEHHOMO MpenapaTta Ansi BeTepMHAapHOro
NPUMEHEHNS, OS5 POCCUNCKUX NPON3BOAUTENEN;

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-$3)

2) cBegeHuss o paTe NpefdoCTaBfeHUss U PErucTpauMoHHOM HOMepe IULEH3UM Ha MPOU3BOACTBO
NeKapcTBEHHbIX CPeacTB, NpPedoCTaBleHHOW MPOM3BOAMTENID (HapMaLEeBTUHECKOW CyOCTaHUMKM, BXOASILLEA B
COCTaB NeKapCTBEHHOrO npenapara Ans BeTepUHapHOro NPUMeEHEHNs, AN POCCUIACKUX NPOU3BOAUTENEN;

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-$3)

3) KonuA [OOKYMEHTa, BblAAHHOMO YMONHOMOYEHHbIM OpPraHoOM CTpaHbl MPOW3BOAUTENS AN  Kaxaoi
MPOV3BOACTBEHHON  NIoOWAAKXW  JIeKapCTBEHHOTO  MpenapaTa Ans  BeTepMHapHOro  MPUMEHEHUS U
NoATBEPXKAAIOLLEr0 COOTBETCTBME MPOU3BOAMTENS JIEKapCTBEHHOrO npenapata TpeboBaHWAM  [paBuil
HaZnexallen Npou3BOACTBEHHON MPaKTUKW, U €ero nepeBod Ha PYCCKUMN A3blK, 3aBepeHHble B YCTaHOBMEHHOM
nopsiake, a Takke KOMus 3aKIioYEeHUst O COOTBETCTBMM MPOU3BOAMUTENS JIEKAPCTBEHHLIX CpeacTB TpeGoBaHUAM
npaBu/l Hagnexallen Npou3BOLACTBEHHOW MNPAKTUKWU, BblAAHHOTO YMONIHOMOYEHHbLIM dhefdeparnbHbiM OpraHoM
UCMONMHUTENbBHOW BnacTW AN KaxaoW NpoW3BOACTBEHHOW NIOLWAAKW JIeKapCTBEHHOro rnpenapata Aans
BETEPVMHAPHOrO TMPUMEHEHNs!, MO0 KOMWA pelleHuss O MPOBEAEHUWN WHCMEKTUPOBaHUS MPOU3BOAUTENS
NEeKapCTBEHHbIX CPEACTB, NMPUHATOrO YMOTHOMOYEHHbIM (hedepanbHbiM OpraHoM WUCMONHUTENbHOW BRacTy Ans
Ka)kgon MpOW3BOACTBEHHONW MMOLAAKM NeKapCTBEHHOro npenapata AN BeTepuHapHOro  NpUMEHEHUS.
YkasaHHble OOKYMEHTbl NpPencTaBnsioTcA B Cllyyae, ecn MpOM3BOACTBO JeKapCTBEHHOro npenaparta Aans
BETEPUHAPHOIo NPUMEHEHUs OcyLLecTBNsieTcs 3a npefenamu Poccuiickon depepauuu;

4) konus JOKYMEHTA, BblJAHHOMO YMOJTHOMOYEHHBIM OPraHOM CTpaHbl NPon3BoAUTENS hapMaLeBTUYECKON
cybCcTaHuuM 1 nogTBEpPXOatoLLero CoOoTBETCTBME NPOM3BOANTENSA hapMaLEeBTUYECKON CyOCTaHL MK, BXOOSALEN B
COCTaB IeKapCTBEHHOro npenaparta Ansi BETEpPUMHAPHOro npumeHeHus, TpeboBaHMAM OpaBun Hagnexalien
NPOV3BOACTBEHHOW NPAKTUKW, U ero NepeBod Ha PYCCKUIA A3blK, 3aBEepPeHHble B YCTAHOBMEHHOM Mopsiake, B
crny4yae, ecnu npou3BoAcTBO hbapmaleBTUYECKOM CcybCcTaHLMKM OCYLLECTBSIETCS 3a npegenamu Poccuickom
degepauum.

(vactb 1 B peq. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae nameHeHus u (Mnn) ONOSHEHNSA NPOU3BOACTBEHHON MNOLWAAKM NeKapCTBEHHOrO CpeacTBa
OOKYMEHTBI, yKa3aHHble B YacTu 1 HaCTOsILLEN CTaTbW, NPEACTABNSATCS 3asBUTENEM B OTHOLLIEHUM N3MEHSAEMOM
n (Mnu) OONOMHSAEMOW MPOU3BOACTBEHHOW NIOWAAKA FeKapCTBEHHOIO cpeAcTBa. PeweHve o BHeceHuu
N3MEHEHN B JOKYMEHTbI, COAepKallmecss B permcTpauuoHHOM O0Cbe Ha 3aperMcTpyMpoOBaHHbIN NIEKAPCTBEHHbIN
npenapaTt Ans BETEPUHAPHOro MNPUMEHEHMs, N 00 oOTKase B WX BHECEHUM MPUHMMAETCs B Chnydae
HeobXxooMMOCTN MPOBEAEHUS] IKCMEPTU3bl FNIEKAPCTBEHHOrO CPeACcTBa B CPOK, HE NpeBbILIALWMIA OEBAHOCTA
pabounx OHeN, a B ocTarbHbIX Cry4asix B CPOK, He MpeBbILLALLMIA TpUaLaTN paboumx 4HEen Co AHA HanpaBreHus
NoCpeACcTBOM €AMHOro noprarna B YNONTHOMOYEHHbIN dbeaeparnbHblil OpraH MCMOMHUTENBLHOW BNAcTy 3asBIeHNs
O BHECEHUWN TaKUX U3MEHEHUN.

(yactb 1.1 BBegeHa PepepanbHbiM 3akoHom oOT 04.06.2018 N 140-93; B pen. PepepanbHoOro 3zakoHa OT
30.01.2024 N 1-03)

1.2. B cnyyae peopraHusauuu gepxartens WM Bnagenbla PerncTpauMoHHOro YAOCTOBEPEHUS
NeKapCcTBEHHOro Mpenapata [Ans  BeTepyMHapHOro TMpPUMEHeHWs, paspaboTyvMka unM  npousBoauTens
NeKapCTBEHHOro npenapaTa AN BEeTEPMHAPHOTO MPUMEHEHWUS B 3asiBFIEHWM O BHECEHUM W3MEHEHUA B
OOKYMEHTbI, coAepXalluecs B perncTpaLumMoHHOM A0Chbe Ha 3aperMcTpypoBaHHbIi NEKApCTBEHHbIM NpenapaT Ans
BETEPUHAPHOIO  MPUMEHEHWs,  YyKasblBalOTCA  [aHHble  [OKyMeHTa, MNOATBepXOdalolero  BHECeHue
COOTBETCTBYHOLUNX U3MEHEHUA B EOWHbIA rocygapCTBEHHbI peecTp lopuavyeckux nuy (Ona opraHusauuin,
3aperMcTpupoBaHHbIX Ha Tepputopun Poccuiickoit depgepauunn), UK MHOTO [OOKYMEeHTa, NMOATBEPXKOaoLero
peopraHnsaumio lpMaNYecKoro nuua (Ans opraHv3auuii, He 3aperncTpMpoBaHHbIX Ha TeppuTopun Poccuickol
degepaumn). 3asiBneHne 0 BHECEHUN U3MEHEHWI B JOKYMEHTbI, COAepKallnecs B perucTpaumoHHOM JOCke Ha
3aperMcTpUpoBaHHbIi NEKapCTBEHHBIM npenapaTt Ons BEeTEPUHAPHOrO NMPUMEHEHWUs, U MpunaraemMbie K Hemy
JOKYMEHTbI HanpasnsloTca MNOCPeACTBOM €AMHOro rnopTtana B YNONHOMOYEHHbIN doedepanbHbiii  opraH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

NCMONHUTENBHON BriacT He NosgHee Yem yepe3 TpuauaTb paboumx OHEN CO AHA BHECEHMSI COOTBETCTBYHOLLMX
N3MeHeHu B EQuHBIV roCcyaapCTBEHHbIN peecTp opuanyecknx nuu (Ans opraHM3auuii, 3aperncTpupoBaHHbIX Ha
Tepputopun Poccuiickon degepaumm) Nnm co AHSA NPUHATUS COOTBETCTBYIOLLEro JOKYMEHTa, NoATBEPXAatoLwero
peopraH13aumio loprManudeckoro nuua (4na opraHnsauun, He 3aperucTpupoBaHHbLIX Ha Tepputopun Poccumnckon
®epepaumun). B cnyyae peopraHusaumv fepxatend wunu Bnagenbua perncTpauvoHHOro yAoCTOBEpPEHUS
nekapCTBEHHOro npenapara A8 BeTepUHapHOro NpUMEHeHNs 3asiBNeHne 0 BHECEHUN U3MEHEHUI B JOKYMEHTHI,
cofepxaiimecs B PerucTpaumMoHHOM [OCbe Ha 3aperMcTpypoBaHHbIA  NEKapCTBEHHbIN npenapart  Ang
BETEPMHAPHOro MNpUMEHEeHUs, MNofdaeTcs PUANYECKUM IUMLOM, KOTOPOMY B XOAE peopraHusauun nepegaHo
npaBso BnafeHus Takum perncTpaumoHHbIM YAOCTOBEPEHNEM.

(yactb 1.2 BBegeHa PepepanbHbiM 3akoHom oT 02.08.2019 N 297-903; B pen. PepepanbHOro 3zakoHa OT
30.01.2024 N 1-93)

2. B cnyyae BHeceHVWs W3MEHeHWA B [OKYMEHTbl, cofepxaliMecss B PerncrpauyoHHOM [JOCbe Ha
3aperucTpupoBaHHbIA NeKapCTBEHHbIM npenapaT Ans BEeTEepUMHapPHOro NPUMEHEHWUs, B OTHOLLUEHUWU CBEOEHUN,
yKasdaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkTa 7 yactn 3 ctatbn 17 HacToswero ®egepansHOro
3aKOHa, U3MEHEHUS W (Mnn) OOMOSTHEHWS NPOU3BOACTBEHHON NNOLLAAKN NEKapCTBEHHOro CpeAcTBa, a Takke B
crny4yae n3MeHeHus nokasaTenen kayecTBa fieKapCTBEHHOro npenapara Ans BeTepUHAPHOro NPUMEHEHNS 1 (Unn)
METO[AOB KOHTPOMs KayecTBa JleKapCTBEHHOro npenapata Ans BeTepuHapHOro npUMEHEHUs MNpoBOAUTCS
3KCnepTn3a NekapCTBEHHOro CpeAcTBa AfA BETEepUHAPHOro nprvMeHeHus. B crniyyae HeobGxoaMMOCTN BHECEHUS
MHbIX W3MEHEHWN B [OOKYMEHTbl, COAepXaluMecs B pPerncTpauMoHHOM [OCbe Ha 3aperncTpypoBaHHbLIN
nekapcTBeHHbIN npenapaT Afs BETEepUMHapHOro MNPUMEHEHUs, 3JKCnepTu3a IeKapCTBEHHOro cpeactea Ans
BETEPMHAPHOro NPUMEHEeHNs He NPOBOANTCA.

(B peq. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. 3asButenb BnpaBe nNpeAcTaBWUTb MO COOCTBEHHOW MHWUMATMBE BMECTEe C 3asiBieHMEM O BHECEHUM
N3MEeHEeHU B JOKYMEHTbI, CoAepXallmecs B perncTpaumMoHHOM AOCbe Ha 3aperMcTpupoBaHHbIV NIEeKapCTBEHHbIN
npenapat Ans  BETEPUHApPHOrO  MPUMEHEHUS, PEKBU3UTbI  JOKYMEHTOB, MOATBEPXAAloWMX  ynnaty
rocygapCTBEHHON MOLWMMHbLI 32 BHECeHWe B AOKYMEHTbl, CcodepXallMecs B PerucTpaumoHHOM [ocbe Ha
3aperncTpupoBaHHbIA NeKapCTBEHHbIN npenapaTt AN BETEPUHApPHOro MpUMEHEHUs, U3MeHeHWU, TpebyroLLnX
npoBedeHUs SKCNepTU3bl NTEKapCTBEHHOrO CPeACTBa, UMW U3MEHEeHU, He Tpebylowmx NpoBeaeHNs IKCNepTu3bl
nekapcTBeHHoro cpegcrtBa. B crnyyae HeobxooMMOCTM  WM3MEHEHWs CBeAeHWn, coepalmxcs B
perucTpaumoHHOM yAOCTOBEPEHUN FeKapCTBEHHOro npenapata Ans  BeTepuMHapHOro MPUMEHEHUH, C
3asBreHneM, ykasaHHbIM B 4YacTu 1 HacTosilen cTaTbW, 3asBWUTENb BNpase MNpeacTaBUTb MO COBCTBEHHOM
MHULUMATMBE PEKBU3UTLI [OKYMEHTa, noATBepXalwero ynnaty rocygapCTBEHHOW MOLWMHbI 3a Bblgavy
perMcTpaumMoHHOro YAOCTOBEPEHUs JleKapCTBEHHOro npenaparta. 3asBuTenb BrpaBe NpPeacTaBuTb Mo
COBCTBEHHOW MHMUMATMBE CBEAEHWS O NULEH3MSAX, yKa3aHHble B NyHKTax 1 1 2 yactu 1 HacTosen ctaTtbu, a
Takke BblaBaeMble YMONHOMOYEHHbIMW defeparibHbiMU OpraHaMu WCMOSHUTENBHON BNAacTu [OOKYMEHThI,
yKasaHHble B NyHKTe 3 4actu 1 HacTosdwen cratbn. B crnyvyae HernpeacrtasrieHUs Yyka3aHHbIX [OKYMEHTOB
(cBegeHuin) ynornHOMOYeHHbIM bedepanbHbll  OpraH  WCMONHUTENbHOW BriacTU  3anpalimBaeT  YKasdaHHble
OOKYMeHTbI (CBeAeHus1) B Nopsiake MexXBeAoMCTBEHHOMO MHAPOPMaLMOHHOIO B3auMOAENCTBUS.

(B peq. PenepanbHbix 3akoHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N 1-93)

4. B cpok, He npeBbiWwawWwmi gecatn paboumx OHeW CO OHS MOCTYMMEHUs ykasaHHOro B 4Yactu 1
HacTosALEeN CTaTbW 3asBMEHUS W HEeOoBXOoOUMbIX [AOKYMEHTOB, YMONTHOMOYEHHBIN deaepanbHbI  opraH
NCNOMHUTENBHOW BNacTu:

1) NpPOBOAMT NPOBEPKY TMOMHOTHI M OOCTOBEPHOCTM CBEAEHWI, COoAepKaluxcs B MNpeacTaBreHHbIX
3anaBUTENEM OOKYMEHTaX;

2) NMPUHUMaET pelleHne O npoBeaeHnn J3KCNnepTu3bl J1IeKapCTBEHHOINoO cpeanctsa ANlid BEeTepUHaApHOro
NPUMEHEHUA UNn 00 oTkase B ee npoBeaeHnn;

3) HanpaBngeTr  nNocpeacTBOM  e4MHOr0  nopTrana  3asdABUTEN  NOAMUCAHHOE  YCUITEHHOW
KBanMUUMPOBaHHON 3EKTPOHHON MOAMUCHIO YBEAOMIIEHME O MPUHATOM pEeLleHUW UnuM B criydae NpuHATUS
pelleHns o6 oTkase B NPOBEAEHMM IKCNEPTU3bl NEKAPCTBEHHOIO CPEACTBA OS5 BETEPUHAPHOIO NPUMEHEHUS C
yKasaHveM NpUYMH Takoro oTkasa.

(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

4.1. B cnyyae BbIsiIBNeHUsT HEOOCTOBEPHOCTU M (MNM) HEOOCTATOMHOCTUM CBEAEHWUW, COAepXaluuxcsi B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

NPeACcTaBMeHHbIX 3asiBUTENEM MaTtepuanax, YNoJIHOMOYEHHbIN deaeparnbHbIl OpraH MCMONHUTENBLHON BMNACTy
HanpaBnseT nocpeacTBOM €eOuHOro nopTtana 3asBuMTENnto 3anpoc 00 YTOYHEHWM YKasaHHbIX CBeOeHWN,
nognucaHHbIA YCUNEHHON KBannUUMpOBaHHOW 3NIEKTPOHHOW NOAMMUCHIO.

(vacTb 4.1 B peq. PepepanbHoro gakoHa ot 30.01.2024 N 1-93)

4.2. 3asBuTenb 0653aH HanpaBUTb NMOCPEACTBOM €4UHOro rnopTana B YMNOSIHOMOYEHHbIV deaeparnbHbIn
OpraH MCMOSTHUTENBHON BNACTU MOAMUCAHHbBIA YCUNEHHOW KBanNnUUUPOBAHHOW 3MEKTPOHHOM NOAMMCHI0 OTBET
Ha 3anpoc YMOSTHOMOYEHHOro dedeparibHOro opraHa MCMOSIHUTENBHOW BNacT B CPOK, HE MpEBbILLAOLLMNA
OeBsiHocTa pabouynx OHen Co [HSA MONyYeHUs YMOSTHOMOYEHHbIM dedepanbHbiM OpraHoM WUCMOSTHUTENBHOM
BNacTU 3MEKTPOHHOrO yBEAOMIEHNS O MNOMyYeHUN 3asaBuTeNeM AaHHOro 3anpoca. Cpoku, ykasaHHble B Yactu 1.1
HacTosLLen cTaTbW, NPUOCTAHaABNUBAKOTCA CO OHA HanpaBneHusl MOCPeACTBOM eAMHOro nopTana 3asiBUTEnNto
3anpoca ynosTHOMOYEHHOro hefiepanbHOro opraHa UCMONTHUTENbHOW BNacT 40 AHS HanpaBneHus NOCPeACTBOM
€JWHOro noprana B yNofIHOMOYEHHbIN dhefeparbHbI OpraH UCMOMHMTENBHOW BACcTU OTBETA Ha AaHHbINA 3anpoc
W HEe YYUTbIBAOTCA MNPU WUCHUCIIEHUN CPOKa MPUHATUSA PELLUEHWS O BHECEHWUM W3MEHEHWA B [OOKYMEHTHI,
cogepXawmecss B PErucTpauuMoHHOM [O0Cbe Ha 3aperMcTpuMpoBaHHbLIN  NIEKApPCTBEHHbIM MnpenapaT  ans
BETEPMHAPHOrO NPUMEHEHUS.

(vacTb 4.2 B peq. ®PenepansHoro zakoHa ot 30.01.2024 N 1-93)

5. OcHoBaHveM ANsi oTkasa B MPOBEAEHUN SKCMEPTU3bl NEKAPCTBEHHONO cpeacTBa Ansi BETEPUHAPHOrO
NpUMEHEeHNA ABndeTCca npeacrtaBneHne JOKYMEHTOB, YKa3aHHbIX B HacTAaXxX 1Tn3 HaCTOFllJJ.eIZ CTaTbW, B HEMOJTHOM
obbemMe wunu OTCYTCTBME B MPEACTaBMEHHbIX [OKYMEHTaxX [OCTaTOYHbIX CBEAEHWMW, NOATBEPXAAOLLMX
HeOOXO4MMOCTb BHECEHUS M3MEHEHUI, MO0 HENpPeACTaBeHNE 3asBUTENEM B YCTAHOBIEHHbLIA CPOK OTBETA Ha
yKasaHHbI B YacTh 4.1 HacTosien cTaTby 3anpoc YNONIHOMOYEHHOrO hefepanbHOro opraHa UCMOMHUTENbHOM
BracTu.

(B peq. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

6. OKcnepTM3a NekapcTBEHHOIrO CpeacTBa AN BETEPUHAPHOrO NPUMEHEHUS B LIENSIX BHECEHUS N3MEHEHWIA
B [OKYMEHTbI, COAepKallumMecs B pPermcTpaumMoHHOM AOCbe Ha 3aperncTpMpoBaHHbIN fiekapCTBEHHbIV npenapaT
ONnsi BETEPUMHAPHOIrO NPUMEHEHMS!, OCYLLECTBMSIETCS B MOPSAKE, YCTAHOBNEHHOM cTaTbel 24 HacTosALero
depnepanbHOro 3akoHa.

6.1. B cpok, He npeBbllialWniA AecaTn pabounmx OHeM CO AHSA HanpasreHusl NOoCpPeAcTBOM eOMHOro
noptana B YMNOMHOMOYEHHLIN defepanbHbll OpraH MWCNOMHUTENBHOM BnacT MNOAMMCAHHOIO  YCUITEHHOM
KBannuUMpOBaHHON 3MEKTPOHHOM MOAMMCHI0 3aKIMFYEHNST KOMUCCUM IKCTMEPTOB MO pes3yrbTaTtaM YKa3aHHOW B
YyacTu 2 HacTosILLEN CTaTbW SKCNEPTU3bI, YNOSTHOMOYEHHbIN doeaeparbHbI OpraH UCNOMHUTENBHOW BNacTK:

(B pea. PegepanbHbix 3akoHoB 0T 02.08.2019 N 297-®3, o1 30.01.2024 N 1-$3)

1) NPpUHUMaET pelleHne o0 BHECEHUN N3MEHEHNIN B OOKYMEHTbI, cogepxalinecd B permctpaumMoHHOM OoCbe
Ha 3apeFMCTpI/IpOBaHHbII7I HeKapCTBeHHbIVI npenapartr ngna BeTepuHapHOro npuMeHeHuA, WUnm 00 oTkase BO
BHECEHWMW TaKUX N3MEHEHWI;

2) BHOCWUT B rOCY[apCTBEHHLIN pPeecTp feKapCTBEHHbIX CPEACTB Ha OCHOBaHWM PELUEHMSI O BHECEHWUU
N3MEHEHWUI B JOKYMEHTbI, CoAepXallnecs B perMcTpaLMoHHOM AOCbe Ha 3aperncTpUpoBaHHbIA NEKAPCTBEHHbI
npenapar ans BETEPUMHAPHOro NPUMEHEHUs, HEOOX0AMMbIE U3MEHEHUS;

(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

3) BblgaeT 3asgBUTEND HOBOE pPErncTpaumoHHOEe YAOCTOBEPEHWE IeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOrO MPUMEHEHUA B Cryyae HeoOXOOUMOCTU W3MEHEHUS CBedEeHWW, COAepXaluMxcs B HeM, C
COXpaHeHMeM HoMepa paHee BblAaHHOIO PermcTpauvoHHOrO YOOCTOBEPEHUS NeKapCTBEHHOro mpenapara Ans
BETEPUHapPHOro NPUMEHEHHS.

(n. 3 BBeaeH PegepansHbIM 3akoHom oT 02.08.2019 N 297-93)
(4acTb 6.1 BBegeHa PepepanbHbiM 3akoHoM oT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCeHVsi U3MEHEHWI B OOKYMEHTbI, COAepKallMecs B PEerucTpauMoHHOM [oCbe Ha
3apErMcTPUPOBaHHbIA NEKAPCTBEHHbIM NpenapaT Ans BeTepuHApHOro TMPUMEHEHWs, B 4acTW, Kacarolueics
U3MeHeHuss U  (MnKn)  OOMONHEHWs1 NPOW3BOACTBEHHOW MMOWAAKM  NEeKapCTBEHHOro npenapata, npu
npeacTaBrieHUM 3asiBUTENEM B COOTBETCTBMM C MyHKTOM 3 4acT 1 HacTosilel cTaTbM KOMUM peLLeHUs
YNONMHOMOYEHHOTO  befiepanbHOro  opraHa  WUCMOMHWUTENbHOW BMacTh O MPOBEAEHUM  UHCMEKTUPOBAHUS
NPOV3BOAMTENS  NEKapCTBEHHbIX CPEACTB  CPOK, YKasaHHbIM B 4actu 6.1 HacTosAwel  craTby,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

NPUOCTaHaBNNBAETCHA CO AHSA NMOMNyYEeHUs1 3aKIIOYEHNST KOMUCCUMUN SKCMEPTOB A0 AHA NPUHATUSE YNONMHOMOYEHHBLIM
degepanbHbiM OpraHOM MCMOSTHUTENbHOW BAacTW pelleHnst O Bblaadve unm ob oTkase B Bblgaye 3akio4veHus o
COOTBETCTBMM MPOM3BOOUTENS NTEKAPCTBEHHLIX CPeACTB TPeOOoBaHNSM NpaBuil Hagexallen Npon3BOACTBEHHON
NpPaKTUKN, HO He Boree Yem Ha CTO BOCEMbAECAT pabounx gHEN.

(4acTb 6.2 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

7. OcHOBaHMEM Ansl OTKa3a BO BHECEHUN M3MEHEHWI B JOKYMEHTbI, COAepXallMecs B permcTpaLuoHHOM
[OCbe Ha 3apermcTpuUpoBaHHbIA NEKAapCTBEHHLIN MpenapaTt Ofsi BETEPUHAPHOro MPUMEHEHUs!, B Cryyasx, He
TpebyoLwmx MNpoBeOeHNsa 3KCNepTU3bl EeKapCTBEHHONO CPEACTBa, SBNSAETCA NpPEeACTaBfeHMe [OOKYMEHTOB,
yKasaHHbIX B 4Yactsax 1 m 3 HacTodwen ctatbu, B HEMONHOM OObeMe WM OTCYTCTBME B MPELCTaBIEHHbIX
OOKYMeHTax CBeOeHW, KOTopble AOIMKHbl ObiTb B HUX OTpaXKeHbl, MO0 HenpeacTaBleHue 3asiBUTENEM B
YCTaHOBIEHHbIA CPOK OTBETA Ha yKa3aHHbI B 4Yactu 4.1 HacToswen cTaTbuM 3anpoc YMNOSTHOMOYEHHOrO
doegepanbHOro opraHa UCMNOSIHUTENbLHOW BNACTW.

(vactb 7 B peq. PepnepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHOBaHWeM Ans oTka3a BO BHECEHUN U3MEHEHWIN B JOKYMEHTbI, COAepXaLluecs B permctTpauuoHHOM
JOCbe Ha 3aperucTpuvpoBaHHbIA EeKapCTBEHHbLIN MnpenapaT Ansi BETEPUHAPHOTO MPUMEHEHUs, B cry4vasx,
TpebyoLlwmx NpOBEAEHUSA 3KCNEpPTM3bl JIEKAPCTBEHHOrO CPEACTBa, SABMSETCH 3akMmyeHue YMOSTHOMOYEHHOMO
degepanbHOro opraHa WCMNOSHUTENBHOW BractM O BO3MOXHOCTU CHWXKeHus 6es3onacHoCTM, Ka4vecTBa,
3 pEeKTUBHOCTM NEKAPCTBEHHOrO NpenapaTa BCNeACTBME BHECEHUS UBMEHEHUIN B YKa3aHHbIE JOKYMEHTbI, OTKa3
YMNOIHOMOYEHHOro beepanbHOro opraHa WCMOSNTHUTENbHOM BfacTM B Bbldaye 3akioYeHUs O COOTBETCTBUM
npon3BoauTENs NeKapCTBEHHbIX CPEACTB TPpeboBaHWSM MpaBuIl Hagnexalwlen NPou3BOACTBEHHOW MPaKTUKM B
crnyyae M3MeHeHust 1 (Unu) JOMOSNIHEHWS MPOWM3BOACTBEHHOM MIOLAAKU FlekapCTBEHHOro npenapara, ecnu
NMPOM3BOACTBO NIEKAPCTBEHHOMO Npenaparta A BETEPUHAPHOrO NMPUMMEHEHNS OCYLLECTBISAETCA 3a npeaenamu
Poccuiickonn ®egepaumm, unm oTCyTCTBME STOIO 3aKMOYEHUS.

(vacTb 7.1 BBegeHa depepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

8. [onyckaeTcsi obpallleHne nekapCTBEHHbIX NPenapaToB 4119 BETEPUHAPHOrO NMPUMEHEHUS 0O UCTEYEHUS
CpoKa rogHoCcTH, NPOu3BeAEeHHbIX B TEYEHNE CTa BOCbMUAECATU OHEN nocne AaTbl NPUHATUS YNONHOMOYEHHbBIM
degepanbHbiM  OpPraHoOM  UCMOSIHATENbHOW BacTM  pPEeleHMst O BHECEHUN W3MEHEHUN B [LOKYMEHTbI,
cogepXawmecsi B perMcTpaumMoHHOM [OCbe Ha feKapCTBEHHBLINM Mpenapart, B COOTBETCTBMM C MHAOpMauuven,
cofepXallencst B OKyMeHTax permcTpauuoHHOro A0Cke Ha NeKapCTBEHHbIN npenapaT 40 AaTbl MPUHATUSA Takoro
peLleHus.

(vacTb 8 B peq. ®PenepansHoro zakoHa ot 22.12.2014 N 429-93)

KoHcynbTtaHTlntoC: npumedaHue.

O BO3MOXHOCTU OOpalleHnsi B PP nekapCTBEHHLIX MpenapaTtoB Mocrne MNpUHATUA pelleHnss o6 OoTMeHe
rocperncTpaumm u UCKITFYEHHbIX U3 peecTpa dapmaueBTUYecknx cyoctaHumi cm. cr. 4 3 ot 30.01.2024 N
1-98.

Crtatbsa 32. OTMeHa rocyfapCTBEHHOMN perMcTpauum nekapcTBeHHOro npenapara

PeweHne 06 OTMEHe rocygapCTBEHHOM perucTpauuy IekapcTBEHHOro mnpenapata W UCKIHYEeHUN
NeKapCcTBEHHOro npenapaTa W3 T[OCYAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPEACTB  MPUHMMAaEeTCs
YNOSTHOMOYEHHBIM heaeparibHbIM OPraHOM UCMOSTHUTENBHOW BAcTyh B criyyae:

1) npeacTaBneHUst COOTBETCTBYIOLIMM YMNOMHOMOYEHHLIM (beeparnbHbiM  OpraHOM  UCMOMHUTENbHOM
BMacTU 3aKMOYEHUS O PUCKE MM 06 yrpo3e 3[0POBbi0, KM3HW YEnoBeKa MIM XKMBOTHOTO MPW MPUMEHEHUM
NeKapcTBEHHOro Mpenapara, MNpeBblllarWmx ero adeKTMBHOCTb, MO pe3ynbTaTtaM OCYLIECTBIIIEMOrO UM
MOHUTOpPMHra 6e30MacHOCTM NeKkapCTBEHHOro npenapara;

KoHcynbTaHTlnt0C: npumeyaHue.

MonoxeHusa ct. 32 (B ped. ®3 ot 30.01.2024 N 1-®3), kacawowmecs NpefocTaBrneHUs roc. ycnyr npu
obpallleHnn nekapcTBEeHHbIX CPeacTB: AN MeOAUUMHCKOro NMPUMEHEHUs MOCPEeACTBOM €AUHON CUCTEMbl W
(vnn) epuHoro noptana, npumendTcad ¢ 01.01.2025; ona BeTepuHApHOro MNPUMEHEHUS MOCPeLCTBOM
eanHoro nopTtana, npumenatoTcs ¢ 01.01.2026.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

2) nogayn gepxaTtenemMm unu BnagenbLeM perncTpaumoHHOro yaoCcToOBEPEHWSI NeKapCTBEHHOro npenapaTa
WX YNONTHOMOYEHHBIM UM OPYTMM IOPUONYECKUM JINLIOM 3asiBrieHns 06 OTMeHe rocyaapCTBEHHON perncrpaumm
nekapcTBeHHOro npenapara, NOAMUCAHHOIMO YCUNEHHOW KBanvduuupoBaHHOW SMNEKTPOHHOW NOAMNUCHIO, MyTeMm
€ro HanpasfieHMs NOCPEeACTBOM €4MHOro nopTtana B YNOAHOMOYEHHbIN doedeparibHbIi OpraH MCMONHUTENbHON
BNacTU WNN NUYHBLIN KAaOWHET YMONMHOMOYEHHOro defeparnbHOro opraHa MCMNOSHUTENbLHOW BRacTu B e€OWHOM
cucTeme;
(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-03)

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.01.2026 n. 3 - 6 cT. 32 He pacnpOCTPaHAKTCA Ha NPaBOOTHOLLEHMS, BO3HUKaKOLWME Npy obpalleHun
NEeKapCTBEHHbIX CpeacTB AN MeauumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).

3) HenoATBepPXKAEHUS TOCYAAapPCTBEHHON perucTpaumy rnekapCTBEHHOro npenapaTta no UCTEYEeHUMU Cpoka
OEVCTBUS pETNCTPALMOHHOIO YAOCTOBEPEHUS, BbIAAHHOIO Ha NATL JET;

4) HenpencTaBneHus 3asiBUTENEM WHopmMaumm, KoTopasi MOXeT MnoBfeyb 3a cobon HeobXoaMMOCTb
BHECEHUS] M3MEHEHUN B [OOKYMEHTbl, COAepXaliMecsi B PErncrpaumoHHOM [0Cbe Ha 3aperncTpupoBaHHbIV
nekapcTBEHHbIN NpenapaT, B TeYeHne TpuauaTti paboumx gHEN Co OHA HAaCTYNNeHNs aTUX U3MEHEHNI;

5) ocylecTBneHuss rocygapCTBEHHOW perucTpauuyM nekapcTBEHHOrO npenapata Mod  TOProBbIM
HauMeHOBaHWEM 3aperMcTpMpoBaHHOrO paHee o4 3TMM TOProBbIM HAMMEHOBAHMEM JEKAPCTBEHHOrO
npenapara, OTNIMYaloLLEerocsi Ka4eCTBEHHbIM COCTaBOM AENCTBYHOLLMX BELLECTB;

(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

6) ocyLlecTBneHUss rocygapCTBEHHOW perncrpauum OOHOrO M TOro Xe JIeKapCTBEHHOro npenapaTta B
OTHOLUEHMN OOHOro WM TOrO Xe AepaTens Unu Brnagernbla perncTpauuoHHOro yaoCTOBEPEHUSA NEKapCTBEHHOMO
npenapaTa B Buae ABYyX 1 6onee nekapCTBEHHbIX NpenapaToB noj pasfnnyHbIMU TOProBbIMU HAMMEHOBAHUAMU;
(n. 6 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7) BbIHECEHUSI Cy[OM pPELUEHWs O HapyleHun npaB npaBoobnagatenss 06GbeKTOB WMHTENNeKTyanbHOM
COBCTBEHHOCTM NpW 0BpaLLEHNN NEKAPCTBEHHbIX CPEACTB;

KoHcynbTaHTlnoC: npumeyaHue.
C 01.01.2026 n. 8 cr. 32 He pacnpoCcTpaHseTCs Ha NPaBOOTHOLUEHWUS, BO3HMKalLuMe npu obpalleHun
NeKapCTBEHHbIX CPeacTB Ansa meguumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).

8) oTcyTCTBMA MekapcTBEHHOro npenaparta B obpaweHun B Poccuiickon Pegepaumn B TedeHne Tpex u
Bonee ner;
(n. 8 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9) HeBbINONHEHWUs AepXaTenem unu BnagenbuemM perucTpauuoHHOro yaooCTOBEPEHUSI NeKkapCTBEHHOro
npenapata nMbO YMONHOMOYEHHbIM WMW OPYTMM  HOPUAMYECKMM JIMLOM MEeponpuaTMin no obecneyeHuto
0€e30nMacHOCTU JNEeKapCTBEHHbIX MpenapaTtoB, YCTAHOBMEHHbLIX YMOJTHOMOYEHHbIM deaepanbHbiM  OpraHoMm
WCNOSTHUTENBHOW BNAacTU B COOTBETCTBUM C YacTaMmun 3 U 4 ctatbn 64 Hactoswero denepanbHOro 3akoHa, B
pamkax ocyLlecTBrneHus bapmakoHaa3opa;

(n. 9 BBegeH defeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10) oTkasa gepxartens unu Bnagenbla PerMcTpauMoHHOro YAOCTOBEPEHUSI NeKapCTBEHHOro npenapara
nmMbo YNONMHOMOYEHHOFO MMMW [OPYroro HPUAMYECKOrO nuua OT BHECEHUS] W3MEHEHWA B WHCTPYKLUUIO MO
NPYMEHEHMIO NEeKapCTBEHHOTO MpenapaTta, KacaloLwMXCsi HOBbIX MOATBEPXOEHHbIX AAHHbIX O TOM, YTO PUCK
NPUYMHEHNs Bpeda 340pPOBbI0 YeroBeka WNW XUBOTHOTMO BCNEACTBME MpuemMa IekapCTBEHHOro npenaparta
npesbillaeT 3dEKTUBHOCTb Ero NPUMEHEHMS.

(n. 10 BBegeH depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-93)

CrtaTtbs 33. locyaapcTBEeHHbIN peecTp NeKapCTBEHHbIX CPeacTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

1. FocyaapCTBEHHbIV PEECTP feKapCTBEHHbIX CPEeACTB COAEPXUT NepeyveHb NeKapCTBEHHbIX NpenapaTtos,
npoLleLlnx rocyaapCTBEHHYIO PerMcTpauuio, nepeyeHs hapmaueBTUYECKUX CyOCTaHLMIA, BXOASLIMX B COCTaB
NeKapcTBEHHbIX NpenapaTos, ¥ crieaytoLLyo MHopMaLmio:

1) B OTHOLUEHUN NeKapCTBEHHbIX NpenapaToB:

a) HauMeHoBaHMe NEKaPCTBEHHOrO Npenaparta (MexayHapogHoe HenaTeHTOBaHHOE, Ui rpyNnNMpPOBOYHOE,
NN XMMNYECKoe N TOProBoe HaMMeHOBaHNS);
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHas opma C yka3aHMeM [O3VPOBKW FeKapCTBEHHOro npenapaTta M ero Konuyectsa B
noTpebnTensCcKon ynakoBke;

B) HauMMeHOBaHMe [epXaTensa wnu Bragenbua pPerncTpaumMoHHOro YAOCTOBEPEHUS JleKapCTBEHHOro
npenapata W CBeAeHWs O perncrTpauum aepxartens wnv Bnagenbua perncTpaumvoHHOro YAOCTOBEPEHWUS
neKapcTBeHHOro npenaparta Ans MeAUUUHCKOro MNPUMEHEHWs B KayecTBe HaroronnaTenbliyka B CTpaHe
permctpaumm (ans POCCUNCKUX HOPUANYECKUX UL, - OEHTUMUKALMOHHBIN HOMep Hanoronnatenswuka (MHH),
ONA WMHOCTPAHHBLIX OPUAMYECKUX UL, - CTpaHa perucrpauuv, HauMeHOBaHWe pPerucTpupylowero oprada,
perMcTpaumoHHbIN HOMep, KO HanoronnaTtenbLmka B CTpaHe pernctpaumm (MHKopnopawumn) unu ero aHarnor);
(nn. "B" B pea. ®enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

F) HanMeHOoBaHMEe W agpec npoumsBoauTena nekapCTBeHHOro npenapata M cBegeHuna O perncrpadmu
npoun3soauTena nekapCTtBeHHOro npenaparta anda MmeguumnHCKoro npuMmeHeHnda B Ka4ecTtBe Hanoronnartenblnka B
CTpaHe pervctpaumm (anst POCCUMCKMX HOPUAMYECKMX NUL, - MAEHTUMUKALMOHHBLIA HOMEP HanoronnatenbLmka
(MHH), Ans MHOCTpaHHbIX PUANYECKMX NUL - CTPaHa PerncTpauumn, HaMMeHOBaHUe PErMcCTPUPYIOLLEro opraHa,
perncTpaumoHHbIi HOMEP, KA HanoronnaTenbLyka B CTpaHe permcTpaumm (MHKopnopaumm) Unu ero aHanor);
(mn. "r" B peqg. PegepanbHoro 3akoHa oT 28.12.2017 N 425-93)

a) dapmakoTepaneBTMyeckas rpynna, Kon NneKapcTBEHHOro npenapaTa no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudukauuy, pekoMeHgoBaHHOW  BcemupHoOM  opraHusauunen
3[paBOOXPaHEHNS;

(mn. "g" B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)
€) NoKasaHusa 1 NPOTUBOMNOKa3aHWs K MPUMEHEHUIO NIeKapCTBEHHOMO Npenapara;
X) NoBGoYHLIE ENCTBNS NIEKAPCTBEHHOrO Npenapara;
3) CPOK rOHOCTM NEeKapCTBEHHOrO nNpenapara;
1) YCrOBUS1 XpaHEHNS NiekapCTBEHHOMO Npenapara;
K) YCrnoBWsi OTMyCKa NeKapCTBEHHOrO Npenapara;

n) HoMmep hapMmaKkonenHom cTaTby UMK B Clydae ee OTCYTCTBUS HOMEP HOPMAaTMBHOWM JOKYMeHTauun nmdo
HOPMAaTMBHOIO OOKYMEHTAQ;

M) JaTa rocyapCTBEHHOW permcTpaumm ekapCcTBEHHOTO NpenapaTta U ero perMcTpaumnoHHbIA HoMep, AaTta
3aMeHbl PErncTpauuoHHOIO YAOCTOBEPEHUS NEKAPCTBEHHOIO Mpenapata Ha OeccpoyHoe perncrTpauuoHHOoe
yOOCTOBEPEHME JIEKAPCTBEHHOrO npenaparta, gaTa nogadn 3asiBleHUsi O MOATBEPXOEHUN rocyAapCTBEHHOWN
perncTpaumm nekapCTBEHHOro mnpenapaTa, gaTa OTMEHbl FOCYLapCTBEHHOW perucrpaumm fekapcTBEHHOro
npenapaTa;

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

H) Ka4yeCTBEHHbIA COCTaB W KONMYECTBEHHbIN COCTaB AEWCTBYIOLLMX BELLECTB U Ka4yeCTBEHHLIN COCTaB
BCMOMOraTesbHbIX BELLLECTB JIEKapCTBEHHOMO npenaparTa;
(nn. "H" BBeaeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

0) MHdopMaums 060 BCcex paspeLleHHbIX BUAax BTOPUYHON (MOTPeObUTENbCKOM) YNaKkoBKY;
(mn. "o" BBeaeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

n) pgata MPUHATUS PpeleHnss O BO3MOXHOCTM paccMaTpvBaTb JIEKapCTBEHHbIN MpenapaTt npu
rocya4apCTBEHHOW peructpauum B KadecTBe oOpchaHHOro feKkapCTBEHHOro mnpenaparta (4ns nekapCTBEHHbIX
npenapaToB AN MeOULUHCKOrO NPUMEHEHUS);

(nn. "n" BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03; B pea. PepepanbHoro 3akoHa ot 27.12.2019 N
475-93)

p) HanuuMe neKapCTBEHHOro Mnpenapata B NEpPeyYHe XKU3HEHHO HEeOOXOAMMBIX W BaXKHEMLUMX
NeKapcTBEHHbIX NpenapaToB (AN NekapcTBEHHbIX NpenapaToB N5 MeAULMHCKOro NPUMEHEHUS);
(nn. "p" BBeaeH d®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pea. PepepanbHoro 3akoHa ot 27.12.2019 N
475-93)

C) HamuMumMe B JEKapCTBEHHOM MpernapaTe HapKOTUYECKMX CPeacTB, MCUXOTPOMHbLIX BELIECTB U WX
NpekypcopoB, nognexawux koHTponto B Poccuickon depepauumn, B COOTBETCTBUMM C 3aKOHOOATENbCTBOM
Poccuiickon ®depnepauun, mexayHapoaHbeiMu gorosopamu Poccuiickon depepaumu, B ToM uucrnie EawnHomn
KOHBEHLIMEN O HApKOoTUYecKkux cpeacrBax 1961 roga n KoHBeHUMEN 0 NCUXOTPONHbIX BewecTBax 1971 roaa;

(nn. "c" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

T) MH(popMaUns O TOM, SBNSAETCA N AaHHbIA NEKapCTBEHHbIN npenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(nn. "T" BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

y) cBedeHus O nMogade 3asdBfieHWss O BHECEHMM W3MEHEeHWA B [AOKYMEHTbl, coepxalwmecs B
perMcTpaumoHHOM A0Chbe Ha NekapCTBEHHbIV Npenapar;
(nn. "y" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

&) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbivi 3akoH oT 27.12.2019 N 475-03;

X) CPOK BBELEHUSI NTEKAPCTBEHHOIO Npenapara 4f1s BeTEPMHAPHOro NPUMEHEHUS B rpaxxgaHckmin obopoT;
(nn. "x" BBegeH ®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-93; B pen. PeagepanbHoro 3akoHa ot 30.01.2024 N
1-03)

L) MHdopMauus o ToMm, SBNSETCA NW AaHHbIN NEeKapCTBEHHbIN npenapaT opdaHHbIM NeKapCTBEHHbIM
npenaparTom, UMMyHOBUOMOrMYECKNUM NEKapCTBEHHbIM NpenapaToM, pagnodapmaLeBTUHEeCKMM eKkapCTBEHHbIM
npenapaToM, romMeonaTVyYeckuMm NekapCTBEHHbIM npenapaToM, OMONOrMyeckMm nekapCTBEHHbIM MpenapaToM,
BbICOKOTEXHOMOMMYHbLIM  fIeKapCTBEHHbIM  MpenapaToM, BrepBble 3aperucTpupoBaHHblM B Poccuickow
$egepaumun B COOTBETCTBUM C HAacToAWMM PefeparnbHbiM 3aKOHOM MW akTamu, cocTaensowymMm npaso Corosa;
(nn. "u" BBegeH ®enepanbHbiM 3akoHoM oT 30.01.2024 N 1-93)

2) B OTHOLLEHUN (hapMaLIEBTUYECKMX CyBCTaHLMI:

a) HauMmeHoBaHWe bapMaueBTUYeckon cybcTaHumm (MeXayHapoAHOe HenaTeHTOBaHHOE, UMK
rpynnUpoOBOYHOE, NN XMMNYECKOE N TOProBOoe HanmeHOoBaHMSs), hopma BbiNycka (C yka3aHuem O03MpoBKn (NMpu
Hanuyunn), (bacoBKN N YNakoBKW);

(B peq. ®PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-93)

0) HammeHOBaHMe U1 agpec npoussBoauTens dapmaueBTUYeckon cybcTaHumMm (ons  POCCUNCKUX
IOPUANYECKMX NUL, - MOEHTUAWKALMOHHBIA HOMep Hanoronnatenswmka (MHH), ans nHocTpaHHbIX IopUanYEeCcKnX
niy - cTpaHa perucTpauuu, HauMMeHOBaHWE pPEerucTpupyrowero opraHa, PperucTpaumoHHbIA HOMep, Koz
HanoronnarenbLiuKka B CTpaHe perncTpaummn (MHKoprnopauumn) unmn ero aHaror);

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)
B) CPOK ro4HOCTU (hapmaLeBTMYECKOM CybBCcTaHuuu;
r) yCrnoBus xpaHeHus dapmaueBTnyYeckon cybcTaHumu;

A) Homep hapMakonemnHon ctaTbl UK B CriyYae ee OTCYTCTBUS HOMEP HOPMAaTMBHON AOKYMeHTauun nubo
HOPMaTUBHOIO AOKYMEHTA;

e) Hanmune chapmaLeBTUYecKoh cybcTaHUMM B IepeYyHe HapKOTUYECKMX CPEACTB, NCUXOTPOMHbIX BELLECTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

N UX NPEeKypcopoB, noanexalmx KoHTponto B Poccuickon defepaumm, B COOTBETCTBUU C 3aKOHOAATENLCTBOM
Poccuiickon ®depepauun, mexayHapoaHbiMu gorosopamu Poccuiickon ®depepauuu, B ToM uucrie EawuHomn
KOHBEHLIMEN O HapKoTU4ecknx cpencreax 1961 roga n KoHBeHuUnen o NCMXOTPONHbIX BewecTeax 1971 roga.

(nn. "e" BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

2. ®dapmaueBTnyeckasi cybcTaHuus, nNpousBedeHHas AnNd peanusaunv, MoxeT OblTb BKMOYeHa B
roCyAapCTBEHHbI peecTp feKapCTBEHHbIX CpeACTB Ha OCHOBaHMM 3asBneHus paspaboTumka wunwu
NPON3BOAMTENSA NEKapCTBEHHOro cpefcTtBa fMB0o YMONHOMOYEHHOTO UMW OPUAMYECKOro nuua npu ycroBuu
npoBeAeHUs B OTHOLIEHUM Takow dhapmaueBTUYecKon cybcTaHuum 3KCnepTusbl kadecTBa hapmaueBTUYeCKOM
cybCcTaHuun B nopsiake, YCTaHOBMNEHHOM cTaTben 34 Hactodwero degepanbHOro 3akoHa. B oTHowweHun
dapmaueBTMHECKMX CYOCTaHUUA, NpPOU3BEAEHHbIX Afs peanusauuuM, B TrOCyAapCTBEHHOM peecTpe
nekapCTBEHHbIX CPeACTB COAEPXUTCH creaytowas nHpopmaums:

1) HaumeHoBaHve dapmaueBTUYeCcKOn CcybCTaHuMM (MexagyHapogHOe  HemnaTeHTOBaHHoe,  Unu
rpynnUpOBOYHOE, NN XMMNYECKOE N TOProBoe HanmeHOoBaHMSs), hopma BbiMycka (C yka3aHuem O03MpoBKn (NMpu
Hanuyunn), (bacoBKN N YNakoBKW);

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

2) HauMeHoBaHve, agpec npou3BoauTeNs apmMaueBTUYECKON CyOCTaHUMKM, a Takke B OTHOLLUEHMM
NEKapCTBEHHbIX CPEACTB ANs  MEeOULMHCKOTO MNPUMEHEHWs CBeOeHUs O perucrpaummM npovssBoguTens
hapmaLeBTMYECKON CyOCTaHUMM B KayecTBe HaroronnartenbliMka B CTpaHe perncrpauumn (gnsi poCCUNCKMX
IOpUaNYECKUX NnL, - MOEHTUMUKALMOHHBIA HoOMep Hanoronnartenbsliuka (MHH), Ans MHoCTpaHHbIX pPUANYECKUX
iy - CcTpaHa perucrpauuu, HauMMEHOBAHWE pPEervcTpUPYIOLLEro oOpraHa, PerMcTpaumoHHbIA HOMEp, Koz
HanoronnartenblUuKa B CTpaHe perucrpaumm (MHKopnopaunm) unm ero aHaror);

(n. 2 B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

3) cpok rogHocTH hapmaLeBTUYECKON CyOCcTaHUmK;
4) ycnosusi xpaHeHusa hapmMaveBTuieckon cybctaHumm;

5) Homep chapmakoneriHow cTatby NMMBO B crydae ee OTCYTCTBUS HOMEP HOPMaTUBHOW JOKYMEHTaUUN Unm
HOPMaTUBHOIO AOKYMEHTA;

6) Hannyne papmaueBTUHeckon cybCcTaHuun B NnepevHe HapKOTUYECKNX CpeacTB, MCUXOTPOMHbLIX BELLECTB
N MX NPEKypcopOoB, noanexalnx KoHTponto B Poccuiickon denepaumm, B COOTBETCTBUN C 3aKOHOAATENLCTBOM
Poccuiickon ®depnepauun, mexayHapoaHbiMu foroBopamu Poccuiickon ®depepaumu, B ToM uducrie EawnHomn
KOHBEHLIMEN O HapKoTU4eckux cpencreax 1961 roga n KoHBeHUnen o NCMXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKNYeHUs apmaueBTUYeckon cybCcTaHuuMnm B rocy4apCTBEHHbIN peecTp NeKapCTBEHHbIX
CpeacTB, AaTa BHECEHMS] W3MEHEeHWA B [OKYMeHTbl dapMaueBTUYeckoW cyOcTaHuun, Aata WUCKIYeHus
dapmaueBTUYECKON CybCTaHLMM N3 rocyAapCTBEHHOrO peecTpa NlekapCTBEHHbIX CpeaCcTB.

(4acTb 2 B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. [opsook BeAdeHWs rocygapCTBEHHOTO peecTpa  JEeKapCTBEHHbIX CPeAcTB AN MEeAMLUHCKOro
NPUMEHEHNS M NOPAOOK BeAeHWs roCyLapCTBEHHOro peectpa fekapCTBEeHHbIX CpeACTB AN BeTepUHapHOro
NPUMEHEHWs1 YTBEPXKAAKTCA COOTBETCTBYHOLUMM YNONHOMOYEHHbIM defeparnbHbIM OpraHoM WCMOMHUTENbLHOM
BracTu.

KoHcynbTaHTlnoC: npuMmeyaHue.

MonoxeHus ct. 34 (B pea. 3 ot 30.01.2024 N 1-®3), kacatowimMecs NPedoCTaBfEHUsI roC. YCnyr npu
obpalLeHn NeKapCTBEHHbIX CPeacTB: AN MEAMLMHCKOrO MPUMEHEHUSA MOCPEACTBOM €AMHOW CUCTEMbI U
(vmn) epuHoro noptana, nopumeHsiorcad ¢ 01.01.2025; gna BeTepuHapHOro MPUMEHEHUSA MOCPEACTBOM
eavHoro noptana, npumenattcda ¢ 01.01.2026.

Crtatbsl 34. BknioyeHue B rocyfapCTBeHHbIA peecTp NeKapCTBeHHbIX CPeACcTB U UCKMIOYEeHue U3
rocyAapcTBeHHOro peecTpa NeKkapCcTBeHHbIX cpeAcTB (hapMaLeBTUYeCKoW cy6cTaHLmMuM, npor3BefeHHOM
AN peanusauuu
(B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-$3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

1. [Ons BknoyeHus dapmaueBTMyeckon cybcTaHuun, Npou3BEeeHHONW Ans  peanusauuun, B
rocyapCTBEHHbIA PEECTp NeKapCTBEHHLIX CPEACTB, MPOBOANTCS 3KCNEPTM3a ee KayecTsa.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

2. 3KcnepTmM3a kavecTBa yKasaHHOM B 4acTu 1 HacTosiwen cTatbu dapMaueBTUYECKOW cybcTtaHuum,
COCTaBfEeHME KOMWCCUEN IKCMEPTOB 3aKk/OYEeHWA MO pe3ynbTaTam 3TOWM  3KCMEepTM3bl, MOANMUCAHME  UX
YCUITEHHBbIMWN KBaNUMULNMPOBAHHBIMWU 3IEKTPOHHLIMW NOAMNUCAMU, HaNpaBfeHne AaHHbIX 3aKIHYEHWI B JINYHbIN
KabnHeT  yMNONMHOMOYEHHOro dedepanbHOro  oOpraHa  WUCMONHUTENbHOW BRactM B €OUHOW  CUCTEME
OCYLLECTBMAITCHA B CPOK, HE MpeBbllIaloWmi Tpuauatn paboumx AHen co AHA HanpaBneHus B NUYHbIA KabuHeT
3KCMEPTHOro YUYpexaeHus B e4MHON CUCTEME COOTBETCTBYIOLLEro 3adaHusi YNONMHOMOYEHHOro dpeaepansHoro
opraHa WUCMOMHWTENBHOW BracTu, NOAMUCAHHOIO YCUIEHHOW KBanNUUUUPOBAHHOW 3MEKTPOHHOM NOAMUCHIO, U
crnegyLwmnx JOKYMEHTOB (CBEAEHUI):

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) cBegeHus o paTe NpefoCTaBfeHUs W PErucTpauMoHHOM HOMepe IMUEH3MM Ha MNpPOM3BOACTBO
NeKapCTBEHHbIX CPEACTB UMW CBeAeHWs O AaTe NpefoCTaBfeHUs U PermcTpauvoHHOM HOMEpPE 3aKIoYveHus O
COOTBETCTBMW NPON3BOAMTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHAM OpaBui Haaexallen Npon3BoACTBEHHON
NpPaKTUKK, BblAaHHbIX (MPedoCcTaBnNeHHbIX) YNONHOMOYEHHbIM hegepanbHbiM OPraHoOM MCMNOMHUTENBHOW BNacTw,
B Criyyae, ecrnv nNpounsBOACTBO NleKapCTBEHHOrO CpeacTBa ocyluectenseTca B Poccuinckon ®epepauuu;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-93)

2) Konus OOKyMEHTa, BblAHHOMO YMOSIHOMOYEHHBIM OpraHoOM CTpaHbl MPOWM3BOAUTENS MEKapCTBEHHOMO
cpencteBa M MOATBEPXKOAIOLLEro paspelleHne NPOM3BOACTBA JIEKapCTBEHHOrO CPeACTBa, M ero nepesof Ha
pyCCKVII7I A3blK, 3aBepeHHble B YCTAHOBJIEHHOM nNopdanke, a TakKkKe Konuna 3aKrni4yeHunAa O COOTBEeTCTBUU
nNpon3BoguTENS NEeKapCTBEHHbIX CpeacTB TpeboBaHUAM NpaBwui Hagnexallen npou3BOLACTBEHHOW MPAKTUKNU,
BbIJAHHOMO  YMOJSIHOMOYEHHbIM dbeeparnbHbiM  OPraHOM  MCMOMHUTENBHON BnacTh, Nubo KonMus peLueHus
YMONTHOMOYEHHOTO  d)eepanbHOro opraHa WCMOMHUTENBHOM BNactM O MpOBeAeHUU dapMaLeBTUYECKON
WHCMEKUMM MpOU3BOACTBA JIEKApCTBEHHbIX CPEeACTB ANs  MEAMLMHCKOrO MNPUMEHEHWss Ha COOTBETCTBUE
TpeboBaHMsIM MOpaBuIl Haanexaiwlen MNpou3BOACTBEHHOM NpaKTUKM EBpasniickoro 3KOHOMMYECKOrO COHo3a.
YKaszaHHble [OOKYMEHTbl MNPeAcTaBNAlTCA B Clyyae, €cnv  MpOM3BOACTBO JIEKAPCTBEHHOrO CpeacTBa
ocyLlecTBnsieTcs 3a npegenamu Poccuiickon ®epepaumu;

(B peq. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, ot 30.01.2024 N 1-03)

3) AOKYMEHT, codepxallmii cnegyowmne cBegeHnst o hapmaueBTUHECKON CyOCTaHLMK:

a) HaumeHoBaHWe hapmMaueBTUYeCcKon cybcTaHLmMm, ee CTPyKTypa, obLime CBOMCTBA;

0) HanmeHoBaHWe n agpec NPon3BoaUTENS;

B) TEeXHOIorma npon3soactea C onnMcaHnem cragun npon3sBoacTtBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3BoAcTBa,

r) onucaHme pa3paboTku npoLiecca Npon3BoOACTBA;

[) onMcaHne KOHTPOIS KPUTUYECKMX CTAQUNM NpoLecca Npon3BoAcTBa U MPOMEXKYTOYHOW NPOAYKLMMY;
€) [OKyMeHTanbHoe nogTeepXxaeHve (Banuaaums) NpoLeccoB U (M) X OLEHKa;

) CBOMCTBA W1 CTPYKTypa AEeNCTBYIOLLNX BELLECTB;

3) XapaKTepucTiKa npumecen;

n) cneundurkaumsa Ha dhapMaLeBTUYECKYH0 CyOCTaHUMIO 1 ee 0BOOCHOBAHWE;

K) aHannTnyeckne MeToaukn, ncnonbdyemble Nnpu oCyLeCTBIEHNN KOHTPOIIA Ka4eCcTBa cpapmaueBTquCKoPl
cybecTaHuuu;

n) [OKyMeHTanbHoe MOATBepXaeHWe (Banvpauusl) aHanuTUYecKX METOAMK, WCMOMb3yeMbIX MNpu
OCYLLECTBEHUN KOHTPOSS kKayecTBa hapMaLeBTUYECKON cybcTaHuum;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

M) pe3ynbTaTthl aHanu3a cepuii apmMaleBTU4eckon cybctaHumm;

H) nepeyvyeHb CTaHOAPTHbIX o6pa3u,os mnn BewecTB, WUCMNOJIb3yeMblX TMpPpU OCYLEeCTBIIEHNN KOHTPONA
Ka4yecTBa,

0) onMcaHne XxapakTepPUCTUK U CBOMNCTB YNaKOBOYHbLIX MaTEPMArioB 1 YKYNOPOYHbIX CPeacCTB;
n) AaHHble 0 cTabunbHOCTM hapmaLleBTUYeckon cybcTaHLmu;
P) CPOK rO4HOCTMU;

4) [OKYMEHT, cofepxallumi CBedeHMs O perucrpaumu npou3BOAUTENs] NEKapCTBEHHbIX CPEeACTB s
MEOULMHCKOTO MPUMMEHEHVS B KadecTBe HanoronnatenbliMka B CTpaHe peructpaumm (anss pOCCUMCKMX
IOPUONYECKMX NNL, - MOEHTUMUKALMOHHBIA HOMep Hanoronnartenbsuka (MHH), ans MHocTpaHHbIX IOpUaNYeCcKuX
iy - CcTpaHa peructpauun, HauMeHOBaHME PEerucTpupyrowlero opraHa, PermcTpauuoHHbI HOMeEp, Kog
HanoronnartenbLiuKa B CTpaHe pernctpaummn (MHKoprnopauum) unmn ero aHaror).

(n. 4 BBegeH defeparnbHbiM 3akoHOM OT 28.12.2017 N 425-93)
(vacTb 2 B peq. ®enepanbHoro zakoHa ot 22.12.2014 N 429-03 (pea. 13.07.2015))

3. [Ana npoBefeHus sKcnepTusbl KayecTBa yka3aHHOM B YacTu 1 HacToswen cratbh hapmaueBTUYECKON
cybcTaHuun 3asBuTenNb HanpasnseT NOCPeACTBOM €QUHOro noprana B YrNOoMHOMOYEHHbIN deaepanbHbIvi opraH
WCMONHUTENBHON BNAacT WM NUYHBIA KaOMHET YNOMNMHOMOYEHHOro deaepanbHOro opraHa WCMOSTHUTENbHOW
BNacTu B €ANHON CUCTEME:

(B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) 3asBneHMe O BKMIOYEHUM B TOCYOAPCTBEHHbLIN peecTp NeKapCTBEHHbIX CPeacTB  AaHHOW
dapmaLieBTUHECKON CybCTaHLMKM, NOANMCaHHOE YCUITEHHOW KBanuuLMpPOBaHHOM 3NEKTPOHHON NOAMUCHIO;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

2) pekBM3UTbl JOKyMEHTa, NoATBEPXAAlLWero ynnaTy rocyaapCTBEHHOW MOLWMAWHbLI 3a BKOYEHME B
roCyaapCTBEHHbI pPeecTp feKapCTBEHHbIX CPEeACTB hapmaueBTMdeckon cybcTaHumm, npousBefeHHOW Ang
peanusaumn, NMbo No cobCTBEHHOW MHULMATMBE YKa3aHHbIA JOKYMEHT. YNOMHOMOYEHHLIN doeaeparnbHbIi opraH
NCMNOMHMTENBHOW BNacTy nNpoBepseT dakT ynnaTbl roCcyJapCTBEHHON MOLUMMHBI 3asBUTENEM C UCMONb30BaHNEM
nHdopmaumm o6 ynnate rocygapCTBEHHOM MOLUNUHBI, cogepXalencsa B 'ocyaapCTBEHHON MHEOPMALIMOHHOM
CUCTEME O TOCYAapCTBEHHbIX U MYHUUMMANbHbIX MfaTexax, Ha OCHOBaHUW MpeaCTaBrEHHbIX 3asdBUTENeM
PEKBM3NTOB AOKYMEHTA, NOATBEPXKAAOLLErO YNnaTy rocyaapCTBEHHOMW NOLUMMHbI;

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-03)

3) AOKYMEHTbI, yKa3aHHbIE B YacTU 2 HACTOSILLEN CTaTbM;
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) zagBrneHue O Bblgaye paspelweHnss Ha BBO3 B Poccunckyto Penepauunio KOHKPETHOM MNapTuu
HEe3aperMcTpUpoBaHHOIO  JIEKAPCTBEHHOIO CpeAcTBa, MNpegHa3HayYeHHOro Ansi NPOBeAeHMs  yKasaHHOM
3KCMEepTU3bI.

(n. 4 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3.1. B cnyyae HenpeacTaBneHus € 3asBreHUEM O BKITHOYEHUM B FOCY4apCTBEHHbIN PEecTp NekapCTBEHHbIX
cpeactB  hapmaueBTMHeckoM  cybcTaHuumM  BblgaBaeMbiX  (MPefoCTaBnsieMblX)  YNOJIHOMOYEHHbIMU
degepanbHbIMU OpraHamMmn UCNOMNHUTENBHOWM BNacT JOKYMEHTOB (CBEAEHMN), yKa3aHHbIX B NyHKTax 1 u 2 yactu
2 HacTodlen cTaTbW, YMNOSTHOMOYEHHbIM diedepanbHbli OpraH MWCMOMIHUTENBbHOM BriacTM  3anpaluvsaeT
yKa3aHHble AOKYMEHThI (CBeAEHWST) B NOPSAKE MEXBEAOMCTBEHHOINO MHPOPMAaLIMOHHOIO B3aMMOAENCTBMS.

(yactb 3.1 BBegeHa PepepanbHbIM 3akoHOM OT 27.12.2019 N 478-903; B pen. PepepanbHOro 3zakoHa oOT
30.01.2024 N 1-03)

4. B TedyeHne nATM paboumx OHEW CO OHSA MPUHATUS 3asiBIEHUS] O BKITHOYEHWM YKa3aHHOW B 4actu 1
HacToslen ctaTbn dhapmaueBTUYECKON CyOCTaHUMM B roCyAapCTBEHHbI PEEecTp JIEKApCTBEHHbIX CPeacTB U
OOKYMEHTOB, NEepeyncrieHHbIX B 4Yactu 1 M nyHkTe 2 4actu 3 HacTodawen craTbW, YMNOMHOMOYEHHbIN
deaepanbHbI opraH NCNONMHUTENBHOW BNACTU:

(B peq. ®PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

1) npoBOAMT NpPOBEPKY MOMHOTEI WM [OOCTOBEPHOCTM [aHHbIX, COAEepXalMxcs B NpeacTaBreHHbIX
3as8BUTENEM JOKYMEHTAX;
(B pea. PenepanbHoro gakoHa ot 25.11.2013 N 317-$3)

2) NPpYHMMAET peELLEHNE O HaNpaBfEHUN B 3KCMEPTHOE yupexaeHne 3afaHnsi Ha NpOoBEeAEHUE IKCNEepTU3bl
KayecTBa yKa3aHHOM B 4acTy 1 HacToswen cTtaTby papmMaueBTMYECKOM CcyOCTaHUMM MM o6 OTkase B TakoM
HanpaBlieHuu;

3) HanpaBnsieT B JMYHbIA  KaOWHET 3asiBATENs B eOWHOW cucTemMe MNOANWCAHHOe  YCUIEeHHOW
KBanMduUMPOBaHHON 3MEKTPOHHOW MOAMUCLI0 yBeOOMIIEHNE O MPUHATOM peLleHWM WM B Ccrlyyae oTkasa C
yKasaHveM NpUYnH Takoro otkasa.

(B pea. PenepanbHbix 3akOHOB OT 22.12.2014 N 429-®3, o1 30.01.2024 N 1-$3)

4.1. B cnyyae BbISIBNeHWsI HEOOCTOBEPHOCTU U (MNM) HEOOCTAaTOMHOCTU CBEAEHWA, copepXaluuxcs B
npeacTaBneHHbIX 3asiBUTENEeM maTepuanax, YNnosIHOMOYEHHbIN defepanbHblii opraH UCMOMHUTENbHOW BracTu
HanpaenseT 3asiBUTENIO NOCPEACTBOM €4UHOro rnoprana unun B NINYHbIN KabMHEeT 3asiBUTeNs B €4MHON CUCTEME
3anpoc 06 YTOYHEHUWM YKa3aHHbIX CBeOEeHWN, MOANWCAHHLIV YCUMEHHOW KBanuuUUPOBaAHHON 3NEKTPOHHON
noanucbto.

(vacTb 4.1 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-93)

4.2. 3agBuTenb o0b6s3aH HanpaBWTb MOCPEACTBOM €4MHOro rnopTtana B YMNONMHOMOYEHHbIN deaeparnbHbIi
OpraH WCMNOMHUTENBHOM BrACTM WM JIMYHBIN  KAaOWHET  YNONHOMOYEHHOro  dhedepanbHOro  opraHa
UCNOSTHUTENBHOW BNacTU B €AWHOW CUCTEME NOAMUCAHHBLIN YCUMEHHON KBanMPULMPOBAHHON 3SMEKTPOHHOM
noanncblo OTBET Ha 3anpoc YNONMHOMOYEHHOro hbedepanbHOrO OpraHa WMCMONHUTENbHOW BRAcCTU B CPOK, He
npeBblIaLWNA AeBAHOCTA pabounx OHEW CO AOHS MOJydeHUs YMNOMHOMOYEHHbIM doeaeparbHbiM  OpraHoM
WCMNOMHUTENBHOW BNAcTVW 3MEKTPOHHOrO YBEAOMIIEHUSA O MOMyYeHUM 3asBuTenem AaHHoro 3anpoca. Cpok,
yKa3aHHbIV B 4acTu 4 HacTosILLEeW CTaTby, NPUOCTaHaBNMBAETCA CO AHSA HanpaBneHus 3asBUTEN0 NOCPEACTBOM
€[0VMHOro noprtana Wnu B JNUYHLIN KabuMHET 3asBuTens B €AMHOW CUCTEMe 3anpoca  YrNOSfIHOMOYEHHOrO
denepanbHOro opraHa WCMNOMHUTENbHOW BRacTU OO0 LHA HanpasreHus 3asiBUTENeM MOCPEeACTBOM €OUHOro
noptana B YMONHOMOYEHHbLI dedepanbHbIi OpraH WCMONMHUTENbLHOW BRAcTU  WAM  JINYHBLIA  KabuHeT
YMONTHOMOYEHHOIO (hefiepanbHOro OpraHa WCMONTHUTENbHOM BNacT B €OMHOW CUCTEME OTBETa Ha [aHHbIN
3anpoc M He YYUTbIBAETCA MPM MCYUCIIEHMU CpOKa IKCMEepTM3bl kadecTBa hapmaueBTUYecKon cybcTaHumu,
Npon3BeAeHHON OIS peanu3aumm.

(vacTb 4.2 B peq. PepepanbHoro gakoHa ot 30.01.2024 N 1-93)

5. OcHoBaHveM [Ons OTKasa B HarpaBneHWM B 3KCMEpTHOe YupexaeHue 3aaHus Ha nposefeHue
3KCMEepTM3bl KayecTBa yka3aHHOW B YacTu 1 HacToswen craTbyM papmMaueBTUYECKON cyOcTaHuum siBNsSeTcs
HenpeacTaBneHne [OOKYMEHTOB, YyKa3aHHbIX B 4YacTW 2 HacToswen cTaTbM, OTCYTCTBME MHGOpMauuu,
noaTreepxaarowen akt ynnaTtbl rocygapCTBEHHOW MOLUMMHLI 3a BKMAOYEHUEe dapMaleBTU4eckon cybcTtaHumm,
nNpov3BeaeHHON Onsi peanu3aluu, B roCygapCTBEHHbLIN pPeecTp feKapCTBEHHbIX CPeacTB, HenpeacTaBneHue
3asBuUTENEeM B YCTaAHOBMEHHbLIN CPOK OTBETa Ha yKasaHHbIi B 4Yactu 4.1 HacToswen crtaTbuM 3anpoc
YNOMHOMOYEHHOro doefepanbHOro opraHa WCMONHUTENbHOW BNacTu WNW NpeacTaBreHne [OOKYMEHTOB, He
coAepXallmx ncHepnbiBatoLLEro NepeyvHst HeobxoaMMbIX CBEAEHWIA.

(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeueHve naTHaguaTn pabounx OHEN CO OHS MONyYEeHWUs peLleHnst YNOoNTHOMOYEHHOro deaeparnbHOro
opraHa WCMOMHUTENbHOW BMNAacTU O HampaBfieHWUM B 93KCMEpPTHOE YyupexaeHue 3ajaHus Ha npoBedeHuve
3KCNepTM3bl KavecTBa yKasaHHOW B yacTu 1 HacToswen ctaTbu dapmaueBTUYeckon cybcTaHuumn 3asBuTenb
npeacTaBnseT B SKCMEPTHOE yupexaeHue AN npoBedeHns AaHHOW akcnepTusbl obpasubl hapmaueBTnyeckomn
cybcTaHuum B KonmyecTBe, HeobxoAMMOM AMns BOCMPOM3BEAEHWS METOAOB KOHTPOMsS KavecTBa. JOKCNepTHoe
yypexgeHve npu nonyvyeHun obpasuoB ykasaHHOW B 4YacTu 1 HacToswen cTratbn apmaueBTUYecKon
cybcTaHUMM B TOT Xe [eHb HanpaBnseT B NWUYHbIA KabUHET 3asBUTensd B €AMHON cucTeme yBedOMIeHue,
noaTBepXaailiee MonyvyeHve 3TuX ob6pa3uoB. OTU CPOKM He BKMYAKTCSA B CPOK NPOBeAeHWUs OaHHOW
3KCNepTn3bl.

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-93, ot 30.01.2024 N 1-93)

7. YTpatun cuny. - ®egepanbHbiin 3akoH ot 30.01.2024 N 1-93.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

8. B cpok, He npeBbIlWaWUN NATK pabounx gHEN CO OHSA HanpaBfeHus MOCPEeACTBOM eQMHOro noprana B
YMOSTHOMOYEHHbIN eaepanbHbll OpraH WCMONHUTENbHOM BAACTU UMW NNYHBIA KabMHET YMONTHOMOYEHHOrO
denepanbHOro opraHa WCNOMHUTENBHOM BRAcTM B €4WHOW CUCTEME 3aKIYeHUs KOMWUCCUMM SKCNepToB MO
pesynbTaTtaM 3KCNepTM3bl KayecTBa yka3aHHOW B YacTu 1 HacTosileln ctaTby hapMaLeBTUIECKON cybGcTaHLmK,
YNOMHOMOYEHHbIV dhefeparbHbli opraH UCMONHUTENBbHOW BNAcTu:

(B pea. PenepanbHoro 3akoHa ot 30.01.2024 N 1-93)

1) OCyLUeCTBNAEeT OLUEeHKY TaKoro 3aKknw4eHua aOna onpegerneHna ero CcooTBeTCTBUA 3adaHUK Ha
npoeegeHne OaHHON JQKCNEPTU3bI;

2) NpUHMMaeT peLleHne O BKIOYEHUM YyKa3aHHOM B 4acTu 1 HacToswen ctaTbuM apMaueBTUYECKON
cybCTaHUUKM B rocyJapCTBEHHBIN PEECTP NEKAPCTBEHHbBIX CPEACTB UK pelleHne 06 0Tkase B TaKOM BKIHOYEHUN;

3) BHOCWUT nMpU MNPUHATUM peLleHUs O BKMYEeHUW yKazaHHOW B 4acTu 1 HacToswen craTbu
hapmaneBTMdeckon cybcTaHUMM B TFOCYOapPCTBEHHbI PEECTP JIEKAPCTBEHHbIX CPEeACTB MNPeayCMOTPEHHYIO
yacTbto 2 ctaTbu 33 Hactosiwero degepanbHOro 3akoHa MHAOPMAaLUIO U HanpaBsieT 3asBUTENIO NOCPEACTBOM
€[MHOro nopTtana unu B NMYHbIN KabNHET 3asBUTENSA B €OUHOWN CUCTEME BbINMUCKY U3 FOCY4apCTBEHHOrO peecTpa
NeKapCcTBEHHbIX CPeACTB.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 27.12.2019 N 462-®3, o1 30.01.2024 N 1-®3)

9. OcHoBaHMeEM Ans OTkasa BO BKIHOYEHMU YKa3aHHOW B YacTu 1 HacToswen ctatbn bapMaleBTUYECKON
cybGCTaHUUM B rocyapCTBEHHLIN PEECTp NEKAapCTBEHHbIX CPEACTB SABMSETCA 3aKk4YeHMe COOTBETCTBYHOLLETO
YMNOIHOMOYEHHOro befiepanbHOro opraHa UCMNOMHUTENBHOM BNacTM O TOM, YTO KayecTBO hapmMaLeBTUYECKON
cybCcTaHuumn He NOATBEPXKAEHO NOMYYEHHBLIMWU AaHHBIMU.

(vacTb 9 BBegeHa ®efnepanbHbiM 3akoHoM OT 22.10.2014 N 313-03; B pea. PeanepanbHoro 3akoHa ot 04.06.2018
N 140-$3)

10. He ponyckaeTca BKMIOYEHWE B T[OCYAApPCTBEHHbIA pEecTp JieKapCTBEHHbIX CPeacTB  OAHOW
dapmaueBTMHeCKON CcybcTaHUMKU, NPOM3BEAEHHOW ONA peanusaumyM W BbIMYyCKAEMOW OOHUM M TeM Xe
npounssoauTenem, B Buae AByx 1 6onee peecTpoBbIX 3an1cen.

(yactb 10 BBegeHa depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

11. BHeceHve W3MEHEHUN B AOKYMEHTbl Ha (papmaueBTUYECKyl0 CyOCTaHUMIO, NPOU3BEAEHHYH AONS
peanusaumn 1 BKIMIOYEHHYHO B rOCYJapCTBEHHLIN peecTp NeKkapCTBEHHbIX CPeACTB, OCYLLECTBMASETCS B nopsake,
yctaHoBneHHoM ctatbsamu 30 u 31 HacTosiwero defepanbHOro 3akoHa, ¢ ynnaTon rocygapcTBEHHOM MOLUMMHBI,
npegycMOTpeHHON 3akoHodaTenscTBom Poccuiickon ®egepaumm o Hanorax u cbopax.

(vacTtb 11 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTln0C: npumeyaHue.
O BO3MOXHOCTM 06paLLeHnst hapMaLeBTUYECKON CyOCTaHLMK, UCKIMTIOYEHHOW U3 rocpeecTpa, cM. Takke O3 ot
30.01.2024 N 1-93.

12. [JonyckaeTca obOpalweHne dapmaueBTnyeckon cybcTaHuMM [O WCTEeYEeHWs cpoka T[OAHOCTH,
Npon3BefeHHON AN peann3auum B Te4eHne cTa BOCbMUOECATM OHEN nocne AaTbl NPUHATUS YNOMHOMOYEHHbIM
denepanbHbiM  OpPraHoM UCMOMHUTENBHOW BracTV peleHMst O BHECEHUM W3MEHEHWM B [AOKYMEHTbl Ha
hapmavueBTMYECKYyl0 CcybCTaHUMo, B COOTBETCTBUM C MHGOPMAaLMEN, coaepXXallenca B [OOKYMEHTax Ha
hapmaLeBTMYeCKyto cybCcTaHUmio 40 AaTbl NPUHATUSE TAKOTO PELLEHUS.

(vacTb 12 B peq. ®enepansHoro gakoHa ot 30.01.2024 N 1-03)

13. PelueHne o6 UCKITOYEHUN M3 ToCyAapCTBEHHOrO peecTpa JiIekapCTBEHHbIX CPEACTB hapMaLeBTUYECKON
cyGCTaHUMK, MpOM3BEAEHHOW [Ans peanusaumu, NPUHUMAETCsl YMNOSIHOMOYEHHbIM efeparibHbIM - OpraHoM
WCNOMHUTENbLHOW BMACTW B Crny4ae:

1) npeacTaBneHVsi COOTBETCTBYIOLUMM  YMOSHOMOYEHHbIM bedepanbHbiM  OpraHoM  MCMONHUTENbHOM
BNacTW 3akMioyYeHVWss O pucke unM o6 Yrpo3e XWU3HWM WU 300POBbIO YeroBeka NMGO JKMBOTHOTO Mpu
MCNonb30BaHUM NeKapCTBEHHOTO CPeacTBa;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

2) HanpaBneHuss pa3paboTyMKOM feKapCTBEHHOrO CPeAcTBa WM MPOU3BOAMTENEM JfleKapCTBEHHOro
cpeactBa nMBO YNONMHOMOYEHHLIM VMMW  OPYTUM  IOpUOUYECKMM NMUOM MOCPeACTBOM €4MHOro nopTana B
YMOSTHOMOYEHHbIN beaepanbHbll OpraH WCMONHUTENbHOM BAAcTU UMW NINYHBIA KabMHET YMNONTHOMOYEHHOrO
dedepanbHOro  opraHa  WUCMNOMHUTENbHOW  BNactM B €AMHOW  cucTeMe  MOAMNWCAHHOTO  YCUMEHHOW
KBanM@UUMPOBAHHOW 3MEKTPOHHOM MNOAMUCHI0 3asBneHWst 06 WCKMYeHWM M3 rocyaapCTBEHHOro peecTtpa
neKapCcTBEHHbIX CpeacTB dhapMaLeBTUYeCcKon cybcTaHLumum, NPon3BeAeHHON AN peanvsaumuy;

(n. 2 B pea. PegepanbHoro 3akoHa ot 30.01.2024 N 1-93)

KoHcynbTaHTlnoC: npumeyaHue.
C 01.01.2026 n. 3 4. 13 cT. 34 He pacnpoCTpaHseTCa Ha NPaBOOTHOLLUEHUS, BO3HMKalOLWME npu obpalleHun
NeKapCTBEHHbIX CPeacTB Ansa meguumHckoro npumeHeHmns (93 ot 30.01.2024 N 1-93).

3) otcytcTBUS hapmaueBTUYecKor cybcTaHuum, npousBedeHHOW Ans peanu3aumv, B obpalleHun B
Poccwuiickonn ®egepaumm B TeueHne Tpex n 6onee ner.
(vacTb 13 BBegeHa dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

Crtatbs 35. YTpaTtuna cuny ¢ 1 urona 2015 roaa. - ®eaepanbHbiv 3akoH oT 22.12.2014 N 429-D3.

Cratba 36. O6GxanoBaHuMe peleHUsi 06 OTKase B Bblgaye paspelleHUst Ha MNpoBeAeHue
KITMHMYECKOrO MUCCrieAOBaHMUA JeKapCTBEHHOro npenapara, pewweHusi o6 oTKase B rocyfapCTBeHHOM
perucrpaumm nekapcTBeHHOro npenapara, 3aKkiH4eHUss KOMUCCUN IKCMEPTOB IKCNEPTHOro yupexneHus
WK 3aKNK4YeHns coBeTa No 3TUKe

(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

PelueHne cOOTBETCTBYIOLLErO YMOMIHOMOYEHHOTO dhefeparnbHOro opraHa WCMOSNIHUTENbHOM BRactu o6
OTKase B Bblgade paspelleHus Ha npoBedeHuEe KIMHWYECKOro WCCredoBaHWsA fekapcTBEHHOro npenapara,
pelleHne YkasaHHOro deaepanbHOro opraHa WCMNOMHUTENbHOM BnacTu o6 OTkase B roCygapCTBEHHOM
perncTpaumm nekapCTBEHHOro npenapaTta, 3akmyYeHUe KOMWUCCUM IKCMEPTOB IKCMEPTHOrO yUpeXAeHus unm
3aKrnyeHne coBeTa Mo 3TMKE MOXET ObiTb 0GXanoBaHO B MOpsiake, YCTAHOBIIEHHOM 3aKOHOAATENbCTBOM
Poccuiickon deaepaumun. 3aknoyeHne KOMMCCUN SKCNePTOB SKCMEPTHOrO yYpeXaeHUs O B3aMMO3aMeHSeMOCTHU
neKkapCTBEHHbIX NpenapaToB A9 MEOULMHCKOTO NMPUMEHEHMs NIMBO O TOM, YTO NeKapCTBEHHbIM MpenapaTt Ans
MEOULMHCKOTO MPUMEHEHNS HE SABNSETCS B3anMO3aMeHAeMblM, MOXET ObiTb 06XamnoBaHO AepxaTenem unm
BnagenbLeM permcTpaumoHHOro YaoCTOBEPEHNS NEKAPCTBEHHOrO npenapara B yNofIHOMOYEHHbIN heaepanbHbI
OpraH UCMOSTHUTENBHOM BNACTU, KOTOPLIA NPUBMEKAET K PACCMOTPEHUIO yKa3aHHOW Xanobbl NOABE4OMCTBEHHbIE
eMy Hay4Hble opraHusauuMm u obpasoBaTeribHble OpraHu3auun BbiCLLEro 0bpa3oBaHusl, OCYLLECTBNSOLINE
OesiTenbHOCTb B cchepe 0OpalleHnst NeKapCTBEHHbIX CPeACTB. 3ako4YeHne KOMUCCUM SKCMEPTOB IKCMEPTHOro
yupexaeHus, oOpMIIEHHOE MO MTOraMm nepecMmoTpa OOXaroBaHHOIO 3aKIMOYEHUS 3KCnepTa, MOXeT ObiTb
OCMOpPEHO AepxaTenem vnv BnagenbLeM perncTpalmoHHOro yaoCTOBEPEHUSA NEKapCTBEHHOMO npenapara nubo
YMNOSTHOMOYEHHBIM UMW NMLIOM B Mopsiake, YCTaHOBMEHHOM 3akoHoaaTenscTBoM Poccuiickon ®epepauun. MNpu
0obXanoBaHUM peLleHnsa YNoNHOMOYEHHOro hbeaepanbHOrO oOpraHa WCMONHUTENbHOW BriacTv, 3aKniovyeHus
aKcnepTa UnM KOMUCCUM IKCMEPTOB IKCMEPTHOrO ydpexaeHusl, 3akrniovyeHus coBeTa Mo 3TUKe AepxaTternb Unm
BMNagerney, perncrpauuoHHOro yooCTOBEPEHMUS NeKapCTBEHHOro npenapata Nnbo ynonHOMOYEHHOE UMK NULLO
BrpaBe npeacTtaBUTb pesynbTaTbl SKCMEPTU3bl  JleKapCTBEHHOro npenaparta, MpPOTOKOMbl  NOMYyYEeHHbIX
aKKpeaUTOBaHHbIMY MUCNbITaTeNbHBIMU NTabopaTopusiMu (LLEHTpamMm1) pe3yrnbTaToB UCCNEA0BaHWN, UCMbITAHUNA.

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-$3)

Cratba 37. UHdbopmaumsa, cBsA3aHHaA C ocyllecTBIeHUWEeM rocyAapCTBEHHOM perncrpaumm unm
perucTpauMm nekapcTBeHHbIX MpenapaToB, MH(GOpMauuA O 3apPerucTPUMpPOBaHHbIX JEeKapCTBEHHbIX
npenapatax W JeKapCTBEHHbIX NpenapaTtax, WCKMYEeHHbIX U3 rocyfapCTBEHHOro peecTpa
neKkapcTBeHHbIX CPeAcTB
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1. CoOTBETCTBYIOLLMIA YNONHOMOYEHHbIN dheaepanbHblli opraH UCMNONMHUTENBHOM BRacTu pasMellaeT Ha
cBoeM oduumanbHOM canTe B ceTu "UHTepHeT" nHdopmMaLmio, CBA3aHHYIO C OCyLLEeCTBNEHNEM rocyAapCTBEHHON
perncTpaumm WnNu pernctpauumn JekapCTBEHHbIX MpenapaTtoB, B TOM YUCHEe MPOBEOEHUEM 3SKCMepPTU3bl
NEeKapCTBEHHbIX CPeACTB (BKMo4as pesynbTaTbl €e NpoBedeHus), WHGopMaumio O 3apermcTpupoBaHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

NekapCTBEHHbIX Mpenapatax W JeKapCTBEHHbIX MpenapaTtax, WCKIHYEHHbIX M3 rocygapCTBEHHOro peecTtpa
NeKkapCTBEHHbIX CPeACTB, He MO3gHee Yem 4yepe3 NATb paboumx OHEeW CO OHA MOMyYeHUS YMOSTHOMOYEHHBIM
deaepansbHbIM OpraHoM UCNOSTHUTENBHOM BacTU COOTBETCTBYHOLEN MHGOpMaLu.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, o1 30.01.2024 N 1-93)

2. CpokM U nopsiAoK pasMmelleHus YyKasaHHOM B 4actu 1 HacToswen cTaTbn UHGOpMaLmMK
yCTaHaBNMBalOTCA YMNOMHOMOYEHHbLIM  (hbefdeparnbHbIM  OpraHoM  UCMomnHuTensHoW Bnactu. WHdopmauus,
yKasaHHad B 4actM 1 HacTosiwen cTaTbW, SABMSETCA OTKPbITOM M 00WenocTynmHOM M MpefocTaBnsieTcs
3aMHTEepeCcoBaHHbIM f1LaM B COOTBETCTBMM C 3akoHoAaTenbCcTBOM Poccunckon ®egepaumn.

(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

Masa 7. KMIMHWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AnA MEAULIMHCKOIO NPUMEHEHUA, AOTOBOP
OB NX NMPOBEOEHUU, NPABA NMALUMEHTOB, YYACTBYIOLLKUX
B 3TUX UCCINIEAOBAHUAX

Crtatba 38. KnuHuyeckme wuccnegoBaHuA NeKapCTBeHHbIX MpenapaTtoB AnA MeAUUMHCKOro
npUMeHeHunsA

1. KnvHudeckne wnccrnenoBaHUs IeKapCTBEHHbIX MpenapaTtoB AN MeAWMUMHCKOrO MPUMEHEHUs, B TOM
yncne MexayHapodHble MHOrOLEHTPOBbLIE, MHOTOLEHTPOBbIE, MOCTPErMCTPaLNOHHbIE, NPOBOASTCS B OOHOW UMK
HECKONbKUX MEANLIMHCKMX OpraHm3auusx B CrneayoLmx Lensx:

(B peq. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-®3, ot 30.01.2024 N 1-03)

1) ycTaHoBneHne ©e30MacHOCTU NEKapCTBEHHbIX MpenapaTtoB AN 340pPOBbIX A00poBonbUeB M (Mnn)
NMepeHoCMMOCTM WX 340POBbLIMM A06GPOBOMbLAMMK, 33 WCKMIOYEHWEM TakuX WCCNEedoBaHWUA NeKapCTBEHHbIX
npenapaToB, NPou3BeAeHHbIX 3a npeaenamun Poccuiickon ®epepauuu;

2) nogbop onTMMarnbHbIX [O3VPOBOK NEKAPCTBEHHOrO Mpenapata M Kypca feyveHus Ans nauueHToB C
onpeaerneHHbIM  3aborieBaHVMEM, OMTUMAsibHbIX [J03 W CXeM  BakuMHauuM  MMMYHOBMONOrMYecKMmm
nekapcTBEHHbIMU npenapaTtamiy 300P0BbIX A06POBONMLLEB;

3) yctaHoBneHne 6e30MacHOCTM NEeKapCTBEHHOro npenaparta U ero addeKTUBHOCTM ANS MauMeHTOB C
onpeaeneHHbIM 3aboneBaHneM, npodunakTuyeckor 3apdeKTUBHOCTM MMMYHOOUOMNOTUYECKMX JIEKapCTBEHHbIX
npenapaTtoB AN 300POBbIX 10GPOBOIbLEB;

4) n3y4yeHne BO3MOXHOCTU pacLumnpeHnda nokasaHuin ansi MeguuMHCKOro NpUMEeHEeHNA N BbIABIIEHNA paHee
HEN3BECTHbIX NOOOYHLIX 4ENCTBUIA 3aperncTpupoBaHHbIX NEKAPCTBEHHbIX NMpenapaToB.

1.1. KnuHuyeckue wunccnegoBaHMs MNeKapCTBEHHbIX MpenapaTtoB AN  MeOWUMHCKOrO  MpUMEHEHMs
NPOBOASATCA B COOTBETCTBMM C NpaBunamu Hagnexallen KnMHUYeCcKon NpakTukn, yTBepxaeHHsIMu EBpasunmnckon
3KOHOMMYECKON KOMUCCUEN.

(vacTb 1.1 BBegeHa d®epepanbHbiM 3akoHoMm oT 30.01.2024 N 1-03)

2. B OTHOWEHUN BOCMPOU3BEAEHHbLIX IEKAPCTBEHHbLIX MpenapaToB AN MEeAUUMHCKOro MNpUMEHEHMS
NPOBOAATCA McCrefoBaHnss GMO3KBMBANEHTHOCTU U (MNKU) TepaneBTUYECKON SKBUBANEHTHOCTM B NOpSAOKe,
yCTaHOBMEHHOM akTamu, cocTasnstoLwmmm npaso Cotosa.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

3. OpraHmsau,mo npoeegeHna KInnHN4YeCcKmnx nccnegoBaHum NleKkapCTBeHHOro npenaparta ana MmeguunHCcKoro
npnmMeHeHnsa Bnpase OCyLeCTBNATb:

1) pa3paboTymk nekapcTBEHHOro nNpenapaTa Unn ynosiHOMOYEHHOE UM NNLLO;

2) obpasoBaTtenbHble oOpraHusauuMnm BbicWero obpasoBaHusA, opraHusauMu  AOMNOSNHUTESNBbHOMO
npoceccuoHanbHoro obpasoBaHus;
(n. 2 B pen. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4Hble opraHusaummn.
(B pea. PegepanbHoro gakoHa oT 30.01.2024 N 1-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

4. KnuHunyeckne nccnegoBaHus NekapCTBEHHOro npenaparta Ans MeauuUMHCKOro NpUMEHEHNs NMpoBOASATCH
Ha OCHOBaHWWM paspelleHus Ha MpoBeAeHne KIMHWYECKOro WCCredoBaHMs fekapCTBEHHOro npenapara,
BblJAHHOMO  YMNOMHOMOYEHHbIM  dbedeparibHblM  OpraHoM  UCMOMHUTENbHOW  BnacTu.  YMNOMHOMOYEHHbIN
dedepanbHbIi OpraH WCMOSHUTENbHOW BracTu BedeT peecTp BblAaHHbIX paspelleHun Ha npoBeaeHue
KMMHMYECKNX MCCneaoBaHWUM feKkapCTBEHHOro npenaparta, COAepXalluMi ykasaHWe Ha uxX uenb unu uenu, B
YCTaHOBIIEHHOM 3TUM OpraHoM nopsiake.
(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-3, ot 13.07.2015 N 241-03)

5. Ytpatun cuny ¢ 1 uiona 2015 roga. - PegepanbHbiin 3akoH oT 22.12.2014 N 429-03.

6. K opranusaumm npoBefeHVMs KIUMHWYECKMX WCCredoBaHWMM feKkapCTBEHHOro npenapata  Ansg
MEeOULMHCKOTO NPUMEHEHUss pas3paboTyMKOM FeKapCTBEHHOro npenaparta MOryT MpuUBEKaTbCH topuanyeckue
nvua nobor opraHn3aLMoHHO-NPaBOBOM POPMbI MPU YCNOBMU O0BecnevyeHnss COOTBETCTBUSA 3TUX UCCNEeA0BaHUN
TpeboBaHmAM HacTosiLero PegepanbHOro 3akoHa.

7. YTpartun cuny. - ®egepanbHbin 3akoH ot 30.01.2024 N 1-93.

8. lepevyeHb MeAUMUMHCKMX OpraHumsauui, NPOBOASALMX KIUHUYECKME WCCREeAOBaHUSA JeKapCTBEHHbIX
npenapaToB AN8 MEOULMHCKOTO NMPUMEHEHMUS!, U PEECTP BblAAHHbLIX Pa3pELUEHU Ha NPOBeAEHME KITMHUYECKMX
NCCrefoBaHUM  NIEKAapCTBEHHbIX  NpenapatoB  ONyOSIMKOBBIBAKOTCA M pasMELLalTcs  YNONHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMONHUTENBHOW BIACTU B YCTAHOBNEHHOM MM MOPSAKE Ha CBoeM oduumnanbHOM canTe
B ceTn "UIHTepHeT".

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

KoHcynbTaHTln0C: npumeyaHue.
MonoxeHus cT. 39 (B pea. ®3 ot 30.01.2024 N 1-d3), kacarowmecs npeaocTaBneHums roc. ycnyr nocpeacTsoM
€[MHOW cucTeMbl 1 (Mnu) eguHoro noptana, npumensotes ¢ 01.01.2025.

Cratbsa 39. PelweHne o npoBeAeHUU KIMTMHUYECKOrO UccneaoBaHUs NeKapCTBEHHOro npenapara ans
MeAVLIMHCKOTrO NPUMEeHeHUs1
(B pea. PegepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. KnuHuyeckoe vccnefoBaHue NekapcTBEHHOro npenapara ans MeauuMHCKOro NpuMeHeHUst NpoBOaAMTCS
Ha OCHOBaHMW paspelleHnsl Ha MpoBeAeHUE KIMHUYECKOrO WCCredoBaHWs JeKkapCTBEHHOro mnpernapaTa,
BbIAAHHOIO YMOSTHOMOYEHHbIM dbefeparnbHbIM OpraHoOM WCMOSIHUTENbBHOW BriacTu Mo pesynbTaTtam 3KCnepTusbl
JOKYMEHTOB, HeobXoOuMbIX Arisi MOJSlyYeHWsi paspelleHnst Ha MNpoBefeHWe KIMHWUYECKOro UccriefoBaHus
neKkapcTBEHHOro npenaparta y 3TUYECKON 3KCNepTUsbI.

2. Ina nony4yeHus pa3peLleHns Ha NpoBeAEHNE KIMHUYECKOrO UCCneaoBaHns NekapCTBEHHOMO nNpenapaTa
ON9 MeOVLMHCKOro NMpUMEHEeHMs 3asiBUTENb HanpaBnsieT MocpeAcTBOM €OUHOro nopTana B YNOSfIHOMOYEHHbIN
denepanbHbI OpraH UCMNOMHUTENBHOW BAACTU UK NINYHBLIN KaOMHET YNOSTHOMOYEHHOro doegeparnbHOro opraHa
NCNOSTHUTENBHOM BNacTu B €QNHOM CUCTEME:
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) 3asBneHve O Bbldaye paspelleHVs Ha NpoBedeHMEe KIMHWYECKOTO WCCNefoBaHWUst MeKkapCTBEHHOMO
npenapaTta Ans MeaWUUHCKOro MNpUMEHEHUs, NoAnNUCaHHOE YCUMEHHOW KBanvduUUMPOBAHHON 31EKTPOHHON
noanucolo;

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)
2) ytpatun cuny. - ®egepanbHbint 3akoH oT 30.01.2024 N 1-93;

3) NPOTOKOJT KIMMHNYECKOro nccnenoBaHmna nekapCTteBeHHOoro npenaparta gna MmeanumMHCKoro npuMeHeHus;

KoHcynbTaHTlntoC: npumeYaHume.
C 01.09.2024 B n. 4 4. 2 c1. 39 BHOCATCA M3MeHeHus (P3 oT 30.01.2024 N 1-d3). Cm. ByayLLyo peaakLmio.

www.consultant.ru Crpanuua 78 us 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100600
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100600
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=182628&amp;dst=100033
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=182628&amp;dst=100033
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100602
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100602
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100283
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100283
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100284
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100284
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100285
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100285
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100471
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100471
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100603
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100603
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=346367&amp;dst=100012
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=346367&amp;dst=100012
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100287
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100287
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100288
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100288
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100289
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100289
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100290
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100290
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;dst=1408
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;dst=1408
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

4) 6poLltopy uccnegoBartens;
5) MHCOPMALIMOHHBIV NIMCTOK NaLMeHTa;

6) cBefeHus 06 onbiTe pa6OTbI uccneposarenen no COOTBETCTBYHOLLMM cChneunarnbHOCTAM U UX OnbiTe
paGOTbI no npoBeaeHno KIMNHNYECKNX nccnegoBaHum;

7) - 8) ytpatunu cuny. - degepanbHbin 3akoH ot 30.01.2024 N 1-03;

9) KON goroesopa obsizaTenbHOro CTpaxoBaHu4d, 3aKNnt4YeHHOro B COOTBETCTBMN C TUNOBLIMU NMPaBUI1aMu
0b6s3aTenspHOro CTpaxoBaHWA, C yKa3daHneM rlpe/:l,eanoﬁ YNCINEHHOCTU NauymnMeHTOoB, y4aCTBYHOLWNX B KITMHNYECKOM
ncernenoBaHMM nekapCTBeHHOro npenaparta and MmeguunHCKOro npuMeHeHus,

KoHcynbTaHTlInoc: npuMmeyaHue.
C 01.09.2024 B n. 10 4. 2 cT. 39 BHOCATCA M3meHeHus (93 ot 30.01.2024 N 1-$3). Cm. GyayLyto pegakuumio.

10) VIH(bOpMaLI,I/I}O O COCTaBe JeKkapCTBeHHOro npenaparta gnda MmeamumHCKoro npuMeHeHus;

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.09.2024 B n. 11 4. 2 cT. 39 BHOocATCA n3MmeHeHus (P3 ot 30.01.2024 N 1-3). Cm. byayLiyo pegakumio.

11) [OOKYMEHT, COCTaBMfEHHbI MNPOM3BOAMTENEM NEKapCTBEHHOro npenapara Ans  MeguuUHCKOro
NPUMEHEHUS N coaepXallMin nokasaTenu (XapakTepucTUKM), a Takke CBEAEeHUS O NekapCTBEHHOM npernaparte
ANst MEANLMHCKOrO NPUMEHEHMWS, NPOU3BEAEHHOM AN NPOBEAEHMS KIMHUYECKMX UCCNeaoBaHuUii;

KoHcynbTaHTlnoCc: npumeyaHue.
C 01.09.2024 u. 2 cT. 39 gononHsetca n. 11.1 (@3 o1 30.01.2024 N 1-®3). Cm. OyayLiyo pegakumio.

12) cBegeHuss O OaTe MPedoCTaBMEHUs WM PEerucTpaLuvoHHOM HOMepe MULEH3UM Ha MpPoU3BOACTBO
NeKapcTBEHHbIX CPeAcTB B Cryyae, ecnu MpoM3BOACTBO JEKApCTBEHHOro Mpenaparta OCyLIecTBnseTca B
Poccuiickoit denepaunn, Unu OKYMEHT, coAepKallnii cBeAeHUs o0 aate npenocTaBleHns U perncTpauvoHHOM
HOMepe 3aKMYeHUss O COOTBETCTBMM MPOV3BOAMTENS JleKapCTBEHHOro rnpenapata TpeGoBaHWAM MpaBus
Hagsiexallen nNpPOW3BOACTBEHHOW MPaKTWMKM, MNPedOCTaB/IEHHOrO  YMOSIHOMOYEHHbIM  OpPraHOM  CTpaHbl
NpoV3BOAMTENS NEKapCTBEHHOrO npenapara.

(B peq. PenepanbHbix 3akoHoB OT 04.06.2018 N 140-®3, o1 27.12.2019 N 478-®3, o1 30.01.2024 N 1-93)

2.1. CeefgeHus, noareepxgawowme akt ynnartbl rocyfapCTBEHHOW OOLWMVHbI 33 NPOBEAEHNE STUYECKOW
3KCNepTU3bl, 3SKCMepTU3bl [AOKYMEHTOB Ha NeKapCTBEHHbI npenapaTr And nonyyvyeHus paspelleHns Ha
npoBedeHne KIMHUYECKOro MCCredoBaHWs NEeKapCTBEHHOro npenaparta Ans MeOUUMHCKOrO MpUMeHeHus, 3a
BblJa4yy paspelleHns Ha npoBedeHue KIMHWYECKOro WUCCrefoBaHus NekapCTBEHHOro npenaparta  Ans
MeOULMHCKOTO MNPUMEHEHUs!, 3a MNpoBedeHWe OSKCNepTu3bl JOKYMEHTOB Ha feKapCTBEHHbIW npenapaTt Ans
nonyyeHns paspelleHus Ha npoBedeHue MEeXAyHapOAHOro MHOrOLEHTPOBOro KMMHUYECKOro UCCrefoBaHus
nekapcTBeHHOro npenapaTta Ang MeOWMUMHCKOro MpUMEHEHUs, 3a Bblgady paspelleHus Ha nposefeHue
MEeXOyHapOAHOro  MHOrOLEHTPOBOro  KMMHWYECKOro  UCCredoBaHUA  feKkapCTBEHHOro npenapata  Ans
MEOULMHCKOTO MPUMEHEHUs, 3a nNpoBedeHVMe ITUYECKOW OKCMepTu3bl, 3KCMepTusbl [OKYMEHTOB Ha
nekapCTBEHHbIN npenapaT Ans NoNyYeHUs paspelleHns Ha nposefeHue NOCTPErncTPaumMoOHHOro KIMHUYECKOro
nccrefoBaHus fnekapcTBEHHOro npenaparta Ans MeguumHCKOro MpUMEHeHUs, 3a Bbldady paspelleHus Ha
npoeBefeHne MOCTPErMcTpaLMoOHHOrO  KMMHUYECKOro  WUCCRedoBaHUA  NeKkapCTBEHHOro npenapata Ang
MEOULUMHCKOTO MNPUMEHEHWsl, a TaKkKe CBedeHMs O BbldaBaeMblx (MpegocTaBnsieMbiX) YNOMHOMOYEHHBIMM
degepanbHbIMM OpraHamMmn UCMNONMHUTESNBbHON BAacTh AOKYMEHTax (CBeAeHUsIX), YKasaHHbIX B NyHKkTe 12 yacTtu 2
HacTosLen cTaTby, YNONTHOMOYEHHLIN dhefepanbHbI opraH UCMONHUTENBHOW BNacTu 3anpaluveaeT B rnopsake
MEeXBEeAOMCTBEHHOIO 3fIeKTPOHHOrO B3aMMOLENCTBUS.

(vactb 2.1 B peq. ®enepansHoro zakoHa ot 30.01.2024 N 1-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

3. B cpok, He npeBblwawWuin Tpex paboymx OHEW CO [OHSA HarnpaBneHWs B JIMYHbIA  KabWHeT
YNOSTHOMOYEHHOro dpefepansHOro opraHa MCMNoOSIHUTENBHOM BNacTu B €OMHOW CUCTEME YKa3aHHOro B nyHkTe 1
4YacTu 2 HacTosLen cTaTby 3asBrEeHNs U HEOBXOAMMbIX OOKYMEHTOB, YNOMHOMOYEHHbIN dheaepanbHblin opraH
WCNOSTHUTENBLHOW BNacTu:

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) nNpoBOAMT NPOBEPKY MOMHOTBI M LOCTOBEPHOCTM CBEOEHUN, COOEPXALLMXCA B MNPEACTaBMEHHbIX
3as8BUTENEM JJOKYMEHTAX;

2) npMHAMaeT peweHne O npoBefeHUn 3KCNepTu3bl OOKYMEHTOB AJid NoJiydeHUuAa paspelleHunsa Ha
npoesegeHne KIMHUYECKOro wuccneagoBaHUa JeKapCTBEeHHOro npenapara Aand MeauumHCKOro rnpuMmeHeHua wu
3TUYECKON OKCNepTn3bl Unn 06 oTkase B npoBeaeHnn yka3aHHbIX 3KCNepTus,;

3) HanpaBnsieT 3asBUTENI0 NOCPEACTBOM €4MHOro nopTana Unu B NUYHbIA KaBUHET 3asBUTENs B e4WHOW
cMCTEME MOAMUCAHHOE YCUINEHHOW KBanMULMPOBAHHOW SMEKTPOHHON NOAMUCHI0 YBEAOMIIEHME O MPUHSATOM
peLleHnn Nnbo B criydae NpUHATUS pelleHns 06 oTkase Takke C ykazaHWeM NPUYUH Takoro oTkasa;

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

4) HanpaBnseT B JIMYHbIA KAOUHET SKCNEPTHOrO YYpEXAEHUS B €OUHON CUCTEME U NUYHbIA kKabnHET coBeTa
Mo 9TWUKe 3adaHus Ha nNpoBedeHMEe  COOTBETCTBYKOLUMX  IKCMEPTWU3, MOAMUCAHHbIE  YCUMEHHBIMM
KBanuuumpoBaHHbLIMU 3NIEKTPOHHBIMU MNOANMNCAMMU.
(n. 4 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. B cnyyae BbIFBMEHUS HENOMNHOTHI M (MNU) HEeOOCTOBEPHOCTU WHopMauun, copepxallencs B
npeacTaBneHHbIX 3asBUTENeM AOKYMEHTax, YNONHOMOYEHHbIN deaepanbHblii opraH UCMNONHUTENLHOW BracTu
HanpaenseT B NINYHbIA KaOMHET 3asiBUTENS B €OUHOW cucTeMe 3anpoc 06 YTOYHEHUM yKasaHHOW MHopmaumn,
NnoAnMCaHHbIN YCUNEHHOW KBanuUUMPOBAHHOW SMEKTPOHHOW noanucblo. 3asiButens 00si3aH HanpasBuTb B
NWYHBIN KaBWHET YMNONHOMOYEHHOro dedepansHOro opraHa WCMONHUTENbHOM BriacTu B €OMHOW cucTeme
NnoAnMCaHHbIN YCUMEHHON KBaNUMUUMPOBAHHOW 3MEKTPOHHOW MNOAMUCHI0 OTBET Ha 3anpocC YMOMHOMOYEHHOro
defepanbHOro opraHa UCMOMHUTENBHOW BNAcTWM B CPOK, HE MPEBbIWAKLWNA AEBAHOCTA paboumx OHEN CO OHSA
nonyyeHns: yrnoriHoMoYeHHbIM doefieparnbHbIM OpraHoOM UCMOSNTHUTENBHOW BRacTu SNEKTPOHHOrO yBeAOMMNEHNS O
nonyyeHun 3asBuTtenem 3anpoca. Cpok, yka3aHHbIM B YacTu 3 HacTodALWen cTaTbyl, NPUOCTAHABIIMBAETCA CO OHS
HanpaBreHUs B NUYHbLIN KabWHET 3asBuUTens B €AMHOM CUCTEME 3anpoca YMNOofIHOMOYEHHOro deneparnbHOro
opraHa WCMOMNHUTENbHOW BNAacTWU OO AHS HanpaBneHUsl B NIUYHBLIN KabWHET YyNONHOMOYEHHOro heaepanbHOro
opraHa UCNonHUTENbHON BNacTn B €ANHON CUCTEME OTBETA Ha 3anpocC U He Y4UTbIBAETCS NPU UCHUCIIEHUN CpoKa
NPUHATUSA  YNOMHOMOYEHHbIM defepanbHbiM  OpraHoM WCMOMHUTENbHOW BracTU peLleHus o npoBedeHun
3KCNepTU3bl [OOKYMEHTOB [ANA MNONyYeHUs paspelleHnss Ha npoBedeHMe KIMHUYECKOro uccneaoBaHus
nekapcTBeHHOro npenapara Ans MeaAnLMHCKOro NpUMeHeHus.

(vacTb 4 B peq. PenepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHoBaHVeM [Afia OTKasa B MNPOBEAEHUMU 3KCMepTU3bl AOKYMEHTOB AONS MOMyYeHUs paspelleHus Ha
NnpoBefeHUe KIMHUYECKOro WCCrefoBaHMA JlekapCTBEHHOro npenaparta ans MeaMUMHCKOro NPUMEHEHUs U
3TUYECKOWN SKCMEPTU3bl ABMNSETCA NpeacTaBrieHne JOKYMEHTOB, NPeAyCMOTPEHHbIX YacTbio 2 HACTOSLLIEN CcTaTby,
B HenonHoMm obbeme, HenpeacTaBneHne 3asiBUTENEeM B YCTAHOBIIEHHbIN CPOK OTBETA Ha yKa3aHHbIA B Yactu 4
HacCTOosILLEN CTaTbM 3anpoC YNONTHOMOYEHHOro defiepansHOro opraHa UCNONHUTENBLHON BNacTu nubo oTcyTcTBme
B NpeacTaBleHHbIX OOKYMEHTaxX WCYepnbiBaloLWEero nepeyvHs HeobxoaAnMon uHdopmauun mnu mnHdopmaumu,
KoTopas pormkHa ObiTb OTpaeHa B HMX, a Takke OTCYTCTBME CBeAeHWI, KOTopble B AarnbHenem
NOATBEPXOATCA MOCPEeACTBOM MEXBEOMCTBEHHOro OreKTPOHHOro B3aMMOAEencTBusA, O dhakTe ynnaThbl
rocygapCTBeHHONW [OWIMWHBLI 33 MPOBEAEHNE OTUYECKOW IKCMEepTU3bl, SKCNepTu3bl [OKYMEHTOB Ha
nekapcTBeHHbIN npenapat Ans MnonydYeHus paspelleHuss Ha npoBefeHMe KIMHMYECKOro u1ccrneaoBaHus
nekapcTBeHHOro npenapaTta And MeAUMUMHCKOro MpUMEHEHUsA, 3a Bblgady paspelleHus Ha nposefeHue
KIMMHUYECKOro uccnefoBaHMsa eKkapcTBEHHOro npenapara Ans MefuuMHCKOro npuMeHeHusi, 3a nposefeHune
3KCMepTU3bl [OKYMEHTOB Ha NeKkapCTBEHHbIN npenapat And nofyyYeHus paspelleHus Ha npoBedeHue
MEeXOYHapOAHOTO  MHOTOLIEHTPOBOIrO  KIMMHUYECKOro  MCCrefoBaHWs  NeKapCTBEHHOro npenapaTta  Ans
MEeOULMHCKOTO MPUMEHEHUs, 3a Bbiayy paspelleHus Ha MnpoBefdeHue MeXOyHapoOHOro MHOrOLIEHTPOBOro
KIMMHUYECKOro uccnefoBaHWs rekapCTBEHHOro npenaparta Ang MefuuMHCKOro npuMeHeHusi, 3a fnpoBefeHune
3TUYECKON IKCMEPTU3bI, IKCNEPTU3bl JOKYMEHTOB Ha NeKapCTBEHHbINM NpenapaT Ans NonyyYeHus paspelleHns Ha
nposefeHne MOCTPEerncTpaLMoHHOrO  KIMMHUYECKOro  WUCCrefdoBaHWsA  fekapcTBEHHOro npenapata  Ans
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

MEOULMHCKOrO MPUMEHEHMSI, 3a Bblgadvy paspeLleHns Ha MNpoBedeHMEe MNOCTPErMCTPALMOHHOIO KIMHWUYECKOro
nccnenoBaHus IEkapCTBEHHOTO Npenaparta Ans MeanLMHCKOro NpUMEHEHNS.
(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

6. lNMpoBegeHue akcnepTU3bl OOKYMEHTOB ANs MNOMNYyYEHUS paspelleHus Ha npoBefeHue KIMHUYECKOro
uccnegoBaHUs NeKkapcTBEHHOro npenapata Ang MeguUUMHCKOrO MPUMEHEHUS U 3TUYECKOW 3SKCMepTUusbl,
COCTaBfieHMe KOMWUCCUEN 3KCMEepTOB M COBETOM MO 3TUKE 3aKNYEHUA O BO3MOXHOCTU UMM HEBO3MOXHOCTU
nposeneHus Takoro KNUHUYECKOro nccnegoBaHus, nognucaHve 3aKknoYeHumn YCUINEHHBIMN
KBannuUUPOBaHHLIMU 3MEKTPOHHBIMW MOAMUCAMW W HamnpaBrneHue AaHHbIX 3aKMYEHUA B NUYHbIA KabuHeT
YMOSTHOMOYEHHOro pefiepansHOro opraHa UCMNONMHUTENLHON BNacTh B €UHON CUCTEME OCYLLECTBASIOTCH B CPOK,
He npeBblWaKWMA ABaguatM nNATM pabouMx AHEeM CO AHA HanpaBreHWst B MUYHbIA KabWMHET 3KCnepTHOro
yupexaeHus B eQUHON cuctemMe 3afaHus ynonHOMOYEeHHOro dpeepansHoro opraHa UCNOMHUTENbHOW BNacTu ¢
NpUNoXeHNeM JOKYMEHTOB, YKa3aHHbIX B nyHKTax 3, 4, 10, 11 1 11.1 yactu 2 HacTosILLen cTaTby, U HanpaBneHns
B NIMYHBbIA KabWHET coBeTa MO 3TWKE B €OUHOW CUCTEME 3adaHus YNofiHOMOYEHHOro deneparnbHOro opraHa
NCNONMHUTENBHOW BIacTu C MNPUMNOXEHUEM [OKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6 U 9 yactu 2 HacTosiLen
cTaTbMm.

(vacTb 6 B peq. ®enepansHoro 3akoHa ot 30.01.2024 N 1-03)

7. B cpok, He npeBbllalWun Tpex paboymx OHEeW CO [OHSA HarnpaBneHWs B JIMYHbIA  KabWHeT
YMOSTHOMOYEHHOro pedeparnbHOro opraHa UCMOSNTHUTENbLHON BracTu B €4MHOWN CUCTEME 3aKMOYEeHUN, YKa3aHHbIX
B YacTW 6 HaCTOsLLEN CTaTby, YNOTHOMOYEHHbIN heaepanbHbIi OpraH UCMONHUTENbHOW BNACTU:

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) ocyllecTBNseT OLEHKY MOCTYNUBLLMX 3aKIOYEeHUA AN onpenerneHns Ux CooTBETCTBUA 3adaHUsM Ha
npoBefeHne COOTBETCTBYHIOLLNX SKCMEPTUS;

2) npuHMMaeT peleHNe O Bblgavye paspelleHnss Ha NpoBeAeHMEe KIMHUYECKOro UccrefoBaHus
NleKapCTBEHHOro npenaparta Ans MeAWUMHCKOro NPUMEHEHWsl, BHOCUT B PEECTP BblAaHHbLIX pas3pellueHuin Ha
NpoBefeHNe KIMHUYECKMX WCCNEAOBaHUN JEKapCTBEHHOrO npenapata COOTBETCTBYHOLLYH MHGOPMaUU U
HanpaenseT NOCPeACTBOM €4AUHOro noprana 3asiBUTENI0 UNN B NINYHbIN KAOMHET 3asiBUTENS B €4MHON CUCTEME
BbINMUCKY M3 peecTpa BblOaHHbIX paspelleHnin Ha NpoBeAeHME KIMHUYECKMX WCCrefoBaHuA fekapCTBEHHOro
npenapaTa, NOANUCAHHYIO YCUIEHHON KBANMMULNMPOBaHHON 3NEKTPOHHOW NOANUCHIO;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 30.01.2024 N 1-93)

3) npuHMMaeT pelleHre 06 oTkase B Bblgade paspelleHusi Ha npoBefeHne KIMHUYECKOro nccneaoBaHuns
NeKapCTBEHHOro npenaparta Ans MeauuMHCKOro NMpUMEHEeHMsI U HanpaensieT NocpeacTBOM eauMHOro noprana
3a8BMTENIO UMW B NIUYHbIA KabWHET 3asBUTENs B €4MHOW CUCTEME AaHHOE pelUeHue, NognucaHHoe YCUNeHHON
KBanMguUMpoBaHHON 3NEKTPOHHON NOAMNUCHIO, C YKa3aHUeM NPUYUH OTKasa.

(n. 3 B pea. PepepansHoro gakoHa ot 30.01.2024 N 1-03)

8. OcHoBaHnem Ona OTKada B Bblayde paspeleHnda Ha npoBegeHue KIMHUYeCcKoro wuccrnegoBaHuA
nekapcTBEHHOro npenapata Ans MeOUUMHCKOrO MNPUMEHEHUST SBNAETCH HanuumMe 3akrioyeHus KOMUCCUM
3KCMEPTOB MMM 3aKMOYEHMST COBETa MO 3TUKE O HEBO3MOXHOCTW MPOBEAEHWsI KIMMHUYECKOTO MCCreAoBaHus
NekapCTBEHHOIO npenapaTta And MeOWUMHCKOrO MNPUMEHEHWs Mo pes3ynbTataM MPOBEAEHHbIX 3KCNepTus,
npeayCMOTPEHHbIX YaCTbio 6 HACTOSLLEN CTaTbW.

9. PeweHve o6 oTKase B MNPOBEAEHUN IKCMEPTM3bl LOKYMEHTOB Afs MNOSYyYEeHWUs paspelleHusl Ha
npoBefeHne KIMHUYECKOTrO MCCNeaoBaHWUsi FIEKapCTBEHHOro npenapata Ans MeOMUMHCKOrO MNPUMEHEHUs ”
3TUYECKON 3KCMEPTU3bI N B Bblaaye paspeLleHns Ha NpoBedeHNe KITMHUYECKOro UCCeAO0BaHNS flekapCTBEHHOIO
npenapata Ans MeOWUMHCKOrO MNpUMEHeHUst MoxeT OblTb 00XanoBaHO B MOpsiAke, YCTAHOBIIEHHOM
3akoHofdaTenscTBoM Poccuickon degepaumm.

KoHcynbTaHTlnoC: npumeyaHue.
MonoxeHus c1. 39.1 (B peg. ©3 ot 30.01.2024 N 1-®3), kacawowmecs npenocTaBneHNss roc. YCnyr
nocpeacTBOM eauHOM cuctemsl, npumeHstotes ¢ 01.01.2025.

Crtatbsa 39.1. 3TMuyeckas akcnepTusa
(BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

1. 3OTuyeckas 3KCnepTns3a npoBoaAUTCA COBETOM MO 3TUKE, CO3OaHHbIM B NopAlKe, YCTAaHOBJIEHHOM
YNOJTHOMOY€EHHbIM cpep,epaanblM OopraHom WCMOSNTHUTENbHOM BMacTn, B LENsX Bbldayn 3aknodeHus ob
3Tu4yeckon OBOCHOBAHHOCTU BO3MOXHOCTHU npoeeaeHuna KIMHUYECKOro wuccnegoBaHuna nNekapCTBEeHHOro
npenaparta gna MeanumHCKoOro npuMmeHeHus.

2. Okcneptamu coBeTa MO 3TMKe MOryT ObiTb MpeacTaBuUTENVM MEAMLMHCKMX OpraHusauui, Hay4HbiX
opraHu3aumn, obpasoBaTesfbHbIX OpraHn3auui Beicllero obpasoBaHus, a TaKke NpeacTaBuTenm O6LLEeCTBEHHbIX
opraHnsauui, penurMo3sHbiX opraHusaumim U CpeacTB MaccoBon MH@opmaumn. [JaHHble 3KCnepTbl HE OOIMKHbI
HaxoouTbCs B KakoW-nMbo 3aBMCUMOCTU OT pa3paboTyMKOB rEeKapCTBEHHbIX NpenapaTtoB W APYrux nu,
3auHTEPEeCcoBaHHbIX B pe3yrbTaTax 3TU4EeCKOM SKCNepTum3bl.

3. Onnarta ycnyr aKkcnepToB COBeTa MO 3TUKE OCYLLECTBMSIETCS Ha OCHOBaHWM LOroBOpa, 3aK/to4YeHHOro
MeXay YNoSTHOMOYEHHbIM heaepanbHbIM OpraHoOM MCMOSTHUTENBHOW BNACTU, KOTOPbIM CO3[aH COBET MO 3TUKE, U
3KCMEepTOM COBETa MO 3TUKE, 3a CYET OHMKETHbIX aCCUrHOBaHWW, NPEAYCMOTPEHHbLIX YMNOSTHOMOYEHHOMY
henepanbHOMy OpraHy UCMONTHUTENbHOM BNacTW, KOTOPbIM CO3[aH COBET MO 3Tuke, B doedeparnbHoM OtompkeTe
Ha COOTBETCTBYHOLLMI rog Ha obecrneveHne ero AeATENbLHOCTM, B pasMepax, YCTaHOBIEHHbIX [1paBUTENbLCTBOM
Poccuiickon ®egepaumn.

4. 3kcnepTbl coBeTa MO 3TUKe HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHogaTenbcTBOM Poccuiickon
depepauuu.

4.1. lMNMpn nNpoBegeHUN ITUYECKOM IKCMEPTM3bl He AonyckaeTca uctpeboBaHMEe IKCMEepTOM Yy 3asBUTENS
nmbo  MHbIX iy mMmaTtepuanos, HGOﬁXO,ElMMbIX ona  nposeaeHus 3TN4YecKon OKCNepTu3bl. B cny4yae
HeaJOCTaTOYHOCTU npencTtaBfieHHbIX 3KCNepTy mMatepuanoB B NWYHLIA KabWHET 3asBUTENS B e,EI,I/IHOIZ cucrtemMme
YMOSTHOMOYEHHLIM FTIMLOM COBETA MO 3TUKE HanpaBnsieTCcs 3anpoc O NpeAcTaBeHnM HeobxoanmMbIX MaTepuarnos,
MOANUCAHHLIA pykoBoauTeNem (YnormHOMOYEHHBIM fMLOM) COBETA MO 3TUKE C MCMOSIb30BaHUEM YCUITEHHOM
KBanuuuMpoBaHHON 3NEKTPOHHOW MOAMNWCK, a TakkKe HanpaBnsdeTcs yBedoMIieHue o6 ykasaHHOM 3anpoce B
NINYHBIN KABMHET YNONTHOMOYEHHOrO heaeparnbHOro opraHa UCNONTHUTENBHOW BNacTu B €ANHOM CUCTEME.

(vacTb 4.1 BBegeHa depepanbHbimM 3akoHoM oT 30.01.2024 N 1-03)

4.2. 3asButenb 06s3aH HanNpaBUTb B NUYHLIA KAOMHET coBeTa Mo 3TUKE B €AMHON cucTeMe NoAanmncaHHbIN
YCUNEHHOW KBaNuUUUPOBAHHOW 3MEKTPOHHOW MOAMMCBI0 OTBET Ha 3anpoc O npeacTaBrieHnM HeobXoOUMbIX
MaTepuarnoB COBETY MO 3TMKE B CPOK, HE NpeBbILIALWMIA AeBSHOCTA paboymx OHEN CO AHSI NOSly4YeHMs1 COBETOM
Nno STUKE OSMEKTPOHHOro YyBEAOMMEHWS O MOJflyYeHMM 3asiBUTENEM YyKas3aHHOro 3anpoca. Bpems co aHs
HanpaBfeHUs COBETOM MO 3TUKE B JIMYHbIA KabOWHET 3adBUTENS B €0MHON CUCTEME 3anpoca O npeacTaBneHumn
HeobxoaMMbIX MaTepuanoB A0 OHS HanpaBrieHusl 3asiBUTENeM B NUYHbIA KabMHET coBeTa Mo 3TUKe B eAWHOM
cMcTeEME OTBEeTa Ha YyKas3aHHbI 3anpoC He YYUTLIBAETCA MPU WCHUCIIEHUM CpoKa NPOBEOEHUst 3TUYECKOW
3KCNepTn3bI.

(4acTb 4.2 BBegeHa depeparnbHbimM 3akoHoM oT 30.01.2024 N 1-03)

5. CoctaB coBeTa No 3TMKe, MonoxeHwe o6 3TOM COBETE, nopAgoK ero AedTreribHOCTH, Tpe6OBaHI/IF| K
KBaﬂI/I(bVIKaLI,I/IVI n onbiTy pa60TbI no SKCFIepTHOIZ OUu€eHKe Hay4HbIX, MeOWUUHCKMUX U I3TUYECKUX aCneKkToB
KIIMHMYECKMX MCCreaoBaHNin NeKapCTBEHHbIX MNMpenapaTtoB Ald MeOAUMLUMHCKOro npuMeHeHusa, npeabsaBideMblie K
JKCnepTaM coBeTa Mo 3TUKe, NoOpAAOoK OpraHu3auum n nposeaeHuUa 3TUYECKON QKCNepTu3hbl, @OQMa 3aKrnr4yeHus
coBeTa Nno 3TukKe yCtaHaBnnMBakTCA YNOJITHOMOYEHHbIM q)e,qepaanblM opraHom ncnonHuTenbHon Bnactn. Yncno
I'Ipep,CTaBI/ITeJ'IeVI MeaNLIMHCKNX opraHmsaumﬁ HEe MOXeT NnpeBblllaTb MNOJIOBUHY OT obuwero uucna 3KCnepToB
coBeTa No 3TUKe.

6. Mlndhopmauus o cocTaBe coBeTa MO 3TUKe, NfaHax ero paboTbl U TEKyLeN OeATENbHOCTM pa3MeLLaeTcs
Ha oununanbHOM canTe ynorTHOMOYEHHOro hefepasnibHOro opraHa UCNoSTHUTENBHOM BriacTn B cetn "IHTepHeT"
B YCTAHOBMEHHOM MM NOpAAKE.

KoHcynbTaHTln0C: npumeyaHue.
MonoxeHus cT. 40 (B pea. ®3 ot 30.01.2024 N 1-®3), kacarowmecs npegocTaBneHms roc. ycnyr nocpeacTsoM
efMHoW cucTembl, npumensaioTcs ¢ 01.01.2025.

Cratbsa 40. I'IpOBep.el-wle KITMHU4YeCKOro wuccriegoBaHusa JeKapcTtBeHHOro npenapara Aansda
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

MeAULUMNHCKOro npumMmeHeHus

1. PykoBoaguTenb MeEAMUMHCKOW OpraHu3aumu, KoTopasi MNpPOBOAMT  KIMHWYECKOE MccredoBaHue
nekapCTBEHHOro npenaparta Ans MeauUMHCKOro NMPUMEHEeHWsi, HasHa4vyaeT MCcCrieaoBaTens, OTBETCTBEHHOMO 3a
npoesegeHne Takoro nccrnenoBaHna U nMmerwlero neqe6Hyro cneunanbHOCTb, COOTBETCTBYHOLLYIO NpOBOAMMOMY
KNMMHUYECKOMY WUCCeoBaHUI0 NeKapCTBEHHOIO npenaparta, co CTaxeM paboTbl Mo nporpaMmaM KIMHUYECKMX
NCCnefoBaHWUiA NiekapCTBEHHbIX MpenapaTtoB He MeHee YeM Tpu roda M Mo €ero MPeanoXeHWo HasHadaeT
couccnegoBaTenen 3 ymcna Bpadein 3TolM MeANLMHCKOM opraHm3aLmi.

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. Nccneposatenb ocyulecTendaeT Bbl60p nayneHToB, KOTOpPble N0 MEOULUUNHCKMM NOKa3aHUAM MOryT ObITb
npueried4eHbl K Yy4YaCTUKO B KIIMHUYECKOM MUCCrnenoBaHMN JeKapCTBEHHOro npenaparta and MeguumHCKoro
NPUMEHEHMUA.

3. Nccneposatens 1 counccneqoBaTenu OOMMKHbI ObiTb O3HAKOMIEHbI C pe3yrbTaTaMmy LOKITMHUYECKOro
nccnefoBaHNsa NekapcTBEHHOro CPeAcTBa, coaepxalmmmcs B bpoluope uccnegosarens, NpoekTom npoTokona
KMUHUYECKOrO UCCINEeNOoBaHUsSI NIeKapCTBEHHOro npenapaTta Ans MeAWLMHCKOTO MpuMeHeHusl, pa3paboTaHHbIM
pa3paboTynKoM NeKapCTBEHHOrO npenapaTta UMM MHbIM PUOUYECKMM MULOM, NPUBMEKAEMbIM K OpraHvM3auum
NPOBEAEHUS] KIMHUYECKOrO WMCCNedoBaHWs NEeKapCTBEHHOro npenaparta Ans MeOWUMHCKOTO MPUMEHEHUS, U
ApyrumMmmn MaTepuanamu Takoro uccriefoBaHusl.

3.1. PykoBoauTenb MeOMWLMHCKOM OpraHu3auuu B CpPOK, HE MpeBbIalWmi Tpex pabounx OHEN CO OHSA
Havyana NpoBeAEHUs KITMHNYECKOrO UCCrefoBaHUs fiekapCTBEHHOMO nNpenapaTa AN MeanUMHCKOro NPUMEHEHNS,
coobuaeT 06 3TOM B YNONMHOMOYEHHbI hefeparnbHbli OpraH UCNOSHUTENBHOW BNAacTK, BblAaBLUMA pa3peLleHne
Ha npoBefeHMe Takoro nccrneaoBaHnd, No yCTaHOBAEHHOW UM oopMme.

(vactb 3.1 BBegeHa PepepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

4. OpraHusauuy, OCYLLECTBASIOLME OpraHvM3auuio  MNpoBeOeHUsI  KMMHWYECKOro  McCreaoBaHust
rieKapCTBEHHOro npenaparta Ans MeauVLUMHCKOro NMpPUMMEHEHUs1 N yKasaHHble B YacTu 3 cTaTby 38 HacTosLero
depnepanbHOro 3akoHa, B Cry4yae HeOOXOAMMOCTU BHECEHUSI W3MEHEHWA B MPOTOKON  KIMHWUYECKOro
nccrefoBaHUS  NEeKapCTBEHHOrO npenapaTta  Afis  MeOMUMHCKOro nNpuMeHeHust coobwaloT o6 3TtoM B
YMONTHOMOYEHHLIN defeparnbHbIi OpraH WCMOSHUTENBHOW BMacTv, BblOABLUMI paspelleHne Ha npoBedeHue
TaKOro UccrnenoBaHusi, No YCTaHOBIEHHOW UM cdhopMe.

(B pea. PegepanbHoro gakoHa ot 11.10.2010 N 271-$3)

4.1. dopma coobLLEeHNA O BHECEHUN N3MEHEHWI B MPOTOKOI KIMHNUYECKOrO UCCref0BaHUSA nekapCTBEHHOMO
npenapata ans MeauLUUHCKOro NnpuMeHeHns JomkHa cogepXatb cregyowme CBeAeHNs:

1) HaMeHoBaHWe, MOEHTUMUKALMOHHBIA HOMEep 1 AaTta NpoToKona KIMMHUYECKOro UCCrneoBaHus:;
2) nata BHECEHWS M3MEHEHWI B MPOTOKON KMUHUYECKOro UCCNeaoBaHus;
3) HaMmeHoBaHNe 1 MeCTO HaxXOXAeHUs 3asBUTENS;

4) HanmeHoBaHMe opraHn3aunm, anBnequHon pa3pa60T‘-II/IKOM NeKapCTBEHHOro npenapata K
opraHm3auunmn npoBegeHnsa KInnHNM4eckoro ncenengoBaHnA (ﬂpl/l Haﬂl/l‘-ll/ll/l);

5) HanMeHoBaHUA U MeCTa HaxoxXaeHnAa MegunumuHCKNX OpFaHI/ISGLWII?I, B KOTOPbIX NMPOBOAUTCA KINMUHUYECKOoe
ncecnegoBaHune;

6) AaTta Bblaayvyn pa3peleHna Ha npoBegeHne KnmHn4eckoro ncceriegosaHnAa n Homep 3Toro paspelleHns;

7) N3MEHEHUS1, BHOCUMbIE B NMPOTOKOS KIMHUYECKOrO NCCNEeA0BaHUS.
(vacTb 4.1 BBegeHa depepanbHbiM 3akoHoM OT 11.10.2010 N 271-93)

5. B cpok, He npeBbiWwamLlmii ABaguaT BOCbMM paboumnx gHEeN co OHSA MOJflydeHus yKa3aHHOro B YacTtu 4
HacTosen CcTaTtbu COOOLLEHUS, YMONTHOMOYEHHLIN  doefepanbHbil  OpraH  UCMOINTHUTENbHOW  BRacTh
paccmaTtpuBaeT 3TO COObLLEeHNe B YCTAHOBIEHHOM UM NOPSAAKE U MPUHUMAET peLLeHne O BHECEHUN U3MEHEHN B
NPOTOKON KIMHUYECKOro MUCCreoBaHNs NeKkapCTBEHHOro npenapata Anst MeAWUMHCKOro MpUMEHEeHUs unu ob
OTKa3e BO BHECEHUWN TakMX U3MEHEHWUI, NoANMCcaHHOe YCUNEHHON KBannuUMpoBaHHOW 3NEeKTPOHHOW MNOANUCHIO,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

NMoCcpeACcTBOM HanpaBlieHNsi COOTBETCTBYHOLLENO PELLEHNS B NMYHBIN KaOUHET 3asiBUTENS B €4MHOM cucteme. lMpu
paccMOTPEHUM COODLLEHNST O HEODXOAMMOCTN BHECEHUSA U3MEHEHWU B MPOTOKOS KITMHUYECKOTO UCCIeAOoBaHUS
NleKapCTBEHHOro npenapara Aansg MeguuuHCKOro NpMMEHEHUsT B LieNsSX OLeHKM 060CHOBaHHOCTU npeasiaraemblx
U3MEHEHUA W oOnpefeneHnsa CcTeneHn pucka [ns MNauMeHToB, MPMHMMAaKLWMX YydacTue B KIIMHUYECKUX
nccnegoBaHusaX, YMNOMHOMOYEHHbIM bedepanbHbIM OpraHOM UCMOMHUTENBHOW BMAcTM MOMyT NpuBReKaTbCH
3KCMnepThbl COBETA MO 3TUKE U (MNK) SKCNEepPThl SKCMNEPTHOMO YUPEXAEHMS.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N 1-93)

6. KnuHuyeckoe nccnegoBaHue nekapcTBEHHOro npenapata Ans MeguuMHCKOro NpUMEHEeHUS MOXET ObITb
NMPUOCTaHOBNEHO WM MpeKpaLwleHo, ecnn B npouecce ero npoBefeHns obHapyxeHa onacHOCTb ONSA >KU3HM,
340pOBbs NaLMeHToB. B crnyvyae BO3HUKHOBEHWSI OMACHOCTU A1 XXMU3HKU, 300POBbS NauUeHTa, y4acTBYIOLLEro B
KNMMHUYECKOM MWCCNeAOBaHWM NEKApCTBEHHOrO npenapata Ana MeguuMHCKOro MNPUMEHEHWS, MCCrnedoBaTenm
0653aHbl TponHdOopMMNpoBaThb 06 3TOM pyKOBOAUTENS MEAMLIMHCKOM OpraHM3aunm 1 opraHu3auuto, NoyuYmnBLLYIO
paspeLleHne yNosTHOMOYEHHOrO heaeparnbHOro opraHa MCMONTHUTENbHOW BNACcTW Ha OpraHn3auuto NpoBeaeHns
KIMHNYECKOrOo WCCNeAOBaHUSA JNEeKapCTBEHHOro npenaparta. PelleHne O MpUMOCTaHOBNEHUN KIMHUYECKOrO
ncecnenoBaHMAa nekapctBeHHOro npenaparta gnda MeaguumHCKOro npuMeHeHua npuHUMMarT pPyKoBOAUTENb
MeOMLMHCKON opraHmM3auumm n (Mnun) opraHnsaumsi, NonyynsLlasa paspeLleHre ynonHOMOYEHHOro dgeaeparnbHoro
opraHa WCMOSNTHUTENbLHOM BMNacTM Ha OpraHu3auuio NPOBEAEHUS KIMMHWYECKOTO WUCCNEeAOBaHUS NeKapCTBEHHOMO
npenapata Ans MEeOULMHCKOTO MPUMEHEHUS, PELLUEeHME O MPeKpalleHUM TaKoro WccnefoBaHWs MpUHUMaeT
YMNOSTHOMOYEHHBIV dhefeparnbHbii opraH WCMNOSIHATENbHOW BAAcTM Ha OCHOBAHWM COOOLLEHMS B MUCbMEHHOWN
dopme  pykoBOOUTENS  MEOULMHCKOW  OpraHmMsauun Wunv  opraHuvsaumd, nonyyYumBlUas  paspelleHue
YNOJIHOMOYE€HHOro (pep,epaanoro OopraHa WCMNONTHUTENBbHOW BNacTu Ha opraHusauuio npoeeaeHuna KInMHU4YeCcKoro
nccnegoBaHus NekapCTBEHHOro npenaparta Ansg MeguuuHCKoro NpuMeHeHus.

7. B cpok, He npeBblaWMA NATU pabouMx OHEW CO [OHSA 3aBepLUEeHMs, MPUOCTAHOBIIEHUS WK
NpeKpaLwleHnst KNMHUYECKOro MWCCneaoBaHnsl JeKapCTBEHHOMO npenaparta Afs MeOULMHCKOTO NPUMEHEHUs,
coobueHne o6 3TOM HanpaBnsAeTca OpraHMsaumMsiMu, YKasaHHbIMM B 4actu 3 cratbum 38 HacTosLero
denepanbHOro 3akoHa, B YNOMHOMOYEHHbIM befeparnbHbli OpraH UCNOMHUTENbHOW BNACTU NO YCTAHOBIIEHHOWN

nm @OQMG.

8. ®opma coobLieHMs O 3aBEpLUEHUN, MPUOCTAHOBIIEHUM UMW NPEKPALLEHMN KIMHUYECKOrO MCCNesoBaHuUS
leKkapCTBeHHOro npenaparta gnda MeanumMHCKOro npuMeHeHna OoJKHa cogepXaTtb:

1) nHpopMaLMio 0 MEOMUMHCKON opraHu3auum UM MeauLUMHCKMX OpraHv3aumsx, NpoBOAMBLUMX AaHHOE
nccrnenoBaHue;

2) onncaHme gaHHOro nccrnenoBaHuA;

3) mOaHHble wuccrniegoBatensa (pamunuga, uMsi, OTYECTBO, MECTO paboTbl, 3aHMMaeMasi [OOJDKHOCTb,
crneumanbHOCTb, CTaX paboTbl MO nporpaMmaM  KIAMHUYECKUX MWCCefoBaHWA NEeKapCTBEHHbIX Npenapartos,
nepeYeHb KIMHUYECKUX NCCREeAOBaHUA NEeKapCTBEHHbIX NpenapaToB, B KOTOPbLIX OH NpUHMMan ydactue (nepuoapl
y4acTusi) B Ka4ecTBe uccrnegoBarens unu comccnenosarens);

(B peq. ®enepanbHoro zakoHa ot 11.10.2010 N 271-93)

4) pesynbTaT AaHHOrO WCCrNeAoBaHUSA (3aBeplueHMEe, MPUOCTaHOBMEHWE WIM NpeKpalleHue [OaHHOro
nuccnegoBaHMs C ykasaHMEM UX MPUYUH U BNUSHWUS Ha OLIEHKY €ero pes3ynbTaToB, OOLLyH OLEHKY pucka u
OXMOAaeMon MNonb3bl OT MPUMEHEHUA MUCCreoyeMoro fekapcTBEHHOro npenapaTa, a Takke npegnonaraemble
JanbHerne oencTeuns).

8.1. lMpu BbIABNEHMM dhedepanbHbIM OpraHOM MCMONTHUTENbHOW BNACTU, OCYLIECTBNALWMM DYHKLUUN MO
KOHTPOIO 1 Haa3o0py B chepe 3a4paBOOXpaHEHUS, HapyLIeHWI NpaBun Hagnexallemn KnMHU4YecKon npakTukm npu
NPOBEAEHUN KIMHUYECKOro WCCNefoBaHMsA NEeKapCTBEHHOro npenapaTa, BAMSOWUX Ha MOMHOTY M (Unu)
OOCTOBEPHOCTb [JAHHOIO KIMMHUYECKOTO WCCReAoBaHus, YKasaHHbI defeparnbHblil opraH MUCMONTHUTENbHON
BMacTuM npuocTaHaBnMBaeT npoBefeHWe [AHHOIO KIMHUYECKOro WCCNedoBaHUs W BbIHOCUT MeAMLMHCKON
opraHv3aumu, B KOTOPOW MNPOBOAUTCS OAHHOE KIMHWYEeCKoe uccrefoBaHue, npegnucaHve o6 ycTpaHeHuu
BbIiIBNEHHbIX HapyweHuin. [lpn HeycTpaHeHun MeOuLMHCKOW opraHuv3auven BbISBMNEHHbIX HapyleHuin B
YCTaHOBMEHHbIM B NpeanMcaHun CPoK yKasaHHbI dpefepanbHbld opraH UCMOMHUTENbHOW BRactu npuHMMaeT
pelleHne O npekpaLleHum NpoBefeHNs KINMHNYEeCKOro nccneoBaHusa nekapcTBeHHOro npenapaTa u Hanpasnset
B (bedepanbHbIi opraH WCMNOSIHUTENbHOW BracTW, OCYLLECTBASIOWMA byHKUMN No BbipaboTke M peanusauuu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

rocygapCTBEHHOM MOMUTUMKM W HOPMaTUBHO-NPABOBOMY PErynvMpoBaHui0 B cdepe  30paBOOXPaHEHWs,
3aKMYeHVe O BbISBIIEHUM NPU MPOBEAEHUM [AaHHOMO KIMHWYECKOTO WCCNEeAOoBaHWs HapyLeHWA npaBun
Hagnexawem KIMHUYECKON MpPaKTUKKU AN NPUHSTUS pelleHust 00 OTMEeHe paspeLleHusl Ha OpraHusaumio
NpoBEeLEHNS JAHHOIO KITMHUYECKOro CCneoBaHus € AaThl NMPUHATUS PELLEHUS O MPUOCTaHOBNEHNN NPOBESEHNS
KNMMHNYECKOro NCCneaoBaHUs NekapCcTBEHHOro npenapara.

(vacTb 8.1 B peq. ®enepansHoro gakoHa ot 13.07.2015 N 241-93)

8.2. lNpn npoBedeHUN KINMHWMYECKOrOo MWCCrneaoBaHMs feKapCTBEHHOro npenapata Ansg MeauuUMHCKOro
NMPUMEHEHUS B Cy4ae YTOYHEHUS (M3MEeHeHWs) AaHHbIX, COAepXKallMXCs B paspeLleHm Ha NpoBeaeHne AaHHOro
KMMHUYECKOrO UCCMNEedOBaHMs, Ha OCHOBaHWM HaMpaBAEeHHOr0 B fMYHbIN  KabWHET YNONHOMOYEHHOro
denepanbHOro opraHa WCMOMNHUTENbHOW BRacTM B eAWHOW cucTeMe obpalleHuns 3asBuTens, noanmcaHHoro
YCWUMEHHOWN KBanuWULMPOBAHHON 3MIEKTPOHHOW MOAMNUCHIO, C NPUIIOXKEHNEM MOTMBMPOBAHHOrO OBGOCHOBaHWA U
OOKYMEHTOB, MOATBEPXAalWwmux HeobXoAMMOCTb YTOYHEHUS AaHHbIX, YMONHOMOYeHHbIV dedeparnbHbli opraH
NCMONHWUTENbHON BMAacT B CPOK, He MpeBbIAWMN ABaALaTM BOCbMW paboynx AHen CO AHS NOCTYnneHus
Takoro oOpalleHnsi, BHOCUT W3MEHEHMS B paspelleHne Ha MpoBedeHNe KIMHUYECKOro MccrneaoBaHus
nekapCTBEHHOro npenapara Ang MeguuUHCKOro NPUMEHEHNs U peecTp BblAaHHbIX paspeLLeHnid Ha nposBedeHne
KMMHUYECKNX UCCNEAOBaHNUIA NekapCTBEHHbIX NPenapaToB, a TakkKe HanpasBnseT B NMYHbIN KabuHeT 3asBuTens B
eaVHON cucTeme BbIMUCKY U3 peecTpa BblAaHHbIX paspelleHUi Ha MpoBedeHWe KIMHUYECKMX MccrnegoBaHun
neKapCTBEHHbIX MpenapaToB, MOAMNWCaHHYK YCUIIEHHON KBanuULMPOBAHHOW 3MEKTPOHHOW Mnoamnuchbio, nnbo
npuHMMaeT pelleHne o6 OTKase BO BHECEHWM W3MEHEeHWW B paspelueHVe Ha npoBedeHue KIMHWUYECKOro
nccrnegoBaHus nekapcTBEHHOro npenapara 4ns MeQULMHCKOTO MPUMEHEHUs 1 HanpasnsieT B NUYHbIN KabuHeT
3aABuTENss B €OMHOW CUCTEME 3TO pelleHue, NoanucaHHoe YCUIEHHON KBanmdUUMPOBaHHOW 3NEKTPOHHON
NOANUCLIO, C YKa3aHWeM NpPUYMH OTKasa.

(vacTb 8.2 BBegeHa depepanbHbiM 3akoHoMm oT 30.01.2024 N 1-03)

9. YNonHOMOYeHHbIV dhedeparnbHbil OpraH MCNONMHUTENBHOW BriacTu onybnuvkoBbIBaeT M pas3MellaeT Ha
cBoeM odmumansHom cante B cetn "MHTepHeT" coobleHne o 3aBeplleHun, MNPUOCTaHOBIEHUU WK
npeKkpaLleHn KNMHUYECKOro MccrnefoBaHUA IeKapCTBEHHOro npenaparta And MeauuMHCKOro npumMeHeHus B
CPOK, He NpeBbILIAOLWLMI NATM pabounx AHEWN CO OHS ero Nony4YeHus, B yCTaHOBNEHHOM UM MOPSAKE.

10. YNOnMHOMOYEHHbIN eaepanbHbii OpraH UCMONMHUTENbHOM BNAacTW OCYLIECTBNSAET BedeHue peecTtpa
uccnegosarenen, NPOBOSALUMX UMW MPOBOAMBLUMX KIMHUYECKME WCCNEOOBaHUSA JEKapCTBEHHbIX MpenapaTtoB
Ons MeANLMHCKOro NPUMEHEHNs, B COOTBETCTBUN C YTBEPXKAEHHBIMU UM IpaBunamMum U pasMeLLaeT ero Ha CBoem
ohuuymnansHoM cante B cetu "WHTepHeT" B YCTaHOBNEHHOM WM [opaake. YKasaHHblA peecTp CcoaepXuT
WHopmMaLmio, NpegyCMOTPEHHYIO NMYHKTOM 3 YacTu 8 HacTosLWwen cTaTbm.

11. Ot4yeT O pe3ynbTaTtax KIMHUYEeCKOro mnccrnenoBaHuna nekapCTBeHHOro npenaparta gna mMeguuunHCKoro
NpPUMEHEHNs1 COCTaBNAETCHA opraHu3aLmen, ykazaHHon B Yyactu 3 ctaTtbn 38 HacTosLero ®eaepansHOro 3akoHa,
N NpeAcTaBnseTcs B YNONTHOMOYEHHbIN dhedepanbHbIi OpraH UCMOTHUTENBHONM BNacTW, BblAaBLUMIA pa3peLleHne
Ha MpoBefeHne 3TOro UCCrefoBaHus, B CPOK, HE NPEBbILIALWNIA ABEHaALATU MECSALIEB CO [HSA €ro 3aBepLUEHNs,
MPUOCTaHOBNEHNS UMW MPEKpaLleHnsl, B NOpsSAKe, YyCTAaHOBNEHHOM YMOMHOMOYEHHbIM dhefepanbHbiM OpraHoM
WCMOMHUTENBHON BNAcTM.

(8 peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

12. HapyweHne npaBun Hagnexawlenh KrMHUYEeCKOW MpakTuky, danbcudukaums pesynbTaToB
KIMMHUYECKOrO MCCrefoBaHusl NEKApCTBEHHOIO npenaparta Ansg MeamuMHCKOro NMpUMEHeHMs BReKyT 3a cobomn
OTBETCTBEHHOCTb B COOTBETCTBMM C 3akoHoAaTeNbCTBOM Poccunckon degepaumn.

(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

13. Tpwn npoBedeHMU KIIMHWYECKOTO WCCNELOBaHUSA JIEeKapCTBEHHOrO npenapaTta Ans MeguuUHCKOro
NpUMeHeHnst ponyckaeTcsa 3abop y naumeHToB Ouonornyeckux wmaTepmanoB (obpasubl 6Guonornyeckux
XWOKOCTEWN, TKaHEWN, CEKPETOB U NPOAYKTOB XU3HEAEATENbHOCTU YenoBeka, (oM3nMonorMyeckmx 1 naTomnormyeckmnx
BblAeMneHn, Ma3KkoB, COCKOOOB, CMbIBOB, MWKPOOPraHm3amoB, OMONCUIHBLIN MaTepuan) Ons UX U3YYeHus B
Poccuiickon ®epepaumm u (unn) 3a npegenamm Poccuiickon ®epepauuun.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

14. Mopsagok BBo3a B Poccuiickyto Pepepaunto n BbiBo3a 3a npegenbl Poccuiickon depepaumm
Ounonorndyeckmnx MaTtepuanoB, nNOJlydeHHbIX Npu npoBedeHUn KIMMHUYEeCKOro uccrieqoBaHua InekapCTtBeHHOro
npenapaTa 4ns MeauLMHCKOro NnpuMeHeHusl, yctaHasnuaaeTcs NpaBuTtensctBom Poccuiickon ®epepauumu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

Ctatba 41. [loroBop 0 NpoBeAeHWU KITMHUYECKOro UccrefoBaHUA NeKapCTBEHHOro npenapara gns
MeOULMHCKOro NpuMeHeHuns

1. KnuHuyeckoe vccneaoBaHue NekapcTBEHHOro npenapara ans MeauuUMHCKOro NpuMeHeHUsl NpoBoaMTCS
B COOTBETCTBMM C [JOTFOBOPOM O MNPOBEAEHWUM KIMHWYECKOro MCCredoBaHUs NeKapCcTBEHHOro npenaparta Aans
MEAMLMHCKOro NpYMEeHEeHMs!, 3ako4yaeMbiM MeXay opraHu3auueil, NonyymBLLE paspelleHne YNoTHOMOYEHHOTo
denepanbHOro opraHa WCMOMHWUTENbHOW BMaCTX Ha OpraHMsauuio NMPOBEAEHUs TAKOro WcCrenoBaHus, WU
MeAMLIMHCKOW opraHusaLuuen, ocyLLLeCTBALLEeN NPoBeAeHe Takoro UCCMeaoBaHus.

2. ,D,orosop O npoBeaeHun KInnHM4YeCcKoro unccriegoBaHua nekapCcrtBeHHOro npenaparta gnda mMeamunHCKoro
NPUMEHEHUA OO0JTXEH coaepXaTb:

1) ycnoBus 1 CpoKn NpoBeAEHNUSI 4AHHOTO UCCINEA0BaHNS;

2) onpegeneHne o6Wel CTOMMOCTM TMpOrpaMMbl [OaHHOMO MWCCINEeQOBaHUs C  yKaszaHWEM CYMMbl,
npeaHasHavaloLlencs Ans BeinnaT uccrnegoBaTensam, CouccrnenoBaTensm;

3) onpegeneHve dopmbl NpeacTaBneHnss pe3ynbTaToB [aHHOro0 MCCneaoBaHust B YNOSTHOMOYEHHbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNacTMu.

Cratba 42. PuHaHcoBoe obecneyeHue KIIMHUYECKOro UCCrief0BaHUA NIeKapCTBEHHOro npenapara
Anda MeguUuMHCKOro npumMmeHeHus

PurHaHCOBOe obecneveHne KIMHUYECKOro uccrnegoBaHus NleKapCTBeHHOro npenapara anda meguumHCKoro
NnpMMeHEeHNA OCYLLLECTBIIAETCA 3a CHET:

1) cpencTB dhenepanbHOro GrooKETa;

2) cpencTe OpFaHMSaLLMVI, nonyymBlnX paspeweHne Ha opraHms3auuto nposefeHuna  OaHHOro
nccregoBsaHud, B COOTBETCTBUMA C YCIiOBUAMUK OroBopa O ero nposeaeHunu;

3) MHbIX He 3anpeLleHHbIX 3akoHoaaTenbCcTBoM Poccuiickon ®egepaumnm MCTOHYHUKOB.

Crtatba 43. npaBa nauymeHToB, y4aCTByHOWUX B KIIMHUYECKOM uccriegoBaHmMn nekKkapcrtBeHHOro
npenapara gnd MmeguUMHCKOro npuMmeHeHus

1. Yyactue nauyneHToB B KIMHMYECKOM uUccneagoBaHUM nekapCTBEeHHOro npenaparta Aand mMeguumHCKoro
NPpUMEHEeHNA ABNAeTCA ﬂO6pOBOJ’IbeIM.

KoHcynbTtaHTtlntoc: npumevaHume.
C 01.01.2025 B @63. 1 4. 2 cT. 43 BHOCcATCA n3MeHeHus (D3 ot 30.01.2024 N 1-d3).
2. TaumneHT UM ero 3aKOHHbIV NPeACTaBUTENb AOIMKEH ObITb MHPOPMMPOBAH B MUCbMEHHOW hopME:

1) O JNeKapCTBeHHOM npenapate Agnda MeguumHCKoro npuMeHeHunAa wu  CyWHOCTU  KIMMHUYeCKOro
ncecnenoBaHUA 3TOro JieKkapCTBEHHOIO nNpenapara,

2) o 6e30macHOCTM fEeKapCTBEHHOro npenapata Anst MeAWUUMHCKOro MNPUMEHEHUsI, €ro OXugaemoMn
3(h(PEKTUBHOCTM M CTENEHN pUCKa ANA NALUNEHT];

3) 00 ycnosuAax y4yactma nauneHta B KIMMHUYEeCKOM UuccnenoBaHun IneKapCTBEHHOro npenapara Ansd
MeOULIMHCKOIro npuMeHeHus;

4) O uenn vnn uenax n npogosiKUTENbHOCTU KIMMHNYECKOro MccriegoBaHUA NeKapCTBEHHOro npenaparta
ana MmegmMumMHCKOro npuMeHeHu4;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

5) o0 gencTBMsiX MauMeHTa B crnydae HenpeaBuaeHHbIX 3¢pdeKToB BNUSHWUS NEKAapCTBEHHOroO npenapaTa
Ona MeguLUUHCKOro NnpuMeHeHnsa Ha COCTOAHUE ero 300opoBb4;

6) 006 ycnosuax ob6s13aTenbHOro CTpaxoBaHUA XXNU3HW, 300POBbA NMNaUuMNEHTa,

7) O rapaHTunax KOHQ)I/ILI,GHLI,VIaJ'IbHOCTI/I y4qyactua nadueHTa B KIMMHUYeCKOM nccrenoBaHMn nekapcTtBeHHOro
npenaparta gna MeanmumHCKoOro npuMmeHeHus.

KoHcynbTaHTlntoc: npumedaHume.
C 01.01.2025 u. 3 cT. 43 usnaraetcqa B HoBo pegakuuu (23 ot 30.01.2024 N 1-03).

3. ﬂ,O6pOBOJ’IbHO€ cornacuve nauueHtTa Ha y4dyactue B KIIMHWMYECKOM uccriegoBaHUM JeKapCTBEeHHOro
npenaparta gna MeguuunHCKOro npMMeHeHua noateepXgaeTcAa ero noanucbio Unn nognmcbro ero 3akKoHHOro
npeacraBnTend Ha VIH(*)OpMaLI,I/IOHHOM JINCTKe nauneHTa.

4. MauneHT Unu ero 3akoHHbIA NpeacTaBuTENb MMEET MPaBO OTKa3aTbCA OT y4acTUsi B KIIMHUYECKOM
nccnefoBaHUM NekapcTBEHHOro npenapaTta ans MeauMUUHCKOro NMpUMeHeHUs Ha nobol cTagun npoBeneHust
TaKOro UccrnenoBaHus.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2025 B 4. 5 cT. 43 BHOCATCA M3MeHeHus (D3 oT 30.01.2024 N 1-3).

5. MNpoBeaeHne KIMHNYECKOTo UCCrefoBaHUS NeKapCTBEHHOMO Npenaparta Anst MegUUMHCKOro MPUMEHEHUS
C yyYacTMeM B KadecTBe NauMeHTOB AeTel 4oMyCcKaeTCs TONbKO C Corflacnsa B NMMCbMEHHOW hopme nx poantenen,
ycbiHOBMTENEN. [leTn MoryT paccMaTpuBaTbCs B Ka4yeCTBE MOTEHUManbHbIX MauUeHTOB Takoro uccrnenoBaHus,
TONMBbKO €ecrnu ero npoBedeHMe Heobxoaumo Ans  YKpensneHus 300poBbs  AeTerd  Unu NpodUnakTuKu
MH(EKUMOHHBLIX 3aboneBaHuMii B OETCKOM BO3pacTe MO0 ecnu Uenbi Takoro MCCeAoBaHus SBMSIETCS
nony4YyeHne OaHHbIX O Hauny4llen JO3MPOBKE FIekapCTBEHHOrO npenapara Anis nedyeHus aeten. B atux cnydasx
TakoMy MCCNeAOBaHWIO OOIMKHO MPeALecTBOBaTh KMMHUYECKOE UCCedoBaHMe NekapCTBEHHOro npenapara ans
MEOULMHCKOTO NMPYMEHEHNS Ha COBEPLLUEHHOMNETHUX rpakgaHax, 3a UCKITHYEHNeM CryvyaeB, ecnu nccnegyembin
neKkapcTBEHHbIN NpenapaTt ANns MeAULMHCKOIrOo NPUMEHEHNSA npegHasHayeH UCKITYUTENBHO AN MCMONb30BaHUSA
HecoBepLUEHHONETHUMU FpaxgaHaMu.
(B peq. PenepanbHoro zakoHa ot 22.10.2014 N 313-93)

6. 3anpelwaeTcs NpoBeAeHME KIIMHWYECKOTO WCCredOoBaHWs JieKapCTBEHHOro mnpenapata Ans
MEAMLIMHCKOro NPUMEHEHUS C y4acTUeM B KayecTse MaumeHTOoB:

1) OeTen-cnpoT n AeTen, ocTaBumnxcsa 6e3 nonevyeHnss poautenen;

2) XeHWwmnH B nepuod GepeMeHHOCTU, XEHLWMUH B nepuog rpyaHOro BCKapMIMBaHMUSA, 3a WCKINIOYEHUEM
cny4daeB, ecinin nNpoBOoAUTCA KIMMHUYEeCKOe UccrenoBaHue nekapCTBeHHOro npenaparta, npeaHasHa4YeHHOro and
yKa3aHHbIX JXEHLUMH, MPU YCNOBMU HEOOXOAMMOCTU MONyYeHUst MHPOPMaLMM TOMbKO BO BpeMs MpPOBeAEeHMs
COOTBETCTBYHOLUMX KIMHWUYECKMX WUCCIEQOBaHUN U MPUHSTUS BCEX HEOOXOAMMbIX MEp MO WCKMYEHUo pucka
HaHeceHUsi Bpeaa XXeHLWuHe B nepnos 6epeMeHHOCTH, XEHLLMHE B NEPUOA PYAHOIO BCKapMIMBaHUs, nNioay unm
pebeHkKy;

3) BOEHHOCNyXallMX, 3a WCKMOYEeHWeM crydyaeB NPOBEAEHWs  KIMHUYECKOro  UCCreaoBaHust
NeKkapcTBEHHOro npenaparta, crneuuanbHo pa3paboTaHHOro ONs MPUMEHEHUs B YCIOBUAX BOEHHbIX OeWCTBUN,
YypesBblYalHbIX CUTyauui, NPOUNaKTUKL 1 revyeHnss 3aGoneBaHuii U NopakeHW, NoNyYeHHbIX B pesyrnbTaTte
BO3AEVCTBMS  HeBnaronpusaTHbIX XUMWYECKUX, Buonornyeckux, paguaumoHHblX dakTopoB. KnuHuyeckoe
nccrnenoBaHWe Takoro NekapcTBEHHOro npenapaTta MOXeT NPOBOAWUTBLCA C y4acTUeM B KavecTse nalueHTOB
BOEHHOCNYXalllMX, 33 WCKMIOYEHUEM BOEHHOCMYKalUMX, MNPOXOAALMX BOEHHYI CMNyxBy Mo npusbiBy, C
cobniogeHem TpeGoBaHWUi, YCTAHOBMEHHbIX HacToAlWmMM deaepanbHbiM 3aKOHOM B OTHOLLEHUW TpaXAaHCKMX
nvu,

4) cOTPYAHMKOB NPaBOOXPaHUTENbHbIX OPraHoB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

5) nuu, oTGLIBAIOLLMX HAKa3aHWe B MecTax NnuLleHus cBoboabl, a Takke Ny, HaxoOsLWUXCS NoJ cTpaxen B
CNEeACTBEHHbIX N30MATOpaXx.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2025 B 4. 7 cT. 43 BHOCATCA M3MeHeHus (P3 ot 30.01.2024 N 1-93).

7. DonyckaeTcs npoBegeHne KINMHUYECKOro NCCneaoBaHns NIeKapCTBEHHOO npenapara 451 MeauumMHCKoro
NPYMEHEHWs, NpegHa3Ha4YeHHOro A1 NIeYeHNst MCUXUYECKnx 3aboneBaHun, ¢ y4acTMem B KavyecTBe MauueHToB
iy ¢ nNcuxumyeckummn - 3aboneBaHMsMM, NPU3HAHHBLIX  HEOeecnocoOHbIMM B MOOpsdKke, YCTaHOBMEHHOM
3akoHoaatenscTBoM Poccuiickon ®epepaumun. KnuHuyeckoe nccnegoBaHne nekapCTBEHHOro npenapara B 3TOM
cny4ae npoBOAUTCH MPU HaANU4YMK cornacus B NMCbMeHHOM hopMe 3aKOHHbIX NpeAcTaBUTENen ykasaHHbIX Nuu,.

Ctatba 44. O6GsA3aTenlbHOe CcTpaxoBaHWe XWU3HW, 3A40POBbA NaUMWeHTa, YyuvyacTByOLEero B
KINMUHMYECKOM MUCClefoBaHUM NleKapCTBEHHOTO npenapara AnA MeauLMHCKOro NPMMEeHeHUA
(B peqn. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpraHu3auus, nonyudvBllas paspelleHne Ha OpraHM3auuio NPOBEAEHWSI KITMHUYECKOTro MccreaoBaHus
nekapcTBEHHOro npenaparta Ans MeAUUMHCKOro NMpUMeHeHusl, obsidaHa B KavyecTBe CTpaxoBaTensl cTpaxoBaTtb
PUCK NPUYMHEHWS Bpeda XW3HW, 300POBbI0 NaLMeHTa B pe3dynbTaTe NPOBEAEHUS KIMHUYECKOTO UCCNeLoBaHUs
NeKkapcTBEHHOro npenaparta Ans MEeAMUMHCKOrO NPUMEHEHUs 3a CBOW CYET NyTeM 3akio4veHus [oroeopa
065A3aTEeNbHOro CTPaxoBaHus.

2. O6bekToM 0b6S3aTENbHOro CTpaxoBaHUA ABIAeTCA I/IMyUJ,eCTBeHHbIﬁ MHTEPEC nauuneHTa, CBSI3aHHbIN C
npuynHeHnem Bpeda ero XM3HM unn 300pOoBbl0 B pedyribTate npoBeaeHUA KIMMHUYEeCKOro uccriegoBaHud
JleKapCTBEeHHOro npenaparta gnlda MeanumHCKoro npuMeHeHus.

3. CTpaxoBbIM Crny4YaeM Mo [O0roBopy 06sA3aTenbHOr0 CTPaxoBaHWs SIBMAETCA CMepTb MauueHTa unu
yXyLIEHNE €ero 3[0pOoBbsl, B TOM 4MCre Briekyllee 3a CoBON YCTaHOBMEHWE WHBANUOHOCTW, NPU HamuMyuu
MPUHYHHO-CNEOCTBEHHON CBA3WM MEXOy HaCTyMneHWeM 3TOro COBbITUS U y4acTMeM MauMeHTa B KIMHUYECKOM
CCreloBaHMK NIeKapCTBEHHOrO npenapara.

4. Tpe6OBaHMF| O BO3MeLWleHn Bpeaa, Npu4NHEHHOIro Xn3Hn U1 300pOoBbHO NaLuuneHTa, NpeabABnATCA B
Te4yeHne CpoKoB WCKOBOW OaBHOCTH, YCTAHOBJI€HHbIX FrPa>KOaHCKUM 3aKOHOAATENbCTBOM.

5. Paamep ctpaxoBow BbinnaTtbl N0 4OroBOpy 00si3aTENbHOIO CTPaxoBaHWsl COCTaBMSIET:

1) B Cliydae CMepTun naudumeHTta ABa MUIITTMOHa py6nel7| Ha KaXaoro nauuneHTta, y4YacTBOBaBLUEro B
KIMMNMHN4YEeCKOM nccnenoBaHM nekapCTtBeHHOro npenaparta,

2) npu yxyAweHun 340poBbA NaumeHTa:

a) noBrieKkwem 3a cobon yCTaHOBJ1€HNE NHBAJNIMOHOCTU I rpynnbl, OOUH MUITTTMOH NATbCOT TbICAY py6nel7| Ha
KaXxgoro nauneHTa, ydactBoBaBLUero B KIMHNM4YeCKOM UCCrieoBaHNUKN NeKapCTBEHHOIO Mnpenaparta,

6) roBrekwem 3a cobon yCTaHOBIeHne MHBaNMMOHOCTU ] rpynnbl, oguH MWUINJNOH py6ne|7| Ha Kaxaoro
nauneHTa, ydactBoBaBLUEro B KIMMHUYECKOM UccrieqoBsaHM rekapCTBeHHOro npenaparta,

B) MoOBnekweM 3a coboln ycTaHoBreHue uHBanugHocTu Il rpynnbl, NATLCOT ThiCAY pybnen Ha Kaxgoro
nauueHTa, y4acTBOBaBLUEro B KIMMHNUYECKOM UCCrea0OBaHUK NIekapCTBEHHOrO npenapara;

r) He MoBMeKwWeM 3a cobol yCTaHOBMEHNSI MHBANUMOHOCTH, He Bonee YeM TpucTa ThiCsd pybnen Ha Kaxgoro
naumeHTa, Yy4acTBOBaBLUErO B KIIMHMYECKOM WCCNEeAOBaHUM JeKapCTBEHHOrO npenapaTta, WUcxoas W3
HOPMaTUBOB, OTPaXKalLMX XapakTep M CTEeNeHb NOBPEXAEHWSI 340POBbs, a Takke (PaKTUYECKM MOHECEHHbIX
naumMeHTOM pacxO4OB, BbI3BaHHbLIX MOBPEXAEHWEM 3[40POBbsi, HA MEOULMHCKYIO MNOMOLLb, MpuobpeTeHne
NneKapCTBEHHbIX NpenapaTos.

(nn. "r" B peq. ®enepansHoro gakoHa oT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

6. YTpatun cuny ¢ 1 nons 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-93.

7. CpOK noroeopa 06s3aTenbHOro CTpaxoBaHNA HEe MOXeT OblTb MeHee, 4eMm CPOK npoBeneHuda
KIMMNMHNYECKOro nccneanoBaHnd nekapcrBeHHOro npenaparta.

8. YcnoBua goroBopa 06s13aTeNbHOr0 CTpaxoBaHusi, B TOM YMCIEe CTpaxoBble Tapudbl No obsizaTensHOMY
CTpaxoBaHUio, nepeyeHb HeobXOAMMbIX [OOKYMEHTOB ANs OCYLWECTBMEHWUS CTPaxOBOW BbINMaTbl, MOPSOOK
YCTaHOBMEHUA  CTpaxoBaTenem  WHAMBUAYaNbHOMO  WAEHTUUKALMOHHOMO KOAa  naumeHTa, MopsiaoK
MHOPMUPOBAHMSA  CTpaxoBaTeENeEM CTPaxoBLUMKAa O TMPUBIIEYEHHBIX K  KIIMHWYECKOMY  WCCIEeOOBaHUI0
niekapCTBEHHOro npenapata ANns MeAWLMHCKOro NpMMEHEHWs nauMeHTax, NopsaoK ynnatbl CTPpaxoBOW npemMuu,
NopsiAoOK peanuaauun onpeaeneHHbix HacTosawmm PegeparnbHbiM 3aKOHOM M APYTMMK dpedeparnbHbIMU 3aKOHaMU
npaeB u o06A3aHHOCTEN CTOPOH MO LOroBopy 0653aTenbHOr0 CTpaxoBaHUSA, a Takke HOPMAaTuMBbl, OTpaXawline
Xapaktep M CTeneHb MOBPEeXOAeHUs 340pOBbsl, YCTaHABMMBAKTCA TWUMOBLIMW _NpaBuiamMu 06a3aTenbHOro
CTpaxoBaHwus1.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

9. B cnyyae npuyYnHeHna Bpeda XU3HM NnauuneHTa, ydYacTtBoBaBLUEro B KIMHUYECKOM WUCCenoBaHUu
JlekapCTBeHHOro npenaparta, BbIFO,El,OI'IpI/IO6peTaTeJ'IF|MVI no gorosopy obsa3aTenbHoro CTpaxoBaHUA ABNAKOTCA
rpaxgaHe, wuMerwuime npaBo Ha BO3MelleHMe Bpeaa B Criydae CMepTu KopMuiibla B COOTBETCTBUU C
rpaxngaHCKMM 3aKOHOAATEeNNbCTBOM, MNPU OTCYTCTBUM TaKUX rpaxdgaH - poavuTtenwu, cynpyr, OeTh ymMepLuero
nayneHTa, y4YactBOoBaBLUEro B KITIMHUYECKOM WUCCNenoBaHUM JieKapCTBEHHOro npenaparta, B Cliyd4ae CMepTu
nauyneHTa, y4yacTtBoBaBLUEero B KIMHUYECKOM WCCnegoBaHMM J1eKapCTBEHHOro npenapata U He uMmeBLlero
CaMOCTOoATENbHOINro Aoxoda, - rpaxgaHe, Ha WXAUBeHUM KOTOPbIX OH Haxoawuncd, B OTHOLUEHUW BO3MeLlleHUA
pacxoooB Ha norpe6eHV|e nauyneHTa, y4yacTtBoBaBLUEro B KIIMHWYECKOM WUccnegoBaHuUn rIekapCTBeHHOro
npenaparta, - nmuo, NnoHecLlee Takme pacxoabl.

10. CtpaxoBas BbinfaTta B CYET BO3MELLEHUS Bpeaa, NPUYMHEHHOIO XU3HW NauueHTa, y4acTBOBaBLLErO B
KMUHUYECKOM WCCReaoBaHMM NeKapCTBEHHOro npenaparta, pacrnpeaensetca mexay BbirogonpuobpeTtatenamu
NpPONoOpLMOHANbHO UX KONMUYECTBY B PaBHbIX OOMSX.

11. Mpy HacTynsfieHNM CTPaxoBOro Cryyas MauMeHT, Y4acTBOBaBLUMIA B KIMHUYECKOM WCCredoBaHum
neKkapcTBEHHOro rnpenaparta, BbirogonpuobpeTatent BrpaBe MNPeAbsBUTb HEMNOCPEACTBEHHO CTPaxXOBLUUKY
TpeGoBaHWe O BO3MeELLeHUN MNpuunHeHHoro Bpeda. CTpaxoBasi BbiMnaTa OCYLLIECTBMSAETCA CTPaXOBLUMKOM B
TeyeHne TpuauaTW AHENW Co OHA NpeacTaBneHns HeobxoauMblX OOKYMeHTOB. [lauueHT, y4acTBOBaBLUWUIA B
KMMHUYECKOM WCCreaoBaHUM NEeKapCTBEHHOro npenapaTa, Wnu BbirogonpuobpeTtatens o06s3aH coobLWUTL
CTPaxoBLUMKY AN OCYLLECTBIIEHUSI CTPaxXoBOW BbiNnaTbl MHANBUAYANbHbIA MOEHTUMVKALMOHHLIN Ko NauueHTa,
YCTaHOBIEHHbI CTpaxoBaTerieM B COOTBETCTBMU C TUNOBLIMY NpaBuiamy o6si3aTenbHOro CTpaxoBaHus.

12. o nonHoro onpepeneHna pasmepa nopgnexaiwero so3aMeleHNUo Bpega CTpaxoBLUMK NO 3aAB1E€HUIO
nauyneHTa, y4yacteBoBaBLUero B KIMHUYECKOM UCCNenoBaHUM JeKapCTBEHHOro npenapara, wunnM 3adaBl1eHUHo
BbIFO,D,OFIpMO6peTaTeﬂ$| BrnpaBse OCyLeCTBUTb 4acCTb CTanOBOVI BbiNiaTbl, COOTBETCTBYHLLYIO (baKTM‘-IeCKI/I
OI'IpGﬂ,GﬂEHHOVI 4YacTn NpnYNHEHHOro Bpeaa.

13. CtpaxoBasa Bbinnata B COOTBETCTBUM C AOrOBOPOM 06SA3aTeNbHOrO CTPaxOBaHUA OCYLLECTBASIETCS
He3aBMCMMO OT BbIMMaT, NPUYUTaIOLLNXCS MO APYruM Buam CTpaxoBaHUS.

14. He ponyckaeTcsi y4acTve nauueHTa B MPOBEAEHUM KIMHWYECKOrO WCCNEedOBaHWsl IeKapCTBEHHOO
npenapaTta npu oTCYTCTBUM 4OroBopa 0643aTenbHOro CTpaxosaHusl.

15. KoHTponb 3a MCMoNHEeHMEM OpraHu3auuein, nonyyvBllei paspelleHne Ha opraHu3aumio NpoBedeHus
KMMHUYECKOTO WCCMeAoBaHMs feKapCTBEHHOro npenaparta Aans MeAUUMHCKOrO MPUMEHEHUs), YCTaHOBMEHHOM
HacTosiLeln cTaTbelt 06553aHHOCTM MO 06513aTENbHOMY CTPAXOBaHMIO XKM3HW, 300POBbS NaUMEHTa, Y4acTBYIOLLEro
(yyacTBOBaBLIErO) B  KNMHWYECKOM  WCCMEAOBaHWM  NeKapCTBEHHOro  npenaparta,  OCyLLeCcTBseTcs
YNONMHOMOYEHHBLIM (hbefepanbHbIM OpraHoM UCMOMHUTENIbHOW BRacTW, BblAABLUMM paspelleHne Ha NpoBeaeHue
KNMUHUYECKUX UCCMENOBaHWI NeKapCTBEHHbIX NpenapaToB AMs MEAMLMHCKOTO NPUMEHEHMS.

Mnasa 8. NTPOU3BOACTBO N MAPKUPOBKA NNIEKAPCTBEHHbIX CPEACTB

Cratbs 45. Ipon3BoACTBO NeKapCTBEHHbIX CPeACcTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

1. Npon3BoaCcTBO NEKAPCTBEHHbIX CPEACTB AOIMKHO COOTBETCTBOBATL TpeboBaHMSIM NpaBwui Haasnexallen
NPOV3BOACTBEHHOW MPAKTUKN, YTBEPXOEHHbIM YMONIHOMOYEHHbIM bedeparnbHbIM OpraHoM MCMONHUTENbHOM
Bnactun. OcobeHHOCTM nepexofa MPOU3BOACTBA OTAESbHbIX NEKAPCTBEHHbLIX CPEeACTB K MX MPOW3BOACTBY B
COOTBETCTBMM C TpeboBaHMsiMM NpaBul  Hagnexaiwen npou3BOACTBEHHON MNPaKTUKU YyCTaHaBMMBalOTCA
MpaButensctBoMm Poccurickon Pepepauun. Bblgada 3aknoyveHMid O COOTBETCTBUM  MPOU3BOAUTENS
nekapCTBEHHbIX CPeACTB TpeboBaHNAM NpaBui Hagnexallen NpoM3BOACTBEHHOW NPAKTUKN OCYLLECTBASIETCS MO
pesynbTataM WHCMNEKTMPOBAHUS MPOU3BOAUTENEN MNEKApCTBEHHbIX CPeACTB B MNoOpsgke, YCTAHOBIIEHHOM
MpaButenbctBom Poccuiickon Pepepaumn. Pasvmep nnatbl 3a Bblgayy 3ak/loudeHMst O COOTBETCTBUM
Npon3BOOMTENS NEKAaPCTBEHHbIX CpPeAcTB TpeboBaHMAM npaBun Hagnexalwen Mnpou3BOACTBEHHOW MPaKTUKM
yctaHaBnuBaetcs [lpaButensctBom Poccuiickon ®egepaumun. [lopgook opraHusaumMm M nNpoBedeHus
WHCNEKTMPOBAHUS MNPOU3BOAMTENEN JeKapCTBEHHbIX CPEeACTB Ha COOTBETCTBME TpeboBaHusIM npaBun
Haanexallen NpoM3BOACTBEHHOM NPAKTUKN ycTaHaBnueaeTcs MNpasuTtensctBoMm Poccuiickon ®enepauuu.

(B pea. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, o1 22.10.2014 N 313-®3, o1 22.12.2014 N 429-93)

2. Npoun3BoaCTBO NekapcTBeHHbIX cpeacTs B Poccuickon ®enepaumm ocyLLecTBnseTcs Npon3BogMTensmm
NeKapCTBEHHbIX CPeAcCTB, UMEKLNMM NNLEH3NI0 HA NPON3BOACTBO NEKapCTBEHHbIX cpeacTs. lNoaTBepxaeHne
COOTBETCTBMSA NULUEH3MaTa OpaBuiaM Hagnexallel NpoV3BOACTBEHHOW MPaKTUKU OCYLLECTBIISETCS B pamKax
NMLEH3NOHHOIO KOHTPOMNS B COOTBETCTBUM C 3akoHoaatenbciBoMm Poccuiickon Pepepaumm C y4eToMm
0COOEHHOCTEN, YKa3aHHbIX B YacTh 1 HacTosiLLEen cTaTbu.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2.1. Ins uenen NUUeH3NpoBaHUs NPOM3BOACTBA NIEKAPCTBEHHbIX CPEACTB AN MeQULMHCKOro NPUMEHEHNS
N MHCMNEKTMPOBaHNS CyObLEKTOB OOpalleHNsi NeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpebOoBaHUSAM OpaBuId
Hagnexawen npon3BoaCTBEHHOM MPaKTUKN dpeaepanbHbid opraH MCAOMHUTENbHOW BIlacTW, OCYLLECTBASIOLNNA
roCyAapCTBEHHYK PErMcTpaumio NeKkapCcTBEHHLIX MpenapaTtoB Ans MeOULUHCKOrO NMPUMEHEHUS, NpeaocTaBnsaeT
degepanbHOMY OpraHy UCNOMHUTENbHOW BrRiacT, oOcyllecTBhsiowemMy denepanbHblil  FoCy4apCTBEHHbIV
NNLEH3NOHHBIA  KOHTPOMb OeATeNnbHOCTM MO NPOW3BOACTBY EKApCTBEHHbIX CPeACTB AN MeAUUMHCKOro
NMPUMEHEHMWS, MO ero 3anpocy B paMkax MeXBEAOMCTBEHHONO MH(OPMAaLMOHHOrO B3aMMOLENCTBUA B [OPAAKE,
yCTaHOBMNEHHOM doeeparnbHblM  OpPraHOM WCMOMHWUTENBHOW BRNacTW, OCYLUECTBISAWUM MNLEH3NPOBaHME
NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB ANs MEAMUMHCKOrO MpUMEHEHUus, U dedepanbHbiM - OpraHoM
NCNOSTHUTENBHOW BIIACTK, OCYLLECTBASOLWUM roCy4apCTBEHHYIO PErMCTPaLMIO NIEKAapPCTBEHHbIX NpenapaToB Ans
MEeOMLMHCKOro NPpMMEHEHMS, criefytoLlme CBegeHNa O NeKapCTBEHHbIX cpeacTBax (B TOM Yucne B criyvae, ecnum
Takue cBeAeHWsi COCTaBMAT KOMMEPYECKYIO TalrHy):

1) B OTHOWeEHMM bapMaueBTU4EeCKOM cyOCTaHUMM nnn dapmaueBTUYEeCKMX CyOCTaHUMKM, BXOASLWMUX B
COCTaB IleKapCTBEHHOro mnpenapata (3a WCKNoveHneM dapmMaLeBTUYECKUX CYOCTaHLUMA, BKIIOYEHHbIX B
rocyaapCTBEHHbIA pPeecTp NeKkapCTBEHHbIX CPEACTB B COOTBETCTBUM CO cTaTbeln 34 HacTosuwero denepansHoro
3aKoHa):

a) HanmeHoBaHue hapmaueBTUYECKON cybCcTaHUMK, ee CTPYKTypa, 00LLMe CBONCTBA;

©0) HaumMeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) TEXHOSorMs NPou3BOACTBA C ONUCaHMEM CTaaumii NMPOM3BOACTBA U METOOOB KOHTPOSSA Ha BCeX CTagusix
npon3BoACTBa,

r) onncaHue pa3paboTku npoLiecca NPon3BoACTBa;

4) ONUCaHne KOHTPOIS KPUTMYECKUX CTagumn NPOM3BOACTBA U MPOMEXYTOUYHON NpOoayKLUnN;
€) JoKyMeHTanbHoe noaTeepxaeHue (Banuaauns) npoLeccos 1 (Unn) NxX OLeHKa;

) CBOMCTBaA W1 CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapakTepucTtuka npumecen;

1) cneundurkaumsa Ha dapMaLeBTUYECKYHo CyBCcTaHUMIo 1 ee 0BOCHOBaHNE;

K) aHannTn4yeckne MeToaukn, ncnonbdyemble Npu OCyLeCTBIIEHNN KOHTPOIIA Ka4eCTBa d)apMaLl,eBTl/l‘-leCKOIZ
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

cybcTraHuuu;

n) [OKyMeHTanbHOe MOATBEpXAeHUe (Banupgauus) aHanMTU4eckux MeTOAMK, WCMNOoMb3yeMblX Mpu
OCYLLECTBMEHUN KOHTPONSA kavyecTBa hapMaLeBTUYeCKon cybcTaHumu;

M) pe3yrnbTaTbl aHanunsa cepuin hapmaleBTUYECKON CybCTaHLuK;

H) nepeyeHb CTaHOAPTHbIX 0OpPa3UOB WM BELLECTB, WCMOMb3yEMbIX MPU OCYLLECTBIIEHUN KOHTPOIS
kavecTBa;

0) OMMCaHWe XapakTepUCTUK 1 CBOMCTB YNAKOBOYHbLIX MaTeprarnos 1 YKYNOPOYHbIX CPEACTB;

n) AaHHble 0 CTabunbHOCTM hapmaLeBTUYECKON cybcTaHLmu;

P) CPOK rO4HOCTMU;

2) B OTHOLWEHMN hapMaLEeBTUYECKUX CyOCTaHUUA, BXOASALMX B COCTaB JlEKApCTBEHHOro npenaparta wu
BKIMIOYEHHBIX B rOCY4apCTBEHHbIV PEeCcTp nekapCTBEHHbIX CPeACcTB B COOTBETCTBUM CO CTaTbel 34 HacTosLero
PenepanbHOro 3akoHa:

a) HaumeHoBaHue hapmaueBTUYeckor cybecTaHuun, ee CTpykTypa, obLime CBONCTBA;

6) HanmeHOBaHWe 1 agpec NPOU3BOAUTENS;

B) pe3ynbTaTbl aHanu3a cepun hapmaveBTnyeckon cybcTaHumm;

r) CPOK rogHOCTY;

3) B OTHOLLEHMW NeKapCTBEHHOTO Npenapara Anst MEAULMHCKOrO NPUMEHEHMS:

a) onvcaHve 1 CocTaB fiekapCTBEHHOro npenapara Ans MeauUUHCKOro NpuMeHeHus;

©) onncaHne cdapmaveBTUHECKON paspaboTkn (060CHOBaHUE BbiGOpa cocTaBa, MEPBUYHON YNAKOBKN);

B) TEXHOJIorma npon3soactea C onncaHnem cragun npon3soacTtBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3BoACTBa,

r) onncaHne KOHTPOIS KPUTUYECKUX CTaAmMIn npouecca Npou3BoacTBa U NPOMEXYTOYHOW NPoayKLUMK;

A) HaMMeHOoBaHWe M agpec MecTa OCYyLIeCTBMeHWs MPOM3BOACTBA JEKapCTBEHHOro npenaparta Ang
MEeOULMHCKOTO NPUMeEHEeHus (B Criydae Hannyns HEeCKOSbKMX YYaCTHMKOB npoLecca NpovM3BOACTBA yKa3biBaeTCs
KaXkabli U3 HUX);

e) dhapmaueBTMYeCcKas COBMECTUMOCTb;

X) MUKpoBUonormyeckue xapakTepucTukm;

3) MaTepuanbHbI 6GanaHc Ans NPon3BOACTBa CEPUU FOTOBOIO NPOAYKTa;

1) onncaHne XxapakTepuUCTUK U CBOMCTB YNakoBOYHbIX MaTepUarnos U yKYNOPOYHbIX CPEeACTB;

K) AOKyMeHTarnbHoe noATBepxaeHne (Bannaauus) npoLeccoB NPOn3BOACTBA U (MNK) UX OLLEHKA;

n) TpeboBaHust K Ka4eCTBY BCMIOMOraTerbHbIX BELLECTB;

M) aHanMTMYecKkne MEeTOAMKMU, UCMOSb3yeMble MpU OCYLLECTBIEHUI KOHTPOIS KayecTBa BCMoMoraTesnbHbIX
BELLEeCTB;

H) OOKYyMeHTallbHOe noaTBepXxXaeHune (BaJ'II/I,EI,aLI,I/Iﬂ) aHalnMTn4eCknx MeToauK, WUCNnoNb3dyemMblX nNpu
OCyLLECTBIIEHUN KOHTPOJ1A Ka4deCTBa BCNoMoraTesibHblX BELWECTB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

0) VIHC*)OpMaLI,VIFI 00 unCcnonb3oBaHMM BCMOMOraTesNibHbIX BELIECTB  YEIIOBEYECKOTO W >KUBOTHOIO
NPOUCXOXOEHUA,

ﬂ) |/|H¢)opmau,m| 00 MCnonb30BaHUN HOBLIX BCMOMOraTernbHbIX BELLIECTB;

p) TpeboBaHUSA K KayecCTBY fekapCTBEHHOro npenapara Ans MeauUMHCKOro npumeHeHus (cepTtudpmkar,
cneundurKkaumsa Ha nekapcTBEeHHbIN npenapart u nx obocHoBaHue);

C) aHannTn4yeckne MeToduKu, UCNOoJib3yeMble MNMpPpU OCYLLEeCTBIIEHUN KOHTPOJIA Ka4vecTBa J1IeKapCTBEHHOIro
npenaparta gnda MmeanunHCKoro npuMeHeHus;

T) OOKyMeHTallbHOe noATBepXaeHune (BaJ'IM,EI,aLI,I/Iﬂ) aHannMTN4eCkKnx MeToaukK, Wucnonb3yembiX npu
OCYyLLECTBIIEHUN KOHTPOJA Ka4eCTBa J1leKapCTBEHHOro npenaparta anda MeanumMHCKOro npuMeHeHus;

y) pesynbTaTbl aHanM30B Cepuii IEKAPCTBEHHOrO Npenapara Anst MeAULMHCKOro NPUMEHEHNS;
&) xapakTepucTtuka npumecen;

X) nepeyeHb CTaHAapTHbIX 00pasuoB, WCMONb3yEMbIX MPU  OCYLLECTBIEHWM KOHTPOMsl KayecTsa
neKapcTBEHHOro npenapara Ans MeavMuMHCKOro NPUMEHEHUS;

L) AaHHble 0 CTabWUNbHOCTY NEKapCTBEHHOIO NpenapaTa Ans MeAUUMHCKOrO NPUMEHEHUS.
(vactb 2.1 B peq. ®epepanbHoro 3akoHa oT 30.01.2024 N 1-93)

3. |_|pOl43BO,EI,CTBO NekapCTBeHHbIX CpeAcTB  OCylleCTBdAeTCA c cobnogeHnem Tpe6OBaHI/IIZ
NPOMBbILLUITIEHHOIO pernamMeHTa, KOTOprVI yTBEpXOaeTCda pyKkoBoOAUTENEM NPOU3BOAUTENA JEKapCTBEHHbIX
cpencTtB M BKIMKOYaAET B cebsi nepedyeHb UCNOJIb3yeMbIX cbapmaueBqueCKmx Cy6CTaHLI,VIl7I N BCNomMoraTtesibHbIX
BelwecCTB C YyKas3aHMeM KoJlimyecTtBa KaXaoro u3 HuxX, AaHHble 00 ncnoJjib3yemMmom oGopy,qoaava, onucaHue
TEeXHOJNTIorm4ecKoro npouecca n MeTogoB KOHTPOJ1A Ha BCeEX 3Tanax Npon3BoACTBa JIeKapCTBEHHbIX CpeaCTB.

4. Tlpu npov3BOACTBE JE€KApCTBEHHbIX NpenapaTtoB ANA MEAMUMHCKOrO NPUMEHEHUs MCNOMb3YHTCH
dapmaueBTMyeckme cybcTaHumMM, CBeOeHUs O KOTOpbIX cogepxaTrcs B rOCyAapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPeACTB Ans MeAMUMHCKOro MPUMEHeHus u (Mnv) eouHOM peecTpe 3apermcTpupoBaHHbIX
nekapCTBeHHbIX cpeAcTB EBpasnmckoro 3KOHOMMYECKOro COoK3a, 3a UCKMYeHueMm hapmaueBTUYeCcKmX
cybcTaHuun, nNpov3BOAMMBIX AOS1 MPOBEAEHUS KIMHUYECKUX wuccrnegoBaHui u (unu) ana akcnopta. [lpwu
NPOU3BOACTBE NEKAPCTBEHHbIX CPEeACTB AN BETEPUHAPHOro MPUMEHEHUS UCNOMb3yTCH hapmaueBTUYeckue
cybcTaHuun, CBedeHWs O KOTOPbIX CoAepXaTcs B rocydapCTBEHHOM peecTpe NeKapCTBEHHbIX CPeACTB Ans
BETEPUHapPHOro MpUMEHEHWs, 1 (MNKn) rocyaapCTBEHHOM peecTpe feKapCTBEHHbIX CPeAcTB Ans MeAULMHCKOro
npUMeHeHus, 1 (M) eouHOM peecTpe 3aperMcTpPUpPOBaHHbIX BETEPUMHAPHBIX NeKapCTBEHHbIX npenapaTos
EBpasniickoro akOHOMMYECKOro cot3a, U (Mnn) eaMHOM peecTpe 3apermcTpMpoBaHHbIX NEKapCTBEHHbIX CPeacTB
EBpasniickoro aKOHOMMYECKOrO COH3a, 3a MCKMYEHNEM hapMaLeBTUYECKUX CyBCTaHUMIA, NPOM3BOAUMBIX ANS
NpoBeAEHUs KNMHUYECKNX nccnegoBaHnmn n (unn) ansa akcnopta. K npoueccy npoussogctsa apmaueBTUYecKom
cybcTaHuumM OTHOCATCA Nobble CTaauM TEXHONOrMYECKOro npoLecca, No3BonsALLmMe NonyyYnTb FOTOBbIN NPOAYKT,
COOTBETCTBYOLWMIN TpeboBaHnaM chapmakoneriHon cTatbu, B TOM 4Yucrie pepMeHTaums, IKCTPaKums, O4MCTKa,
BblAeneHve, nepekpucrannusauns, BbiCylUMBaHWe, nsmernbveHve. B cnyvyae Heob6xoaMMOCTVM MCMONb3OBaHMSA
3TWMOBOrO cnupta, B TOM u4ucre dapMaueBTMYeckon cybcTaHuMM cnupTa 3TUAoBOro (dTaHoma), npu
NPOM3BOACTBE NEKApPCTBEHHbIX CPEACTB B KayecTBe AEMCTBYHLLEro u (Mnv) BCNOMOraTernbHOro BelecTBa, a
TakkKe B MHbIX TEXHONOMMYECKUX Lensix OofkHa ObITb MCNonb3oBaHa TOMbKO dhapMaueBTUyeckasi cybcTaHums
crnvpTa aTUMoBOro (aTaHon).

(B8 pen. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 27.12.2019 N 462-93, o1 27.12.2019 N 481-93, ot
24.07.2023 N _341-93)

4.1. [epeyeHb NEKapCTBEHHbIX NpenapaTtoB AN MeOUUMHCKOrO MPUMEHEHUs, B OTHOLLUEHUN KOTOPbIX
ycTaHaBnuBatTcsi TpeboBaHua K oObemy Tapbl, YNakoBKE W KOMMIEKTHOCTW, MEpeYeHb JeKapCTBEHHbIX
npenapaToB AN BETEPUHAPHOIO NMPUMEHEHMUS, B OTHOLLEHMWN KOTOPbIX YCTaHaBNMBaKTCs TpeboBaHust K obbemy
Tapbl, a Takke TpeboBaHWs Kk OObEMY Tapbl, YyNakOBKE WM KOMIMMEKTHOCTU JIEKApPCTBEHHbIX MpenapaToB ANs
MEOMLMHCKOrO MNMpUMeEHeHUsi, TpeboBaHua K 0ObeMy Tapbl NEKAPCTBEHHbIX MpenapaToB AN BETEPUHAPHOro
NpUMeEHeHUs onpenenstTcs COOTBETCTBYHOLLNMU YNOMHOMOYEHHbBIMMN denepanbHbIMU opraHamu
WCNONMHUTENBLHOW BNacTu B Nopaake, yctaHoBrneHHoM [NpasutensctBom Poccuiickon deaepaumm.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

(vacTb 4.1 B peq. ®PenepansHoro gakoHa oT 14.12.2015 N 374-93)

4.2. OpraHnsaumm, OCyLlecTBNALME NMPONU3BOACTBO (hapMaLeBTUYECKOM CyOCTaHLMM cnmpTa 3TUOBOro
(3TaHona) ons Npou3BOACTBa CNUPTOCOAEPXKALLMX NEKAPCTBEHHBLIX NpenapaTos, 0683aHbl OCYLECTBNATL YYET B
nopsigke, yctaHoBneHHom cratbamu 8 n 14 PepepanbHoOro 3akoHa oT 22 Hoss6ps 1995 roga N 171-03 "O
rocygapCTBEHHOM  perynupoBaHMM  Npou3BoAcTBa UM obopoTa  3TUMNOBOTO  CMMpTa,  ankoronbHOW U
cnupTocodepXallen npoaykuMm u o6 orpaHudeHnn noTpebneHus (pacnuTnsl) ankorofibHOM NpoAyKumun”.
MpoussoactBo papmaueBTUYECKOW CyOCTaHUMM chivMpTa  3TWUNOBOrO  (3TaHora) [JOMyCcKaeTca  TOMbKO
opraHunsaumen, OCyLLECTBIIAIOWEN NPON3BOACTBO PEKTU(INKOBAHHOIO STUMOBOMO CNMPTa U3 MULLEBOrO Chipbs Ha
OCHOBaHWUM NULIEH3MM Ha MPOM3BOACTBO 3TUIOBOrO CNMpTa Ans Npov3BoAcTBa hapmaueBTU4eckon cybctaHumum
cnupTa 3TUINOBOro (3TaHona) B COOTBETCTBMU C TpeboBaHusaMy PefepanbHOro 3akoHa ot 22 Hosbps 1995 roga
N 171-®3 "O rocygapCTBEHHOM perynmpoBaHMU MpouM3BoAcTBa M obopoTa STUIOBOrO CNvpTa, ankKorofibHOM U
cnupTocodepXallen npoaykumm u ob orpaHuvyeHun noTpebneHus (pacnuTnsl) ankorofibHOM npoaykumun”,
MeTOAOM pa3BefeHMss BOOOW OYULLIEHHOW Takoro aTUNOBOMO CnupTa, NMPOU3BEAEHHOr0 AaHHOW opraHu3auuen no
MECTY OCYLLECTBIEHNsI NPOM3BOACTBA hapMaLeBTUYECKON CyBCTaHUMM cnupTa aTUNoBOro (aTaHona).

(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom oT 03.07.2016 N 261-93; B pen. PenepanbHOro 3zakoHa OT
27.12.2019 N 481-d3)

4.3. WHgmBupgyanbHble npeanpuHMMaTeny W IOpuandeckMe nvua, OCYLIEeCTBMSKLWNE 3aKymnky W
ucnonb3oBaHve ¢apmaueBTUYeckorn CyOGCcTaHUMM chnvpTa 3TUMIOBOrO (STaHoma), a Takke MpousBoACTBO,
N3roToBreHne 1 (Mnu) obopoT (3a WCKIIYEHUEM PO3HWYHOM MPOAaKW) CnupTocodepXalux NekapcTBEHHbIX
npenapaTtoB, 06513aHbl OCYLLECTBMSATL UX YYET U AeknapupoBaHue B NOpsaKe, yCTaHOBEHHOM cTatbamu 8 n 14
depepanbHoro 3akoHa oT 22 Hos16psa 1995 roga N 171-d3 "O rocygapCTBEHHOM perynmpoBaHnM NPOM3BOACTBA U
obopoTa 3TUMOBOrO CNMPTA, arkorofbHOW M CMUPTOCOAEPXKaLlen npodyKumMm n o6 orpaHuyeHumn noTpebneHuns
(pacnuTurs) ankoronbHOM NpoayKummn".

(vacTb 4.3 BBegeHa PepepanbHbiM 3akoHoM oT 29.07.2017 N 278-93)

4.4. lMpu Npou3BOOCTBE JIEKAPCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOTO MPUMEHEHWUs] LOoMycKaeTcs
UCMofb30BaHWe MNPOM3BEAEHHbIX Ans  peanu3auun apmMaueBTUYECKUX CYOCTaHUWMA, BKMOYEHHbIX B
roCcyapCTBEHHbIA PEECTP NEKAPCTBEHHbIX CPEACTB YNOSIHOMOYEHHBIM heaepanbHbIM OPraHoOM MUCMONHUTENbHOM
BNacTU, OCYLLECTBNSAOLWMM BEeAEHME FOCYAApPCTBEHHOIO peecTpa NeKapCTBEHHbIX CPEACTB AN MeOWMLMHCKOro
NPUMEHEHNSI.

(vacTb 4.4 BBegeHa depepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

5. 3anpellaeTcsa Nnpon3BoACTBO:

1) nekapCTBEHHbIX CpPeACcTB, CBeAEHUs O KOTOpbIX He codepXaTtcd B rOCyJapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPeAcTB AN MEOULMHCKOrO NPUMEHEHWs, U (Mnn) rocygapCTBEHHOM PeecTpe JeKapCTBEHHbIX
cpeacTB AN BETEpPUMHAPHOTO MPUMEHEHUdA, U (UNN) eOUHOM pPeecTpe 3aperncTPUPOBAHHBLIX JTEKAPCTBEHHbIX
cpeacTts EBpasnnckoro 3KOHOMMYECKOro Cok3a, U (M) eouMHOM peecTpe 3aperncTpupoBaHHbIX BETEPUHAPHBLIX
NeKapcTBEHHbIX NpenapaTtoB EBpasnMNcKoro 3KOHOMMYECKOrO COH3a, 3a UCKIMIOYEHNEM NEKAPCTBEHHbIX CPeacTB,
NpOM3BOAUMbIX AN NPOBEAEHUS KITMHUYECKUX UCCNefoBaHUA Unyu Anga 3KCNopTa;

(n. 1 B pea. ®epepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) hanbcmdurumMpoBaHHbIX NIEKAaPCTBEHHbLIX CPEACTB;
3) nekapcTBEHHbIX CPeAcTB 6e3 NMLUEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HapylUeHMEM MNpaBui OpraHM3auuy NMPOU3BOACTBA M KOHTPOMS KadyecTsa
NeKapcTBEHHbIX CPEaCTB;

5) ytpatun cuny. - ®egepanbHbiin 3akoH oT 27.12.2019 N 481-03;

6) cnupTocogepalimMx JeKapCTBEHHbIX MNpenapaTtoB MO MeCTy OCYLeCTBMEeHUs MpOM3BOACTBA
hapmaueBTMyeckon cybcTaHLMn cnmpTa 3TUNoBoro (3TaHona) u (Mnu) No MecTy OCyLLeCTBNEHUS NPOM3BOACTBA
3TWUMOBOrO CNUPTa;

(n. 6 BBegeH ®efeparnbHbiM 3akoHOM OT 27.12.2019 N 481-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoCc: npuMmeyaHue.
depepanbHbiM 3akoHoM OT 22.12.2020 N 436-93 c1. 14.1 ®3 o1 22.11.1995 N 171-®3 nanoxeHa B HOBON
penakumm, HopmMa 0. 1.1 c1. 14.1 crtapon pegakunm 3 cooTBETCTBYET HOpME M. 2 CT. 14.1 HOBOW peaakumu.

7) dapmaueBTudeckon cybcTaHuuM cnuMpTa  3TUMNOBOro (dTaHona) W (MnM)  cnupTocoaep’Kallmx
NeKapCTBEHHbIX MpenapaToB Ha OCHOBHOM TeEXHOMOrmyeckom obopygoBaHWMM AN NMPOM3BOACTBA 3TUNOBOrO
cnupTa, ykasaHHoM B nyHkTe 1.1 ctateun 14.1 depepanbHoro 3akoHa oT 22 Hos6ps 1995 roga N 171-93 "O
rocygapCTBEHHOM  PEerynupoBaHMM  Npou3BoAcTBAa UM obopoTa 3TUMNOBOTO  CMMpTa, ankoronbHOW U
crnvpTocoAepxalen Nnpoaykumm n 06 orpaHnYeHnn NoTpedneHns (pacnmTrs) ankorofibHOM NpoayKuun®.

(n. 7 BBeaeH ®egepanbHbIM 3akoHoM OT 27.12.2019 N 481-$3)

6. Mpu BBOAE NMEKapCTBEHHbIX CPeACTB B rpaxaaHCKuii o6opoT YNONMHOMOYEHHOE NULO MPOU3BOAUTENS
NeKkapcTBEHHbIX CPEACTB OCYLLECTBNSAET NOATBEPXKAEHNE COOTBETCTBUS NEKAPCTBEHHbIX CPeACTB TpeboBaHUsIM,
YCTaHOBMNEHHBLIM MPU WX TFOCYO4ApCTBEHHOW pernctpauuv, W rapaHTupyeT, 4YTO FeKapCTBEHHble CpeacTBa
npounsBeLeHbl B COOTBETCTBUM C TPEOOBaHMAMY NpaBU HaAnexallen NPon3BOACTBEHHON NPAKTUKW.

(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

7. YNONMHOMOYEHHBIM §MLOM MPOM3BOAMTENS JIEKAPCTBEHHbIX CPEACTB SBNAETCA ero paboTHUK,
aTTeCTOBaHHbIV B YCTAHOBIIEHHOM YMNOMHOMOYEHHbIM doeeparibHbIM OPraHoOM UCMOMNHUTENBHOW BNAcTu Nopsigke
N UMeLWMn ctax paboTbl HE MeHee 4YeMm NsATb NneT B o6ractv nNpouM3BOACTBA U (MNM) KOHTPOMS KayecTBa
nekapCTBEHHbIX CPeacTB, Bbiclee 0bpaszoBaHMe COOTBETCTBEHHO MO OAHOW 13 cneumanbHOCTEN 1 (M) OgHOMY
N3 HanpaBfeHU NOAroToBKU: Bmonorus, GUOTEXHONOIMSA, BETEPUHAPUS, BETEPUHAPHO-CaHNTapHas 3KCrnepTuaa,
KnHu4eckas MeauumHa, pagMaunoHHas, XMMmnyeckas u uonormdeckas sawmra, dapmaums, pyHagaMmeHTansHas
MeguumHa, XumMmu4yeckast TEXHOMNOIUS, XMMUSI.

(B peq. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 02.08.2019 N 297-03)

8. lMpousBognTenu nekapcTBEHHbIX CPEACTB (3a WCKMYeHneMm chapmaueBTUYecKo cybcTaHuum cnvpTa
3TMNOBOrO (3TaHoma) MOryT OCYLUECTBNATb MpOAdaxy JeKapCTBEHHLIX CPEACTB WNW nepefjaBaTb WX B
yCTaHOBIIEHHOM 3akoHoaaTenscTBoM Poccuiickoin depepaunm nopsigke:

(B peq. PenepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm NpousBoanUTENAM NeKapCTBEHHbIX CPeACTB AN NPON3BOACTBA NEKAapCTBEHHbLIX CPEACTB;
2) opraHusauusiM ONTOBOW TOPrOB/MW fIeKapCTBEHHBIMU CPeACTBaMY;

3) anTevyHbIM opraHm3auunam, BeTepnHapHbIM anTevyHbIM opraHunsauunsam, nHansnayarnbHbIM
npegnpuHunmartenamMm, wWMewwmMmMm JMUEH3NK0 Ha cbapmau,eBTquCKyro OeATeNbHOCTb WK JNTIMUEH3UKD Ha
MeONUMNHCKYH 0eATeNIbHOCTb;

4) Hay4YHbIM OpraHu3aumsam Ans Hay4YyHo-uccrnegoBaTensckon paboThl;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

5) MEAMUMHCKMM OpraHu3aumsiM U BEeTEpUHAPHbLIM OpraHu3aunsaMm;

6) opraHMsauusM U UHAMBUOYyaANbHbIM  NpeanpuHUMaTensiM,  OCYLLECTBMSIOWMM  pa3BedeHue,
BblpalLMBaHNE U coAepXKaHNE XKMBOTHbBIX (3a UCKITIOYEHNEM NPOAAXN UM hapMaLeBTUYECKMX CYOCTaHLMA NN NX
nepegayn);

(n. 6 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

7) ucnblTaTenbHbIM NabopaTopusaM (LeHTpaM), MPOBOASALLMM UCMNbITAHUSt B 06nacTy KOHTPONS kavecTBa
neKapCcTBEHHbIX CPeACTB, akKkpeaMTOBaHHbIM B COOTBETCTBUM C 3akoHoAaTenscTBoM Poccuiickon depepaunm 06
aKkkpeauTauum B HaUMOHanbHOWM CUCTEME akKpeauTaumm.

(n. 7 BBegeH PepeparnbHbiM 3akoHoM OT 04.08.2023 N 428-93)

9. MNpounsBognTenu hapmMaleBTUYECKOW CyGCTaHLMM cnMpTa 3TUMOBOTO (3TaHoma) 06s3aHbl OCYLLECTBNATD
peanusaumio (Nnepepayvyy B YCTAHOBMEHHOM 3akoHofaTenbcTBOM Poccuiickon  ®epepauumn  nopsagke)
dhapmareBTMyeckon cybcTaHuMn cnvpTa 3TUITOBOrO (3TaHoMa) NPOM3BOAUTENSAM feKapCTBEHHbLIX CPEACTB A4
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

NpOM3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB, MNPOM3BOAMTENSAM (M3rOTOBUTENSAM) MEOUUMHCKUX UW3Oenui  Ans
NPOM3BOACTBA UM W3rOTOBIIEHUS MEOULMHCKMX MU3OENUin B eMKOCTAX obbemom He Gonee 1 nuTtpa wm (Mnum) He
MeHee 1000 nuTpoB, a opraHuMsaumsaM, ykasaHHbIM B MyHKTax 3 - 5 n 7 yactn 8 HacTtoswen ctaTbn, B Tape
ob6bemoM He Bonee 1 nuTpa.

(yacte 9 BBegeHa ®depgepanbHbiM 3akoHoM OT 29.07.2017 N 278-93; B pen. degepanbHbiX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-93, ot 04.08.2023 N 428-93)

10. Peanusauusa (nepegava B yCTaHOBNEHHOM 3akoHoaaTtenbcTBOoM Poccuiickon depepauun nopsake)
apmaueBTMyeckon cybcTaHuMM cnupta 9TUNOBOrO  (dTaHoma) opraHv3auMsM  OMTOBOW  TOProeBnu
nekapcTBEHHbIMY CpeacTBaMmn He A0MyCcKaeTes.

(vactb 10 BBegeHa deaepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

11. lepeBo3kn dpapmaueBTMYECKOM cybCTaHUMM cnvpTa 3TUNOBOrO (3TaHOMa) OCYLIECTBNATCA C
cobntogeHnem TpeboBaHUn, yCTAaHOBMEHHbLIX ab3auemM YeTBepThbiM NyHKkTa 3 cTatbn 9 PenepanbHOro 3akoHa ot
22 Hos6psa 1995 roga N 171-03 "O rocygapCTBEHHOM perynMpoBaHuM Npou3BoAcTBa M 0BopoTa 3TUMOBOro
cnupTa, ankoronbHOM W CAMPTOCOAEPXKALLEed NpoaykuMm u 06 orpaHuMdeHun notpebnerHus (pacnuTus)
arnkoronbHOW NpoayKuumn".

(4actb 11 BBegeHa defepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

Crtatbs 46. MapkupoBka nekapcTBEeHHbIX CpeacTB

1. JlekapcTBeHHble npenapaTbl, MNPOLWIEALINE T[OCYLAPCTBEHHYIO perncrpauuio B COOTBETCTBUM C
TpeboBaHnAMK HacTosiwero ®degepanbHOrO 3akoHa, 3a WUCKIIOYEHMEM  FNEKapCTBEHHbIX MpenapaTos,
N3roTOBMEHHbIX anTeYHbIMU OpraHn3aunsaMmn, BETEPUHAPHBIMU anTEYHbIMU OpraHu3auusiMun, UHABUAYanbHbIMU
npeanpuHMMaTensMm, MMELWMMU NMLEH3UI0 Ha (apMaLeBTUYECKYD OeATENbHOCTb, OOMKHbI MOCTynaTh B
obpalleHne, ecnu:

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) Ha MX NepBMYHOW yNaKoBKE (3a MCKMOYEHWEM MEPBUYHON YNAKOBKW NEKapCTBEHHbIX PaCTUTENbHbIX
npenapaToB) XOPOLIO YMTAeMbIM LWPUEPTOM Ha PYCCKOM $3blKe YyKa3aHbl HaMMEHOBaHME NeKapCTBEHHOro
npenapata (MexgyHapoOAHOE HenaTeHTOBAHHOe, WNW PYynnMpoBOYHOE, WM XUMWUYECKOe, WM TOproBoe
HaMMeHOBaHne), HoMep cepuu, AaTa Bbifycka (AN MMMYHOBMONOIMYECKMX fNeKapCTBEHHbIX NpenapaTtos), CPOK
rO4HOCTM, AO3UPOBKA MUIN KOHLEHTpaLumMsl, 06beM, akTUBHOCTb B €AMHMLIAX OEACTBUS UMW KONMYECTBO A03;

(B peq. PenepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2) Ha ux BTOpUYHOM (MOTPEeOMTENbCKOW) YMaKOBKE XOpPOLIO YMTaeMbiM LIPUAPTOM Ha PYCCKOM NA3blke
yKasaHbl HaMMeHOBaHWe NekapCTBEHHOrO npenaparta (MexayHapoaHoe HenaTeHTOBaHHOe, UMnn rpynnMpoBOYHOE,
NN XMMUYECKOE N TOProBOE€ HaMMEHOBaHWS), HaUMEHOBaHWEe NPOU3BOAUTENS NEeKapCTBEHHOro npenapara,
HoMep cepwuu, pfata Bbilycka (4N UMMYHOOMOMOTrMYECKUX NEeKapCTBEHHbIX MpenapaToB), HoMep
perncTpaumoHHOro YAOCTOBEPEHMWS, CPOK rOAHOCTW, CNOCO6 NPpUMeEHEHWS, 4O3MPOBKa U KOHLEHTpauus, obbem,
aKTUBHOCTb B €AMHMLAax AenCTBNA NMBO KONMYEeCTBO A03 B YNAKOBKe, ekapcTBeHHas hopma, yCrioBus OTrycka,
YCNOBUS XpaHeHus, NnpegynpeanTenbHble Haanmcu.

(B pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2. dapmaueBTUYECKNEe CyOCcTaHUMM OOSMKHBI MOCTynaTh B OOpalleHne, ecnu Ha MX NEpPBUYHON YyNakoBKe
XOpOLLO 4YUTaeMbiM LIPUAPTOM Ha PYCCKOM SA3blke YKasaHbl HauMeHoBaHue dapMaLeBTUYEeCKON cybcTaHuum
(MexgyHapooHoe HenaTeHTOBaHHOe, WU TPYNMUPOBOYHOE, WM XMMWYECKOE M TOProBOE HaMMEHOBaHMS),
HanMmeHoBaHMe npoussoanTens apmaueBTU4ECKON CyOGCcTaHLuMM, HOMEp Ccepunm UK Jata  W3roTOBMEHUS,
KONMMYeCcTBO B YNAKOBKE U eOUHULbI UBMEPEHUS KONMYECTBA, CPOK FOAHOCTU U YCNOBUSI XpaHEeHUS.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

3. ﬂeKapCTBeHHble cpenctBa B Ka4decCTBe CbIBOPOTOK AOOJSKHbI MOCTynaTb B 06pau.|,eH|/|e C YyKazaHuem
XNBOTHOIO, U3 KPOBU, Nia3mMmbl KpOBU, OpraHoB U TkaHen KOTOPOro OHWM NoJty4YeHbl.

4. Ha BTOpUYHYylO (NOTPebUTENbCKYI) YNAKOBKY JIEKAPCTBEHHbBIX CPEACTB, MOJyYEHHbIX U3 KPOBM, NiasMbl
KpPOBW, OpraHoB W TKaHeW 4ernoBeka, AOSMKHaA HaHocuTbCA Haanucb: "AHTuTtena k BUY-1, BUY-2, k Bupycy
renatuta C 1 NOBEPXHOCTHbLIV aHTUreH Bupyca renatuta B otcytcTeytoT".

5. Ha nepBuYHyl0 ynakoBKy M BTOPUYHYIO (NOTPEBGUTENbCKYKD) YNakoBKy papmnodapmaleBTU4ecKUx
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

JNIeKapCTBEHHbIX CpeacTB AOJMKEH HAHOCUTLCA 3HaK pa,El,I/IaLI,I/IOHHOIZ onacHOCTHW.

6. Ha BTOpMYHYytO (MOTPEOUTENBCKYIO) YNAKOBKY FOMEONaTMYECKMX JEKAPCTBEHHbIX NPEenapaToB AOJhKHA
HaHoCcUTbCS Hagnuck: "FomeonaTuyeckmn”.

7. Ha BTOpnuYHyto (NOTPeOUTENbCKYO) YNakoBKy NEKapCTBEHHbIX PacTUTENbHbIX MpenapaTtoB AOMkKHa
HaHocUTbCA Hagnuck: "lMpoayKkums npowna pagnaumMoHHbIA KOHTPOSb".

8. Ha nepBu4Hylo ynakoBKy (ecnv [nsi 3TOro CyLUECTBYET TexXHWYeckas BO3MOXHOCTb) U BTOPUYHYIO
(NoTpebuTenbCKyl) YNakoBKy NIEKAPCTBEHHbLIX NpenapaToB, NpegHa3HaYeHHbIX ANsl KITMHUYECKUX NCCNeaoBaHNN,
[OMmKHa HaHOCUTbCA Haanucek: "ONa KNMHUYECKNX nccneaoBaHuin”.

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. YnakoBka NekapCTBeHHbIX cpencTB, npeaHasHa4YeHHbIX UCKNMKYUTENbHO ANA 3KCNnopTa, MapKUpyeTcda B
COOTBETCTBUN C TpeGOBaHI/IﬂMVI CTpaHbl-MMnopTepa.

10. Ha TpaHcnopTHyto Tapy, KOTopas He npefHasHadyeHa ans notpebutener m B KOTOPYH MOMELLEHO
lekapCTtBeHHOe CpencTtBo, AOJPKHAa HaHOCUTbCA I/IHq.)OpMaLI,I/IH O HaMmMeHOBaHuKu, cepun JIeKapCTBeHHOro
cpencTtea, daTte BbiMycka, KONMMYECTBE BTOPUYHBIX (MOTPEOMTENLCKUX) YNaKoOBOK JIEKAPCTBEHHOrO CpPeAcTBa,
npou3BoguTene NekapcTBEHHOIO CpeacTBa C yKasaHWMEM HaMMEHOBaHUS M MECTOHaXOXOEHWUsi NMPOU3BOOUTENS
neKkapCcTBEHHOIO cpeacTea (agpec, B TOM uyucne cTpaHa u (MnvM) MecTo MpoM3BOACTBA fEeKapCTBEHHOMO
cpencTtea), a Takke O CPOKE FOAHOCTU NEKapCTBEHHOrO cpefAcTBa M 0O YCMOBUSIX €r0 XpPaHEeHUs U NepeBO3Ku,
HGOGXO,CI.I/IMbIe npeaynpeanternbHblie HAANMUCU U MAHUNYTNATOPHbIE 3HAKWU.

11. Ha nepBuWYHYlO YNakoBKYy M BTOPWUYHYIO (MOTPEBGUTENBLCKYID) YNAKOBKY NEKAapCTBEHHLIX CPEACTB Anst
BETEPUHAPHOIO NPUMEHEHUS [OIMKHA HAHOCUTBLCS Haanucb: "[ns BETEPUHAPHOIO NpUMEHeHNs".

12. Ha BTOpUr4Hyto (NoTpebutenbckyo) ynakoBKy fekapCTBEHHOMO npenapaTta HaHOCUTCA LUTPUXOBOW Kog,.

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPELCTB
B POCCUNCKYIO ®EQEPALUIO N BbIBO3 NNIEKAPCTBEHHbBIX CPEACTB
M3 POCCUNCKOU ®EOEPALIUU
(B pen. PenepanbHoro zakoHa ot 06.12.2011 N 409-3)

Cratba 47. lNopsigok BBO3a neKapCTBEHHLIX cpeactB B Poccuickyio ®Pepepauuio M BbIBO3a
nekapcTBeHHbIX cpeacTB U3 Poccuiickon ®epepaunmn
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

1. BB0O3 nekapcTBeHHbIX cpeacTts B Poccuiickyto Pegepaumio ocyLLeCTBRSETCS B opaake, yCTaHOBNEHHOM
MpasuTtenscTBom Poccuickon degepaummn, B COOTBETCTBUM C akTamu, cocTasnsowmmm npaso Cotosa, n (unu)
3akoHoaaTensCcTBoM Poccuickon denepaumm 0 TaMOXEHHOM perynMpoBaHui.

(B peq. ®PenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-93)

KoHcynbTaHTlnoCc: npumeyaHue.

o 31.12.2024 poccuACKUM MPOU3BOAUTENSM pPaspeLleH0 B YBEAOMUTENbHOM Mnopsioke BBO3UTb He
BHECEHHbIE B peecTp hapMaueBTU4eckme cybcTaHuun O BETEPMHAPHOIO NMPUMEHEHMUS A5 NPOU3BOACTBA
3aperncTpupoBaHHbIX NekapcTBeHHbIX cpencTB ([locTtaHoBnenue Mpasutensctea PO ot 12.03.2022 N 353).

2. BBosumble B Poccuiickylo defepaumio NekapcTBeHHble CpeacTBa [AOSMKHbI CoAepXaTbCA B
rocyfapCTBEHHOM peecTpe [FeKapCTBEHHbIX CPeAcTB, WM eOMHOM  pPeecTpe  3aperMcTpupoBaHHbIX
NEeKapCTBEHHbIX CPedcTB EBpasmiickoro SKOHOMMYECKOTo CO3a, UMW eQMHOM peecTpe 3apervcTpupoBaHHbIX
BETepUHApPHbIX NEKapCTBEHHbIX NpenapaTos EBpa3nincKoro 3KOHOMMYECKOro Cor3a.

(B peq. PenepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 27.12.2019 N 462-®3, o1 30.01.2024 N 1-93)

KoHcynbTaHTlntoc: npumedaHume.
C 01.09.2024 B u. 3 cT. 47 BHOCATCA U3MeHeHus (@3 ot 30.01.2024 N 1-d3). Cm. GyayLlyio peaakumio.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

3. Honyckaetca BB03 B Poccuiickylo depnepauumio KOHKPETHOW NapTuM 3apermcTpupoBaHHbIX WU (Unu)
HEe3aperMcTpUpoOBaHHbIX  FIeKapCTBEHHbLIX CPEACTB, MpedHasHa4yeHHbIX AONS  NpPOBEeAEeHUsT  KITMHUYECKMX
NCCrefoBaHUM  NEKapCTBEHHbIX MpenapaTtoB, MNPOBEAEHUS 3SKCMEpPTU3bl feKapCTBEHHbIX CPEeACTB AN
OCYLLECTBNEHUS FOCYAapPCTBEHHOW pernctpaumm nekapCTBEHHbIX NMpenapaToB Uy AN okasaHus MeauUMHCKOW
MOMOLLUM MO >KU3HEHHbIM MOKa3aHWSIM KOHKPETHOro nauueHTa Ha OCHOBaHWM paspeLlleHusi, BblgaHHOro
YNOIHOMOYEHHbIM dheaeparnbHbIM OpraHoOM UCMOMIHUTENBHOM BNACTU NO 3asiBMIEHUSAM UL, YKa3aHHbIX B CTaTbe
48 HacTosiwero denepanbHOro 3akoHa. PaccMOTpeHue Takoro 3agBrieHus U MpUHATUE peLleHus O Bblgade
paspeLUeHnsi Ha BBO3 KOHKPETHOW NapTUM 3aperncTpMpoBaHHbIX U (MNK) HE3apPEerMcTPUPOBaHHbIX NTIEKAPCTBEHHbIX
cpencTB, MNpefHasHaJYeHHbIX AS NPOBEOEHUS KITMHUYECKUX WCCIEeQOBaHUM JeKapCTBEHHbIX NpenapaTtos,
NpOBEeAEHUSA 3KCMEePTU3bl JIEKAapCTBEHHbIX CPEACTB ANs OCYLECTBMEHUS TOCYyAapCTBEHHOW perncrpaumm
NeKapCTBEHHbIX NpenapaToB Un ANs okasaHus MeAULMHCKON MOMOLLM MO XKU3HEHHBLIM MOKa3aHUSAM KOHKPETHOro
naumveHta nnbo o6 oTkase B BblAaye yKa3aHHOro paspeLleHus Npoun3BOAATCA B CPOK, HE MPEBbILLAIOLNA NATH
pabounx gHen. MNMnaTa 3a Bblgayvy ykasaHHOrO paspeLleHnst He B3MMaeTCs.

(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

3.1. YTpatun cuny ¢ 1 aHBapsa 2024 roga. - PenepanbHbin 3akoH oT 27.12.2019 N 475-93.

3.2. o 31 pnekabpsi 2024 roga gonyckatTcst BBO3 Ha Tepputopuio Poccuiickon ®egepauum n obpalleHue
B Poccuiickon ®epepaumm ¢ yuetom ocobeHHocTel, ycTaHOBMNEHHbIX MpaBuTenbcTBom Poccuickon depepaumm,
3aperncTpupoBaHHbIX  JIEKAPCTBEHHbIX NpenapatoB AN  MeAWUMHCKOro MPUMMEHEHMS B yMnakoBKax,
npegHasHayeHHbIX Ansg obpalleHus B WMHOCTPaHHbIX rocydapcTBax, B criydyae OedeKTypbl NeKkapCTBEHHbIX
npenapaToB UM pucka ee BO3HUKHOBEHUS B CBs3M C BBeAeHMEM B OTHowweHun Poccunckon depepaumm
OrpaHNYMTENbHBIX Mep 3KOHOMMYECKOrO Xapaktepa npu yCrnoBUM COOTBETCTBUS BBO3MMbIX fEKapCTBEHHbIX
npenapaToB TpeboBaHUSAM, YCTAHOBIEHHBLIM MPU MX perMcTpaumu, 3a UckndeHnem TpeboBaHWin K NeEpPBUYHOM
yMakoBKe, BTOPUYHOW (NOTPEOUTENbCKON) YNaKoBKe, a Takke NP HanuM4yMum Ha BTOPUMYHOM (NOTpebUTEnbCKOM)
YMNaKoBKE JIeKApPCTBEHHbIX MpenapaToB, HaXOAALWMNXCS B OOpalleHnn, CamMOKNesaLWwencs aTUKETKM, COAepKallen
MHopMaLMIO O NNEKapCTBEHHOM Mpenaparte Ha PYyCCKOM SA3blKe.
(yactb 3.2 BBegeHa ®depepanbHbiM 3akoHoM oT 26.03.2022 N 64-93; B pen. PepepanbHOro 3akoHa OT
19.12.2022 N 519-03)

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.09.2024 ct. 47 pononHseTca 4. 3.3 (©3 o1 30.01.2024 N 1-93). Cwm. GyayLlyio pegakuumio.

4. B Poccuiickyto depepaumio MOXHO BBO3WUTb JIEKAPCTBEHHbIE CPEACTBa, KayeCTBO KOTOPbIX
noATBEPXKAEHO CEPTMMUKATOM MPOM3BOANTENS FEKApPCTBEHHbIX CPeAcTB, YOOCTOBEPSAOLWMM COOTBETCTBUE
BBO3MMbIX JIEKAPCTBEHHLIX CPEACTB TpeboBaHWsIM, YCTAHOBMEHHbLIM MPU WX PEerncTpauum unu npoBeneHum
npoLeayp, CBA3aHHbIX C perucrpauunei.

(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 30.01.2024 N _1-93)

5. Banpewaetca BBo3 B Poccunckyo depepaumio danbCcMdULMPOBaHHbBIX NEKapCTBEHHbLIX CPeAcTB,
He06pOoKa4YeCTBEHHbIX NeKapCTBEHHbIX CPeACTB, KOHTPadaKTHbIX NeKapCTBEHHbIX CPeACTB.
(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

6. ®anbcmdruMpoBaHHbIe NeKapcTBEHHbIE CpeacTBa, HeaobpokayeCcTBEHHbIE NeKapCTBEHHbIe CpeacTBa
noanexaT U3bATUIO U NOCNeayLWeMy YHUHTOXEHNIO Unn BbiBO3y 13 Poccuickon depepaumm, KOHTpadaKkTHbIe
nekapCTBeHHbIE CPEACTBA - U3BATUIO U NOCIeayoLWeMY YHUHTOXEHNIO. YHUUTOXEHNE Unu BbIBO3 N3 Poccuiickon
Pepepaumun dhanbcnOULMPOBAHHbBIX NIEKAPCTBEHHbIX CPeACTB, HeAoOpOKayeCTBEHHbIX NlIeKapCTBEHHbIX CPeaCTB,
KOHTpadaKTHbIX JleKapCTBEHHbIX CPEACTB OCYLLECTBAETCA 3a CYeT fuua, OCyLlecTBMBLUEro ux BBo3. [1opanok
YHUMTOXEHUS  U3bATbIX  (hanbCMUUMPOBaHHBLIX  NEKapCTBEHHbIX  CPeacTB,  HeAoOpoKayeCTBEHHbIX
nekapCTBEHHbIX CPeAcTB, KOHTpadaKTHbIX fleKkapCTBEHHbIX CpeAcTB YycTaHaBnuBaeTcs [1paBuMTENbCTBOM
Poccuickon ®egepauun.

(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-$3)

7. JNlvua, ocyuwecTBnswowme Beo3 B Poccunckyto degepaumio anbCcnrLmMpoBaHHbIX JEKAapCTBEHHbIX
CpeacTB, HeaobpOKayYeCTBEHHbIX fIEKAPCTBEHHbIX CPEACTB, KOHTPAdakTHbIX NEKapCTBEHHbLIX CPEencTB, HECyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOAaTeNbCTBOM Poccunckon degepaumn.

(B peq. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

8. BbIBO3 nekapCTBEHHBIX cpeacTB n3 Poccunckon ®egepaumm ocyLeCTBNSAETCA B COOTBETCTBMM C aKTamM,
coctaensowmmm npaso Cotosa, M (unm) 3akoHogatenbcTtBoM Poccuiickon ®egepauum o rocygapCTBEHHOM
perynmpoBaHum BHELLHETOPrOBON AEeATENBHOCTM.

(vacTb 8 B peq. PenepansHoro zakoHa ot 30.01.2024 N 1-3)

9. BBoa B rpaxxgaHcKkuin 060poT fekapCTBEHHLIX NpenapaToB AJ19 MeEAULMHCKOrO NPUMEHEHUS!, BBE3EHHbIX
B Poccuinckyto denepaumio, ocyulectensieTca ¢ cobniogeHnem TpeboBaHUN, YCTAHOBMEHHbIX cTaTben 52.1
HacTosdwwero PenepanbHOro 3akoHa.
(4acTb 9 BBegeHa PegepanbHbIM 3akoHoM oT 28.11.2018 N 449-93)

KoHcynbTaHTlInoCc: npuMmeyaHue.

Y. 10 cT. 47 He_pacnpocTpaHsaeTcs Ha Cepun NeKapcTB AN BETEPUMHAPHOIO NMPUMEHEHWs!, BBELAEHHbIE B
rpaxkgaHckmnii obopot o 01.09.2023, koTopble noanexar NPMMEHEHUIO 40 UCTEYEHMS Cpoka MX rogHocTn (O3
ot 02.07.2021 N 317-®3).

10. BBog B rpaxgaHckui 0OOpPOT NEeKapCTBEHHbIX NpenapatoB Ans BETEPUMHAPHOrO MNPUMEHEHMS,
BBE3€EHHbIX (nepeMelleHHbIX) B Poccuickyto depepaumio, ocyllecTBhsieTcsas ¢ cobniogeHneM TpeboBaHui,
YyCTaHOBMEHHbIX cTaTbeln 52.2 HacTosdwero PefepansHOro 3akoHa.

(vactb 10 BBegeHa deaepanbHbiM 3akoHoM oT 02.07.2021 N 317-93)

Crtatbs 48. FOpuanyeckue nuua, KOTOpbIM pa3peLleH BBO3 NleKapCTBEHHbIX cpeacTB B Poccumckyto
denepauuio
(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

JlekapcTtBeHHble cpefcTBa B Poccuiickyto degepaumo MOryT BBO3UTb:
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

1) npon3sBoanTeNn NeKapCTBEHHbIX CpeacTtB AaAnd uenen cobCTBEHHOrO npon3BoacTBa J1€EKapPCTBEHHbIX
cpencTs,

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2024 B n. 2 cT. 48 BHOCATCA n3MeHeHus (3 ot 30.01.2024 N 1-d3). Cm. OyayLuyo pegakumio.

2) UHOCTpaHHble pa3paboTUYMKN NEKAPCTBEHHbLIX CPeaCcTB Y MHOCTPaHHbIE NMPON3BOAUTENWN NEKapCTBEHHbIX
CPeACTB WNW Apyrve lopuauMyeckue nuua no nopyyeHuto paspaboTuMka reKkapCTBEHHOro cpeacTsa Ans
NPOBEAEHUS] KIMHUYECKMX WCCriedoBaHUi JeKapCTBEHHOIO npenapaTa, OCYLECTBMEHUS ToCyAapCTBEHHOM
perncTpaumm NekapCTBEHHOro npenapara, BKIoYeHUsi hapMaueBTMYecKoi CyGCTaHUMU B FOCYAapCTBEHHbIN
peecTp INEeKapCTBEHHbIX CPencTB, KOHTPOMNS KayecTBa IEKApCTBEHHBLIX CPeACTB MPU HanMuuu paspelueHus]
YMONHOMOYEHHOro defeparnbHOro opraHa UCMNOMHUTENBHOM BNacTu Ha BBO3 KOHKPETHON NapTUM NEKAPCTBEHHbIX
CPeacTs;

3) opraHM3aLuM oNTOBOW TOProB/M fIeKapCTBEHHbIMU CPeACTBaMU;

4) HayyHble opraHu3auuu, obpasoBaTerfbHble OpraHvM3auMu Bbicluero obpas3oBaHusi, Npov3BOAUTENN
neKapCTBEHHbIX CPEACTB AN pa3paboTky, nccrnenoBaHuii, KOHTpons 6e3onacHoCTH, KavecTBa, 3deKTMBHOCTM
NeKapCTBEHHbIX CPEACTB MPU HanNMM4Mn paspeLleHnst ynosIHOMOYEHHOro dheaepanbHOro opraHa UCMOSTHUTENbHON
BracTu;

(B pea. PenepanbHbix 3akoHoB 0T 02.07.2013 N 185-93, o1 30.01.2024 N 1-$3)

5) MeauUMHCKME opraHu3auumn, UHble ykasaHHble B NyHKTax 1 - 4 HacTosdllen CTaTbW opraHusauuv ans
OKa3aHUst MeAULMHCKON NOMOLLUM MO XU3HEHHbIM MOKa3aHNSIM KOHKPETHOro naumeHTa npy Hanuuum paspeLueHus
YMONIHOMOYEHHOro  doedepanbHOro  opraHa  MCNOMHUTENbHOW  BMAAcTM  Ha BBO3  KOHKPETHOW  napTuu
nekapCTBEHHOro npenapaTa, BblJAHHOMO B YCTAHOBIEHHOM 0OpAdke B (QOPME 3NEKTPOHHOIO OOKYMEHTa,
NOAMNUCaAHHOIO YCUNEHHON KBannUUMpOBaHHON 3NEKTPOHHON MNOANUCHIO;

(B pea. PenepanbHoro zakoHa ot 12.03.2014 N 33-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

6) ytpatnn cuny ¢ 1 sHBapsa 2024 roga. - PegepanbHbivi 3akoH oT 27.12.2019 N 475-03.

7) Nnpou3BoANTENN MEOULMHCKUX U3OENUN AN uenen nponsBoacTea MeauLMHCKUX U3OENuN.
(n. 7 BBegeH ®efeparnbHbiM 3akoHoM oT 30.01.2024 N 1-®3)

Cratba 49. [loKyMeHTbl, NpeAcTaBlisieMble B TaMOXeHHble opraHbl Poccuiickon ®Pepepauum npu
BBO3€e JieKapCTBEeHHbIX cpeacTB B Poccuinckyto Pepepaumio
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

1. Mpn BBO3e nekapcTBeHHbIX cpeAcTB B Poccuiickyto defnepaumio B TaMOXeHHble opraHbl Poccuiickon
depepaummn Hapsay ¢ JOKYMEHTaMu, NpeacTaBreHme KOTopbIX NPeAyCMOTPEHO akTaMu, COCTaBNALMMN NPaBo
Coto3a, 1 (1nun) 3akoHogatenscTBoM Poccuiickon ®egepauun 0 TaMOXKEHHOM pPErynmMpoBaHun, NpeacTaBnsioTcs
cnegyoLne JOKYMEHTbI B AN1IeKTPOHHOM bopme:

(B peq. PenepanbHbix 3akoHoB oT 06.12.2011 N 409-®3, ot 30.01.2024 N 1-03)

1) cepTudmkaT nNPOU3BOAMTENS JIEKAPCTBEHHOTO CpeacTBa Afs  BETEPUHAPHOrO  MPUMEHEHMS,
yAOCTOBEPAIOLWNA COOTBETCTBME BBO3MMOIO JIEKAPCTBEHHOIO CpeacTBa Ans BETEPUHAPHOIO MPUMEHEHMUS
TpeboBaHnamM chapmakonenHomn ctatb NGO B cnyvae ee OTCYTCTBUS HOPMATUBHOMO AOKYMEHTA;

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

2) paspelleHMe YNoTHOMOYEHHOTO doefeparibHOro opraHa WCMONHUTENbHONW BacTV Ha BBO3 KOHKPETHOA
napTUX JIeKapCTBEHHOro CPEeACTBa B Cllyyasix, yCTaHOBMEHHbIX YacTbio 3 ctaTbn 47 HacToswero degepansHoro
3aKoHa.

2. [lokyMeHTbI, ykasaHHble B nyHKTax 1 u 2 yactn 1 HacTosilwen cTaTby, NPeAcTaBnsOTCS B TaMOXeEHHbIe
opraHbl Poccuiickon ®efepaumm npy npubbiTMK NeKapcTBEHHbIX CpeacTB B Poccuickyto degepaumio.
(B peq. PepnepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Ctratban 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepauuio Ans  fUYHOro
MCNONb30BaHUA WU MHbIX HEKOMMEPYECKUX Lenen, a TakKke ANsl UCMNONb30BaHUA Ha TeppuTOpuUKU
MeXayHapoaHOro MeAuLMHCKOro Knacrtepa
(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-03, o1 29.06.2015 N _160-93)

1. JlekapcTBeHHble npenapaTtbl MOryT ObITb BBe3eHbl B Poccuiickyto Pegepaumio 6e3 ydeta TpeboBaHmn,
npeaycMOTPEHHbIX YacTammn 1 - 4 ctaten 47, ctatbsimu 48 n 49 HacToswero ®enepanbHOro 3akoHa, €Cnm OHU
npegHasHayeHbl Ans:

(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

1) NMYHOro MCNONb30BaHMA U3MYecKkUMMU nuuamu, npubsiBwKMK B Poccuiickyto Pegepaumto. [Npu aTom
BBO03 B Poccunckyto Pefepaumnio nekapCTBEHHbIX NpenapaTtos, codepXawux CurbHOAEeWCTByoWwme 1 (Unu)
S00BUTbIE BELLECTBa, BKMOYEHHbIE COOTBETCTBEHHO B CHOUCOK CUMNbHOLAEWCTBYHOLUX BELeCTB ANs uenewn
YronoBHOro 3akoHogartenbcTBa Poccuiickon ®egepaumm n B COUCOK SAOBUTLIX BELLECTB ANA LEenen YyronoBHOro
3akoHogatenocTBa Poccuiickon ®epgepauun, yteepxaeHHble [lpaButenbctBoMm Poccuiickon ®egepauun,
OCYLLECTBMAETCH MPU HANNYUN SOKYMEHTOB (3aBEPEHHbIX KOMWUI JOKYMEHTOB UM 3aBEPEHHbIX BbINMNCOK U3 HUX),
noaTBEPXKAAKLWMX HAa3HAYeHne hPU3NYECKOMY NMLY YKa3aHHbIX NEKapCTBEHHLIX MpenapaToB (3a UCKIYEHNEM
nekapcTBEHHbIX NpenapaToB, 3apermcTpupoBaHHbIX B Poccuickon deagepaumm nvbo 3aperucTpypoBaHHbIX B
COOTBETCTBMM C akTamu, cocTasnsiiowmmm npaeso Coto3a, n oTnyckaemblx B Poccuiickon depepaunmn 6e3
peLenTa Ha fekapcTBeHHbIN npenapar). MNogTeepxxaatoLme JOKYMEHTbI (X 3aBEPEHHbIE KOMWUM UIN 3aBEPEHHbIE
BbIMUCKN U3 HUX) AOMKHbI COAEpXaTb CBEAEHMS O HAMMEHOBAHUM U KONNYECTBE Ha3HAYEHHOrO JIeKapCTBEHHOMO
npenapata. B cnyyae, ecnu nogTeepxaatoLme JOKYMEHThI (MX 3aBEPEHHbIE KOMUU UM 3aBEPEHHbBIE BbIMUCKN K3
HUX) COCTaBMNEHbl HA MHOCTPAHHOM A3bIKE, K HUM NpuiaraeTcs HoTapuanbHO 3aBEPEHHBIN NEPEBOL Ha PYCCKUM
A3bIK;
(B peq. PenepanbHbix 3akoHoB 0T 02.06.2016 N 163-®3, ot 30.01.2024 N 1-03)

2) ncnonb3oBaHWSA PabOTHUKaAMKU OUNNIOMATUYECKOro Kopryca Wnu npeacTaBUTENSIMA MeXOYyHapOoOHbIX
opraHunsauui, akkpeamToBaHHbIX B Poccuiickon deagepaumm;

3) Jie4eHnda nacca>XmpoB M 4IeHOB aKknnaxemn TPaHCNOPTHbLIX CpeacTB, NMoe3aHbIX 6p|/|ra/:|, n BoauTenen
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

TpaHCNOPTHbIX CpeacTs, NpubbiBLIMX B Poccuiickyto deaepauuio;
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

4) neyYeHust YYaCTHUKOB MeEXOYHaAPOOHbIX KyNbTYPHbIX, CMAOPTUBHbLIX MEpPONpUATMA U  Yy4aCTHUKOB
MeXayHapoaHbIX aKcneanLmni;

5) neveHns KOHKPETHbIX XMBOTHbIX B 300Mapkax, 300Cafax, uuMpkax, okeaHapuymax, OenbhuHapusix,
neYeHns OMKUX XXUBOTHbIX, MOCTOSIHHO MMM BPEMEHHO Hacenswwmx Tepputopuio Poccuiickon depepauun,
HaxXo4sALWNXCA B COCTOSAHUN €CTECTBEHHOW CBOOOAbLI 1 NpUHaAnexallimx K Buaam, 3aHeceHHbIM B KpacHyto KHUry
Poccuiickon depepaumm 1 (Mnun) KpacHble KHUrM cyObekToB Poccuickon depepaumn, a TakkKe >KUBOTHBIX,
BBO3MMbIX B Poccuiickyto ®efiepauuio Ans y4acTusi B CMOPTUBHBIX U 3pENULLHBIX MEPOMPUATUSAX;

(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 02.08.2019 N 297-93)

6) ncnonb3oBaHUS Ha TEPPUTOPUN MEXOYHAPOAHOrO MEeAMLMHCKOrO KracTtepa.
(n. 6 BBegeH depeparnbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnydasax, npegyCMOTpeHHbIX 4YacTbio 1 HacTodwen craTbu, gonyckaeTcs BBO3 B PoOCCUIACKYyHO
degepaumio nekapcTBEHHbIX NpenapaToB, He 3aperncTpupoBaHHbix B Poccuiickon ®epepauun nmbo He
3aperMcTpupoBaHHbIX B COOTBETCTBMU C akTamu, coctasnsowmumm npaso Cotosa.

(B peq. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, ot 30.01.2024 N 1-03)

3. IlekapcTBeHHbIE Npenaparbl, NpegHa3Ha4YeHHble ANg ryMaHUTapHOM NOMOLM (CO4EeNCTBUS) UMM MOMOLLN
nMpu 4pesBblHalHbIX CUTyauusix, BBO3SATCA B Poccuiickyio Pepepaumio B OOpadke, YCTAHOBEHHOM
MpaeutensctBom  Poccuiickon  Pepepaumun.  3anpewaetcda BBo3 B Poccuickyio  depepaumio
He3aperncTpMpoBaHHbIX NEKapCTBEHHbIX MpenapaToB, nNpefHasHa4YeHHbIX And  rymMaHUTapHOW  MOMOLLM
(cooencTaust) N NOMOLLIM NPU Ype3BblYaNHbIX CUTYaLUNX.

(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

Cratba 51. CoTpyaHnyecTBO (heaepanbHOro opraHa UCNOJSIHUTESNIbLHOM BMacTU, OCYLLEeCTBIAIOLEro
(byHKUMM NO KOHTPOMKO M HaA3opy B oO6nactu TaMOXEHHOro Aena, U ApYrux YnOSHOMOYEHHbIX
c¢henepanbHbIX OPraHOB UCMOSNTHUTENBLHOW BNacTn
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1. YnonHomMouYeHHble heaeparnbHble opraHbl UCNOSTHUTENBHOM BAACTU NPefoCTaBnsAlT B pacnopsiKeHue
degepanbHOro opraHa WCMONHUTENbHOM BNAcTU, OCYLLECTBNALWEro (PyHKUMM MO KOHTPOMO UM HaO30py B
obnactn TaMOXeHHOro gena, rocygapCTBEHHBLIN pPeecTp NeKapCTBEHHbIX CPEACTB, a Takke WHgopmaumio o
BbldaHHbIX paspeLleHnsX Ha BBO3 KOHKPETHOM NapTUM NeKapCTBEHHbIX CPEACTB B Cryyasdx, YCTAHOBMEHHbIX
yacTbto 3 cTaTbm 47 HacToswero PegepanbHOro 3akoHa.

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

2. ®egepanbHbI OpraH UCMOMHUTENBHOW BNACTW, OCYLLECTBASIOWMN (PYHKLUMM NO KOHTPONIO U HaA30opy B
obnactu TaMOXeHHOro pena, MHAOPMUPYET ykasdaHHble B 4YacTu 1 HacTodwen cTaTtby YNONHOMOYEHHbIE
deneparnbHble opraHbl UCMOSIHUTENBHOW BMacT O BBO3€ fleKapCTBEHHbIX cpeacTB B Poccuiickyio ®egepaumio u
BblBO3€ fleKapCTBeHHbIX cpeacTB u3 Poccuiickon degepaumm no dopme v B Oopagke, KOTOpble YCTaHOBMEHbI
MpaButenbcTBoM Poccunckon ®egepaunn.

(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 30.01.2024 N 1-$3)

Maea 10. PAPMALEBTUYECKAA OEATEJNIBHOCTb
Cratba 52. OcylwecTBneHne papmaLeBTUHECKON AeATENBbHOCTH

1. <DapmaueBqueC|<a;| AedATesIbHOCTb ocyllecTBndeTcA opraHusaumamm OMNTOBOW TOproenu
NekapCTBeHHbIMK cCpeacTtBamMun, anTedYHbiIMU OpraHu3aumamMmun, BeTEepPUHAPHbIMU anTeYHbIMU OpraHu3aumnamu,
MHAMBUAYaANbHLIMA NPEeANPUHUMATENAMN, UMEKLUMA JNLEH3NIO Ha apMaueBTUYECKYID OEesiTENbHOCTb,
MEOULMHCKUMW  OpraHusaumsamMn, UMeWUMn fMUEH3N0 Ha  dapmaueBTUYeCKyl0 OesTenbHOCTb, U UX
060c0o6neHHbIMM  NogdpasdeneHusaMmn  (ambynatopuamu, enbalepckummn 1M denbalepcKo-akyLepCKMMm
NyHKTaMn, ueHTpamm (oTaeneHnsiMm) obwen BpavyebHON (CeMelrHON) NPakTUKK), PacroSIOKEHHBIMU B CEbCKUX
HacCelneHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYKT anTe4Hble OopraHu3auunmn, n BeTepuHapHbIMM OpraHum3aunamm,
nverwmnmmMmn nMueH3nto Ha cbaplvlau,eBqueCKyro AedATesIbHOCTb.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

(B peq. ®PenepanbHoro zakoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTlInoC: npuMmeyaHue.

Y. 2 c1. 52 (B pea. ®3 ot 28.04.2023 N 149-03) B yacTu akkpeguTauum cneunanuctoB C BbICLUMM WK
CpedHVM  BeTEpMHapHbIM  OOpa3oBaHMEM,  OCYLLECTBNALWMX  (hapMaueBTUYECKYD  OeATEeNbHOCTb,
npumensetcs ¢ 01.03.2026. CepTudukatsl Takum nuuam Bolgatotces no 28.02.2026 n genctByioT He Gonee 5
ner.

2. duanyeckne nuua MoryT OCyLLEeCTBNATb hapMaLeBTUYECKYHO AeATENbHOCTb NPY HanM4yMm BbICLLETO UMK
cpeaHero dapmMaueBTUYeckoro obpasoBaHus U cepTudmkaTa creuymanmicta nmbo NPongeHHOW akkpeauTauum
crneuvanucTa, BbICLLEr0 WM CpeaHero BeTepuHapHOro obpasoBaHus M cepTudmkaTta cneumanucta nmbo
NPOVAEHHOM akkpeauTauum cneunanucta, a Takke BbICLUEro WNU CpegHero MeauuuHckoro obpasoBaHug,
cepTucdukata cneumanucta nmMbo  NPOMAEHHOW  akkpeguTauuu  crneuynanucta WM AONOSIHUTENbHOMo
npodeccuoHanbsHOro obpa3oBaHUA B YacTU PO3HUYHOW TOProBMNM JIEKAPCTBEHHLIMU Npenapatamu  Ans
MEOULMHCKOTO MPUMEHEHMS MNpU yCroBuM KX paboTbl B 060COOMEHHbIX MNoApasdeneHusx MeauuUHCKMX
opraHmMsauun, ykasaHHbIX B YacTu 1 HacTosien ctaTbu.

(vacTb 2 B peq. PepepanbHoro 3akoHa ot 28.04.2023 N 149-93)

KoHcynbTaHTlnoC: npumeyaHue.
C 01.09.2024 B HanmmeHoBaHue cT. 52.1 BHOCATCA mM3meHeHus (®3 ot 30.01.2024 N 1-d3). Cm. bygyLiyio

pefakumio.

KoHcynbTaHTlntoc: npumeyaHue.

JlekapcTBeHHble npenapatbl ANAS MEOUUMHCKOrO MPUMMEHEHMWs, BBEAEHHble B TpakgaHCcKMnm obopoT Ao
29.11.2019, nognexar xpaHeHuto, nepeBo3Ke, OTMYCKY, peanu3auuu, nepegadye, NPUMEHEHNI0 OO UCTEYEeHUS
cpoka ux rogHocTh (®3 o1 28.11.2018 N 449-93).

Cratba 52.1. BBoa B rpaxaaHCKMi OGOpPOT NeKapCTBeHHbIX NpenapaTtoB AnsA MeAULMHCKOro
npuMeHeHus
(BBegeHa degepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2024 B 4. 1 cT. 52.1 BHOCcATCS n3ameHeHus (®3 ot 30.01.2024 N 1-$3). Cm. ByayLlyto pegakumio.

1. MNepen BBOAOM B rpagaHCKMM OOOPOT KakAOW CEepuUM WM KaXK4OW napTUM MNPOM3BELEHHOro B
Poccuickon ®enepaunmn nekapcTBEHHOro npenapata Anss MELMUUHCKOrO MPUMEHEHUS, 3a WCKIOYEHMEM
MMMYHOBMOMOIMYECKNX NEKAPCTBEHHbIX MNpenapaToB, MNPOM3BOAMTENb TaKOro JEKapCTBEHHOIO npenapara
npegcraensget B dpefepanbHbid OpraH UCMOMAHUTENBHOW BlACTU, OCYLLECTBASIOWMIA (PYHKUUN MO KOHTPOMO U
Haa30py B cdepe 30paBOOXpaHEHWs, JOKYMEHT NPOM3BOAUTENS feKapCTBEHHOIO CpPeacTBa, NMOATBEPKAaoLLMM
KauyecTBO JEKapCTBEHHOr0 npenapata, W NOATBEPXAEHUEe YMNOMHOMOYEHHOrO nuua npou3BoAUTENs
NeKapCTBEHHbIX CPEACTB COOTBETCTBUSI JIEKAPCTBEHHOrO npenapaTta TpeboBaHWAM, YCTAHOBMEHHbLIM NPU €ro
rocygapCTBEHHOM permcTpauun.

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.09.2024 ct. 52.1 pononHsietca v. 1.1 (®3 ot 30.01.2024 N 1-®3). Cm. OyayLLyio peaakumio.

KoHcynbTtaHTlntoc: npumedaHume.
C 01.09.2024 B 4. 2 cT. 52.1 BHOCATCA uameHeHus (®3 ot 30.01.2024 N 1-®3). Cm. GyayLuyio peaakLmio.

2. lNMepen BBOOOM B rpaXgaHCKM 06OPOT KaKOoW CEpUM UINN KaXK4OW MapTum BBO3MMOro B Poccuiickyto
depepaumio NekapCTBEHHOro  npenapata And  MeOMUMHCKOTO  MPUMEHEHUs, 3@  UCKITHOYEHUEM
VIMMyHOGI/IOJ'IOFI/I‘-IeCKI/IX NleKapCTBEeHHbIX MnpenapaTtoB, opraHun3aund, ocyulecTBndlowaa BBO3 J1€KapCTBEHHOro

www.consultant.ru CrpaHuua 101 n3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=421014&amp;dst=101121
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=421014&amp;dst=101121
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446091&amp;dst=100027
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446091&amp;dst=100027
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446091&amp;dst=100026
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446091&amp;dst=100026
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446091&amp;dst=100028
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446091&amp;dst=100028
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446091&amp;dst=100022
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=446091&amp;dst=100022
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100404
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100404
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;dst=1415
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;dst=1415
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=312097&amp;dst=100038
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=312097&amp;dst=100038
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=312097&amp;dst=100019
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=312097&amp;dst=100019
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100405
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100405
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;dst=1416
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;dst=1416
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=461605&amp;dst=64
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=461605&amp;dst=64
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100406
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100406
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;dst=1417
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;dst=1417
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100408
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;dst=100408
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;dst=1418
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468491&amp;dst=1418
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

npenapata B Poccuiickyto ®Penepauumio, npeacraBnsgeTr B defepanbHbii opraH WCNONHUTENbHOW BRacTw,
OCYLLECTBASAOLWUA PYHKLMM MO KOHTPOMIO U Haa3opy B cdepe 30paBOOXpaHEHUs, cepTudukaT npomssoguTens
NneKkapcTBEHHOro CpeacTBa, YAOCTOBEPSIOWUA  COOTBETCTBME BBO3MMOINO  fleKapCTBEHHOro npernapaTta
TpeboBaHnaM (papmakonevHom cTaTbM, a B Crydae OTCYTCTBUSA dapMakonenHon cratbn TpeboBaHusAM
HOPMaTUBHOW [OOKYMeHTauuu, W noATrBepxaeHue npeacTtaBuTens opraHusauun, OCYLLEeCTBNAWENA BBO3
nekapcTBeHHOro npenaparta B Poccuiickyto degepaumnio U ynOTHOMOYEHHON MHOCTPaHHBLIM NPOU3BOAUTENEM
nekapCTBEHHbIX CPEACTB, COOTBETCTBUSI BBO3MMOIO FIEKAPCTBEHHOTO Npenaparta TpeboBaHWsM, yCTaHOBNEHHbIM
npu ero rocyaapCTBEHHON perncTpaumn.

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2024 ct. 52.1 pononHsieTcd Y. 2.1 (23 ot 30.01.2024 N 1-03). Cm. ByayLuyto pegakumio.

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.09.2024 4. 3 ct1. 52.1 nsnaraetca B HoBon pepakumm (@3 ot 30.01.2024 N 1-d3). Cm. Gygyliyio

peaakKkLuio.

3. MNopsgok npeacTaBneHns B COOTBETCTBUM € YacTsiMn 1 1 2 HACTosLLEN CTaTbM JOKYMEHTOB N CBEOEHUN
O JleKapCTBEHHbIX MpenapaTtax, BBOAWMbIX B rpaxgaHCkuin 00opoT, ycTaHaBnuBaeTcs [lpaBUTENLCTBOM
Poccuiickon ®epepaumn.

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.09.2024 B 4. 4 cT1. 52.1 BHOCATCA n3ameHeHust (93 ot 30.01.2024 N 1-®3). Cm. OyayLuyio pegakumio.

4. B oTHOLIEHUN NepBbIX TPEX CEPUN NN NapTUI NIeKapCTBEHHOro npenapara, Bnepsble NPOM3BEAEHHOrO B
Poccuiickon ®epepaumm mnu BnepBble BBo3uMoro B Poccuiickyio ®epepauunio, B deaepanbHbin  opraH
NCMNOMHMTENBHOW BMacTW, OCYLLECTBAAKLWMIA (DYHKUMM MO KOHTPOMO U Haa3opy B cdpepe 3opaBOOXpaHEHWs,
OOMOSNTHUTENBHO MpPeacTaBnseTcs MPOTOKOST UCMbITaHUA O COOTBETCTBMM CEPUM UMM MAPTUM JIEKAPCTBEHHOIO
npenapata Ans MeOMUUHCKOTO MPUMEHEHUS MOKa3aTensm KadecTBa, NpedyCMOTPEHHbIM HOPMaTUBHOM
OOKyMeHTaumen (Janee - nNpOTOKON WCMbITAHUA), MPOBOAUMbBIX aKKPEAUTOBAHHBIMW B COOTBETCTBMM C
3akoHogatenscTBoM Poccuiickon ®degepaumm 06 akkpegutTaumm B HaLMOHANbHOM CUCTEME akkpeauTauum
dhenepanbHbIMU  TOCYOAPCTBEHHLIMU - BIOKETHLIMU  yYpEXOEeHUsAMK, NOABEOOMCTBEHHbIMU  (beeparbHOMyY
OpraHy UCMOMHUTENBHOWM BnacTu, OCYLLECTBASIOWEMY (YHKUMM NO BbipaboTke M peanusauum rocyaapcTBEHHOM
MOMUTUKA U HOPMATMBHO-MPABOBOMY PEryNMpOBaHW0 B cdepe 34paBOOXpaHeHus, u denepanbHOMYy OpraHy
WCMNOMHMTENBHOW BNacTW, OCYLLECTBISAOWEMY (PYHKLUUN MO KOHTPOMIO U Haa3opy B cdepe 30paBOOXPaHEHWS.
[Nopsgok Bblgayn ykasaHHbiMM befdepanbHbIMU TOCYAAPCTBEHHBIMU BHOIKETHBIMW  YYPEXOEHUSIMN OAaHHOro
nNpoToKoNa 1 pasmep NnaTthbl 3a ero Bbigayvy yctaHaBnmeatotcs MNpasuTtensctBom Poccuiickon ®epepauun.

KoHcynbTaHTtlIntoc: npumevaHume.
C 01.09.2024 ct. 52.1 pononHsieTcs 4y. 4.1 - 4.3 (@3 o1 30.01.2024 N 1-®3). Cm. GyayLLyto peaakLmio.

KoHcynbTaHTlnoC: npumeyaHue.
C 01.09.2024 4. 5 ct1. 52.1 n3naraetca B HoBon pegakumm (@3 ot 30.01.2024 N 1-d3). Cm. GyagyLiyio

pefakumio.

5. ExerogHo He nosgHee 1 deBpans nNpou3BOAMTENW fNeKapCTBEHHbIX CpeaCcTB WMW opraHv3auumu,
OCYyLLeCTBsAOWME BBO3 feKapCTBeHHbIX npenapatoB B Poccuickyio ®egepaumio, NpeactaBnsaoT B
defepanbHbI OpraH UCMOSTHUTENBLHOW BMAacTW, OCYLLECTBNAWMIA (PYHKLUMM MO KOHTPONIO U Haasopy B cdepe
3[paBOOXpPaHeHUs, NPOTOKOM UCMbITaHUA NOCTYNMBLLErO B TEYEHNE roga B rpaxaaHckuin 060poT nekapCTBEHHOMO
npenapaTta KOHKPETHOro Mpoum3BoauTens (Ha OAHY CEpuo KaXaoro TOProBOro HauMMEHOBaHWS C Y4YeToM
nekapcTBeHHOW hopMbl U AO3UPOBKN), NPOBOAUMbIX aKKpeaAUTOBaHHbLIMW B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuinickon ®depepaumm o6 akkpegutaummM B HALMOHANbHOW CUCTEMEe akkpeauTauum uchblTaTenbHbIMU
naboparopusimu (LeHTpamm).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.09.2024 ct. 52.1 pononHsieTca Y. 5.1 (©3 ot 30.01.2024 N 1-©3). Cm. OyayLuyto peoakumio.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2024 B 4. 6 cT. 52.1 BHocATCS U3ameHeHus (93 ot 30.01.2024 N 1-$3). Cm. ByayLiyto pegakumio.

6. MNpoussBoanTeny nekapcTBEHHbIX CPeaCTB WM OpraHusauun, OCyLLECTBNSAILWME BBO3 fleKapCTBEHHbIX
npenapatoB B Poccuickyio ®efepaumio, He MeHee YeM 3a OAMH o4 A0 NNaHUPYEMbIX MPUOCTAHOBMEHUS UNn
npekpawieHus Npou3BOACTBa JlEKapCTBEHHbIX MpenapaToB wunu ux BBo3a B Poccuinckylo depepaumto
yBegoMIsoT 06 9ToM dedeparnbHbI OpraH UCNOMHUTENBHOW BNAcTW, OCYLLECTBASIOWNA (PYHKLUUM MO KOHTPOSHO
N Hagsopy B cdepe 3apaBooxpaHeHus M defepanbHbll OpraH WCMOMHUTENbHOW BRacTu, OCYLLECTBMASHOLWMMI
dyHKUMM NO NNLIEH3MPOBAHUIO NPON3BOACTBA NeKapCTBEHHbIX CPEACTB.

7. BBog B rpaxgaHckMi OBOpPOT Kaxaom cepun WAM  Kakgow naptum  UMMyHoBuomnormveckoro
nekapCTBEHHOro npenapara, npoussegeHHoro B Poccuiickon ®depepaumv unu BBO3MMOro B Poccuinckyto
degepaumio, OCYLIECTBNSETCH Ha OCHOBaHWM  paspelleHus, BbldaHHOTO  bedepanbHbIM — OpraHoM
NCMNOMHUTENBHOW BNACTW, OCYLLECTBAOWUM (PYHKLUUN NO KOHTPOMIO U HaA30py B cdhepe 30paBoOXpaHeHus, Ha
OCHOBaHWW BblAaHHOrO dedeparibHbIMU FOCYAapCTBEHHBIMU BIOAXETHBIMW YUPEXAEHUAMM, YKa3aHHbIMW B 4acTu
4 HacTosLLEeN CTaTbM, 3aKNIOYEHNSA O COOTBETCTBUM CEPUN UMW NAPTUN UMMYHOBNOMOTMYECKOro nekapCTBEHHOro
npenapata TpeboBaHWSAM, YCTaHOBMEHHbIM MpPWU €ro rocydapCTBEHHOW peructpaumu. [lopsook  Bblgayum
paspelleHnss Ha BBOL B rpaXkgaHCKMA 0BOpOT cepuu unu napTmm MMMYHOOMONOMMYECKOro feKapCcTBEHHOro
npenapaTta, a Takke nopsagoK Bbldayy YKa3aHHOrO 3akmyeHus UM pasmep nnatbl 3a €ero Bblgady
ycTaHaBnuBatoTcs MNMpaButensctBoM Poccunckon denepaumn.

KoHcynbTaHTlnoCc: npumeyaHue.
C 01.09.2024 cTt. 52.1 pononHsietca v. 7.1 (®3 ot 30.01.2024 N 1-®3). Cm. OyayLLyto pegakumio.

KoHcynbTaHTlntoc: npumedaHume.
C 01.09.2024 B u. 8 cT. 52.1 BHOCATCA n3meHeHus (®3 ot 30.01.2024 N 1-®3). Cm. GyayLuyio peaakLmio.

8. 3a HenpeactaBneHWe WNM  HECBOEBPEMEHHOE MpeAcTaBfeHve [OKYMEHTOB W CBeOeHUN,
npeaycMoTpeHHbIX Yactamun 1, 2, 4, 5 n 6 HacTosilen cTaTbu, MPOU3BOAUTENU NEKapCTBEHHbIX CPeacTB U
opraHusauuu, OCyLLeCTBRSIOWME BBO3 JieKapCTBEHHbIX npenapatoB B Poccunckyio ®egepauunio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMU C 3akoHOAaTeNnsCcTBOM Poccuiickon ®eaepaunu.

9. lNpenctasneHne JOKYMEHTOB M CBeLEeHUI, NpeayCMOTPEHHbIX YacTaMmn 1, 2 n 4 HacToswen ctaTbi, U
nonyyeHne npegycCMOTPEHHOIO YacTbio 7 HACTOSLWEN CTaTbM paspelleHus Ha BBOA MMMYHOOMOMOrMyeckoro
NeKapcTBEHHOro npenapara B rpaxaaHckuii o6opoT He TpebytoTca B OTHOLLEHUWN NeKapCTBEHHbIX Npenapartos,
npegHasHa4YeHHbIX Ansi NPOBEAEHUST KIMMHUYECKUX WCCNeaoBaHUM NeKapCTBEHHbIX MpenapaTtoB, NpoBeaeHus
3KCNepTU3bl NEeKapCTBEHHbIX CPeACTB AN OCYLEeCTBNEHUs rocyJapCTBEHHOM perncrpauumn nekapCTBEHHbIX
npenapaToB, a TakKe B OTHOLUEHUW He3aperncTpUpoBaHHbLIX NEKApPCTBEHHbIX MpenapaToB, NpegHasHaYeHHbIX
ONs oKasaHWa MeOULMHCKOM MOMOLLWM MO >KWU3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHTa wnu rpynnbl
naumeHToB, BBO3MMbIX B Poccuickyto degepaumio B cOOTBETCTBMM C yacTamu 3 1 3.1 ctaTbu 47 HacTosLLEro
depepanbHOro 3akoHa.

(B pea. PenepanbHoro zakoHa ot 27.12.2019 N 475-93)

KoHcynbTaHTlnoCc: npuMmeyaHue.
C 01.09.2024 B 4. 10 cT. 52.1 BHOCATCA naMeHeHus (L3 ot 30.01.2024 N 1-93). Cm. byayLuyio pedakumio.

10. MNpwn BbISIBNEHUN B rpaxXgaHCKOM 060poTe Cepuu Unu NapTumn NeKapCcTBEHHOrO npenapaTa, AOKYMEHThI
N CBeOEeHUA O KOTOpbIX, MPedyCMOTPEeHHble YacTamu 1, 2 u 4 HacTodwen cTaTbW, He MnpeacTaBreHbl B
denepanbHbI OpraH UCMONHUTENbBHOW BAACTW, OCYLLECTBNSAOWMIA (PYHKLMM MO KOHTPONIO U Haasopy B cdepe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

3[paBOOXpaHeHUs, NMMBO cepumn UM NapTMm MMMYHOBUOMNOrMYECKOrO NIEKapCTBEHHOIO NpenapaTa, He MMEHLLNX
paspeLleHnst Ha BBOQ, B rpaxgaHcknii 06opoT, NpeayCMOTPEHHONO YacTbio 7 HacToslWwen ctatbu, hegepanbHbii
opraH MCMOSMIHUTENbHOM BracTh, OCYLECTBRSOWMIA  YHKUMM N0  KOHTPOMK W Hagsopy B cdepe
3[4paBoOOXpaHeHNs], B Nopaake, ycTaHoBrneHHoM [NpaBuTtensctBom Poccuiickon depepaumm, NpUHUMAET peLleHne
O MpeKpaLLEeHNM rpaxkgaHCKoro 06opoTa TakMx Cepym Unv napTum A0 NpeacTaBneHns ykasaHHbIX AOKYMEHTOB U
cBefeHun NMbo NonyyYeHns ykasaHHOro paspeLLeHus.

KoHcynbTaHTlnoc: npumeyaHue.

Ct. 52.2 He pacnpocTpaHaeTcd Ha cepuu NeKapCTB AN BeTEepMHapHOro MNpUMEHEHWs, BBeOEHHble B
rpaxkgaHckmi o6opot go 01.09.2023, koTopble noanexar NPUMEHEHNIO 40 UCTEYEHMS CpoKa X rogHocTn (P3
ot 02.07.2021 N 317-®3).

Cratba 52.2. BBog B rpaxgaHCKui OOOpPOT JieKapCTBEHHbLIX NpenapaTtoB ANl BeTepuHapHOro
npUMeHeHus
(BBegeHa degepanbHbiM 3akoHoMm oT 02.07.2021 N 317-03)

1. MNepen BBOOOM B rpakgaHCkun obOpOT Kaxaon cepum npousBedeHHoro B Poccuiickon depepaumm
NEKapCTBEHHOro npenapata [Ansi BETEPUHAPHOIrO MPUMEHEHUS, 3a MWCKIMHYEHUEM MMMYHOBNONOrM4YeCcKoro
NEeKapCTBEHHOro npenapata And BETEPMHApPHOrO MPUMEHEHUd, NPOU3BOAMTENb TaKoro JieKapCTBEHHOro
npenapaTta npeactaBndeT B YBeAOMWUTENbHOM Mopsiake B bedepanbHbli OpraH MCMOMHUTENbHOW BRacTw,
OCYLLECTBMAIWMIA YHKLMU MO KOHTpomno (Hag3opy) B cdepe obpalleHUs fnekapCTBEHHbIX CpeacTB AN
BETEPMHAPHOrO NPUMEHEHUS:

1) DOKYMEHT npov3BOOAUTENS IEKapCTBEHHbIX CPEACTB, MNOATBEPXOAAIOLWUA COOTBETCTBUE KayecTBa
neKkapcTBEHHOro npenapata [Ans BeTepMHaApHOrO MNPUMMEHEHWsi, BBOAMMOrO B rpaxaaHckui obopor,
TpeboBaHMAM, yCTaHOBMNEHHbIM MPU €ro rocy4apCTBEHHON perncrpaumu;

2) nopTBepXKAEeHWe YMONHOMOYEHHOrO fnua MpPOU3BOAMTENS JIeKapCTBEHHbIX CPEeACTB COOTBETCTBMS
NeKapcTBEHHOro npenapaTta [Afll BETEPUHAPHOrO MpuMeHeHust TpebGoBaHMsIM, YCTAHOBMEHHBIM MpU  ero
rocynapCTBEHHON permcTpawmu.

2. MNepen BBOOOM B rpaXkdaHCKMIA 0OOpOT KaXOoW cepum BBO3MMOro (nepemellaemoro) B Poccuiickyto
depepaumio  neKapcTBEHHOrO  Mpenapata Afs  BETEPUHAPHOTO  MPUMEHEHUH, 3@  UCKIIOYEHWEM
UMMYHOBMOMNOrMYECKOro fNEKapCTBEHHOrO npenapata [Ansi BETEPUMHAPHOrO MPUMEHEHUs, OpraHusauus,
ocyllecTBRsioWaa BBO3 (NepemMeLleHne) fekapCTBEHHOro npenapaTta Ans BETEPUHApPHOro MNpUMEHEHUs B
Poccuiickyto ®enepaumio, npeactasnsdeT B yBeAOMUTENBHOM Nopsake B doefeparbHblid opraH UCMOMHUTENbHOM
BMacTu, OCYLLECTBAAIOLMIA PYHKLMU NO KOHTPOMO (Haasopy) B cdpepe obpalleHns NnekapCcTBEHHbIX CPEACTB Ans
BETEPVMHAPHOIO NPUMEHEHMS:

1) OOKYMEHT npoun3soguTena nekapCTBeHHbIX CpeacTs, nomsepm,u,arou.l,wz COOTBETCTBME Ka4vecTBa
NNeKapCTBeHHOro npenapata pgna BeTepuHapHOro npuMeHeHund, BBOOMMOIO B rpa>|<,u,aHC|<m7| O60pOT,
Tpe6OBaHI/IFIM, YCTaHOBJ1€HHbLIM MpWU ero rocyp,apCTBeHHon perncTtpaunu;

2) noaTBepXAeHWe nuua, YNoNHOMOYEHHOro JepXaTeneM unvM  BnagenbueM  pPerncTpauyoHHOro
YAOCTOBEPEHMs1 NleKapCTBEHHOro npenapaTa Ans BeTepUHapHOro NMPUMEHEHWUs, COOTBETCTBUS NEKapCTBEHHOro
npenapata [Ons BeTEPUHApHOro MNpuUMeHeHUs TpeGoBaHUSM, YCTaHOBMEHHbIM MpU ero rocyaapCTBEHHOM
perucTpaumm.

3. BBog B rpaxgaHckuii 060poT BBO3MMOro (nepemellaemoro) B Poccuiickyto ®egepaumto nekapCTBEHHOMO
npenapaTta Ansi BETEPUMHAPHOINO MPUMEHEHUS OCYLLECTBIISIETCS MPU HanuMuMM 3aKiOYEeHWss O COOTBETCTBUM
Npon3BoOaMTENST NEKAPCTBEHHbLIX CpeacTB TpeboBaHWsIM [paBuI Hagnexallen Npou3BOLCTBEHHOW MPaKTUKM,
BblAHHOIO YMONTHOMOYEHHbIM bedeparnibHblM  OpPraHOM MCMOMHUTENbHOW BRactu Ansi Npou3BOACTBEHHOW
NnoLaaKkM NekapCTBEHHOIO NpenapaTa Ans BETEPMHAPHOro NPUMEHEHUS, BBOAMMOTO B rpaXaaHCKuii 060porT.

4. Jluuo, ynonHOMOYEeHHOe AepXaTtenem wunn BnagenbuemMm perncTtpaumoHHOro yaoctoBepeHud
JIeKapCTBEHHOro npenaparta And BeTepuHapHOro npuMmeHeHud, OOoJ1KHO OblTb aTTeCcToBaHO B YCTaHOBJIEHHOM
YNOJIHOMOY€E€HHbIM cbep,epaanblM opraHom MCMNONHUTENBbHOW BRacTu nopAanke n UMeTb CTax pa6OTbI HE MeHee
yem nATb NneT B obnacTtu npon3soacrtea un (VIJ'IVI) KOHTPOJIA Ka4decCTBa J1IeKapCTBEHHbIX CpencTB nnbo B obnactu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

MOHUTOPUHra acpekTUBHOCTM 1 6E30MacHOCTM fleKapCTBEHHbIX NpenapaToB AN BETepUHAPHOro NpUMEHEeHUs,
NpOBOAMMOrIO AepXaTenemM Wnv BnagenblemM perncrpauuoHHOro yooCTOBEPEHMS JNIEKapCTBEHHOrO npenapara
OnNs BETEPUHAPHOTO MPUMEHEHUS MO0 YNONTHOMOYEHHBIM UMM IOPUANYECKUM JMLOM, Bbicllee oOpas3oBaHue
COOTBETCTBEHHO MO OAHOW M3 cneunanbHOCTEW M (MNKM) OOHOMY M3 HanpaBreHUN MNOArOTOBKM: OGuonorus,
buoTexHonorus, BeTepnHapus, BETePUHAPHO-CaHUTapHasi aKCnepTn3a, KIMHU4eckas meguumHa, pagnaumoHHas,
XMMMyeckas M buonorudeckas 3awmta, hapmauus, pyHaaMmeHTanbHas MeauumnHa, XMMmMyYeckasi TeXHOMorus,
XUMUS.

5. [Nopsgok npefcTaBneHUs B COOTBETCTBMM C YacTamMu 1 1 2 HacTosILWeNn cTaTby JOKYMEHTOB U CBEAEHUI
O JNeKapCTBEHHbIX Mpenapatax And BeTEepMHApHOro MPUMEHEHUs, BBOAWMBIX B rpaxgaHckmi o006opoT,
ycTaHaBnmBaeTcs NMpaButensctsoM Poccunckon denepaumn.

6. B oTHoweHun nepBbix ABYX CEpPUI NEKapCTBEHHOro npenapaTta Afs BETEepUMHApPHOro MpUMEHEeHWs,
BrnepBble NpoundseaeHHoro B Poccuiickon degepaumm nnm Brnepebie BBO3MMOro (nepemetaemoro) B Poccuiickyto
depepaumnio, B dedeparnbHblil OpraH WCMONHUTENbHOW BNAcTW, OCYLLECTBASIOWMIA YHKUUMN MO KOHTPOIO
(Hap3opy) B cdpepe obpalleHuss nekapCTBEHHbIX CPeACTB [ANs BETEPUHAPHOro MpUMEHEHMUs, Hapsgy C
AOKyMeHTaMu, NPeayCMOTPEeHHbIMY YacTsamMu 1 1 2 HacTosLeln cTaTby, MPeAcTaBnAOTCA NPOTOKOMbl UCTbITAHWUN
O COOTBETCTBMWM ITWX CEpUN NEKapCTBEHHOro npenapaTta AN BEeTepvHApHOro NpPUMMEHeHWs nokasaTensm
KayecTBa, MpPedyCMOTPEHHbIM HOPMAaTMBHLIM [AOKYMEHTOM (Janee - MpPOTOKOM MCMblITaHui), MPOBOAMMbIX
aKKpeauTOBaHHbIMW B COOTBETCTBUM C 3akoHogaTenoCcTBOoM Poccunckon ®depepaunm o6 akkpegutauum B
HaUMOHarnbHOW CUCTEME akkpeauTauum ucnbiTatensHbiMy nabopatopusiMu (LeHTpamu).

7. BExerogHo He nosgHee 1 dheBpans NpPOW3BOAMTENU NEKApCTBEHHbIX CPEeACTB WM OpraHusauuu,
OCyLLeCTBsAWMe BBO3 (NepemMeLleHne) NeKkapCTBEHHbIX MNpenapaToB ANA BETEPUHAPHOTO NPUMEHEHWUs B
Poccuiickyto deagepaumto, NnpeactaBnsaoT B dpegepanbHbIi OpraH UCMOMHUTENBbHON BRacTh, OCYLLECTBISIOLWNA
YHKUMW NO KOHTponio (Hagsopy) B cdepe obpalleHus nekapCTBEHHbIX CPeACcTB Ans BeTepuMHapHOro
NPUMEHEHMWS, NPOTOKOM WCMbITAHWIA NOCTYNMBLLETO B TEeYeHWe roga B rpaxaaHCcKMn obopoT nekapCTBEHHOro
npenapara Ansi BEeTepUHapHOro NpUMEHeHNs1 KOHKPETHOro Npov3BoauTens (Ha ogHy Cepuio KaXKdoro TOproBoro
HauMeHOBaHNA C y4yeTOM feKapCcTBeHHOW (OpMbl, @ Afs NeKapCTBEHHOro npenapata Ans BeTepUHapHOro
MPUMEHEHWS, He SBMAIWErocs KMMMYHOOMONOrMYeckMM, Takke C Y4YeTOM [03WPOBKW), MPOBOAMMbIX
aKKpeauTOBaHHbIMW B COOTBETCTBUM C 3akoHogaTenbcTBOM Poccunckon ®depepaunm o6 akkpegutauum B
HaUMOHarnbHOW CUCTEME akkpeauTauum ucnbiTatensHbiMy nabopatopusiMu (LeHTpamu).

8. Beopg B rpaxgaHckunii 060poT MMMYHOBMONOrMYECKOro NEKAPCTBEHHOIO NpenapaTta Afs BeTepMHapHOro
npuMeHeHusi, npounsBeneHHoro B Poccuiickonn Pepepaumm unu BBO3MMOro (nepemeltaemoro) B Poccuiickyto
denepaumio, OCYLIECTBNSIETCHS Ha OCHOBaHWM  paspelleHus, BblgaHHOTO  bedepanbHbiM — OpraHoM
WCMNOMHUTENBbHOW BRacTW, OCYLECTBAAIWMM (yHKUMM N0 KOHTponio (Hagsopy) B cdepe obpalieHus
nekapCTBEHHbIX CPEeACTB AN BETepPUHapHOro npumeHeHus. YkasaHHoe paspelleHue BbldaeTcs Ha OCHOBaHUM
NPOTOKONa WUCMbITaHWIA, NPOBOAMMBIX aKKpeAUTOBAHHbIMA B COOTBETCTBMU C 3aKOHOOATENbCTBOM PoCCUICKOM
depepaummn 06 akkpeguTauMM B HaUMOHarNbHOW CUCTEME aKKpeauTauun opraHnsauusMy, nogBeLoMCTBEHHbIMU
degepanbHOMy OpraHy UCMOJSTHUTENbHOM BACTH, OCYLLECTBSAOLWEMY (PYHKLUMM MO BbipaboTke rocyaapCTBEHHON
MOMUTUKA U HOPMAaTUBHO-NPABOBOMY PErynMmpoBaHMI0 B cdepe arponpoMblLLUIEHHOro KOMMMeKca, BKMyas
obpalleHne nekapCTBEHHbIX CPeacTB ANd BETEPUMHAPHOro MNpUMEHeHus, unu degepanbHOMY oOpraHy
WCMONHWUTENBHON BRNacTu, OCYLleCTBAsOWEMY (YHKUMM MO KOHTpomw (Hagsopy) B cdepe obpalyeHus
nekapCTBEHHbIX CPEACTB A1 BETEPMHAPHOIO MPUMEHEHUS, a TaKkKe JOKYMEHTOB U CBEAEHWUIA, NPeaYyCMOTPEHHbIX
yactbto 1 (ans npenapaTtoB, npou3BedeHHbiXx B Poccuiickon depepaumn) nnym Yactbio 2 (NS npenapartos,
BBO3UMbIX (NepemMeLtaeMbix) B Poccunckyto Pegepaumio) HacTosiwen ctaTbm.

9. Cpok Bblgayn paspeLleHunsi, ykasaHHOrO B HacTu 8 HacTosILEeN cTaTbl, COCTABNSET NATb paboyumx gHew
CO [HS npefcTaBieHNsi NPOM3BOAMTENEM fIEKAPCTBEHHbLIX CPEACTB MU OpraHn3auuein, OCyLLeCTBNASIOWEN BBO3
(nepemelleHne) NekapCTBEHHOIO MnpenapaTta AN BeTepuMHapHOro npumeHeHust B Poccuiickyto ®egepauuio, B
degepanbHbIl OpraH UCMONHUTENBHON BRacTW, OCYLLECTBAIOWMA OYHKLUUK MO KOHTpono (Hag3opy) B cdepe
obpalleHns nekapCcTBEHHbIX CPeACTB ANs BETEPUHAPHOro NPUMEHEHUS, AOKYMEHTOB, MPegyCMOTPEHHbIX YacTbio
8 HacTosLen cTaTbu.

10. PaspelueHne, ykasaHHoe B 4acTu 8 HacTosilen CTaTbMu, BblJAeTCA B OTHOLUEHUM KaXdoW U3 nepBbiX
OBYX Cepui UMMYHOOMOSOrMYeCcKoro NekapCTBEHHOrO npenapaTta Ansi BEeTEePUHAPHOro NPUMEHEHUs, BrepBble
npousBeneHHoro B Poccunckon Pepepauumn unv Bnepeble BBO3MMOro (nepemeiwjaemoro) B Poccuiickyto
depepaumio. Takoe paspelleHue BbldaeTcsl Ha BeCb CPOK obpalleHus cepun UMMYHOBMONOrnMYeckoro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

NeKapcTBEHHOro npenapaTta AN BeTEPUMHaApHOrO MPUMEHEHUs, B OTHOLUEHWM KOTOpPOM OHO BblaaHo. B
OTHOLUEHMUN MOCMNEYLWMX CEPUN OOHOr0 TOProBOr0 HAaMMEHOBAHMS UMMYHOOBWOMOrMYECKOro NeKapCTBEHHOMO
npenapaTta Ons BETEPUHAPHOIO MNPUMEHEHMUs, Npou3BedeHHoro B Poccunickon degepaumm vnm BBO3MMOIO
(nepemewaemoro) B Poccunckyto degepaumio, Takoe paspelleHne BblgaeTcs CPOKoM Ha Tpu roga. Nopsgok
Bbldayn paspeLleHnsi Ha BBOA B rpaxaaHckn 06opoT MMMYHOOMOMOrMyeckoro nekapcTBEHHOro npenaparta ang
BETEPVMHAPHOIO NPMMEHEHWS, NOPAAOK BblAauM NPOTOKOMA UCMbITAHUA, YKa3aHHbIX B YaCcTW 8 HACTOSILLEN CTaTbM,
a Takke MeToOMKa onpedeneHus pasMepoB MnaTbl 3a Bblgadyy YKasaHHOMO MPOTOKOMA  MCMbITAHWUIA
ycTaHaBnuBaeTcs NpaButensctsoM Poccunckon degepaumn.

11. mmyHoBronoruyeckne nekapcTBeHHble npenaparbl Ans BETePUHAPHOro NPYMeEHEHWs, BBEAEHHbIE B
rpaxxgaHckmini 060poT B COOTBETCTBUM C HYacTblo 8 HACTOsLLEN CTaTby, NOANEXAT XpaHeHWIo, NepeBO3Ke, OTMYCKY,
peanusauuuv, nepegaye, NPUMEHEHMNIO 0 NCTEYEHNS CPpOKa UX FOQHOCTM.

12. 3a HenpeacTtaBneHMe UMM  HECBOEBPEMEHHOE NpPeaCTaBfieHNE [OOKYMEHTOB U CBEAEHWMH,
npeaycMoTpeHHbIX Yactamum 1 - 3, 6 u 7 HacToswen cTaTbW, NPOU3BOOUTENU NEKAPCTBEHHBLIX CPEACTB U
opraHmsauuu, OCYLLECTBrSWNe BBO3 (MepemelleHne) nekapCcTBeHHbIX npenapatoB And BeTepuHapHOro
npumeHeHnus B Poccuiickyto depepaunio, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbLCTBOM
Poccuiickon ®egepaumn.

13. lNpeacraBneHve JOKYMEHTOB 1 CBEAEHUN, MPegyCMOTPEHHbIX YacTamu 1 - 3, 6 1 7 HacTosLWen cTaTbu,
MW nonyyeHue paspeLlleHnsi, yKasaHHOro B 4acTu 8 HacTosilen cTatbW, He TpebylTca B OTHOLUEHUU
neKapCTBEHHbIX NpenapaToB Afsi BETEPMHAPHOro NpYMeEHEeHUs, NpegHasHayYeHHbIX Ans BbiBO3a U3 Poccuiickon
Pepepaumu, npoBeaeHUA OOKITUHUYECKNX UCCNEAO0BaHNIA NIeKapCTBEHHbIX CPEACTB, KIIMHUYECKUX UccnegoBaHun
neKkapcTBeHHbIX MpenapaToB AN BETePVHAPHOro NPUMEHEHNS 1 BBO3a ANA Lernen, ykasaHHbIX B MyHKTe 5 yacTu
1 cratbu 50 HacTosiwero ®PepepanbHOro 3akoHa, a Takke 0OpasLOB IeKapCTBEHHbIX MNpenapaToB Ans
BETEPVMHAPHOro NpMMeHeHWs, NpegHa3HavYeHHbIX Ans NPoBeAeHUs 3KCNepTUsbl NeKapCTBEHHbIX CPEACTB B Liensx
OCYLLECTBIEHNS rOCYyAapCTBEHHOW perncTpauumn nekapcTBEHHbIX NpenapaTtoB AN BETEPUHAPHOTO NPUMEHEHUS
WUNM BHECEHUS W3MEHEHWW B PErucTpauuoHHOe [0Cbe Ha NeKapCTBEHHbIN npenapaT Afnsi BeTepUHapHOro
NPUMEHEHMS.

Cratba 53. lMpopaxa, nepepavya nekapcTBEHHbIX CPeACTB OpraHU3auMsiMu OMTOBOM TOProBmnU
nekapcTBeHHbIMU cpeacTBamMm

1. OpraHvsaumy ONTOBOW TOPrOBMN JEKAPCTBEHHBIMW CpeacTBaMM MOTYT OCYLUECTBNATb NPOAaXY
nekapCTBEHHbIX CPEACTB MMM nepefaBaTb UX B YCTAHOBIIEHHOM 3akoHogaTenbcTBoM Poccuiickon Pegepaumm
nopsigke (3a UCkItyYeHnemM dapmaneBTUYeckon cybcTaHumm cnupTa STUIOBOrO (3TaHona) ¢ y4eTom TpeboBaHui
yacTu 3 HacTOsILLEN cTaTbu:

(B pea. PenepanbHbix 3akoHOB 0T 27.12.2019 N 481-93, o1 04.08.2023 N 428-93)

1) Opyrum opraHm3aumsmM onNTOBOW TOProBMM NEKApCTBEHHLIMY CPeaCcTBaMuU;
2) npou3BoaMTENAM NIeKapPCTBEHHbIX CPeaCTB AN Lenen Npon3BoACTBaA NlIekapCTBEHHbIX CPeaCTB;
3) anTeyHbIM OpraHVM3aumsam U BETEPUHAPHbLIM anTeYHbIM OpraHM3auusm;

4) Hay4YHbIM OpraHu3aumam Ans Hay4YyHo-uccrnegoBaTensckon paboThl;
(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

5) nHOMBUAOyanbHbIM MpeanpuHUMaTensM, UMELMM NULEH3NI0 Ha dapmaLeBTUYEcKylo OesTernbHOCTb
UMW NALEH3MI0 HAa MEOMLMHCKYIO AeATENbHOCTb;

6) MeoMUUHCKMM OpraHusauusiM, B TOM YMCIE CO34aHHbIM W 3aperncTpupoBaHHbIM B COOTBETCTBUM C
3aKoHOOATENbCTBOM MHOCTPAHHOIO rocygapctsa - yneHa OpraHusauum 3KOHOMWMYECKOro COTPYAHMYECTBA U
pasBUTMS  WHOCTPaHHbIM  IOPUAMYECKMM  FMuaM, WHAMBUAyalNbHbIM  MpeanpuHumartensaM, SBhSLWLMMCS
yyacTHMKamMu npoekta B cootBeTcTBUM ¢ PegepanbHbiM 3akoHoM OT 29 wmoHsa 2015 roga N 160-03 "O
MEXOyHapOAHOM MEAULMHCKOM KnacTepe U BHECEHUUM W3MEHEHWA B OTAENbHblE 3aKkoHoAATeNbHble aKkTbl
Poccuiickon depepaummn”, n BeTepuHapHbIM OpraHn3aumsim;

(B peq. PenepanbHbix 3akoHOB OT 26.07.2019 N 240-®3, ot 04.08.2023 N 428-03)

7) opraHu3auusiM M UHOMBMAYaNbHbIM  NpeanpuHMMaTensiM,  OCYLUECTBMASIOWUM  pasBefdeHue,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

BblpalLMBaHUE U coAepXKaHNE XKMBOTHbIX (3a UCKIIOYEHNEM NPOAAXN UM hapMaLeBTUYECKMX CyOCTaHLMA NN NX
nepegaun).
(n. 7 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHusauum ONTOBOW TOProBfM NEeKapCTBEHHbIMU CPeACTBaMW He BMNpaBe OCYLLECTBMATb NpOoAaxy
(nepepadyy B YCTaHOBMEHHOM 3akoHodaTenbCcTBOM Poccuiickon ®depepauun nopsake) dapmaueBTUyYecKkon
cybcTaHuum cnvpTa 3TUNoBoro (3TaHorna).

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 481-93)

KoHcynbTaHTlInoc: npuMmeyaHue.
Y. 3 cr. 53 Ha Tepputopuax OHP, JIHP, 3anopoxckon obractu, XepCcoHCkoW 00MnacTn MpPUMEHSIETCA C
01.09.2024 (3 o1 04.08.2023 N 428-93).

3. OpraHvsauuy OMNTOBOW TOPrOBMM JIEKAPCTBEHHLIMWM CPEeACTBaMM MOTYT OCYLUEeCTBNSATL MNpogaxky
(nepemayy B yCTaHOBNEHHOM 3akoHodaTenbcTBOM Poccuiickoin depepaumn MOpsigKe) JEeKapCTBEHHOTO
npenapara Ans MeaULMHCKOrO NPUMEHEHUs1 C MeXayHapoaHbIM HenaTeHTOBaHHLIM HauMeHoBaHeM "dTaHon":

1) topuOndeckMM nvuaM, WMeKLWMM JMUEH3MI0 Ha dhapMaueBTUMYecKylo AesTenbHOCTb B cdepe
obpallleHns NekapCcTBEeHHbIX CPpeacTB AN MeaULIMHCKOro NpUMEHeHNs;

2) nigmBmayanbHbIM NPeanpUHUMaTensM, UMELNM NNLEH3NI0 Ha hapMaLleBTUYECKYI0 AesTENbHOCTb B
cchepe obpalleHns TeKapCTBEHHbIX CPeACTB ANs MEANLMHCKOro NPUMEHEHNS;

3) uHgmBMAayanbHbIM NpeanpUHUMaTEnsM, UMELLIMM NULIEH3NI0 Ha MEeAMLUHCKYO AeATENbHOCTD;
4) 1opnanYecKUm nmuam, UMEIOLLIMM NULEH3MI0 HAa MEAMLIMHCKYH AeATENbHOCTD;

5) WHOCTpaHHbIM PUAMYECKMM §MUaM W  UHOUBMAYAlNbHbIM MpeanpuHUMaTENsM, CO34aHHbIM U
3aperncTpupoBaHHbIM B COOTBETCTBUMN C 3aKOHOAATENbCTBOM MHOCTPAHHOIO rocygapcTaa - uneHa OpraHusauum
3KOHOMUYECKOTO COTPyQHMYECTBA W pPasBUTUS, SBNSAIOWMMCSA Yy4yacTHMKaMu Mpoekta B COOTBETCTBUU C
depepanbHbiM 3akoHoM OT 29 moHa 2015 roga N 160-©3 "O mexayHapoaAHOM MeOMLMHCKOM Knactepe u
BHECEHMM U3MEHEHUN B OTAENbHbIE 3aKoHoA4aTenNbHble akTbl Poccunckon degepaumn”;

6) ncnbiTatenbHbiM Nabopatopusm (LeHTpam), NPOBOASALLMM UCMbITAaHUA B 06nacTM KOHTPOMNsl KayecTBa
nekapCTBEHHbIX CPeACTB, akkpeaMTOBaHHbIM B COOTBETCTBMM C 3akoHodaTenscTBom Poccuickon ®egepaunn 06
aKkkpeauTaLmm B HaLMOHaNbHOW CUCTEME akKpeauTaLmu.

(vacTb 3 BBegeHa denepanbHbiM 3akoHoM oT 04.08.2023 N 428-03)

Cratbsa 54. [paBuna onToBOM TOProBfIN NEeKapCTBEHHbIMU CpeacTBaMu

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2024 u. 1 cT. 54 n3naraetcsa B HoBov pegakumm (®3 ot 30.01.2024 N 1-3). Cm. GyayLuyto pegakumo

1. OnToBas ToproBns nekapcTBeHHbIMU CPeACTBaMU OCYLLECTBASETCS NPOM3BOAUTENAMU NEKapCTBEHHbIX
CPEACTB WM oOpraHvM3auusiMM OMTOBOW TOPrOBMM JEKApPCTBEHHLIMM CPeAcTBaMM MO NpaBuiaM Haanexallen
OUCTPUDBLIOTOPCKON MPaKTUKW, NpaBuiaM Haanexalleh MNpakTUKU XpaHeHUss U MepPeBO3KM JeKapCTBEHHbIX
npenapaToB AN MeOULUHCKOrO NPUMEHEHUS, NpaBuiamM XpaHeHUs NEKapCTBEHHbIX CPeACTB AJ1 BETEPUHAPHOro
NPUMEHEHNs,  YTBEPXAEHHbIM  COOTBETCTBYHLUMMM  YMNOMHOMOYEHHBIMM  doegepanbHbiMM  OpraHamu
NCMNONHUTENbHON BNacTu.

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 28.04.2023 N 171-d3)

2. OpraHusaumss ONTOBOM TOPrOBMM NEKapCTBEHHbIMWM cpefcTBamu obsidaHa cobnogaTte npefernbHble
CPOKM OTIPY3KM 3aTpebOoBaHHbIX anTe4YHOW OpraHusauuelt NeKapCTBEHHbIX MpenapaTtoB Ans MeauLMHCKOro
NpUMEHEHWs1 1 He BrpaBe OTKa3biBaTb anTeYHOW OpraHu3auuu, C KOTOPOW Yy Hee 3aKM4eH COOTBETCTBYHOLLUIA
[I0rOBOP O NMOCTaBKax NekapCTBEHHbIX NPenapaToB A5 MEAMLMHCKOrO NPUMEHEHNUS, B NOCTaBKe NeKapCTBEHHbIX
npenapaTtoB Ans MeOWLMHCKOTO NMPUMEHEHUS NpU Hanmuum 3aTpeboBaHHbIX NEeKapCTBEHHLIX NpenapaTtoB Afs
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

MEOVLMHCKOrO MPUMEHEHMS Y OpraHvM3auun OMNTOBOW TOProBfM feKkapcTBeHHbIMM cpeacTBamu. [NpegenbHble
CDOKW OTIPy3kM 3aTpeboBaHHbIX anTe4yHOW oOpraHusauven neKapCTBEHHbIX NnpenapatoB Ans MeAULMHCKOro
NMPUMEHEHMS B 3aBMCMMOCTM OT PacnosfioKeHns MecTa OTrpy3Ku NekapCTBEHHbIX NpenapaToB A1 MeAULIMHCKOro
NPYMEHEHNs yCTaHaBNMBAaKTCH YNONTHOMOYEHHbIM befepanbHbIM OPraHOM UCTIONHUTENBHOW BriacTu.

(4acTb 2 BBegeHa PeaepanbHbiM 3akoHoM OT 26.03.2022 N 64-93)

Cratba 55. MopsaaoKk po3HUYHOWN TOProBnu NekapcTBeHHbLIMU NpenapaTamm

1. Po3HMYHasa TOproensi ieKapCTBEHHbIMY MpenaparaMy B KONMYecTBax, He06XoOUMbIX AN BbIMOSTHEHMS
BpayebHbIX (henbalepckux) HasHa4YeHMrM WU HasHadeHurW cneuynanuctoB B obnactu  BeTepuHapuu,
OCYLLECTBMAETCH anTe4YHbIMXU OpraHn3aumsamMmn, BeTepPMHAPHbLIMIU anTeYHbIMU OpraHM3aunsaMm, UHAUBUOYanbHbIMU
npegnpyHMMaTensiMM, UMEKLWMMM  NIMUEH3NI0 Ha  apMaueBTUYECKYD  OEesTENbHOCTb, MELMUUHCKMMM
OopraHu3auusamMu, UMeLMMKM §NUUEH3NK0 Ha dapMaueBTUYECKYD [OeATeNnbHOCTb, U WX 0060cobneHHbIMK
nogpasgeneHuamn (ambynatopmsiMy, enbalepckumn 1 denbaLepcKo-akyLepCKMMM MyHKTaMK, LieHTpamMm
(oTaeneHusamMun) obLuer BpayebHON (CEMENHOW) NPAKTUKN), PACMOSNOXKEHHBIMU B CENbCKUX HACESIEHHbIX MYHKTaX,
B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHM3aunm, 1 BEeTEPUHAPHBIMU OPraHU3aumsIMmn, UMEOLWMMY FIMLEH3NIO Ha
hapmMaLeBTMYeCKyl0 AesaTenbHoCTb. Pa3pelleHa po3HUYHasi TOProBrisi TONbKO NleKapCTBEHHbIMK npenapaTamu,
3apervcTpupoBaHHbiMn B Poccuiickon ®enepauum nmbo B COOTBETCTBUM C akTamu, COCTaBMASHOLIMMU NpPaBo
Coto3a, WM U3rOTOBMEHHBIMM anTEYHbIMW OpraHM3auuMsMu, BeTEpPUHApPHbIMU anTe4YHbIMWM OpraHu3aLusMu,
WHAVMBUAOYaNbHbIMA MPEANPUHUMATENAMN, WUMEKLMMA JMLEH3NIO Ha apMaueBTUYECKYID OEeSATEeNbHOCTb.
Po3Hn4yHasa Toproens nekapCTBEHHbIMU MpenapaTaMmy OCYyLLECTBMASETCA NO MpaBuraM Hagnexalwen anTeyHou
NpaKkTUKK, YTBEPXKAEHHBIM YNONTHOMOYEHHbLIM dbefepanbHbiM OpraHOM UCMONHUTENBHOW BriacTu.

(B pea. PepepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 22.12.2014 N 429-93, ot 30.01.2024 N 1-93)

1.1. Po3HMYHas TOProBns JIEKapCTBEHHbIMW MpenapataMmyv Ans MEeOUUUHCKOrO MpUMEHeHMs (3a
WCKIMIOYEHVMEM JIEKapCTBEHHbIX MpenapaTtoB, OTNyCckaeMblX MO peuenTy Ha JieKapCTBEHHbI npenapar,
HapKOTMYECKUX TNEKapCTBEHHbIX MpenapaToB WM MNCUXOTPOMHbLIX FMEKapCTBEHHbIX MNpenapaTtoB, a Takke
CMMPTOCOAEPKALLUX NEKAPCTBEHHbIX MpenapaToB ¢ 00beMHON AoNen 3TUNOBOro cnvpTa cebilwe 25 NPOoLUEeHTOB)
MOXET OCYLUECTBMSATbCA anTeYHbIMM OpraHu3auusiMuM  AUCTaHLMOHHBIM CNoco6oM. PO3HWYHYKO TOpProBnio
NeKkapCTBEHHbIMX MpenapaTamMm AN MEeAWLMHCKOrO MNPUMMEHEHWS  OUCTAHUMOHHBIM — CMocoboM  MOoryT
OCYLLECTBMATb anTeYHble OpraHM3auun, MMerLme JUUEH3NI Ha (apMaueBTUYECKY0 OeATEeNbHOCTb W
COOTBETCTBYIOLLEE pa3pelleHre deaepanbHOro opraHa UCMONIHUTENbHOW BNAacTW, OCYLLECTBASAIOLWEro yHKumnm
Mo KOHTPOM W Hap3opy B cdpepe 3gpaBooxpaHeHus. [opsgok Bblgaum paspelleHus Ha OCyLLeCTBreHve
PO3HUYHOW TOProBnM NEKapCTBEHHbIMW MNpenapaTamm OUCTaHLMOHHBLIM cnocobom, TpeboBaHUS K anTeYHbIM
opraHusauusM, KOTopble MOryT OCYLLECTBMATb Takylo TOProBrio, M MOPSOOK ee OCYLeCTBMEHUs, a Takke
npaBuna AOCTaBKM JEKAapCTBEHHbIX MpenapaToB rpaxaaHam ycTaHaenuveawTcsa [MpaBuTenbcTBom Poccuinckon
depepaumun. MiHdopmaumsa o6 onnadeHHbIX (OTAYLWEHHbIX) U MOMTYyYEHHbIX JIEKAPCTBEHHBIX MpenapaTtax BHOCUTCH
B CUCTEMY MOHUTOPUWHIa ABW)KEHUS NEeKapCTBEHHbIX MpenapaToB AN MEeAMLMHCKOro MpUMEHEHMS B MOpsiaKe,
npeayCMOTPEHHOM YacTbio 7 cTaTbu 67 HacTosAwero PengepanbHOro 3akoHa.

(vactb 1.1 BBegeHa dPepepanbHbiM 3akoHom o1 03.04.2020 N 105-93)

2. Buabl anTeyHbIX OpraHvM3auui v OpaBuaa OTMyCcKa feKapCTBEHHbIX MpenapaToB Ans MeOWMLMHCKOro
NMPUMEHEHWS anTeYHbIMW OPraHn3auuaMmn, UHAVBUAYaNbHLIMU NPeAnpUHUMaTENaMNU, UMEOLWMMU FIMLEH3NIO Ha
hapmaLeBTMYECKY0 OeATeNbHOCTb, a Takke npasuna OTnycka NekapCTBEHHbIX NpenapaToB Ans MeguuUHCKOro
NPUMEHEHUS MEeAMLUUHCKMMM OpraHm3aumsamMmn, UMEKLWMMK NULEH3NI0 Ha hapMaueBTUYECKYO0 AesTeNnbHOCTb, U
nx obocobneHHbIMM nogpasgeneHusamn (ambynaTopusiMu, denbalepckumm 1 denbaepcKo-aKyLepCKUMm
nyHKTaMu, LeHTpamu (oTaeneHvsmmn) obuien BpadyebHoM (CeMenHOo) NpakTUKM), pacrnonoXeHHbIMU B CEIbCKMX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeudHble opraHv3aumu, yTBEepXOalTCA YNONHOMOYEHHbIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOM BacTu.

(B peq. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. [IpaBuna oTtnycka HapKOTUYECKUX CPEACTB U NCUXOTPOMHbIX BELLECTB, 3apeErMCTPUPOBaHHbIX B Ka4ecTBe
NeKapCTBEHHbIX MNpenapaToB, IEKAPCTBEHHbLIX MpenapaToB, COAepXallMx HapKoTUYeckue cpeacTBa U
MCUXOTPOMHbIE BELLECTBA, YTBEPXKAATCSA YNONHOMOYEHHBIM (hefepanbHbiM OpraHOM UCMOSMHUTENBHON BRacTu
Mo cornacoBaHuio ¢ dpefdepanbHbiM OpraHoOM MCMNONHUTENbHOWM BRacTy, YNONTHOMOYEHHbLIM B cdhepe BHYTPEHHMX
aen.

(B peq. PenepanbHoro zakoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTtbl Ansl BETEPUHAPHOrO MpUMEHeHWs moanexaT OTNyCKy BeTepuHapHbIMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

anTeyHbIMU OpraHM3auusiMi, BEeTEPUHAPHBIMW OpraHu3auusMKn, WHOAMBUOYAIbHLIMU NPEeANnpUHUMATENSMN,
UMEKLLUMUN JIMLEH3NIO Ha hapmMaueBTUYECKY0 OedaTenbHoCTb. OTNycKk IeKapCTBEHHbIX MpenapaToB Ans
BETEPVMHAPHOIo NMPMMEHEHMS OCYLLIECTBNSAETCA B COOTBETCTBMM C NMpaBunaMy Hagrnexaien anTe4yHoW NpakTUKm
NEKapPCTBEHHbIX NpenapaTtoB AnNd  BETEPUMHAPHOIO  MPUMEHEHUS, YTBEPXKOEHHbIMW  YNOSTHOMOYEHHbBIM
denepanbHbIM OpraHoM UCNONTHUTENBHON BNACTH.

(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

5. MNepeyeHb MeOUUMHCKUX OpraHu3auni, UMELMX NLEH3NI0 Ha (hapMaLEeBTUYECKYI0 AEATENbHOCTb, U
nx o6ocobrneHHbIX nogpasgeneHun (ambynatopui, denbawepcknx U denbalepcko-akyLepcknx MyHKTOB,
LeHTpoB (oTaeneHun) obuwien BpavyebHOM (CeMEeNHOWN) MPaKTUKM), PACMONIOXKEHHbIX B CEMbCKUX HaCeneHHbIX
NMyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeudHble OpraHv3auuu, a Takke nepeyeHb fiekapCTBEHHLIX MpenapaTos,
npogaxa KOTOPbIX MOXET OCYLIECTBNATLCA yKasaHHbIMW  OpraHu3aumMsamMu 1M uMx  060COONeHHbIMM
noapasgeneHmsamn, ycTaHaBnMBalTCs opraHamu UCMONTHUTENbHOM BNacTh cybbekTtoB Poccuiickon Pegepaumm.
(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

6. AnTeyHble oOpraHuM3auuMu, UWHOMBUAOYanbHble NPeanpUHMMATENK, WMeKLWMe JULEH3UI0  Ha
hapmaLueBTUYECKYO0 AesiTeNbHOCTb, 00si3aHbl obecneunBaTb YTBEPXAEHHbIM [lpaBuTenbcTBoMm Poccuitckoin
denepaumn n opMUpyemblii B YCTAHOBMEHHOM WM [OPSAKE MWHUMANbHBIA aCCOPTUMEHT JlIEKaPCTBEHHbIX
npenapaTtoB, HEOBXOAMMbIX Af1S OKasaHWs MeQULIMHCKON NOMOLLW.

(vacTb 6 B peq. PepepanbHoro gakoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble opraHuMsauumv, UHOMBUAYyanbHble NpeanpuHUMaTeny, UuMeloWwMe NUMUEH3NI0  Ha
dapmaLeBTUYECKY0 AeATeNbHOCTb, HapsAy C NekapCTBEHHbIMW MpenapataMy MMeloT npaBo npuobpeTtatb U
npodasaTtb, B TOM 4YMCrie AWCTaAHLMOHHBIM CNOCOBOM, MeAMUMHCKME u3genus, AesvHduumpylowmne cpeacrsa,
npegMeTbl W cpeacTBa NWMYHOM [UMMEHbI, MOCYAy Ans MeOUUMHCKMX LUenen, npeameTbl W cpeacTsa,
npefHasHadeHHble AN yxoda 3a 60rbHbIMY, HOBOPOXAEHHLIMW U OeTbMU, HE JOCTUrLIMMY BO3pacTa Tpex nerT,
OYKOBYIO OMTUKY M CPEACTBA yx0A4a 3a Hel, MMHeparnbHble BoAbl, MPOAYKTbl ie4ebHOro, 4eTCKOro 1 AMeTU4eCcKoro
nMTaHus, Guonornyeckn akTuBHble Ao00aBKku, NapdgloMepHble U KOCMeTUYeckue cpeacTBa, MeauuMHCKMe W
CaHWTapHO-NpPOCBETUTENbHbIE MevaTHble M34aHus, npegHasHadeHHble Ans nponaraHabl 340poBoro obpasa
XKN3HW.

(B pea. PenepanbHbix 3akoHOB 0T 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

8. [NeAaTenbHOCTb anTeyHblXx opraHudauuin BoopyxeHHbix Cun Poccuitickon depepauuu, OpYrnx BOWCK,
BOMHCKMX (DOPMMPOBAHMI 1 OpPraHoB, B KOTOPbIX 3akoHodaTenbcTBoM Poccunckon ®enepaummn npegycMoTpeHo
NpoXoXaeHne BOEHHOW cnyxbbl wunu  degepanbHOM  rOCyAapCTBEHHOM  CNyxObl, CBSI3aHHOW  C
NpaBOOXPaHUTENbHON  OEeATENbHOCTbIO,  pernameHTupyetrca  Hactoswum  dPepepanbHbiM - 3aKOHOM U
YTBEPXKAEHHBIMU COOTBETCTBYHOLMMU befeparnbHbIMU  OpraHaMm  UCMOMHUTENbHOW BNACTU  NOSNOXEHUAMMN.
KoHTponb 3a cobniogeHnemM ykasaHHbIMW anTeYHbIMU OpraHu3auMsMmn NonoXeHun HacTosiwero depepansbHOro
3aKOHa OCYLLIECTBIISIETCA COOTBETCTBYHOLLMMY ddefeparibHbIMU OpraHaMy UCNOMNHUTENBHON BracTu.

(B pea. PegepanbHoro gakoHa ot 13.07.2015 N 262-$3)

9. YTtpatun cuny ¢ 1 suBaps 2021 roga. - PegepanbHbii 3akoH ot 03.04.2020 N 105-93.

KoHcynbTaHTln0C: npumeyaHue.
C 01.03.2026 cT. 55.1 ytpaunsaet cuny (93 ot 20.10.2022 N 405-$3).

CrtaTtbsa 55.1. NopsAagok ocylecTBNEHUA PO3HUYHOM TOProBnu NeKapcTBEHHbIMU NpenapaTtamMu Ans
MeAULIMHCKOro NPUMEeHeHUs1, OTNyCcKaeMbIMU MO peuenTy Ha NieKapCTBeHHbIN npenapart, AUCTaHUMOHHbIM
cnoco6om

(BBegeHa ®epepanbHbivM 3akoHoMm oT 20.10.2022 N 405-93)

1. B nepuopg ¢ 1 mapta 2023 roga go 1 mapta 2026 roga B ropofe cenepanbHoro 3HayeHuss Mockse, B
Benropoackon n MockoBckor obnactsix (oanee B HacTosilen cratbe - cybobekTbl Poccuiickon ®epepauun)
npegycMmaTtpyBaeTcsl MpoOBEAEHNE 3KCMEPMMEHTA MO OCYLLUECTBMEHMKO PO3HUYHOW TOProBNW JF1EKAPCTBEHHLIMU
npenapatamu Ans MeOULMHCKOTO MPUMEHEHUs, OTMNyCKaeMbiMM MO peuenTy Ha JeKkapCTBEHHLIN Mpenapar,
ONCTaHUNOHHBIM CNOCOBOM (aanee - 3KCNepUMEHT).

2.B pamMKax 3KkcnepumeHTa ero y4acTtHukn ernpase AUNCTAHUMOHHbLIM cnocobom OCyLLEeCTBNIATb PO3HNYHYHO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

TOProOBMIO JIEKAPCTBEHHBIMM MNpenapataMu Afs MeOULMHCKOTO MPUMEHEHUS, OTMYyCKaeMbiMU MO peuenTy Ha
nekapCcTBEHHbIV npenapat (B TOM 4yucne copMMpOBaAHHOMY B (POPME 3MEKTPOHHOrO [OKYMEHTa B JIMYHOM
kabuHeTe rpaxgaHvHa Ha eguvHOM nopTane M (UNM) Ha pervoHanbHbIX MopTanax rocygapCTBEHHbIX U
MYHULMNANbHbLIX YCAYr) U BKIOYEHHBbIMM B NEPeYeHb NekapCTBEHHbIX NpenapaToB U dapMakoTepaneBTUYeCcKmX
rpynn nekapCTBEHHbIX MpenapaToB, pa3pelleHHbIX K peanu3auuuM B paMKax 3SKCMEepUMEHTa, YTBEpPXKOEHHbIV
YNOMHOMOYEHHbIM  doefeparnbHbiM  OpraHOM  UCMOSNHUTENbHOW BMAAcTU (3@ UCKINIOYEHMEM JeKapCTBEHHbIX
npenapaToB, cogepXalmx HapKOTUYeckne CpeacTBa, MCUXOTPOMHbIE BeELECTBAa W MX  NPEKypcopbl,
NeKapCTBEHHbIX MpenapaTtoB, COAEpXalliMX CUIIbHOOEWCTBYKOLIME BELLECTBa, paguodapmaueBTUYeCKnX
NeKapCTBEHHbIX MNpenapaTtoB, MMMYHOOMONOMMYECKMX JIEKAPCTBEHHbBIX MpenapaToB, a Takke JeKapCTBEHHbIX
npenapaTtoB, OJ19 KOTOPbIX B COOTBETCTBMM C MHCTPYKUMEN MO MPUMEHEHUIO JIEKAapCTBEHHOro npenapara
YCTaAHOBMEH TeMnepaTypHbll pexmm XxXpaHeHuss Hwke 15 rpagycoB Llenbcus, cnupTocogepawimx
nekapCTBEHHbIX MpenapaToB ¢ OObLEMHOM [ONei 3TUMOBOro CnMpTa CBbile 25 NpOLEHTOB M NEKapCTBEHHbIX
npenapaToB, U3rOTOBMEHHbIX anTEYHbIMY OpraHM3aunsimMm). Kpurepuu BKNOYEHMS NEKapCTBEHHbIX NpenapaToB U
hapmakoTepaneBTUYECKMX TPYNMN fIeKapCTBEHHbIX MNPenapatoB B YKa3aHHbIA MNepeyeHb YCTaHaBMBAKOTCH
MpaButenbctBoM Poccunckon depepaumn. [MonoxeHWst HacToslLLEed CTaTbM He pacrnpOCTPaHSTCA Ha
NeKapCcTBEHHbIE Npenapatbl, OTnyckaemble 6GecnnaTHO MMM CO CKUAKOM rpakgaHam, MMELWMM MpaBo Ha
obecnedyeHne nekapcTBEHHbLIMM MNpenapaTtaMmum 3a cYeT CpeAacTB OaKeTHbIX acCUrHoBaHWn heaepanbHOro
6rooxeTa n GlogkeToB cyobekToB Poccuiickon ®eaepaunn.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

3. YuyacTHMKamMn 3KCMepuMeHTa SBNATCA YMNONHOMOYEHHbIN dedeparnbHbIi OpraH WCMONHUTENbHOM
BNacTu, yNosIHOMOYEHHbIE OpraHbl UCNONMHUTENBHON BNacTu cybbekToB Poccuickon denepaunm, MeguunHckmne
opraHusauMm M anTeyHble opraHusauum, cooTBeTCTBYOLWME TpeboBaHMAM, YCTAHOBMEHHBIM B COOTBETCTBUM C
YacTbto 4 HaCTOSILLIEN CTaTbW.

4. [onoxeHve O MoOpsiAke NPOBeAEHMs 3JKCNepuMMeHTa, B TOM 4ucrie TpeboBaHUS K MeOULMHCKUM
opraHmsaumMsM W  anTeyHbIM  OpraHusaumsaM, SABMASIOWUMCH  ydaCcTHUKaMM  3KCNepuMeHTa,  Mopsgok
OCYLLECTBMEHNS PO3HWYHON TOProBMNWM feKapCTBEHHbIMW MpenapatamMyv Ans MeOUUUHCKOro MpUMEHeHUs,
oTnyckaemMbIMU MO peLenTy Ha NekapCTBEHHbIN npenapat, AUCTaHUMOHHBLIM crnocobom, TpeboBaHust K 4OCTaBke
TakvX NeKkapcTBEHHbLIX MpenapaToB rpaxaaHaM, rnpasura BbiAayu paspelleHnss Ha OCYLLeCTBIIEHUWE PO3HUYHOWN
TOProBNN IeKapCTBEHHbIMU MpenapaTaMv AN MeAMUMHCKOro MPUMEHEHUS, OTNycKaeMbiMM NO peuenTy Ha
nekapCTBeHHbI npenapaTt, AWMCTaHUMOHHbIM crnocobom, yTBepxgaetca [lpaButenbctBom Poccuiickon
depepaumun. TpeboBaHMsa K anTeYHbIM OpraHn3aLmam, SBNAOLWNUMCS yHaCTHUKaMKU SKCNEPUMEHTa, He MOryT BbITb
Hwke TpeboBaHWN, YCTAHOBMEHHbIX K anTeyHbiM OpraHv3auusM B COOTBETCTBMM C 4acTbto 1.1 crtatbm 55
HacTtosiero ®egepansHOro 3akoHa.

5. YnonHomo4eHHbI tbeaeparbHbIn opraH UCMOMHUTESNTbHOW BNacTu:

1) ocyulecTBnsieT MeTOAMYECKOE  COMPOBOXOEHWE  3KCMEepPUMEHTa,  BKMOYas  MeToauyeckoe
COMPOBOXAEHNE [AeSTENbHOCTU MEeAMUMHCKMX OpraHvM3aumMidi M anTeyHblX OpraHu3auuii, y4yacTBYWOLIMX B
3KCMEepPUMEHTE, MO OCPOPMIIEHMIO, UCMOSIb30BAHMUIO U XPaAHEHWI0 PELIENTOB Ha fIeKapCTBEHHbIN Mpenapart, B TOM
yucne chopMMpPOBaHHbLIX B pOpMeE 3MEKTPOHHbLIX JOKYMEHTOB;

2) npencrtasnseT B [NpaButensctso Poccuiickon ®enepaunn npeasaputenbHbld (B Nepros NpoBeaeHuUs
3KCMEepPUMEHTA, HO He MO3JHee YeM 3a [jBa MecsiLa 0O UCTEYEHMS CPOKa NPOBEAEHUSA IKCMEPUMEHTA) U UTOTOBBIN
(MO OKOHYaHWMM 3KCNEpPUMMEHTa, HO He MO3dHEee Yem 4vepes3 [ABa Mecsdua MNocrne MCTeYeHUs cpoka MpoBefeHus
aKCnepumMeHTa) OOKMNadbl O pesynbTaTax NPoBeAeHUs 3KCMEePUMEHTa N NPEANOXEHUS O BHECEHUMN U3MEHEHWI B
3akoHogaTenbCcTBO 06 obpalleHun nekapCcTBeHHbIX CPEACTB.

6. YNONMHOMOYEHHbIV OpraH MCNOMNHUTENBHON BriacTu cybbekTa Poccuiickon degepaunm:

1) BNpaBe ycTaHOBUTbL OCOGEHHOCTU NPOBEAEHUSA IKCNIEPUMEHTA;

2) yTBEpXOaeT Mopsgok oTbopa MEeOUUMHCKUX OpraHv3aumi M anTeudHbIX OpraHu3auui ansg yvactus B
3KCMNEPUMEHTE, a Takke NPOBOAUT Takon oTOOp u yTBepXaaeT nepeyeHb MeEQNULNMHCKNX OpraHn3aumi 1 nepedeHb
anTeYHbIX OpraHu3aLui, COOTBETCTBYHOLUMX TpeOOBaHUAM, YCTAHOBMEHHbIM B COOTBETCTBMM C 4YacTbio 4

HaCTOSILLEN CTaTbW, N ABMASAOLLNXCS y4acCTHUKaMKN 3KCNepUMeHTa;

3) OoCyLiecTBndeT MOHUTOPUHI npoBedeHUA JSKCnepuMeHTa W npeacrasndetr ero pesynbTatbl B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

YNOMHOMOYEHHbIV dhefeparbHbli opraH UCMONHUTENBbHOW BNAacTw;

4) obecneunBaeT MHPOPMALIMOHHO-TEXHMYECKOE obecneveHne NpoBEAEHUNs] SKCNEPUMEHTA NOCPELCTBOM
NCNONb30BaHUA TrOCYyOapCTBEHHOW WHMOPMAaUMOHHON CUCTEMbI B cdepe 34paBoOXpaHeHusa cybbekTa
Poccuiickon ®depepaumm un  (Mnn) MeaUUMHCKUX  WHAOPMAUMOHHBIX CUCTEM MEOULUHCKUX OpraHusauumn,
ABNSLUNXCSA YYAaCTHUKAMUN SKCMIEPUMEHTA, U UX B3aMMOLENCTBUSA C €OUHON rocyAapCTBEHHOW MHPOPMaLMOHHON
cMcTeMon B cdepe 30paBOOXPaHEHMUS.

7. MegvumHCckmMe opraHusauum n antedHble opraHu3auum Brpase 0TkasaTbCs OT y4acTus B SKCMEPUMEHTE,
nogae B YNOSIHOMOYEHHbIA OpraH UCMONHUTENBHOM BnacTn cybbekTa Poccuiickon Pegepaumm cooTBETCTBYHOLLEE
ob6palleHne B NUCbMEHHONM dhopMe.

8. AnTeyHble oOpraHu3auuu, SBMSIOWMECHA YYaCTHUMKaMW SKCMepuUMeHTa, 00si3aHbl nNpu  npoaxe
OUCTaHUMOHHBIM CNocobBOM NeKapCTBEHHOro npenapaTta Ansg MeguUMHCKOrO NPUMEHEHWs, OTMyCKaemMoro no
peLenTy Ha NekapCTBEHHLIN npenapaT, obecneynTb Npu OCYLLECTBIEHNM AOCTABKN UOEHTUdUKALMIO NINYHOCTM
rpaxgaHuHa, noryyaroLlero TakoW NeKapCTBEHHbIV npenapaTt, B LensiX YCTAHOBIEHWS COOTBETCTBUS €ro
FIMYHOCTM M NMuA, YKa3aHHOro B peuenTe Ha NIeKapCTBEHHbIN npenapaT (ero 3akoHHOro npegcrasuTensd), nubo
nvua, YMNOSTHOMOYEHHOro fMLUOM, YKa3aHHbIM B peuenTe Ha feKapCTBEHHbI npenapaT (ero 3akoHHbIM
npeactaBuTenem), Ha NonyyYeHne fekapcTBEHHOro npenapaTta (ganee B HACTOsLWEN CTaTbe - NULUO, Yka3aHHoe B
peuenTe (3aKOHHbIV NpeacTaBUTeNb, YNONMHOMOYEHHOE NALIO).

9. Jluuyo, ocyulecTBnsLlEe OOCTaBKy INEKAapCTBEHHOro npenaparta Afs MeOUUMHCKOTO MpPUMEHEHUS,
OTMyCKaeMoro no peuenTy Ha NekapcTBEHHbIN npenapat, 06a3aHo notpeboBaTh y rpaxgaHuHa, nonyyaroLero
Takown NekapCTBEHHbIN Npenapar, NPeabsBUTb AOKYMEHT, YOOCTOBEPAOLLMIA €ro NMMYHOCTbL, AN naeHTndmrkauum
MINYHOCTU ITOrO rpaxgaHnHa W YCTaHOBMEHUA COOTBETCTBUS €ro JIMYHOCTM M Nuua, yKasaHHOro B peuenTe
(3aKkoHHOro npeacTaBuTEnNs, YMNOMHOMOYEHHOro nuua). B cnyyae BbIsIBNEHUA HecoBNageHWst NUYHOCTU
rpaxgaHuHa, MoryyarLwero JeKapCTBEHHbIM Mpenapat, W §uvua, YKa3aHHOro B peuenTe  (3aKOHHOro
npeacTaBuTeNs, YNOTHOMOYEHHOMO NnLa), a Takke B Cyvae oTkasa rpaxgaHuHa, nosyyaroLlero IeKapCTBEHHbIN
npenapat, NpeabsBUTb AOKYMEHT, YOOCTOBEPSIOWMA €ro JNWYHOCTb, JWLO, OCYLIEeCTBrsLWEee [AOCTaBKy
NeKapCTBEHHOro npenapata Ans MeOUUMHCKOrO NMPUMEHEHUd, OTMyCKaemMoro no peuenTy Ha NeKkapCTBEHHbIN
npenapat, 0693aHO BEPHYTb TaKOW NEeKapCTBEHHbIN NpenapaT B anTe4Hy opraHn3auuio.

10. MoaTeepxkaeHneM hakTa nepegayy NEKApCTBEHHOrO Mpenaparta Ans MEeAUUMHCKOro NMPUMEHEHUS,
OTNYyCKAeMoro Mo peuenTy Ha feKapCTBEHHbI npenapaTt, Jnuvuy, YykasaHHOMy B peuenTte (3aKOHHOMY
NpeacTaBUTENO, YNMOMHOMOYEHHOMY FMLYy), SIBASIOTCS KAaCcCOBbIA Y€K M MOAMUCH LA, MOMNYyYMBLUENO TaKOW
NEeKapCTBEHHbIN MpenapaTt, Ha [OKyMeHTe O MOMyYeHWU TaKkoro JieKapCTBEHHOro npenapaTta no dopwme,
yTBEPXOAEeMOlM YNOMHOMOYEHHbIM befiepanbHbIM  OpraHoM  UCMOnHMTENbHOM BracTtu. [locne nepepayu
NeKkapcTBEHHOro npenaparta nuuy, ykasaHHOMY B pelenTe (3aKOHHOMY NpeacTaBUTENto, YMONTHOMOYEHHOMY
nnuy), 3ToT AOKYMEHT nepedaeTcs NMLOM, OCYLLECTBUMBLUMM [OCTaBKy TaKOro JiekapCTBEHHOro npenapara, B
anTeyHyl0 OpraHM3aumio, OCYLLECTBMBLUYIO OTMYCK f€KapCTBEHHOro rnpenapata. B cnyyae BbisSiBNeHUs npu
nepenadye nuvily, ykasaHHOMY B peLienTe (3aKOHHOMY NpeAcTaBUTENto, YNOSTHOMOYEHHOMY NULLY), NEKAPCTBEHHOTO
npenapata (pakToB MeXaHWUYEeCKOro MOBPEXOAEHUS €ro UMM ero YNakoBKU TaKoW rekapCTBEHHbIN npenapat
MULOM, yKasaHHbIM B peuenTe (3aKOHHbIM NpeacTaBUTENEM, YNOMHOMOYEHHbLIM FULIOM), HE MPUHUMAaETCS U
Bo3BpallaeTcs 6e3 ero onnatbl JMUYy, OCYLLECTBMBLUEMY [OCTaBKy JIeKapCTBEHHOro Mpenaparta U
obecneuymnBaroLLemMy ero Bo3BpaT B anTeyHy opraHu3auuio.

11. 3a HapyweHus 3akoHogaTtenbcTBa Poccunckon ®egepauun, CoBepLUEHHbIE MpU MNpoBeAeHUn
3KCMepuMeHTa, €ero y4acTHMKM HeCyT OTBETCTBEHHOCTb, YCTAHOBMEHHYK 3akoHogaTenbCTBoMm Poccuiickon
degepauum.

12. KoHTponb 3a ucnonHeHnem TpeboBaHui, CBA3aHHbIX C NPOBEAEHUEM SKCMEPUMEHTA, OCYLLIECTBMSIETCS
denepanbHbiM OpraHOM WCMOMHUTENBHON BriacTW, OCYLIECTBNALWMM (PYHKUMM MO KOHTPOMNO M Haasopy B
cchepe 30paBooOxXpaHeHus, B nopsiake, ycraHoBneHHom depepanbHbiM 3akoHoM oT 31 uiona 2020 roga N 248-93
"O rocyaapcTBEHHOM KOHTpoOre (Haa3ope) u MyHuumnanbHOM KoHTpore B Poccuiickon ®enepauun”.

Cratbsa 56. U3roToBneHue v oTNycK JieKapCTBEHHbIX NpenapaToB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

KoHcynbTaHTln0C: npumeyaHue.
C 01.03.2025 B 4. 1 cT. 56 BHOCATCHA M3mMeHeHns (®3 o1 30.12.2021 N 463-D3).

1. N3roToBneHne nekapcTBEHHbIX MpenapaToB anTeYHbIMU OpraHn3aumsIMn, BETEPUHAPHBIMU anTeYHbIMU
OpraHu3auMsamMu, UMEKLUMN JIMLEH3NI0 Ha hapMaLleBTUYECKYIO AeATENbHOCTb, OCYLLECTBISETCS NO peuentam
Ha nekapcTBeHHble npenapaTbl, N0 TpeboBaHWSAM MEAMLMHCKUX OpraHu3auun, BeTEePUHAPHbIX OpraHn3auun B
COOTBETCTBMM C MNpaBuUnaMuM W3rOTOBMEHUA W OTNYCKa JIEKAapCTBEHHbIX NpenapaTtoB, YTBEPXKOEHHbIMU
YNOMHOMOYEHHbIM heaepanbHbIM OpraHOM UCTNONHUTENBHON BNACTW.

(B pea. PenepanbHoro zakoHa ot 05.12.2022 N 502-93)

2. Tpu W3roTOBMNEHWM NEKapCTBEHHbIX MpPenapaToB anTeYHbIMW OpraHu3auusiMi, BeTepUHapHbIMU
anTeYHbIMU OpraHM3auusiMn, MMELMMU FULEH3UI0 Ha dapMaueBTUYECKY0 OesTeNbHOCTb, WCMOMb3YHTCS
nekapcTBeHHble npenapaTbl M (UnNn) apmaueBTUdeckme CcyOoCcTaHUMW, BKMOYEHHbIE COOTBETCTBEHHO B
rocyapCTBEHHbIN peecTp NEKAPCTBEHHbLIX CPeaCcTB ANst MEAMLMUHCKOrO NMPUMEHEHUS, TOCYAapCTBEHHbIA peecTp
NeKapCTBEHHbIX CPEACTB ANs  BETEPUHAPHOrO MPUMEHEHUS, €AMHbIA  PEeecTp  3apermcTpupoBaHHbLIX
neKkapcTBEHHbIX cpeacTB EBpasuiickoro 3KOHOMMYECKOro Cok3a, eauHbIA PeecTp 3apermcTpupoBaHHbIX
BETEPUHAaPHbIX NIeKapCTBEHHbIX NpenapaToB EBpa3niickoro 3KOHOMMYECKOro COo3a B YCTAHOBIIEHHOM MOpPsiaKe.
He ponyckaeTcsi M3roToBreHWe anTeYHbIMU OpraHusauusiMy, BeTepUHapHbIMKM anTeYHbIMW OpraHu3auusiMu,
UMEKLWMMN  JTIMLEH3UIO Ha  dapmaueBTUYECKYD  AeATEeNbHOCTb,  JIEKAPCTBEHHLIX  NpenapaTtos,
3aperucTpupoBaHHbix B Poccuiickonn ®egepaumm nnbo B COOTBETCTBUM C akTamMu, COCTaBMSALWUMKU MNpaBo
Cotoza.

(B peq. PenepanbHbix 3akoHoB 0T 05.12.2022 N 502-®3, ot 30.01.2024 N 1-93)

3.  MapkupoBKka NeKapCTBEHHbIX MNPENapaToB,  M3rOTOBMIEHHbIX  aNTEYHbIMW  OpraHM3auusiMu,
BETEPVHAPHLIMU ANTEYHLIMU OpPraHn3aLMAaMN, UMELNMI NINLEH3NI0 Ha hapMaLeBTUYECKYID OESATENBHOCTb, U
ocbopMrieHNe Taknx npenapaToB AOMMKHbI COOTBETCTBOBATL NpaBuiam, ykazaHHbIM B YacTh 1 HacTosILLEN CTaTbu.
(B peq. PepepanbHoro zakoHa ot 05.12.2022 N 502-93)

4. AnTeuyHble oOpraHuM3auuv, BeTEPUHApPHbIE anTeyHble OpraHu3auuMu, UWMeKLlMe §ULEH3NI0 Ha
hapmaLeBTMYECKYHO OeATENbHOCTb, HECYT OTBETCTBEHHOCTL 3a HECOOMOAEHUE NPaBWIT M3TOTOBIEHUS N OTNycKa
neKapCTBEHHbIX NpenapaToB B COOTBETCTBMMU C 3aKoHoAaTenbCTBOM Poccuiickon denepaumu.

(B peq. PepepanbHoro zakoHa ot 05.12.2022 N 502-93)

Ctratba 57. 3anpeweHue npogaxu ¢danbcupuUMpPOBaHHbIX JEKapCTBEHHbIX CpPeacTs,
HeAoGpoKayeCcTBEHHbIX NNEKapCTBEHHbIX CPEeACTB, KOHTPadaKTHbLIX fleKapCTBEHHbIX CPeAcTB

I'Ipop,ax(a (*)aﬂbCVI(bI/ILI,VIpOBaHHbIX JNIeKapCTBEHHbIX CpeacTs, He,D,O6pOKa‘-IeCTBeHHbIX J1eKapCTBEHHbIX
cpencrs, KOHTpaCbaKTHbIX JIEKapCTBEHHbIX CpeacTB 3anpellaeTcA.

Crtatbs 58. XpaHeHMe nekapcTBEeHHbIX CpeacTB

1. XpaHeHue neKapCTBEHHbIX CPEACTB OCYLLECTBIISETCS MNPOM3BOAMTENSMU JEKAPCTBEHHbIX CPEACTB,
opraHuM3auMsiMy  ONTOBOW  TOProBNW  FIEKAPCTBEHHbIMW  CPEACTBaMM,  anTeYHbIMM  OpraHu3auusiMu,
BETEPUHAPHBLIMW anTEYHLIMU OpraHU3auMaIMn, UHAMBMAYANbHBIMU NPEANPUHUMATENAMU, UMEIOLLMMMW NIULLEH3NIO
Ha dapmMaueBTUYECKYID OEATENBHOCTb WM MUUEH3UIO HA MEOUUMHCKYI OeATEeNbHOCTb, MEeAWULMHCKUMM
opraHunzaunammn, BeTepuHapHbiMU opraHunsaumaMmm U UHbIMKU OpraHmM3aunAaMun, OCyLLEeCTBIALWNMNU o6pau.|.eHv|e
nekapCTBEHHbIX CPEACTB. XpaHEHUE NeKapCTBEHHbIX CPeacTB A1 BETEPUHAPHOrO NMPUMEHEHUS OpraHn3aumsmMm
N WHAMBUAOyaNbHLIMW MpeanpuHUMaTensaMu B CryyasiX, €CnM OHU UCMOMb3YITCS  UCKIHOYMTENBHO MpU
pasBefeHun, BblpalUMBaHUN, COOEPKAHUM M JIEYEHUWN KUBOTHBIX, MOXET OCYLIECTBNSATbCA 6e3 nonyyveHus
NMUEH3UN Ha hapMaLLEBTUYECKYIO AEATENBHOCTD.

(B peq. PepnepanbHoro zakoHa ot 22.10.2014 N 313-93)

2. I'IpaBMna XpaHeHUA nekapCTBEeHHbIX CpencCTB YTBepXOakTCcA COOTBETCTBYHOLWMM YMNOJTHOMOYEHHbLIM
cbep,epaanblM opraHom WCNONHUTENBbHOWN BNacTu.

3. XpaHeHme HaPKOTUYECKNX JeKapCTBEHHbIX CpeacTB, TMNCUXOTPOMHbIX JleKapCTBEHHbIX CpeacTs,
pagnodapMaLeBTUYECKUX NEKAapPCTBEHHLIX CPeACTB OCYLLECTBMSIETCA B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickon ®epepauuu.
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(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

Cratba 58.1. MMpeamMeTHO-KONNYECTBEHHbIA Y4YeT JIeKapPCTBEHHbIX CPEeACTB ANA MeAULMHCKOro
npYMeHeHus
(sBeaeHa depepanbHbIM 3akoHOM OT 25.12.2012 N 262-93)

1. I'Iepequb NeKapCTBEHHbIX cpencTts ana MeanLMHCKOro npuMeHeHus, noanexatimx
npeaMeTHO-KOJNTM4eCTBEHHOMY yyery, yTBEpXOaeTcd YNOJTHOMOY€E€HHbIM cbep,epaanblM opraHom
NCMONHUTENbHON BNacTu.

2. HOQHQOK BKIOYEHNA JeKapCTBEHHbIX cCpeacTts Onda MeauuUMHCKOro rnpuMeHeHna B NepedeHb
NeKapCTBEHHbIX CPEACTB AS11 MEOULMHCKOrO NMPUMEHEHUS, NOoANEXalimMxX NPeAMETHO-KONIMYECTBEHHOMY Y4eTy,
yCTaHaBnMBaeTCcs YMNONMHOMOYEHHbIM bedeparibHbIM OpraHoM WCMOMHUTENBHON BRAcTM MO COrMacoBaHUIO C
denepanbHbIM OpraHOM UCMONMHUTENBHOIN BRACTU, YNOMHOMOYEHHBLIM B cchepe BHYTPEHHMX Aen.

(B peq. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. lNMpeameTHO-KONMYECTBEHHbIN Y4YeT NeKapCTBEHHbIX CPEACTB ANs MEOWLMHCKOro MpUMEHEHUs BeayT
Npon3BOAMTENN NIEKAPCTBEHHLIX CPEACTB, OpraHu3auMuM ONTOBOW TOProBnW JlIeKapCTBEHHLIMU CpeacTBaMMm,
anTeyHble OpraHv3auumv, UHAMBUAyanbHble NPEeAnpUHMMAaTENW, MMEKLMEe NUUEH3NK Ha dapmaueBTUYECKYHO
OEeSATEeNbHOCTb UIN JIMLEH3UI0 Ha MEAMLVHCKYIO AeATENbHOCTb, Y MEAULIMHCKME OpraHM3aumm, OCyLLEeCTBAILWME
obpalleHne NekapCTBEHHbIX CPEACTB A4S MEANLMHCKOro NPUMEHEHUS, NyTeM permctpauumn nobbix CBA3aHHbIX C
ux obpalleHnem onepauumn, Npu KOTOPbIX U3MEHSAETCS MX KOMMYECTBO M (MNK) COCTOAHME, B cneumanbHbIX
XypHanax yveTa onepauui, CBsI3aHHbIX C OOpalleHMEM FeKapCTBEHHbIX CPeacTB Ans  MeAULMHCKOro
NpYMeHeHUs (ganee - cneunanbHble XypHarbl).

4. [IpaBuna perucTpaummM onepauui, CBSA3aHHbIX C oObpalleHMemM nekapCTBEHHbIX CcpeacTB  Ans
MEAMULMHCKOrO MNPUMEHEHWs, BKIMIOYEHHbIX B MNepeyeHb reKapCcTBEeHHbIX Cpeacts Ans  MeauLMHCKOro
NpUMeHeHUs, nognexalux npeaMeTHO-KONMYEeCTBEHHOMY YYeTy, B crieumarnbHbIX XXypHanax v opasuna BegeHuns
N XpaHeHWs  creumarnbHbIX  XKYpHaroB  YTBepXOalTcs  YNOMHOMOYEHHbIM  dbefeparnbHblM — OpraHom
NCMNOMHUTENBHOW BNacTu.

5. KoHTponb 3a cobniogeHunem QOpaBwn peructpaumm onepauun, CBA3aHHbIX € obpalleHvem
NeKapCTBEHHbIX CPeacTB ANs MEeAULMUHCKOro NPUMEHEHUS, BKMOYEHHbIX B MepeYeHb NeKapCTBEHHLIX CPeacTB
ONA MeaULMHCKOrO MpUMEHEHUS, NOANEXaLMX NPeaMETHO-KONMYECTBEHHOMY YYETY, B CrneumanbHbIX XypHarnax,
a Takke 3a cobOniogeHveM [OpaBull BEOEHUS W XPaHEHMs cheuunarnbHbIX >KypHaroB Bo3fnaraetcd Ha
YMNOSIHOMOYEHHbIE (beaepanbHble OpraHbl WCMOSTHUTENbHOM BRacTM W opraHbl  MCMNOMHUTENbHOW BnacTu
cybbvektoB Poccuiickon ®denepaumn, OCYLLECTBAKOWMNE NULEH3NPOBAHUE MNPOU3BOACTBA JIEKAPCTBEHHbIX
CpeacTs, dapmaueBTUYECKON OeATENbHOCTU U MEeOULMHCKON AEeATEeNbHOCTU, M OCYLLEeCTBNSEeTCA B paMKax
NUUEH3NOHHOIO KOHTPOIA.

Mnasa 11. YHUMTOXEHUE NNEKAPCTBEHHbIX CPEACTB
Crtatbs 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUA NIEKapCTBEHHbIX CPeacTB

1. HepobGpokayecTBeHHbIE NeEKapCTBEHHbIE CPeacTBa, panbcnULMpoBaHHbIe NEeKapCTBEHHbIE CpeacTBa
noanexar UsbATUIO U3 OOpaLLEHUst U YHUHTOXEHUIO B MOpAdKe, YCTAHOBMNEHHOM [paBuTenscTBoM Poccuickol
depepaumun. OcCHOBaHWEM [N YHUYTOXEHUS TNEeKapCTBEHHbIX CPeACTB SABMSETCS pelleHue Brafernbua
NEeKapCTBEHHbIX  CPeACTB, pelleHne  COOTBETCTBYHOLLEro  YMOfMHOMOYEHHOro  dyefepanbHOro  opraHa
NCMONHUTENBHON BNacTy UNn peLleHne cyaa.

(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

2. KoHTpacdhakTHble NeKapCTBEHHbIE CPeAcTBa MOAMEXaT M3bATUI0 M3 OOpalLlEHUs U YHUYTOXEHUK MO
peweHntio cypa. [lopsagoKk YHUUTOXEHUS KOHTpadpaKTHbIX JIeKapCTBEHHbIX CPEeACTB yCTaHaBnMBaeTCs
MpasutenbctBoM Poccunckon ®epepauun.

(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

3. Pacxoabl, cBfi3aHHble C  YHUYTOXXEHMEM  KOHTpadgaKTHbIX  JIEKAPCTBEHHbIX  CPencTB,
HenoOpOKaYeCTBEHHbIX  NEKAPCTBEHHbIX  CPeacTB,  harnbCUUUMPOBAHHBLIX  FIEKAPCTBEHHBIX  CPEACTB,
BO3MeELLATCA UX BragenbLem.
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4. Bnagenewy nekapCTBEHHbIX CPeACTB AOSMKEH MpencTtaBuTb B YNOSTHOMOYEHHbIM (heaepanbHbI opraH
WCMOMHUTENbHON BNacTu OOKYMEHT Unn 3aBepeHHyo B YCTAaHOBJIEHHOM NopAlKe ero Konuw, noareepxgakLine
q.)aKT YHUYTOXEHUA NneKapCTBeHHbIX CpenCcTB.

5. CoOTBETCTBYIOLLMIA YMOMHOMOYEHHbIV beaepanbHbil OpraH MCMNOMHUTENBHOW BMAAcTW, NPUHABLUNIA
pelueHre 06 YHUUYTOXEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBIISAET KOHTPOSb 3a UX YHUYTOXEHNEM.

6. YHNUTOXEHNE NekapCTBEHHbIX CPeACTB NMPOU3BOANTCHA OpraHn3aumnsiMn, UMeLLMMU COOTBETCTBYIOLLYIO
NULEH3NI0, Ha cneumanbHO 060opyAOBaHHbLIX MoWaakax, MONMroHax W B crneuvanbHoO 000pyLoBaHHbIX
nomMmeLleHuax c cobniogeHvem TpeboBaHUM B 00OMacTM OXpaHbl OKpyXallewn cpegbl B COOTBETCTBUM C
3akoHoaatenscTBoM Poccuickon deaepaumm.

7. HapkoTnyeckne  nekapcTBeHHble  CpPeacTBa,  MNCUXOTPOMHbIE  JIEKAPCTBEHHbIE  CPeacTBa,
pagnodapMaLleBTUYECKME JEKAapCTBEHHbIE CPEACTBA YHUYTOXAKTCA B COOTBETCTBUM C 33KOHOOATENbCTBOM
Poccuiickon ®egepaumn.

Mnaea 12. FTOCYOAPCTBEHHOE PEIYJINMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPEMNAPATbI ANA MEAULUNHCKOIO NPUMEHEHUA

Crtatba 60. Focy,qachBeHHoe perynumpoBaHne LuUeH Ha InekKapCcTBeHHble npenapaTtbl AnA
MeAULUMNHCKOro npumMmeHeHus

1. F'ocypapcTBEHHOE perynupoBaHue LieH Ha NekapCTBEHHbIE Npenapathbl AN MeAnLMHCKOro NpMMEHEHUs
OCyLLEeCTBNSAETCH NOCPEACTBOM:
(B peq. PenepanbHoro zakoHa ot 26.03.2020 N 67-03)

1) ytBepxaeHus [lpaBuTenbctBomM Poccunckon Pepepaumm nOepeyHs XM3HEHHO HEOOXOAMMBIX U
BaXKHeEMLWNX TneKapCTBEHHbIX npenapaToB, KOTOpbIM OPMUPYETCS W He pexe OJHoro pasa B rof
nepecmMaTtpmnBaeTca B YCTaHOBJIEHHOM WM Nopdanke Ha OCHoBe KOMMITEKCHOM OUEeHKM neKapCTBEHHbIX
npenapaTtoB, BKIlOYasi aHanu3 CBeAEHUA O CPaBHUTENbHOW KNMHUYECKOM 3deKTUBHOCTM KM Oe3onacHoCcTu
nekapcTBEHHOro cpeacTBa, OLEHKY SKOHOMWYECKMX MOCNeaCcTBUA NPUMEHEHUs NeKkapCcTBEHHOro cpeactsa U
n3ydyeHue OONONHUTENbHbIX NOCNEeACTBUIA NPUMEHEHNS NeKapCTBEHHOIO CPeACTBa;

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2020 N 206-D3)

2) yTBEPXOEHUST METOAMKM pacyeTa npefernbHbIX OTMYCKHbIX LEeH Mpou3BoauTenen Ha fekapCTBEHHble
npenapartbl, BKIOYEHHbIE B NEPeYeHb XU3HEHHO HEOOXOAMMbIX U BaXXHEWLUMX NEKapCTBEHHbLIX NpenapaTtos, a
Takke BHEAPEHUS MEXaHM3MOB (DOPMUPOBAHUS CUCTEMbI pePepPEHTHbIX LIEH;

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

3) rocygapCTBEHHOM perucrpaumv npefesibHbIX OTNYCKHbIX LEeH MNpOoM3BOAMTENEN Ha IeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B NePeYeHb XU3HEHHO HEODXOAMMbBIX U BaXKHEWLLNX NeKapCTBEHHbIX NpenapaTos;
(B pea. PegepanbHoro gakoHa ot 06.06.2019 N 134-93)

4) BeleHUs rocyfapCTBEHHOro peecTpa npegenbHbIX OTMYCKHbIX LIeH NPOM3BOAMTENEN Ha NEKAapCTBEHHbIe
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMbBIX U BaXKHENLLNX FIEKapCTBEHHLIX NPenapaTos;

5) yTBEpXOEHUsT METOAMKM YCTaHOBIIEHUS OpraHamMu MCMONHUTENbHOW Briactu cybbekTtoB Poccuiickon
d>ep,epauvw| npegernibHblX pas3mMepoB ONTOBbIX Ha.qﬁaBOK N npefernbHbiX pa3mMepoB PO3HUYHbLIX Han6a30|< K
q.)aKTI/I‘-IeCKI/IM OTNYCKHbIM LUEeHaM, YCTaHOBJIEHHbIM NPOU3BOAUTENAMU JEeKapCTBEHHbIX npenapaTtoB, Ha
nekapCTBEHHbIE MpenapaTbl, BKMOYEHHbIE B NEpPeYeHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLUNX NEKapCTBEHHbIX
npenaparos;

6) YCTaHOBINEHNA npeaerfibHbIX pa3MepoB ONTOBbIX HagbaBoOK M npegenbHbIX pa3mMepoB PO3HUYHbIX
HagbaBoK K (*)aKTVILIeCKI/IM OTMYCKHbIM LeHaM, YCTaHOBJIEHHbIM NMPON3BOAUTENAMU NMEKAPCTBEHHbIX NpenapaTos,
Ha J1leKapCTBEHHblE€ npenapaTtbl, BKINHOYEeHHble B TMNepevyeHb XU3HEeHHO HEeobXoAMMbIX W BaXKHEWLUNX
JIeKapCTBEHHbIX NpenaparTtos;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.09.2024 4. 1 cT. 60 gononHsietca n. 6.1 (©3 o1 30.01.2024 N 1-®3). Cm. OygyLlyto pedakumio.

7) yTBEepXAeHUS Nopsiaka Bbligauun npegnncaHvuin opraHam UCnonHMTENbHOM BnacTn cyobekToB Poccumnckon
degepaumm o npuBedeHUM B COOTBETCTBME C 3akoHogaTenscTBom Poccuiickon ®epgepauun peweHun o6
YCTaHOBMNEHUW MpeaeribHbIX pPa3MepoB OMNTOBbIX HaabaBOK M NpefenbHbiX pa3MepoB PO3HWYHbLIX HagbaBOK K
haKTUY4EeCKMM  OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOU3BOAUTENSAMWU FEKAPCTBEHHbLIX MpenapaToB, Ha
neKkapcTBeHHble npenapartbl, BKIHOYEHHbIE B OepeveHb KM3HEHHO HEOOXOAUMBIX N BaXKHENLLNX NEKapCTBEHHbIX
npenapaToB, €CnM OHW MNPUHATbI C HapyleHWem 3akoHogaTenbcTBa Poccuiickon Pepepauun, B Oopagke,
ycTaHoBneHHoM [NpaBuTtenscTtBom Poccuiickon ®epepaumu;

8) HanpaBneHus YMNorHOMOYEHHbIM doefeparnbHbiM  OPraHOM  WUCMOMHMTENBHOW BnacT  opraHam
ncrnonHMTeNbHOW Bnactn cybbekToB Poccuiickon depepauun npegnvcaHuin 0 nNpuBedeHMM B COOTBETCTBUE C
3akoHodatenbcTBoM Poccunckon ®Pepepaumm NpUHATBIX C  HapyLeHWeM 3akoHogaTenbcTBa Poccumnckon
denepaummn pewweHnn ob yctaHoBNeHUN nNpeaenbHbIX pasMepoB OMTOBbLIX HA40aBOK M MpederbHbIX pa3mepoB
PO3HNYHbIX HapﬁaBOK K UeHaM Ha JieKapCTBeHHble npenapaTtbl, BKIK4YEeHHble B nNepevyeHb XWU3HEeHHO
HeobXoaMMbIX U BaXKHEWLLMX NIEKapCTBEHHbIX NpenapaTos;

9) ocyuiecTBneHua denepanbHOro rocydapCTBEHHOrO Hagsopa B cdepe oOpalleHuss NeKapCTBEHHbIX
CPEACTB M PErnoHanbHOro rocyJapCTBEHHONO KOHTPOMS 3a NPUMEHEHWEM LIEH Ha NEeKapCTBEHHble npenapaTthbl
COOTBETCTBEHHO YMONMHOMOYEHHbIMU befeparnbHbIMU  OpraHamMu  UCMNOMHUTENbHOW BRacTM W opraHammu
McnonHUTENbHOW BnactM cybobekToB Poccuiickon dPepepaumm cornacHo WX KOMMETEHUMM B MOpsiaKe,
ycTaHoBneHHoM [NpaBuTenbctBoM Poccuiickon ®epepavimu;

(n. 9 B pea. PepepanbHoro gakoHa ot 25.06.2012 N 93-93)

10) NnpMMeHeHnsa NpeQyCMOTPEHHbIX 3akoHodaTenbcTtBoM Poccuiickon degepauum mep OTBETCTBEHHOCTU
3a HapylleHne nopsiika LeHoobpa3oBaHWsa Ha feKkapCcTBEHHbIe NpenapaTbl, BKIIOYEHHbIE B NepeYeHb XU3HEHHO
HeobXOAMMbIX U BaXKHENLLNX NIeKapCTBEHHbIX NpenapaTos.

(B pea. PepepanbHoro gakoHa ot 27.12.2019 N 475-93)

2. B ycnoBusix 4pesBbl4alMHOW cUTyauum W (MnM) nNpyv BO3HWKHOBEHWM Yrpo3bl pacrnpoCTpaHeHUs
3aboneBaHns, NpeAcTaBnsIOWEro ONacHOCTb ANS OKPYXaloWux, a Takke B Cnydvae, ecrnvm B TedeHune Tpuauatu
KaneHgapHblx AHen nocne npuHatua [pasutensctBoM Poccuiickon degepaumm pelleHns o npoBeaeHUM
MOHUTOPWMHIA PO3HWYHBLIX LIEH Ha JIeKapCTBEHHblE Mpenapartbl, He BKIIOYEHHbIE B [OEpeYeHb >KU3HEHHO
HeobXoQMMbIX U BaXKHENLLMX FIEKAPCTBEHHbLIX NpenapaToB, Ha TeppuTopusix cydbektoB Poccuiickon denepaunm
BbISIBIIEH POCT PO3HUYHbIX LIEH Ha YKasaHHble NekapCTBEHHble mpenapaTbl Ha TpuauaTb NpoueHToB K 6Gonee,
MpaBuTtenscTBo Poccuiickon Pegepaummn Bnpase YCTaHOBUTL NpederibHble OTMYCKHble LeHbl npou3BoguTenen
Ha yKa3aHHble feKkapcTBeHHble npenapaTbl, NpeaernbHble pa3Mepbl ONTOBbIX HAA0aBOK M NpefernbHble pa3mepbl
PO3HUYHbIX Hag0aBOK K (OakTUYECKMM OTMYCKHbIM LieHaM MNpoM3BOAMTENEN Ha YKa3aHHbIE JEKapCTBEHHbIE
npenapaTtbl. [lepeyeHb NeKapCTBEHHbIX MpPenapaToB, HE BKYEHHbIX B MEPEYEHb XU3HEHHO HEOOXOAMMBIX U
Ba)XHEWLUNX MeKapCTBEHHbIX MpenapaToB, U OOpadoK ero opMupoBaHus onpefenstoTcs [1paBnTensCTBOM
Poccuiickon depepauuu.

(4acTb 2 BBegeHa PeaepanbHbiM 3akoHoM oT 26.03.2020 N 67-93)

3. B TeyeHne peBsHOCTa KkaneHOapHblXx AHEW cO OHA yTBepxaeHus [lpaButenbcTBoM Poccuiickon
depepaumm nepeyHsl, ykasaHHOroO B 4acTM 2 HaCTOsILLEeW CTaTbW, HEe [ONyCKalTCs peanusaumsi U OTMycK
BKIMOYEHHbIX B HEro NIEKapCTBEHHbIX MpenapaTtoB MO LeHaMm, MpeBblllalWmMm npefenbHble OTMYCKHbIE LEeHbl
npousBoguTeNen Ha Yyka3aHHble IeKapCTBEHHble Mpenapatbl, NpeaernbHble pasMepbl OMNTOBbIX HagbaBoK U
npegernbHble pa3Mepbl PO3HUYHbIX HaAOaBOK K (DaKTUYECKUM OTMYCKHbIM LleHaM Npou3BoaUTENEN Ha YKa3aHHble
nekapCcTBEHHbIE Npenaparbl C y4eTOM Harnora Ha fo6aBneHHy0 CTOMMOCTb.

(yacTb 3 BBegeHa ®eaepanbHbiv 3akoHoM oT 26.03.2020 N 67-93)

KoHcynbTaHTlnoC: npuMmeyaHue.
MonoxeHus cT. 61 (B pea. P3 ot 30.01.2024 N 1-93), kacarowmecs NpeaoCcTaBNeHNs roc. YCryr NnocpeacTsoM
€[VHOW cucTeMbl 1 (Mnn) egmHoro noprtana, npumensTed ¢ 01.01.2025.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoCc: npuMmeyaHue.
3apeructpupoBaHHble o 07.06.2019 npepgenbHble  OTMYCKHblE  LiEHbl MnoanexaTr obs3aTenbHon
nepepernctpauumn B 2019 - 2020 rogax B cootBeTCTBMM CO CT. 2 P3 o1 06.06.2019 N 134-03.

Cratba 61. NocynapcTBeHHas peructpauus U nepepermcrpaumns npeneribHbIX OTMYCKHbIX LieH
npousBoauTenen Ha NiekapcTBeHHble Nnpenaparbl, BKIMKYEHHbIE B NepeYyeHb XKU3HEHHO Heo6xoauMbIX U
BaXXHeMLWWX NeKapCcTBEHHbIX NpenapaToB

(B pea. PepepanbHoro gakoHa ot 06.06.2019 N 134-93)

1. MNpepenbHasa oTnyckHas LeHa Npou3BoauTenst Ha NeKkapCTBEHHbIV Npenapart, BKIOYEHHbIN B NepeyeHb
XM3HEHHO HEOBXOOUMBIX U BaXKHEWLLNX NeKapCTBEHHbIX MpenapaTos, NOASNEXUT rocygapCTBEHHON perncTpaumm
B Oopsaake, ycrtaHoBneHHom [lpaButensctBom Poccuiickon ®depepaumu, Ha OCHOBaHWW HarnpasneHHoro
NnocpeACcTBOM eAMHOro nopTana B YNOMHOMOYEHHBIN dhefeparnbHbIi OpraH MCMOMHUTENBLHOW BRacT U JINYHBIN
KabMHeT ynosIHOMOYEHHOro doejeparnbHOro opraHa UCNOMHUTENBbHOW BRacTu B €QUHON cucTeme, NognucaHHoro
YCUMNEHHON  KBanuUUMPOBAHHOW  3NEKTPOHHOWM MNOANUCLIO  3adBfeHWa  adepxaTtens wnu  Bnagenbua
perncTpaLmoHHOro yaoCTOBEPEHNS NEKAPCTBEHHOIO npenapaTa (YNofHOMOYEHHOro UM nnua).

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

2. 3aperncTtpvpoBaHHas npegenbHasi OTMNyCKHas LeHa MpOu3BOAMUTENS Ha JeKapCTBEHHbIM Mpenapar,
BKITHOYEHHBIN B MepevYeHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLINX feKapCTBEHHbIX NpenapatoB, MOXeT ObiTb
nepeperucTpmpoBaHa B CTOPOHY YBEMMYEHUSA OAMH pa3 B KaneH4apHOM rogy Ha OCHOBaHWM HanpaBneHHoro Ao 1
oKTAOps KaxOgoro roga nocpeacTBOM e€AMHOro  nopTtana B - YNOMHOMOYEHHbI  dhefepanbHbil - OpraH
WCMNOSHUTENBHOW BMAcTU UMM JWYHBIR KabMHET YNONMHOMOYEHHOro denepanbHOro opraHa WCMONHUTENbHOM
BMNacTu B €4MHOW cUCTEME, NOAMUCAHHOIO YCUMEHHOW KBaNnUUMPOBAHHOW 3MEKTPOHHON MOAMNUCHI0 3asBIEHNS
JepxaTtens unu Bnagenbla perncTpaLoHHOro yA0CTOBEPEHUS NIEKapCTBEHHOrO npenapaTa (YynorHOMOYEHHOro
UM nmua).

(B peq. PepepanbHoro zakoHa ot 30.01.2024 N 1-03)

3. 3apernctpupoBaHHasa npegenbHas OTNYCKHas LieHa MpOU3BOAUTENS Ha NeKapCTBEHHbIN npenapar,
BKITHOYEHHBIN B MepeYeHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLUUX NEeKapCTBEHHbIX NpenapaToB, MOXeT ObiTb
nepeperucTpmpoBaHa B CTOPOHY CHWXEHWS Ha OCHOBaHWW HamnpaBfieHHOro MocpeacTBOM eAMHOro rnoprtana B
YMOSTHOMOYEHHbIN eaepanbHbll OpraH WCMONHUTENbHOMW BAACTU UMW NNYHBIA KabMHET YMONTHOMOYEHHOMO
denepanbHOro opraHa UCNOMHUTENbHOM BNAacTM B €OWHOW  CUCTEME, MOAMUCAHHOMO  YCUITEHHOW
KBanMMUUUPOBaAHHOW 3NEeKTPOHHOW MOANUCHIO 3asiBNEHUs AepxaTens unu Bragensua perucTpaumoHHOro
yOOCTOBEPEHMUS NekapCTBEHHOro npenapara (YnosiIHoMOYEHHOro UM nuua).

(B pea. PepepanbHoro 3akoHa ot 30.01.2024 N 1-93)

4. [epxatenb wunu Bnageney, perncTpaumoHHOro YAOCTOBEPEHUd feKapCTBEHHOro npenapara
(ymonHomo4yeHHOe MM Nuuo) 06s13aH  HanpaBUTb MNOCPEACTBOM €4MHOrO nopTana B YNOSIHOMOYEHHbIN
defepanbHbIi OpraH UCMONTHUTENBHOW BNACTU UMW NNYHBIN KabWMHET YNONIHOMOYEHHOro doejeparnbHOro opraHa
WCMNOMHUTENBHOW BnacTM B €OUHOW CUCTEME MOAMUCAHHOE YCUITEHHOW KBanuULUMPOBAHHON 3NEKTPOHHOM
noanncblo 3asiBNEHNe O nepeperncTpaunmn 3apermcTpupoBaHHONM NpeaenibHON OTMYCKHOW LieHbl Mpon3BOANTENS
Ha NeKapCTBEHHbIN Npenapat, BKIKOYEHHbIN B NEPEYEHb XKU3HEHHO HEODXOAUMBIX U BaXKHENLUNX NEKAPCTBEHHbIX
npenapaToB, B CTOPOHY CHMKEHUS B CNEeAYLUX Cry4vasx:

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

1) CHMXXEHME LieHbl B UHOCTPaHHOW BantoTe Ha NEKapCTBEHHBIN NpenapaTt B CTpaHe Npou3BoanTens u (unm)
B CTpaHax, B KOTOpbIX JI€KAPCTBEHHbI MpenapaT 3aperucTpupoBaH U (MnuM) B KOTOpble MOCTaBRsieTCs
NpoV3BOAMTENEM;

2) CHWXEHME LieH Ha pedepeHTHblEe NekapCTBEHHbIE MpenapaTbl B COOTBETCTBUM C MYHKTOM 1 HacTosiwei
yacTm (Onsi  COOTBETCTBYIOLUMX BOCMPOU3BEAEHHbLIX, OuoaHanoroBbix (6MOMNOAOOHLIX) NEKapCTBEHHbIX
npenapaToB);

3) npeBbilleHe nNpeaenbHOW OTNYCKHOW LieHbl Ha MNepBbli  BOCNPOM3BELEHHBIN, OMOaHanoroBbIv
(6onoaobHbIN) NekapCTBEHHbIN MpenapaTt MHOCTPaHHOrO MPOM3BOACTBA Haf MpefesibHOM OTMYCKHOW LEHOM
Npon3BOOMTENS Ha BTOPOW BOCMPOM3BEAEHHLIN, GuoaHanoroebii (61MONOAOOHbLIN) NEKAPCTBEHHbIM Mpenapar,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

paccuyuTaHHOM B COOTBETCTBUU C METOAMKON, yTBEpxaeHHOoM NpaBuTenscTtBoMm Poccuiickon ®enepauuu;

4) npeBblleHWe npedenbHOW OTMAYCKHOW LeHbl Ha nepBbii BOCMPOWM3BEAEHHbIW, BrnoaHanorosbIn
(bronoaobHbIN) NekapcTBEHHbIN NpenapaTt NPoOn3BoANTENS rocygapcTaa - YneHa EBpasniickoro 9KOHOMUYECKOro
colo3a Hap npefernbHOW OTMYCKHOW LIeHOW MpPOWM3BOAMUTENS Ha BTOPOW BOCNPOU3BEAEHHbIN, GUOaHanoroBbin
(6bronoao6HbIN) NekapCTBEHHbIN NpenapaTt NPoM3BoAMNTENS rocyaapcTea - YreHa EBpasmMinckoro 3KoOHOMMYECKoro
COl03a, pacCcuMTaHHOM B COOTBETCTBMM C METOANKON, yYTBepXaeHHou [NpaBuTenscTBoM Poccuiickon denepaumm.

5. Mopagok nepeperncTpauum 3aperncTpupoBaHHbIX NpedenbHbIX OTMYCKHbIX LIEH NPOU3BOAMTENEN Ha
nekapcTBeHHble npenaparthl, BKMNOYEHHbIE B NepevYeHb XXU3HEHHO HEOOXOAUMbBIX U BaXKHENMLLUX NeKapCTBEHHbIX
npenapaTtoB, B crnyyasiX, MNpegyCMOTPEHHbIX 4YacTaMu 2 - 4 HacToswen cTaTbl, YyCTaHaBMNMBAETCS
MpasutenbctBomM Poccuickon ®eagepauun.

6. ODKOHOMUYECKU aHanu3 npegenbHOW OTMNYCKHOW LieHbl NPOM3BOAMTENSA Ha NeKapCTBEHHbIN npenapar,
BKIMIOYEHHbIN B NepeyvyeHb XXM3HEHHO HeoOXOAMMbBbIX W BaXHEWLIMX JeKapCTBEHHbIX MpenapaTtoB, Mpu ee
rocyflapCTBEHHOW  perucTpauum WnuM  nepeperucTpauum  ocyulectensietcs  degeparnbHbiM - OpraHoM
NCMONHUTENBHON BMACTW, OCYLLECTBASIOWNM (DYHKLUUN MO NPUHATUIO HOPMATMBHbBIX MPABOBbIX aKTOB M KOHTPOSO
3a cobniogeHneM 3akoHofaTenbCTBa B cdhepe rocyqapCTBEHHOrO perynupoBaHus LeH (TapndoB) Ha ToBapbl

(ycnyrn).

7. PacdeT npefenbHbIX OTMYCKHbIX LEH, YKa3aHHbIX B 4YacTtax 1 M 2 HacToswen cratbu, MNpu unx
rocygapCTBEHHON perMcTpaumm unu nepeperucrpaumm OCyLeCcTBRSeTCs B COOTBETCTBUM C  METOLMKOW,
yTBEpXXaeHHon MpaButenbcTBoM Poccunckon ®egepaumm n yumTbiBaloLWwen B TOM YUCTIE:;

1) cobniogeHve GanaHca WHTEpPecoB rMoTpebuTeneil neKapCTBEeHHbIX MpenapartoB, BKIOYEHHbIX B
nepeyeHb >KU3HEHHO HeobXOOWMbIX W BaXKHEWLIMX JeKapCTBEHHbIX MpenapaToB, W MNpou3BoaMTENEN
NeKapCTBEHHbIX NPenapaToB, BKIOYEHHbIX B NepeyeHb KN3HEHHO HEOOXOAUMBIX U BaXHEMLUMNX NEKapCTBEHHbIX
npenaparos;

2) chakTM4ecKkylo OTMYCKHYIO LieHY Ha nekapcTBeHHble npenapaTbl B Poccuitickon ®egepauun, LieHy BBO3a
nekapcTBeHHbIX MpenapaToB B Poccuickylo ®efepaumio, a Takke LeHbl HA aHanorMyHble neKapCcTBEHHbIe
npenapaTbl, Haxoaswumecs B obpalieHun B Poccunckon ®egepaunm;

3) 3aTpaTbl Npon3BoaANTENSA NEKapCTBEHHOrO Npenapara Ha NPOM3BOACTBO M peanu3auuio NekapcTBeHHOro
npenapara;

4) ueHy Ha NeKkapCTBEHHbI npenapaTt, ero LeHy B CTpaHe Npou3BOAWUTENS M B CTpaHax, B KOTOPbIX
neKapCcTBEHHbIN NpenapaT 3aperucTpMpoBaH 1 (Un1) B KOTOPble NOCTaBMNSeTCs NPOU3BOAUTENEM.

8. He ponyckaioTcs peanusauusi M OTNYCK NEKapCTBEHHbIX MNpenapaTtoB, BKIOYEHHbIX B MNepeyveHb
KM3HEHHO HeobXoOMMbIX W BaXKHEWLIMX JeKapCTBEHHbIX MpenapaToB, Ha KOTOpble MPOM3BOAMTENSMU
NEeKapCTBEHHbIX MpenapaToB He  3aperucTpupoBaHa npefdenbHas  OTNyCKHas  LUeHa, peanusaums
npoun3sBoanTeNnAMM NeKapCTBEHHbIX nMnpenapaTtoB Mo uUeHaMm, npeBbillarnM 3aperncTtpupoBaHHble U
nepeperncTpunpoBaHHble npeneribHble OTNYCKHblE LEeHbl Ha NeKapCTBEeHHble npenapatbl C yd4eTOM Halnora Ha
no6aBneHHy CTOMMOCTb.

9. OcoBEeHHOCTN rOoCyJapCTBEHHOIO PerynMpoBaHusa npedernbHbIX OTMYCKHbIX LEH Mpou3BOAUTENEN Ha
nekapCTBeHHble npenapaTbl, BKIOYEHHbIE B NepeYvYeHb XU3HEHHO HEeODXOAMMbBIX U BaXKHEWLUNX FeKapCTBEHHbIX
npenapaToB, B 3aBUCUMOCTU OT SKOHOMUYECKMX 1 (MNK) coumanbHbIX KpUTEpUes (U3MEHEHNe YCrnoBuU, nopsaka
N CTOMMOCTM MPOM3BOACTBA NEKApCTBEHHbIX NpenapaToB, MCMOMb30BaHWE HOBbIX (hOpM, METOAOB M CrnocoboB
rocyJapCTBEHHOIO PErynMpoBaHus LieH Ha NleKapCTBEHHbIE Mpenapartbl, B TOM YUCIE Ha OCHOBE MeXaHu3Ma
pedepeHTHOro LeHo0Opa3oBaHMs, M3MEHEHUIN MOPSAKAa OKa3aHUs MEAMLMHCKOM MOMOLUM, M3MEHeHMe Kypca
WHOCTPaHHOW BanioTbl U MHblE N3MEHEHMS) yCcTaHaBnmBatoTcs MNMpaButenbcTtBoM Poccunckon ®egepaumn.

(B peq. PenepanbHoro zakoHa ot 08.03.2022 N 46-03)

Cratba 62. [ocypapCTBEHHbIM peecTp npefefibHbIX OTNYCKHbIX LUEeH MpousBoguTenen Ha
neKkapcTBeHHble npenapartbl, BKMIYEHHble B MNepevyeHb XWU3HEHHO HeOoOGXOAUMbIX U BaXHeMLUX
neKapcTBeHHbIX NpenapaToB

1. 3apervcTpmpoBaHHbI€ UNU NepeperncTpupoBaHHbIe NpeaernbHbIE OTMYCKHbIE LieHbl NPOU3BOAMTENEN Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

neKkapcTBEHHble MpenapaThbl, BKMHOYEHHbIE B OePeYeHb KNU3HEHHO HEOBXOAUMBIX U BaXKHENLLMX NEKAPCTBEHHbLIX
npenapaTtoB, noanexaT BKIYEHNIO B rOCYAapCTBEHHbIA PEECTP NPeAenibHbIX OTMYCKHbLIX LiEH Npou3BOAUTENE
Ha nekapCTBEHHble npenapaTthbl, BKMOYEHHbIE B MNEPEYEeHb KMU3HEHHO HEOBXOOMMbBIX W BaXKHEMLWMX
neKkapCTBEHHbIX NpenapaTos.

(B peq. PenepanbHoro zakoHa ot 06.06.2019 N 134-93)

2. TocynapcTBeHHbIA peecTp npeferibHbIX OTMYCKHbIX LEH MPOU3BOAMTENER Ha NeKkapcTBEHHbIE
npenapaTbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOBXOAMMBIX W BaXXHEWLUMX NEKapCTBEHHbIX Mpenaparos,
copepxuT B cebe crneayioLLyio MHopMaLmio:

1) HavMeHOBaHWe pJepxaTens WnM Bnagenbla PerMcTpaumMoHHOrO YAOCTOBEPEHUS] NeKapCTBEHHOMO
npenapaTa, HaMMeHOBaH/E NPOM3BOAUTENSA NEKApPCTBEHHOIO NpenapaTa, CBeAeHNst O perucTpaunm aepxatens
unu Bnagenbua perncTpauuoHHOrO YAOCTOBEPEHMS MEKapCTBEHHOIO npenapara, CBedeHuMs O permcrpaumm
npon3BoauTens NekapCTBEHHOro npenapaTa ANd MeauuMHCKOro NPUMEHEHNS B Ka4ecTBe HanoronnatenbLlivka B
CTpaHe perucrpaumm (4ns pOCCUNCKUX HOPUONYECKMX MWL - NOAEHTUPUKALMOHHBLIN HOMEpP HanoronnatenbLluka
(MHH), ona MHOCTpaHHbIX KPUAMYECKUX MWL, - CTPaHa perucTpauuun, HaMmMeHoBaHUe PEerncTpupyoLLLero opraHa,
PEerMcTpaumoHHbIA HOMEP, KoA HanoronnatenbliMka B CTpaHe pervcrpaumm (MHKoprnopauum) niM ero aHaror),
MECTO HaXOXOEHWS MPOM3BOACTBEHHbIX MMOLWAA0K, y4acTBYOLMX B NPOLECCe NMPOU3BOACTBA JIEKapCTBEHHOMO
npenapara, C ykasaHueM cTagum npouecca nponsBoacTBa;

(n. 1 B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

2) HauMeHoBaHWe NeKapCTBEHHOrO NpenapaTa (MexXxayHapogHoe HenaTeHTOBaHHOE, UMW FPYMNNMPOBOYHOE,
UM XMMUYECKOE U TOPrOBOE HaUMEHOBaHWS);
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HOMep PernucTPaLMoOHHOrO Y0CTOBEPEHMUS NeKapCTBEHHOro npenapara;

4) nekapcTBeHHas opma C yKa3aHueMm [O3MPOBKM feKapCTBEHHOro npenapata WM ero Konvyectsa BO
BTOPWUYHOW (MOTPEBUTENBCKON) YNakoBKe, a TakKe KOMMMEKTHOCTb;
(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

5) sapernctpvpoBaHHas npeaernbHasn OTrnyCckHas LieHa Ha fiekapCTBEHHbIN npenapart B pyonsix;
(B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

6) pata M HoMep npukasa YNorIHOMOYEHHOro dheaepanbHOro opraHa WCMONHUTENbHOW BRactn o
rocyAapCTBEHHOW perucTpauuyM unu nepepernctTpaumMnm npeaenbHo OTMYCKHOM LieHbl Ha NeKapCTBEHHbI
npenapar, BKIMOYEHHbIA B NepeYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHENLLNX JIeKaPCTBEHHbLIX NPenapaTos;

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

6.1) nata BCTynneHus B cuny npukasa ynoriHOMOYeHHOro chefieparnbHOro opraHa UCMonHUTENbHON BNacTu
O roCyoapCTBEHHON perncTpauuv unu nepeperucTpaumn npefenbHOM OTMYCKHOW LieHbl MPOM3BOAMTENS Ha
NeKapCcTBEHHbIN npenapaT, BKIYEHHbIN B NepeyeHb XM3HEHHO HeOOXOOMMbIX U BaXHEMLIMX NEKapCTBEHHbIX
npenaparos;
(n. 6.1 BBegeH dPegepanbHbiM 3akoHoM oT 06.06.2019 N 134-93)

7) WITPUXOBOW KOZ, HAHECEHHbIN Ha BTOPUYHYHO (MOTPEBGUTENBLCKYI0) YNakoBKY fleKapCTBEHHOIO NpenapaTa;
(n. 7 BBegeH ®egepanbHbIM 3akoHoM OT 22.12.2014 N 429-93)

8) «KkoO nekapCTBEHHOro nmnpenapata MNO aHaTOMO-TEPaneBTUYECKO-XMMUYECKON  KnaccudpmkaLmm,
pekoMeHaoBaHHOW BceMupHoON opraHusalmen 3gpaBooxXpaHeHus.
(n. 8 BBeoeH defeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3. MocypapcTBeHHasn perucTpaumsa unm nepepeructpanmsa npeaenbHbiX OTNYCKHbIX LIEH Ha NeKapCTBEHHbIE
npenapartbl, BKIOYEeHHble B nepevyeHb XU3HEHHO HeOGXO,EI,I/IMbIX U BaXXHEeMLunx JleKapCTBEeHHbIX npenapaTos,
BELEHNE TOCYyapCTBEHHOIO peecTpa npefesibHbIX OTMYCKHbIX LieH MNPOM3BOAUTENEN Ha JeKapCTBEHHbIE
npenapatbl, BKIOYEHHbIE B NEPEYEHb XM3HEHHO HEOBXOAUMBLIX W BaXXHEWLUMX NEKapCTBEHHbLIX NpenapaTos,
OCYLLIECTBAOTCA B NOPSAKe, ycTaHOBNEeHHOM MNpaButensctBom Poccuiickon depepaunn.

(B peq. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

Crtatbs 63. YcTaHOBNEHMe opraHamMmm UCNONHUTENBLHON BnacTu cyobekTtoB Poccuinckon denepauum

www.consultant.ru CrpaHvua 118 n3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=449392&amp;dst=100012
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=449392&amp;dst=100012
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=326252&amp;dst=100034
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=326252&amp;dst=100034
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342001&amp;dst=100022
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342001&amp;dst=100022
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100691
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100691
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100692
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100692
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468393&amp;dst=100058
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468393&amp;dst=100058
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100693
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100693
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=326252&amp;dst=100036
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=326252&amp;dst=100036
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=449392&amp;dst=100012
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=449392&amp;dst=100012
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=326252&amp;dst=100037
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=326252&amp;dst=100037
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100695
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100695
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100697
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=342016&amp;dst=100697
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=326252&amp;dst=100039
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=326252&amp;dst=100039
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

npegenbHbIX pa3mMepoB ONTOBbIX HaAGaBOK WM npeAenbHbIX pPa3MepPoOB PO3HUYHbIX HaAbaBOK K
chakTMHECKMM OTNYCKHbIM LieHaM, yCTaHOBNEHHbIM NMPOM3BOAUTENAMMN NleKapCTBEHHbIX NpenapaToB, Ha
nekapcTtBeHHble Mpenapatbl, BKMOYEHHble B MepeYeHb XWU3HEHHO HEeOOXOAWMbIX W BaXXHEMLIMX
nekapcTBEeHHbIX NpenapaToB

(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 475-$3)

1. OpraHbl UcnonHWTENbHOW BnacTu cydbekToB Poccuiickon depepaumn ycTaHaBnNuUBAOT NpefenbHble
pas3Mepbl ONTOBbIX HAAbaBOK M NpefesibHble pa3Mepbl PO3HUYHBIX HaAOaBOK K (hakTUYECKMM OTMYCKHbIM LieHam
(6e3 yyera Hanora Ha [JobGaBNEHHYH CTOMMOCTb), YCTAHOBIIEHHbIM MPOU3BOAUTENSMU JEKAPCTBEHHbIX
npenapaToB, Ha fIeKAPCTBEHHbIE NMpenapaTbl, BKIYEHHbIE B NE€PEYEHb XXM3HEHHO HEODXOOANMbBIX U BaXKHEMLLNX
NeKapcTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C YTBEPXOEHHOW B NOpadke, YCTaHOBMEHHOM [1paBuUTenbLCTBOM
Poccuiickon ®epepaumm, METOAMKON YCTAHOBIEHWS OpraHamMmn UCMOSNTHUTENbHON BriacTn cybbekToB Poccuinckon
depepaummn npenenbHbIX pa3MepoB OMNTOBLIX HaAbaBOK WM MNpederibHbIX pasMepoB PO3HWYHbIX HadbaBoK K
haKTU4ECKMM  OTMYCKHbIM L€HaM, YCTaHOBMEHHbIM MNPOM3BOAMTENAMW FEKApCTBEHHbIX MpenapaToB, Ha
nekapCTBEHHbIE MpenapaTbl, BKIMOYEHHbIE B NEpPeYeHb XU3HEHHO HEODXOAMMbBIX U BaXKHEWMLUUX JTIEKapCTBEHHbIX
npenapaToB. [poekTbl peLleHuin opraHoB WCMONHUTENbHOW Briactu cybwbektoB Poccuiickon depepaumm 06
YCTAHOBMAEHUM U (MNKN) M3MEHEHUW nNpeferibHbiX pasmMepoB OMTOBbIX HaA0aBOK W MNpeAenbHbIX pasMepoB
PO3HUYHbIX HagbaBOK K PaKTUYECKMM OTMYCKHbIM LieHaM, YCTAHOBMEHHbLIM MPOU3BOAUTENAMU NEKAPCTBEHHbLIX
npenapaTtoB, Ha NEKAPCTBEHHbIE NpenapaThbl, BKIMYEHHbIE B MEpPeYEHb XU3HEHHO HEOOXOANMBIX U BaXKHEMLLMX
NeKkapCTBEHHbIX MpenapaToB, MNoAMeXaT COrfacoBaHUD C  YMNOMHOMOYEHHbIM  dedeparnibHbiM  OpraHoMm
WCMNOMHUTENBHOW BIACTU, OCYLLECTBASALWNM PYHKLUN MO NPUHATUIO HOPMATMBHBIX MPABOBbLIX aKTOB U KOHTPOIO
3a cobniogeHnem 3akoHoAaaTenbCTBa B cdhepe rocyfapCTBEHHOrO pPerynupoBaHus LeH (TapudoB) Ha ToBapbl
(ycnyru), B nopsigke, yctaHoBneHHom [pasuTtensctBom Poccuiickon deaepaunn.

(B peq. PenepanbHbix 3akoHOB OT 13.07.2015 N 241-93, o1 27.12.2019 N 475-03)

2. OpraHusauuy OMTOBOW TOPrOBMWM  JlEeKApCTBEHHbIMW  CpeAcTBaMu, anTeyHble  opraHv3auum,
wHavBMAOyanbHble MNpegnpuvHuMaTeny, WMelwme JNUUEH3NID Ha  (apMaueBTUYEeCKyld  OesiTeNbHOCTb,
MeOULMHCKUE opraHnsauuun, umerowme nuUeH3nio Ha hapmMaueBTUYeckylo OeATenbHOCTb, U nx 06ocobrneHHble
nogpasgeneHus (ambynatopuu, denbaluepckme M denbaLepcKo-akyllepckue MNyHKTbl, LeHTPbl (OTAeneHus )
obuiern BpadyeOHOWM (CeMEWHOWN) NPaKTUKW), PaCMONOXEHHbIE B CENbCKUX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3aumm, OCyLLEeCTBSIOT peann3aumnio NekapCTBEHHbIX NPenapaToB, BKIOYEHHbIX B
OIepeyeHb J>KM3HEHHO HeOOXOAMMbIX W BaXHEWWWX JeKapCTBEHHbIX MpenapaToB, MO LeHaMm, KoTopble
hopMMpyOTCA B COOTBETCTBUM C MNOPAAKOM, YCTaHOBMeHHbIM [paBuTtensctBoMm Poccuiickon ®egepauun, n
YPOBEHb KOTOpPLIX (6e3 yyeTa Hanora Ha [06aBNeHHYI0 CTOMMOCTb) HE AOMMKEH NpPeBbIaTh CyMMY akTUYeCKon
OTMYCKHOW LEeHbl, YCTAHOBMEHHOW MNPOM3BOAMTENEM [FIeKapCTBEHHOrO npenapaTta, He npeBblwaroLen
3aperncTpupoBaHHON MNU NepeperncTpupoBaHHON NpefenbHOW OTMYCKHOWM LeHbl npousBoauTens (Ha gaty
peanusauuv nekapcTBEHHOro npenapaTta npou3BoguTenieM), U pasmepa onToBow Hagbasku n (Mnv) pasmepa
PO3HMYHOW HagbaBKM, He MpPEBbIAKLWNX COOTBETCTBEHHO pa3Mepa MpefenbHOW onToBoW HagbaBku u (Mnn)
pa3smepa npeaenbHON po3HUYHOM HaabaBku, yCTaHOBMEHHLIX B cyobekTe Poccunckon ®epepauun.

(4acTb 2 B pea. PepepanbHOro dakoHa ot 27.12.2019 N 475-93)

3. OpraHbl ucnonHuTENbHOW Briactu cydbekTtoB Poccuiickon ®egepaunn pasmellatroT B cetu "UHTepHeT"
WHopMaLM0 O 3aperucTpuMpoBaHHbIX MNpedenbHbIX OTMAYCKHbIX LieHax npousBoguTenen Ha nekapCTBEHHble
npenapaTbl, BKMOYEHHbIE B IepeYeHb XMU3HEHHO HEeOOXO0AUMbIX M BaxKHEWLINX NeKapCTBEHHbIX npenapaTtos, 06
YCTaHOBMEHHbIX B cybbekTe Poccuiickon ®depepaumm npegenbHbIX pasmepax OnToBblX HaabasBok u (Mnu)
npegenbHbIX pa3mepax PO3HUYHbIX HaAOaBOK K YCTAHOBMEHHbIM MPOM3BOAUTENSAMM NEKapCTBEHHbIX NpenapaTos
PaKTUYECKMM OTMYCKHbIM LeHaM Ha feKkapCTBEeHHble npenapaTbl, BKMOYEHHble B MepeyYeHb XU3HEeHHO
HeOOXOAMMbIX U BaXKHEWLUNX NEKApPCTBEHHbIX MPenapaToB, a Takke O CyMMe 3aperMcTpupoBaHHbIX NpeaenbHbIX
OTMNYCKHbIX LUEeH npou3BoAUTENEN Ha neKkapCTBeHHble npenapatbl, BKMAOYEHHble B MNepeyeHb >XU3HEeHHO
HeOBOXOAMMbIX M BaXKHEWLLUMX NeKapCTBEHHbIX NpenapaToB, YCTaHOBMEHHbIX B cyObekTe Poccuickon degepaumm
npegernbHbIX pasMepoB OMTOBbIX HaabaBoOK W MpedenbHbIX pasMepoB PO3HWYHBIX HaabaBok M Hamora Ha
pobaBneHHyo ctoMmocTb. MHopmauus, npegyCMOTpeHHas HacTosILLen YacTbio, AOMKHA HAaX0AUTbCHA Takke B
anTeyYHbIX OpraHM3auusx B AOCTYMHOW ANsi BCEX 3aMHTEPEeCOBaHHbIX NuL hopMe U OBHOBMATLCA MO Mepe ee
pasMeLleHNs opraHaMy UCNOMNHUTENBHON BriacTu cyobekToB Poccuiickon ®enepauum B cetn "VIHTEpHET".

(vactb 3 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PepepanbHbii 3akoH oT 27.12.2019 N 475-03.
naea 13. MOHUTOPUHI 9®®EKTUBHOCTU U BE3OMNACHOCTHU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

NEKAPCTBEHHbIX MPEMAPATOB, HAXOOALLMXCA B OBPALLEHUA
B POCCUMNCKOU ®EOQEPALIMA
(B pen. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

Cratbsa 64. ®apmakoHagsop
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapaTtbl, Haxoaswmecss B obpaweHun B Poccunckon Pepepauunum, nognexar
MOHUTOPWHIY 3(dEKTUBHOCTM N 6E30MACHOCTUN B LIENSIX BbISIBIIEHNSA BO3MOXHbIX HEraTMBHbIX MOCNEACTBUA UX
NPUMEHEHNS, UHONBMAYANbHOW HENEPEHOCUMOCTH, NPeaynpexXaeHns MeguLMHCKUX paboTHUKOB, CNeLManncToB
B obnactm BeTepvHapuu, NaUMEHTOB WNWM BNAgENbLEB >XUBOTHbIX U WX 3aWuUTbl OT MPUMEHEHMSI TakuxX
NneKapCTBEHHbIX NpenapaTos.

(B peq. ®enepansHoro zakoHa ot 02.08.2019 N 297-93)

2. dapmakoHaz30p OCyLECTBNAETCA COOTBETCTBYHOLMM YMNONTHOMOYEHHbIM hbeaepanbHbiM  OpraHoMm
WCNOSNTHUTENBHOM BNAcTU B YCTaHOBMEHHOM WM MOopsadke C ydeToM TpeboBaHui Hactosiwero depepanbHoOro
3aKoHa M akToB, cocTaBnsiowmux npaso Cowo3a, NyTeM aHanu3a NpefocTaBnseMon cybbektamu obpalleHus
NeKapcTBEHHbIX CPeAcTB MHGOPMaUMM O MOOOYHbIX AENCTBUSAX, HeXenaTenbHbIX peakuusix, Cepbe3HbIX
HexxenaTenbHbIX peakuusix, HenpeaBUAEHHbLIX HeXernaTeNbHbIX peakumnsax Mpu NPUMEHEHUU NeKapCTBEHHbIX
npenapaToB, 06 MHOANBMAYaNbHOW HENEPEHOCUMOCTM, OTCYTCTBUM 3P(PEKTUBHOCTM NIEKAPCTBEHHBIX NPenapaToB,
a Takke 06 UHbIX dakTax N 0bCToATENbCTBaX, NPEACTABNAIOWMNX YIPO3Y XU3HU UMK 340POBbIO YeroBeka nmbo
XXUBOTHOMO NPWU MNPUMEHEHNM TNEKAPCTBEHHbIX MNPEnapaToB W BbISBEHHbIX HA BCeX 3Tanax obpalleHus
nekapcTBeHHbIX npenapatoB B Poccuickon ®enepauum n apyrux rocyaapcraax.

(B peq. PenepanbHoro zakoHa ot 30.01.2024 N 1-03)

3. CybbekTbl obpalieHus nekapCTBEHHbIX CpeacTB B MOpPsSAKe, YCTAHOBIEHHOM  YMOMHOMOYEHHbIM
dhegepanbHbIM OpraHoOM UCMONTHUTENbHOW BNacTh, 06A3aHbl Co0bLWaTh B YNONHOMOYEHHbIM dhedeparbHbI opraH
WCMONHUTENBHON BNactu O MNOGOYHbIX AENCTBUSX, HeXenaTernbHbIX peakuusiX, Cepbe3HbIX HexenaTerbHbIX
peakumsx, HenpeaBUAEHHbIX HexenaTesnbHbIX peakumsx Mpu MpUMEHEHWW FeKapCTBEHHbIX npenapaToB, 06
WHAMBMOYaNbHON HENepeHOCUMOCTM, OTCYTCTBUM 3(P(EKTUBHOCTM fNeKkapCTBEHHbIX MpenapaToB, a Takke 06
MHbIX hakTax n 06CToATENbCTBAX, NPEACTaBASAOLWMNX YIPO3Yy XU3HN UNW 340POBbLI0 Yenoseka b0 KMBOTHOMO
npy NPUMMEHEHUM NEeKapCTBEHHbIX NPenapaTtoB M BbISBMEHHbIX Ha BCcex dTanax obpaleHus nekapcTBEHHbIX
npenapaToB B Poccuiickon ®eagepauuy n gpyrnx rocygapcraax.

4. [epxatenu wnu Bragenbubl pPervcTpauMoHHbIX YAOCTOBEPEHWU FeKapCTBEHHbIX Mpenaparos,
lopuanMyeckue nvua, Ha MMS KOTOPbIX BblAaHbl pa3pelleHuss Ha NpPOoBedEHWEe KIMHWYECKUX WCCNefoBaHWi B
Poccuiickon ®epepaumun, nubo yrnornHOMOYEHHbIE VMU Opyrve lopuauydeckue nuua B pamkax obecneyeHus
6e30nNacHOCTM NekapCTBEHHbIX MpenapaToB B NOPSAKE, YCTAHOBMEHHOM COOTBETCTBYHOLUMM YMNOMHOMOYEHHbIM
denepanbHbIM OpraHoM MCMOMHUTENBHOW BNacTu, ob6s3aHbl OCYLLECTBNATL NpuemM, y4eT, 06paboTky, aHanns u
XpaHeHue MnocTynawwmx B WX afapec OT CcybbekToB oOOpalleHuss NeKapCTBEHHbIX CPeACTB W OpraHoB
rocygapcTBEHHON BRNAacT COOOLWEHU O MoBOYHBIX [AENCTBUSX, HEeXenaTernbHblIX peakuusiX, CepbesHbIX
HexenaTtenbHbIX U HENpeABUAEHHbBIX HEeXenaTemnbHbIX peakumsax npy NpuMeHeHUn NekapcTBEHHbIX NpenapaTos,
06 0COBGEHHOCTAX WX B3aMMOZEWCTBMS C OPYrMMU  NIeKapCTBEHHbIMKM Npenapatamu, WHAUBUAYyarnbHON
HenepeHocMMocTh, a Takke 006 WHbIX dakTax U 0BCTOATENbCTBAX, NPEACTABMSALMX Yrpo3y XWU3HU UNn
300pOBbI0 YenoBeka NMOO XMBOTHOTO WU BIUSAIOWMX HA M3MEHEHME OTHOLUEHUS OXWAaeMOoW Monb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUS NIEKAaPCTBEHHbIX NPenapaTos.

5. lpu BbIgBNEHUN UHGOPMaLMN O Cepbe3HbIX HeXenaTemnbHbIX peakunax W HenpeaBuAeHHbIX
HexenaTenbHbIX peakuusax npu  MPUMEHEHUW NeKapCTBEHHbIX npenapatoB, 00 OCOGEHHOCTSAX — uX
B3aUMOAEWNCTBUS C OPYTMMW NEKAPCTBEHHLIMU NpenapaTtamu, UHAMBUOYanNbHOW HENEPEHOCUMOCTH, a Takke 00
WHBbIX hakTax U obCTOATENbCTBAX, BIUSAIOWNX HA U3MEHEHWE OTHOLUEHUSI OXMOAEMOW MOMb3bl K BO3MOXHOMY
pUCKY NPUMEHEHNs1 NeKkapCTBEHHbIX NpenapaTos, AepKaTenu unu BnagernsLbl PperucTpaLnoHHbIX YO0CTOBEPEHUI
nekapcTBEHHbIX NpenapaTtoB, lpuUAMYeckne nuua, Ha MMs KOTOpPbIX BblAaHbl paspelleHus Ha nposefeHue
KNUHNYEeCKux nceneposaHuni B Poccunckon ®egepauun, nmbo ynonHOMOYEHHbIE UMW Apyrue opugudeckie nuua
005a3aHbl MPUHATL Mepbl, HampaBfeHHble Ha YCTpaHEeHMEe HeraTUBHbIX MOCNeACTBUN NPUMEHEHUA TaKuX
nekapCTBEHHbIX MpenapaToB, NpeaynpexaeHne NPUYUMHEHUST Bpeda >KM3HW WNU 340pPOBbI0 YenoBeka nnbo
XMBOTHOTO, 3aLUUTY UX OT NPUMEHEHUS] TaKUX FNleKapCTBEHHbLIX NPenapaToB, HAa OOMNOMHUTENbHbLIA COOpP OaHHbIX
06 adhpekTMBHOCTM 1 6E30NacCHOCTU TaKnX NIEKAPCTBEHHbIX NpenapaTos..
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

6. 3a HecooOweHne mnn cokpbiTue MHOPMAaLMK, NPEedyCMOTPEHHOM 4acTbio 3 HaCTOsIWEN cTaTbM,
aepxatenu unu Bnagenblbl PerncTpaumMoHHbIX YOOCTOBEPEHUA NEeKapCTBEHHLIX MpenapaToB, Hpuanveckme
nvMua, Ha MMsS KOTOPbIX BblAaHbl paspelleHnss Ha MNpoBeAeHue KIMHUYECKUX uccnegosaHuni B Poccuiickon
depepaumu, NMBO YyNONHOMOYEHHbLIE MU ApYTUe lopuanYeckue nuua, a Takke AOMKHOCTHbIE Nnua, KOTOpbIM 3Ta
MHdopmauma cTana M3BecTHa MO pody WUX Npod)eCcCUOHaNbHOW OEeATEeNbHOCTU, HEeCYT OTBETCTBEHHOCTbL B
COOTBETCTBUM C 3aKoHoaaTenbCcTBOM Poccunckon degepaumn.

7. Mpy nonyyeHMM YMNOMHOMOYEHHBIM deaepanbHbiM OpPraHOM MWCMOSIHUTENbHON BRacTM B pamMkax
ocyllecTBMeHuss MM papMakoHaa3opa [oka3aTenbCTB O HEeCOOTBETCTBMM EeKapCTBEHHOro mnpenapara
YCTaHOBIEHHbLIM TPeBOBaHNUAM UNK NPU NOMYYEHUM MHPOPMaLIMM O HECOOTBETCTBUM AaHHbLIX 06 3dhheKTUBHOCTU
n o 6e30macHOCTM NeKapCTBEHHOro npenapaTta AaHHbIM O JeKapCTBEHHOM npenapaTe, coaepXalmmcs B
WHCTPYKUMW NO €ro MnpuMeHeHuio (B TOM 4uCre BbISIBMEHHbIX B XO4Ee OCYLECTBMEHMs apmakoHaasopa
KOHTPONbHO-HAA30PHLIMM  OpraHamMy  MHOCTPaHHbIX FOCYAapcTB), YMONMHOMOYEHHbIV heaeparbHbii - opraH
UCMOMHUTENbHOW BracTM B YCTAHOBIMEHHOM MM [OpPsSAKE paccMaTpvBaeT BOMPOC O MNPUOCTAHOBIEHUM
NpUMEHEHWs1 TaKoro NekapcTBEHHOTO Npenapara.

KoHcynbTaHTlnoc: npumeyaHue.
C 01.01.2026 HaumeHoBaHuWe cT. 65 nanaraetcs B HoBow pegakumm (P3 ot 30.01.2024 N 1-d3).

CrtaTbs 65. [puocTtaHoBNEeHNe NpUMeHeHWs NeKapCTBEHHOro npenapara
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

KoHcynbTaHTlntoC: npumeyaHue.
C 01.01.2026 B 4. 1 cT. 65 BHOCATCA M3meHeHus (B3 ot 30.01.2024 N 1-3).

1. Mpu nonyyeHnn WHGOPMALMKM O HEXenaTenbHbIX peakuusix Npu NPUMEHEeHUM JeKapCTBEHHOIO
npenaparta, He YyKasaHHbIX B WHCTPYKUMM MO TMNPUMEHEHUIO JEeKapCTBEHHOTO npenapaTa, CepbesHbIX
HexenaTernbHbIX peakuusx, 06 0cCOGEHHOCTSX ero B3anMo4eNCTBUSl C APYTMMU NeKapCTBEHHbIMU NpenapaTtamu,
KOTOpble MOryT MpPEeACTaBNsATb Yrpo3y >KW3HW UMW 340POBbI YenoBeka NNbOo JKMBOTHOTO, a Takke o
HEeCOOTBETCTBUM [aHHbIX 00 3pdheKTMBHOCTM M O 6e30nacHOCTU JieKapCTBEHHOro npenapata AaHHbIM O
neKkapcTBEHHOM MpenapaTte, COoAepXaluMMcsl B MHCTPYKUMM MO €ero MnpUMEHeHWo, B TOM u4ucne OT
YNOMHOMOYEHHBIX OpPraHoB MHOCTPaHHbLIX FOCYAapcTB, OOMEH KOTOPOW OCYLIECTBNSIETCS B COOTBETCTBUM C
cornalleHnaMn  Mexay  YNOoNHOMOYEHHbIM  doedeparnbHbiM - OpraHoM  WUCMOMHWUTENbHOW — BRactu U
YMNOSTHOMOYEHHBIMA ~ OpraHaMM  MHOCTPaHHbIX ~ TOCYAApCTB,  YMOSTHOMOYEHHbI  dbedepanbHblii  opraH
UCMONHUTENBHOW BMAcTM paccMaTpvBaeT BOMPOC O BO3MOXHOCTV TMPUOCTAHOBIIEHWST OOpalleHUs Takoro
NeKapCcTBEHHOro Mpenapata B [O0OpsOke, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM  (heaeparibHbiM - OpraHoM
UCMONHUTENBHON BNAcTW.

KoHcynbTaHTlntoc: npumedaHume.
C 01.01.2026 4. 2 cT. 65 nsnaraetca B HoBo pegakuuu (23 ot 30.01.2024 N 1-03).

2. Tlpn HeucnormHeHMM WM HeHagnexawem WCMONIHeHUW adepXaTtensmMm unM  Bnagenbuamu
pPerncTpaumMoHHbIX YAOCTOBEPEHUN NEKAapPCTBEHHbIX MpenapatoB, OPUOUYECKMMU NULAMWU, Ha UMSI KOTOPbIX
BbldaHbl paspelleHnsl Ha MpoBedeHWe KNMHWYeCKUX wuccneposaHun B Poccunckon ®epepauuu, unm
YMOSTHOMOYEHHBLIMU UMW OPYTUMW IOPUANYECKUMUN NULAMKU 0Bs1I3aHHOCTEN, YCTAHOBMNEHHbIX YacTamu 3 u 4 ctatbh
64 HacTtosiero ®enepanbHOro 3akoHa, NMbo B Cnydasx NpeacTaBieHnst COOTBETCTBYHOLMM YNONHOMOYEHHbBIM
degepanbHbIM OPraHOM MCMOSTHUTENbHOW BMACTW 3aKMOYEHUA O HEAOCTOBEPHOCTU PE3YNbTaToB KITMHUYECKOTO
nccnegoBaHus NekapCTBEHHOMO npernapaTta 4 MeAMUMHCKOro NPUMEHEHNSs!, KOTOPOE OCHOBAHO Ha pesyrnbTaTtax
NPOBEPKN MELMLMHCKON OpraHunsauuy, NPOBOAUBLUEN YKA3aHHOE KIMHWYECKOEe UccrnedoBaHMe C HapylleHUEM
OpaBun Hagnexallen KrMHUYECKOW NPaKTUKWU, U MPUBENO K NOSTYYEHU0 HEeLOCTOBEPHbIX pe3ynbTaTtoB, NGO B
Cny4ae HeBbINOMHEHUS NpeanucaHng, BbI4AHHOMO YNONHOMOYEHHbIM deaeparnbHbiM OpraHoM UCMNOMNHUTENbHON
BMNacTM MO WTOraM OCYLUECTBIEHNST BbIOOPOYHOIO KOHTPOMsS KavecTBa JIEKAPCTBEHHOro npenapara,
YMONTHOMOYEHHbIN befeparnbHbii OpraH UCNOMHUTENBHOW BAacTu B yCTAHOBNEHHOM UM OpPAAKE paccMaTpuBaeT
BOMPOC O NPUOCTaAHOBEHMM NPUMEHEHNST TAKOrO NIEKapCTBEHHOIO NpenaparTa.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.01.2026 4. 4 cT. 65 yTpadmBaeTt cuny (®3 ot 30.01.2024 N 1-®3).

3. YNOnMHOMOYEHHbIN chedepanbHbI opraH MCNONHUTENBHOW BNacTu Npu NpeacTaBneHn emy cBegeHun o
HEeCOOTBETCTBMM  NPOU3BOAUTENSA  MEeKapCTBEHHbIX  cpeacTB  TpeboBaHvaAM  OpaBun  Hagnexallen
NPON3BOACTBEHHON NPAKTUKA U (MNK) O HapyLUEHUU NULIEH3NOHHbIX TpeboBaHUI, KOTopble Obinu BbiSIBNEHbI B
Xo[e npoBedEeHMs WHCNEKTUPOBAHUA MPOU3BOAMUTENS NEKapCTBEHHbIX CPeAcTB UMW - OCYLLECTBNEHUS
NULEH3NOHHOIO KOHTPONSA B cdepe MPOoM3BOACTBA NEKapCTBEHHbLIX CPEeACTB U NPUBENN UMW MOTYT NPUBECTU K
NMPON3BOACTBY FEKapCTBEHHbIX MpenapaToB AN MEeAWLMHCKOTO MPUMEHEHWS, MPUYUMHMBLLMX WUAN CMOCOBHbIX
NPUYUHUTE Bpen XW3HW UMW 300POBbI0 rpaxanaH, paccMaTtpuBaeT BOMPOC O MPUOCTAHOBMEHUU NPUMEHEHUS
nekapcTBeHHbIX npenapatoB ANA MeOULMHCKOrO NPUMEHEHWsS B YCTaHOBMNEHHOM WM [0pAdKe B CreayroLimx
cny4vasix:

1) cocTaB 1 (UnKn) TEXHONOMMS NPON3BOACTBA JIEKAPCTBEHHOIO NpenapaTa AN MeAULMHCKOTO NPUMEHEHNS
(c onvcaHvem cTaguin NPoM3BOACTBA) OTNNYAIOTCS OT 3asABNEHHbIX B PErMCTPaLUOHHOM AOCHE;

2) J'IeKapCTBeHHbIIZ npenapat AnAa MeguuumHCKOro npumMeHeHua npomsBedeH Ha l'IpOI/I3BO£I,CTBeHHOIZ
nnowajgke, He yKa3aHHOI7I B pernctpauymMoHHOM O0CbE;

3) Yy npou3soguTena nekapCTtBeHHbIX CpenCcTB OTCYTCTBYHOT OOKYMEHTbI, noaTBepXxaarwme cooTBeTCcTtemne
Ka4yecTBa JeKapCTBEHHOro npenaparta gna MegunuunHCKOro npuMmeHeHumd, BBOOAMMOIoO B Fpa)K,D,aHCKMIZ O60pOT,
Tpe6OBaHI/IF|M, YCTaHOBJ1€HHbLIM Mpn ero FOC)/D,apCTBeHHOIZ pernctpaunu;

4) npounsBoauTeneM NekapCcTBEHHbIX CPeACTB B COrMacoBaHHbIA C COOTBETCTBYHOLUMM YMNOMHOMOYEHHbIM
degepanbHbIM  OpraHoOM WCMOMHUTENbHOW BNAacTU CPOK He YCTpaHeHbl HapyleHus TpeboBaHun npaswun
Haznexallen NpoM3BOACTBEHHOW MPAKTUKM U (UNN) NULEH3MOHHbIX TpeboBaHWN, KOTOpble ObiNv BbISBNEHbI B
Xo[e npoBedeHVUs WHCMEeKTUPOBaHWS MPOM3BOOAMUTENHA NEKAapCTBEHHbIX CPeACTB WM OCYLLECTBIEHUS
NMMLEH3NOHHOIO KOHTPONS B cdepe NMpOu3BOACTBA feKapCTBEHHbIX CPeACTB M MPUBENW WM MOTYT MPUBECTU K
NMPON3BOACTBY fEKapCTBEHHbIX MpenapaToB AN MEeAWLMHCKOTO MPUMEHEHWS, MPUYUHMBLLMX WUAN CMOCOBHbIX
NPUYYHUTD BPE, >KU3HW UNK 340POBbI0 rpaXKaaH.

(vacTb 3 BBegeHa depepanbHbiv 3akoHoM oT 04.06.2018 N 140-93)

4. YNONHOMOYEHHbIN heaepanbHbIi opraH WUCMOMHUTENbLHOW BNAcTX NPU Hanmuyuum y Hero cBefeHun o
HECOOTBETCTBUM  MPOU3BOAMTENS  JIEKAPCTBEHHbIX  CpeacTtB  TpeboBaHMsIM npaeun  Hagnexatiemn
NPOV3BOACTBEHHOW NPaKTUKU U (UNKM) O HapPYLUEHUM NULIEH3WOHHBIX TPpeboBaHWIA, KOTOpble ObiN BbISBMEHbI B
Xo4e MpoBedeHUs WHCMEKTUPOBaHMSA MNpPOM3BOAUTENSA NEKAapCTBEHHbIX CPeaCTB UMM OCYLLECTBMEHUS
NNLIEH3MOHHOMO KOHTPOMs B cdepe NPOU3BOACTBA NEKapCTBEHHbIX CPEACTB U NMPUBENW UMM MOTYT MPUBECTU K
NPON3BOACTBY JEKAPCTBEHHbIX MpPenapaToB ANs BETEPUMHAPHOIO MPUMEHEHUS, MPUYUHMBLUMX MU CMOCOOHBLIX
NPUYUHUTD Bpen XXU3HWU U 300POBbI0 XXMBOTHLIX, paccCMaTpuBaeT BOMPOC O NMPUOCTAHOBMEHUM peanusaumm u
NPUMEHEHNST NeKapCTBEHHbIX NpenapaToB A4S BETEPMHAPHOIO NMPUMEHEHUS B YCTAHOBSIEHHOM MM MOpsOKe B
cnenyrLmnx crny4vasix:

1) CoCTaB W (VIJ'II/I) TEXHONONM4A npoun3BoAcCTBa JieKapCTBEHHOINO npenaparta AnAa BeTepuHapHOoro
NPpUMEHEeHUsA (C onvcaHuem ctagumn I'IpOl/I3BOﬂ,CTBa) OTNMN4aTCA OT 3aABJIEHHbIX B PpEermcTtpauymMoHHOM O0CbE;

2) nekapCTBEHHbI npenapaT ANS BeTEePUHapHOro MpPUMEHEeHUs Npou3BedeH Ha MNpPOU3BOLCTBEHHOW
nnowagke, He ykasaHHOW B permMcTpaumoHHOM A0Cke;

3) y npousBoanTENs NEKapCTBEHHbLIX CPeACTB OTCYTCTBYIOT JAOKYMEHTbI, MOATBEPKAAtoLLME COOTBETCTBUE
KayecTBa NeKapCTBEHHOro npenapata Ans BeTepuHapHOro NpUMeHeHWsl, BBOAMMOrO B rpaxpaHCKui oGopoT,
Tpeb6oBaHUAM, YCTaHOBMNEHHbLIM NPU ero rocyAapCTBEHHON perucTpauuu;

4) nNpov3BoAMTENEM NEKAPCTBEHHbIX CPEeACTB B COMMacOBaHHbIA C COOTBETCTBYIOLLMM YMOMHOMOYEHHbIM
denepanbHbIM OpraHOM WCMOMHWUTENMBHOM BIacTU CPOK HEe YCTpaHeHbl HapylieHuss TpeboBaHuii npaBun
Hagsiexxallen NPOou3BOACTBEHHON NPaKTUKM U (UMW) NIMLEH3UOHHbIX TpebGoBaHUiA, KOTopble ObiNM BbISIBMEHLI B
XoOe MpOBEeOEHUs UWHCMNEKTUPOBaHWS MPOU3BOAUTENSI NEKAPCTBEHHbIX CPEACTB MMM OCYLUECTBIIEHUS
MULLEH3MOHHOIO KOHTPOMs B cdhepe MPOU3BOACTBA NEKapCTBEHHbIX CPEACTB M NPUBENU UMW MOTYT NPUBECTU K
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

NMPON3BOACTBY NEKAPCTBEHHbLIX MpenapaToB Afs BETEPUHAPHOIO MPUMEHEHUS, NMPUYMHUBLLMX WU CMOCOBHbIX
MPUYNHUTD BPE XKMU3HW UMK 300POBbH KUBOTHBbIX.
(vacTb 4 BBegeHa PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

7. B nopspke, NnpeayCMOTPEHHOM YacTbio 4 HACTOSLEN CTaTbW, YNOMHOMOYEHHbIM dheaepanbHbIi opraH
WCMONHUTENbHON BNacTM paccMmaTpuBaeT BOMPOC O MNPUOCTAHOBEHUN peanu3auMm W  NPUMEHEHUS
NieKapCTBEHHOrO npenaparta Afs BeTEePMHAPHOro MPUMEHEHUS B Crlydae BbISIBNEHUSA B rpakgaHCKOM obopoTe
cepun nekapcTBEHHOro npenapaTta And BeTEPUMHAPHOro MPUMEHEHUs, OOKYMEHTbl WM CBeOeHUsI O KOTOPOW,
npegycMoTpeHHble yactamu 1 - 3 n 6 ctatbm 52.2 HacTosiwero depepanbHOro 3akoHa, He npencTaBlieHbl B
yKasaHHbIi opraH, nubo cepun UMMYHOBMONOrMYECKOro nekapCTBEHHOro npenapata Ang BeTepuHapHOro
NPUMEHEHWS, HE NMeloLLIEe paspeLleHns, NpeayCMOTPEHHOro YacTbio 8 ctatbmn 52.2 HacTosiwero ®enepansHoOro
3akoHa. B ykasaHHOM criyyae ynonmHOMOYEeHHbIM defeparnbHblid OpraH WUCMOMHUTENbLHOW BRacTu MpuUHUMaeT
pelleHne O MPUOCTaHOBNEHUN peanusaumMm 1 NPUMEHEHUs Takux cepuin [0 NpeAcTaBrneHUst yKasaHHbIX
OOKYMEHTOB M CBeeHUN NMbo 00 NONyyYeHUst YKasaHHOro paspeLLeHus.

(4acTb 7 BBegeHa PegepanbHbimM 3akoHoM oT 02.07.2021 N 317-93)

Cratbsa 66. UHcbopmauma o pesynbTaTax ¢papmakoHaasopa
(B pen. PepepanbHoro 3akoHa ot 27.12.2019 N 475-03)

YNONHOMOYEHHbIN heeparnbHbIi OpraH MCNOSTHUTENBHOW BIAaCTW, OCYLLECTBASOWNA dhapMakoHaa3op, no
€ro pesynbTatam pasmellaeT Ha CBOEM ouumnanbHOM canTe B ceTu "UHTepHeT" nHdopMauuio o:

1) BbISIBNIEHUN HOBbLIX MOATBEPXAEHHbIX AAHHbIX O MOGOYHBLIX AEWCTBUSX, HeXenaTerbHbIX peakuusx,
CepbesHblX HeXenaTeslbHbIX peakuusix, HenpeaBUAEHHbIX HexenaTerbHbIX peakuusix Mpyv  NpUMEeHeHUn
NeKapCTBEHHOro npenapaTta, B TOM YMCIe BIUSIOWMNX HA OTHOLLUEHME OXMOAeMOM Mofb3bl K BO3MOXHOMY PUCKY
NpUMEHeHWs1 4aHHOro NeKkapcTBEHHOro npenapara;

2) MPUHATBIX PELUEHUAX O BHECEHWM W3MEHEHW B WHCTPYKUMIO MO MPUMEHEHWUIO NEeKapCTBEHHOro
npenaparta, O NPUOCTaHOBMEHWN MPUMEHEHUS] IEKapCTBEHHOrO rnpenapata, 06 u3bATUM M3 obpalleHus
NeKapCTBEHHOro npenapaTta Ui 0 BO30OHOBINEHUM NMPYMEHEHWs NTEKapCTBEHHOTO Npenapara.

Maea 14. UHOOPMALNA O NEKAPCTBEHHbIX MPENAPATAX. CUCTEMA
MOHUTOPUHIA OBUWXEHUA NEKAPCTBEHHbIX MPEMAPATOB
ona MEAULUMHCKOIo NPUMEHEHUA
(B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

Ctatba 67. UHdopmMauma o nekapcTBeHHbIX MpenapaTtax. Cucrtema MOHUTOPUHra ABWXKEHUS
nekapcTBEHHbIX NpenapaToB ANs MeAULMHCKOro NpUMeHeHus
(B pea. PenepanbHoro gakoHa ot 28.12.2017 N 425-$3)

1. MHdopmaums o nekapcTBeHHbIX NpenapaTax, OTNyckaeMmbiX Mo peLenTy Ha fekapCTBEHHbIN npenapar,
AOMKHa coaepaTtbCs TOMbKO B ChleuuannsvMpoBaHHbIX M3OaHWUAX, NpeAHasHa4YeHHbIX Ans MeOULMHCKMX,
hapmaLeBTMYeckmx paboTHMKOB, creumanucTtoB B obnactu BeTepuHapuu. WHdopmaums o neKkapcTBEHHbIX
npenapatax Ans crneunanuctoB B obnactv obpalleHusi NekapcTBEHHbIX CPEeACTB MOXEeT cogepXaTbCcs B
MOHorpacusix, cnpaBoOYHMKaX, Hay4YHbIX CTaTbsIX, B [OKMNadax Ha KOHrpeccax, KOHepeHuMsiX, CUMMo3nymax,
Hay4HbIX COBETaX, a TaKkKe B MHCTPYKLMSX MO NPUMEHEHMIO NeKapCTBEHHbIX NpenapaTos.

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

2. NHdbopmaums 0 nekapCTBEHHbIX Npenaparax, oTnyckaemblx 6e3 peuenTta Ha nekapcTBeHHbIV npenapar,
MOXeT coaepxaTbCs B Nybnukaumnsx 1 o6bsBNeHNsX cpeacTs MacCoBON MHOpMaLuK, cneumnanuampoBaHHbIX v
obWUX nevaTHbIX WU3OAHWAX, WHCTPYKUMSIX MO MPUMEHEHMIO NEKapCTBEHHbIX MpenapaToB, WMHbIX W3OaHMAX
cybbekToB obpalleHns nekapCcTBEHHbIX CpeAacTB. Peknambble matepuanbl O fieKapCTBEHHOM npenapare,
oTnyckaemom ©e3 peuenta Ha NeKapCTBEHHbIV MpenapaTt, AOSMKHbl COOTBETCTBOBAaTb MWHCTPYKUMM MO
NMPYMEHEHMWIO NeKapCTBEHHOrO npenapara.

3. ,El,onyCKaech ncnonb3oBaHne niobbIx MaTepuarnbHbIX HOoCUTENEN, NO3BOSOLLMX XpaHUTb, NnepegaBaTtb U
ncnonb3oBaThb VIHCbOpMaLI,VIIO O NNeKapCTBEHHbIX npenaparax 0e3 ee nckaxeHus.

4. ns uenen naeHTUMKaumMmM ynakoBOK feKapCTBEHHbIX npenapaToB AN MeAWLUHCKOro MpUMEHeHUs
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

NPOM3BOAMTENN NEKapCTBEHHbIX CPeacTB B Mopsgke, ycTaHoBreHHom [paButenbcTBoM  Poccuiickoi
Pegepaumun, HaHOCAT Ha MEPBUYHYIO YMAKOBKY (B OTHOLLEHWW fleKapCTBEHHbIX NpenapaTtoB AN MeAULMHCKOro
NMPUMEHEHWS, ANa KOTOPbIX He NpedycMOTpeHa BTOPUYHAsA YNakoBKa) N BTOPUYHYO (MOTPeBbUTEenbCKyo) YnakoBKy
nekapCTBEHHbIX NpenapaTtoB Ans MeAMUUHCKOro MpUMEHEHWs CpeacTBa WAeHTMdMKauuu, 3a WCKITHYEHUEM
nekapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NpUMEHEHWs, NPOM3BOAMMbBIX A1 NPOBEAEHUSA KIMHUYECKMX
nccrefoBaHuin, SKCnopTa, NekapCTBeHHbIX NpenapaToB Ansg MeguUMHCKOro NPUMEHEHWs, yKa3aHHbIX B YacTax 5
n 8 cratbn 13 HacToswero ®egepanbHOro 3akoHa, pagnodapmaueBTUYECKMX NeKapCTBEHHbIX npenapaTos,
BbICOKOTEXHOMOMMYHbIX JIeKapCTBEHHbIX MpenapaToB, KOTOpble MNpPOM3BeAeHbl MarbiMW CepusiMK, COCTOSAT U3
OOHOM WM HECKONbKMX [03 BbICOKOTEXHOMOIMYHOIO IEeKapCTBEHHOro mnpenapaTa, npeAHasHayeHbl Ans
KOHKPETHOro naumeHTa, WUMElT KOPOTKUA CpPOK TFOAHOCTU (OO0 [OEeBAHOCTa KaneHdapHbIX AHen) u  (unu)
TemnepaTypHbIn PeXnM XpaHeHWs U TpaHCcnopTupoBaHua MuHyc 60 rpagycoB Llenbcusa mnm Huxe, nusBOK
MeOULMHCKUX N ra3oB MeAUUMHCKMX. [ns nekapCcTBeHHbIX MpenapaTtoB C MexayHapoAHbIM HenaTeHTOBaHHbLIM
HaMMeHoBaHWeM "OTaHon" CpeacTBO UOEHTUdMKALMM HAHOCUTCS Ha BTOPUYHYIO (MOTPEOUTENBLCKYHD) YNakoBKY B
criyyae, ecnv Takasd ynakoBka SBMSETCA WHAMBMAYaNbHOW BTOPWYHOWM (NOTPebUTEenbCKoW) ynakoBKOW 3TOro
neKkapcTBEHHOro npenapaTa, a B Criyyae OTCYTCTBMSA BTOPWUYHOW (NOTPEOMTEenbCKOW) YNakoBKM WM Hannuns
yMakoBKW, B KOTOPOW HaxoauTcs Gonee ogHOM euHWLUbl yYKa3aHHOro fekapCTBEHHOro npenapata B NepBUYHON
ynakoBke, cpeacTBO MOEHTUMDUKALUN HAHOCUTCS Ha NEPBUYHYIO YNAKOBKY.

(vacTtb 4 BBeaeHa depepanbHbiM 3akoHOM OT 28.12.2017 N 425-03 (pen. 27.12.2019); B pen. PenepanbHbix
3akoHoB oT 04.08.2023 N 428-®3, ot 30.01.2024 N 1-93)

5. XapaktepucTukm cpenctsa maeHTudmkaumm, 0OpsagoK ero HaHeceHus u TpeboBaHus K CTPYKType U
dopmaty uMHpOpMauun, KOTOPYKD COOEPXWUT CpeacTtso uaeHTudukauun, onpegenstorca [lpaBuTenscTBOM
Poccuiickon ®epepauuu.

(vacTb 5 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

6. [lopagok cosgaHusi, pa3BWUTMS, BBOAA B 3KCMMyaTauuilo, 3KCnryaTauMuM U BbiBoda M3 3KchnyaTauuu
CUCTEMbl MOHUTOPUHIra ABWXEHUSI NEeKapCTBEHHbLIX MpenapaTtoB And MEeLMLMHCKOro MNPUMEHEHUs, NopAaoK
npefocTaBneHns  MHOpMaumKn, copepxawenca B CUCTEME MOHUTOPUHra ABWXEHUS NeKapCTBEHHbIX
npenapaToB ANd MeOUUUHCKOrO MPUMEHEHUs, U [O0PAAOK B3aUMOAEWCTBUS YKa3aHHOW CUCTEMbl C WHbIMU
rocyapCTBEHHbIMN WHMOPMALMOHHLIMU CUCTEMaMN N UHOPMALMOHHBIMU CUCTEMaMW OPUANYECKUX MU U
WHOMBMAYANbHbLIX NpeanpuHMMaTtenien, ykasaHHbiX B 4actax 7 um 10 HacToswen ctatbu, yCTaHaBNMBalOTCS
MpaeutenbctBom Poccuiickon Pegepaumun. Onepatopamm CUCTEMbI MOHUTOPUHIa OBWKEHWUS NEKapCTBEHHbIX
npenapaToB Ans MeQULMHCKOro NPUMEHEHWUs ABRS0TCH ddedeparnbHblli OpraH UCMONHUTENBLHON BRactu u (unu)
opraHusauus, ynornHoMoudeHHble MpasuTtenscteom Poccuiickon ®epepauun.

(vacTb 6 BBegeHa defepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

7. Opuguyeckne nvua u wuHAMBUZYanbHble MpeanpUHUMATENnu, OCYyLIEeCTBsAWmMe npousBoacTBo,
XpaHeHve, BBo3 B Poccuiickyio Pegepaumio, oTnyck, peanu3auuio, nepegadvy, nNpuMeHeHWe u YHUYTOXeHue
nNeKapCTBEHHbIX NpenapaToB AN MEAULMHCKOro NpuMeHeHus, obecrneynBaloT B Nopsaake U B COCTaBe, KOTOpbIE
ycTaHoBneHbl MpaBuTenscTBoMm Poccuiickon ®eaepaumm ¢ y4eTOM BuAa OCYLLECTBNAEMON MU OeATENbHOCTH,
BHeCeHue MHopMaLun 0 NeKapCTBEHHbIX Npenapartax AN MegnuUMHCKOro NPUMEHEHNs B CUCTEMY MOHUTOPUHIa
OBWKEHNs NekapCTBEHHbIX NpenapaToB Ans MeAWNLMUHCKOro MPUMEHEHMS.

(4acTb 7 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

7.1. JlekapcTBeHHble NpenapaTtbl Ans MeQULMHCKOro NMpUMEHEeHUsl, NpegHasHa4YeHHble Ansi obecneveHus
nuy, BonbHbIX reMounen, MykoBUCLMA030M, MMNodn3apHbIM HAHNM3MOM, Done3Hbio MoLle, 3110KaYyeCTBEHHbLIMU
HOBOOOpPa30BaHMAMM NMMOMNAHON, KPOBETBOPHOW M POACTBEHHbLIX MM TKaHEW, pacCesiHHbIM CKIIepo30M, Il
nocrie TpaHCnnaHTauMm OpraHoB M (Unun) TkaHewn, npou3BedeHHble 0o 31 gekabpst 2019 roga, a Takke WHble
nekapcTBeHHble npenapaTbl ANA MeguLMHCKOro npuMeHeHus, npomsseaeHHble o 1 nona 2020 roga, nognexat
XpaHeHuto, NepeBo3ke, OTMNYCKY, peanusauuun, nepegade, NpUMeHeHnto 6e3 HaHeceHus1 cpeacTB aeHTUdUKaLmmn
00 ucTeyeHus cpoka ux rogHoctu. MNpaeBuTensctBo Poccuiickon depepaumm BnpaBe YCTAaHOBUTL OCOOEHHOCTM
BBOZAA B rpaXkaaHCKMIA 000POT NeKapCTBEHHLIX NpenapaToB Ans MeAULUHCKOro NPUMEHEHUs, NPON3BeAEHHbIX B
nepuog ¢ 1 uonsa 2020 roga no 1 oktabps 2020 roga. B uensix BBoga B rpaXkaaHCKMA 060poT NekapCTBEHHbIE
npenapaTbl ANA MEAULMHCKOrO NPUMEHEHNS], 3a UCKIMIOYEHNEM NEKAPCTBEHHbIX NpenapaToB, NpeaHasHayYeHHbIX
ansa obecneyeHns nuu, 60MbHBIX reModUMen, MyKoBUCLMO030M, rMNon3apHsiM HaHN3MOM, BonesHbio MoLwe,
3r10Ka4eCTBEHHbIMN HOBOOOpa3oBaHUsIMU NMMMAONOHON, KPOBETBOPHOW M POACTBEHHbIX UM TKaHEeRn, pacCcesiHHbIM
CKIepo30M, 1L, Nocne TpaHcnnaHTaumyM opraHoB U (Mnun) TKaHeW, NPou3BeAEeHHbIE 3a NpedenaMy TeppuTopun
Poccunckon ®epepaummn go 1 oktabps 2020 roga, moryT ObITb BBE3€eHbI B Poccuiickyto Penepaumio oo 1 aHeaps
2021 ropga B nopsiake, yctaHoBneHHom [paButenbctBoM Poccuiickon Pepepaumm, 6e3 HaHeceHus cpencTtB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

naeHTndmkaumn.
(B pea. PenepanbHbix 3akoHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-93)

8. OpraHunzaumsi MHPOPMALIMOHHOIO B3aMMOLENCTBUA CUCTEMbI MOHUTOPUHIA OBWXEHUSI NIEKAPCTBEHHbIX
npenapaToB Ans MeAULMHCKOro NPUMEHEHUS C MHbIMU FOCyAapCTBEHHbIMU MHAOPMALNOHHBIMKU CUCTEMaMU
obecneunBaeTcs B TOM yncne nocpeacTeoM WHPaCTPYKTYphl, obecneunBatoLLen
WH(OPMALIMOHHO-TEXHOMNOIMYeckoe  B3aMMmoaencTene  MHPOPMALMOHHBLIX  CUCTEM,  UCNOMb3yeMblX  Ang
npefoCTaBNeHns rocyfapCTBEHHbIX W MyHUMUMMOANbHbIX  YCAYF W UCMOSIHEHUS  rOCY4apCTBEHHbLIX U
MYHULMMAanbHbIX (PYHKLMIA B 3MEKTPOHHON dhopme.

(4acTb 8 BBegeHa depepanbHbIM 3akoHoM OT 28.12.2017 N 425-93)

9. UHdopmaums, cogepxallasica B CUCTEME MOHUTOPUHra OBWKEHUS FIeKapCTBEHHbIX MpenapaTtoB Afis
MEANLMHCKOrO NpUMEHeHUs1, aBnseTcs MHgopmaumen orpaHMYeHHoro AoCcTyna B COOTBETCTBUM CO cTaTben 9
depnepanbHoro 3akoHa o1 27 uons 2006 roga N 149-93 "O6 nHdopmMauun, HHPOPMALMOHHBIX TEXHOSOMMNSX N O
3awmTte uHgopMauun”, 3a WUCKMYEeHMeM WHgOopMauun, HeJonyCTMMOCTb OrpaHWyYeHus JOoCTyna K KOTOpOoWn
yCcTaHoBMneHa defepanbHbiMM 3akOHaMW, a Takke WHgopmauun, oTHeceHHon [MpaBuTenbcTBOM Poccunckomn
depepaumm B COOTBETCTBMM C HacTosiwmm PepepanbHbiM  3aKOHOM K 0OLeaoCTynHOW  MHcpopMauuu.
ObwenoctynHasa nHdopMaLms, cogepxallascs B CUCTEME MOHUTOPUHIa ABUXKEHUS NIEKAPCTBEHHBIX NpenapaTos
Ons MeguMUMHCKOro NpUMEHeHus, pasmellaeTcs B MHAOPMaLNOHHO-TENEKOMMYHUKALUMOHHON ceTn "IHTepHeT"
(8 ToM uncne B popme OTKPbITbIX AaHHbIX) B Oopagke, YycTaHoBreHHoM [lpaButensctBom Poccumnckon
denepaumn.

(vactb 9 B peq. ®epnepansHoro 3akoHa ot 04.08.2023 N 474-93)

9.1. [octyn K wuvHOpMauumu, coaepXKalencd B CUCTEME MOHUTOPMHIa [ABWMXEHUA FeKapCTBEHHbIX
npenapaToB AN MEAULMHCKOro NpuMMeHeHusi, obecnevmBaeTcs onepaTtopoM CUCTEMbI MOHUTOPUHIA LOBUKEHUS
NeKapcTBEHHbIX MpenapaTtoB Ans MEeAULMHCKOro NPUMEHEeHWs B Nopaake, YCTaHOBMEHHOM [1paBuUTenbLCTBOM
Poccuiickon ®enepauun, B COOTBETCTBUM C 3akoHoaaTenbcTBoM Poccuiickon Pepepauum o6 uHdbopmaumu,
MHOPMALIMOHHBIX TEXHOMOIMMAX U O 3almTte WHdopMauuKn, 3akoHodaTtenbcTBoM Poccuitickon depepaumm o
rocyapCTBeHHOW TanHe, 3akoHodaTtenbcTBOM Poccuiickon depepaumm 0 KOMMEPYECKOM U UHOW OXpaHseMomn
3aKOHOM TalHE W C y4eTOM MONIOXEHMIN HacTosAwen ctaTbu. NpaBuTenbcTtBo Poccuinckon degepaumm Bnpase
yCTaHaBnMBaTb MNEepeYeHb IeKapCTBEHHbLIX MNpenapaToB AN MEAUMUMHCKOro MpUMEHEeHMs u  (unu) rpynn
NeKkapcTBEHHbIX NpenapaToB AN MeOUMUMHCKOro NpUMEHEHUst 1 0COBEHHOCTU JOCTyna K MHAOpMaLUN O TakMx
NeKapCTBEHHbIX Mpenapartax, coaepallencss B CUCTEME MOHUTOPUHra OBWKEHUSI NeKapCTBEHHbIX npenapaTtoB
Anst Me4ULMHCKOro NPUMEHEHMS.

(yactb 9.1 BBegeHa PepepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.2. lNMonb3oBaTenn CUCTEMbl MOHUTOPUHIA OBWXEHUS NEKapPCTBEHHbIX NpenapatoB ANS MeAUUMHCKOro
NpMMeHeHus obnagalT NpaBoM AOCTyna K MHGOPMaLMK, CodepKallencs B CUCTEME MOHUTOPUHIra OBWKEHUS
NeKapCTBEHHbIX NpenapaTtoB Ans MEeAWLMHCKOrO NMPUMEHEHUs!, C YY4EeTOM OrpaHWYeHuin OOCTyna K yKasaHHON
nHdopmaumm n ee nocnegywuien obpaboTke, yCTaHOBMNEHHbIX HacTosAwmM PefeparnbHblM 3aKOHOM UM UHBIMM
HOpMaTUBHbLIMM NPaBOBbIMKU akTaMu Poccunckon Gegepaumn.

(vacTb 9.2 BBegeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-3)

9.3. depepanbHble OpraHbl MCMOSMIHUTENBHOW BRAcTU W OpraHbl UCMOMHUTENbHOW Bnactn cybbekToB
Poccuiickon depepaumn B uendax, onpeneneHHolx lNMpasutenbctBom Poccuiickon depepaunmn, MMeT npaso
JocTyna K nHopmaummn 0 cybbekTax obpalleHnst nekapCTBEeHHbIX CPEACTB, O flekapCTBEHHbIX npenapartax u oo
060opoTe TakMxX NEeKapCTBEHHbIX NpenapaToB, HEOOXOANMON A5 BbIMOMHEHUSA 3a4a4 U OCYLLECTBNEHNST YHKLUNA,
BO3MOXEHHbIX Ha deaepanbHble opraHbl UCMOMHUTENBHOW BlacTM M OpraHbl MCMOMHUTENbHOW BRactu
cybvektoB Poccuiickon depepauun, CTaTUCTUYECKOM MHpOpMauum O NeKapCTBEHHbIX Mnpenapatax u ob ux
obopoTe, a Takke k obLienocTynHon MHpopmaumn. Coctas aTon nHopMaLmMn onpeaensaeTcsa cornaweHmsamm ob
WH(POPMALIMOHHOM  B3aMMOAENCTBUM,  3aKMIOYEHHbIMW  ONepaTopoM  CUCTEMbl  MOHUTOPWUHra  OBWXKEHUS
nekapcTBeHHbIX NpenapaToB ANA MeAWUMHCKOro NpUMeHeHus C¢ dedeparbHbIMU OpraHamu UCMNOMHUTENbHON
BNacTU Unu opraHamm UCMNONHUTENbHON BNacTn cybbekToB Poccuickon denepaumm n degeparnbHbiM OpraHoM
NCNOSTHUTENBHOW BNAcTK, OCYLLECTBASOWUM YHKUUKU NO BbipaboTKke 1 peanusalmm rocyaapCTBEHHON NOSTUTUKM
N HOpPMaTUBHO-MPaBOBOMY PEryNIMPOBaHMUIO B chepe 34paBOOXpPaHEHNS.

(vacTb 9.3 BBeaeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-03)

9.4. CybbekT obpalleHns nekapcTBEHHbIX CPEACTB MMeeT NpaBo JOCTyna K nHdopmaummn 06 onepauusx ¢
nekapCcTBeHHbIMW NpenapataMmu ANng MeguUUMHCKOrOo NPUMEHEHWSs, COBEPLUEHHbIX 3TUM CcybbekToM obpalleHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

neKapCTBEHHbIX CPEACTB, a Takke K 00LLe0CTYNHON NHopMaLM.
(4acTb 9.4 BBegeHa PepepanbHbiM 3akoHOM OT 04.08.2023 N 474-03)

9.5. OnepaTop CWUCTEMbI MOHWUTOPUHra ABWXEHMSI JEKapCTBEHHbIX MpenapaTtoB Ans MegULMHCKOro
npuMeHeHus obnagaeT npaBoM [OCTyna K MHGOPMaUMK, CoAepXKaLLeNCsi B CUCTEME MOHUTOPUHIA OBWKEHUS
neKapCcTBEHHbIX NpenapaToB AN MeAULMHCKOrO NPUMEHEHWS, BKNoYas MHOPMaLIMIO OrpaHNUYeHHOro 4OCTyna,
C BO3MOXHOCTbIO ee 06paboTku, B TOM YMCIe ee NPEAOCTaBIIEHUSI U pacnpocTpaHeHus, obecneyeHnss gocTyna kK
HeW 1 okasaHus YCIyr C ee UCnonb3oBaHMeM (garnee - obpaboTka).

(vacTb 9.5 BBegeHa depepanbHbimM 3akoHoM OT 04.08.2023 N 474-93)

9.6. Onepatop cuCTeMbl MOHWTOPWHIa [ABWKEHWS feKapCTBEHHbIX MpenapaToB Ans MeOWLUMHCKOro
NMPUMEHEHMS MOXeT ocyllecTBnaTb 06paboTky MHopmauum orpaHMYeHHOro [AocTyna, copepxallencsa B
CMCTEME MOHWUTOPWHIa OBWKEHUS NEeKapCTBEHHbIX NpenapaTtoB ANA MeAWLMHCKOro MPUMEHEHUS, MpU YCIoBUU
obsA3aTencHoro obeanuumBaHuA TakoW WHGOPMauMuM B COOTBETCTBUM C YyTBepxaaembiMun beaepanbHbiM
OpPraHoM WCMOSTHUTENbHOMN BracTu, OCyLLEeCTBASIOWMM PyHKUUN No BbipaboTke U peanusauummn rocyaapcTBEHHOM
NOMUTUKA W HOPMAaTUBHO-NPABOBOMY PErynupoBaHuio B cdepe 34paBoOOXpaHeHWsi, Mo COrracoBaHuio ¢
denepanbHbIM OpPraHoOM WCMOSIHUTENBHOW BNacTh, OCYLLECTBMSAWMM (YHKUMM NO KOHTPOMIO U Hag3opy B
chepe MHPOPMALIMOHHbBIX TEXHONOMMIA U CBA3W, U dedepanbHbIM OpraHoM UCMOMHMTENbHOW BnacTu B obnactu
obecne4veHnsi 6esonacHoOCTK TpeboBaHMAMY K 00E3NMUYNMBaHMIO Takom MHopMaumMm 1 meTtogamu 06es3nmunBaHus
Takon uHdopmauun. O6esnunyeHHas wHdOpPMauWs, MNOMNyvYeHHass B pesynbTaTe ykasaHHOMW 06paboTkn wu
cofepxalwasaca B CUCTEME MOHUTOPMHIa [OBWXEHWS FeKapCTBEHHbIX npenapaTtoB Ans  MeOULUHCKOro
NPUMEHEHWS, ABNSETCA MHopmaLmen orpaHnyeHHoro goctyna. O6esnuueHHast uHdopMaums, AOCTYN K KOTOPOW
6bin obecneyveH onepaTopoM CUCTEMbI MOHUTOPWHIa ABWXKEHWUS NTeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro
NMPUMEHEHMS B LENAX OKasaHus yCnyr C ee WCMofib30BaHWEM, MOAMEXWUT XPaHEHUI0 B CUCTEME MOHUTOPWHra
OBWKEHNs NeKapCTBEHHbIX MpenapaToB ANA MEAWMUMHCKOrO MNPUMEHEHWS He MeHee nATM neT C  AaTbl
npegocTaBneHns [ocTyna K obe3nuueHHoW MHOopMauMu, U Ha Hee He pacnpocTpaHAlTCs TpeboBaHus K
NMHOPMALMM OFPaHUYEHHOro JOCTYNa, YCTaHOBIEHHbIE HAaCTOSALWEN CTaTbew.

(vacTb 9.6 BBeaeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-03)

9.7. Onepatop CUCTEMbl MOHWUTOPWHIa ABWKEHWSA FeKapCTBEHHbIX npenapaToB AN MeOMLMHCKOro
NMPUMEHEHNS MOXeT OCyLeCTBNATL 00paboTky MHgOpMauuM OrpaHMYeHHOro AoCcTyna, coaepallencs B
CUCTEME MOHUTOPUHIa OBWKEHWUS NekapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro NPUMEHEHNs, NosTyYeHHON OT
cybbekTa obpalleHus nekapCTBEHHbIX CPeAcCTB, 3aperncTPUpoOBaHHOIO B CUCTEME MOHWUTOPUHra ABWXEHWS
neKapCTBEHHbIX NMpenapaToB Ans MeAWLMHCKOro NPUMEHEHUS 1 NpeacTaBMBLLEroO B Hee CBeAEHUs!, B UHTepecax
M MO MOpYy4YeHUIo Takoro cybbekTta obpalleHus fnekapCTBeHHbIX cpeacTB 6e3 obesnuumBaHusa MHopmauum
OrpaHVWYeHHOro gocTyna.

(vacTb 9.7 BBeaeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-3)

9.8. Onepartop cuUCTEMbl MOHWUTOPUHIA [OBWXEHUS JIEKAapCTBEHHbLIX MNpenapaToB Ans MeouuUMHCKOro
NMPVYMEHEHMS BrpaBe OKa3biBaTb HA HEOUCKPVMMMHALMOHHOW OCHOBE YCNYIM C MCMOMb30BaHWEM O0E3NTMYEHHOMN
WHOpMaUMK, coAepXKalenca B CUCTEME MOHUTOPMHIa [OBWKEHUS JleKapCTBEHHbIX MpenapaTtoB A4S
MEOMLMHCKOro NpuMeHeHusi, cybbektam obpalleHnsi NekapCTBEHHbIX CPEACTB, MOPSOOK U CTOMMOCTb OKa3aHWUs
KOTOpPbIX OMpefensitoTcss OonepaTopoM CUCTEMbI MOHUTOPWUHra [OBWXKEHUS NEKapCTBEHHbIX npenapatoB Ang
MEeOULMHCKOTO NPUMEHEHUSs, C Y4EeTOM OrpaHu4YeHunin goctyna k obesnmyeHHon MHopMaunun, YCTaHOBMEHHbIX
HacToslen cTaTbel. YkasaHHble NOpsAoK M CTOMMOCTb OKasdaHWsl TakuxX Ycryr pasmellatoTcs onepaTtopoM
CUCTEMbI MOHUTOPUHIa ABMXEHUA NEKApCTBEHHbIX MpenapatoB ANd MeAUMLMHCKOro NPUMEHEHWA Ha cauTe
CUCTEMbl MOHMTOPMHIa [OBWXKEHUS JeKapCTBEHHbIX nMNpenapatoB AnA  MeOUUMHCKOro MNpUMEHEHUsT B
WH(OPMaLIMOHHO-TENEKOMMYHUKALUMOHHON ceTn  "WHTepHeT" ©n noanexar KOHTPOM B COOTBETCTBUMM C
aHTUMOHOMOMbHbLIM 3aKkoHoAaTensCcTBOoM Poccuiickon ®egepaumn. YkasaHHble NOPSAOOK M CTOMMOCTb OKasaHus
TaKkUX YCnyr OOIMKHbI OblTb eauHbIMU ONis BCEX nuu, 00pallaroliMxcsl 3a OKasaHueM YCIyrn B OTHOLUEHUU
OOVHaKoBbIX BMAa, obbema n coctaBa npegocrasnsiemon uHopmaumm. Cyobektam obpalleHnst TeKapCTBEHHbIX
CpeacTB 3anpelwjaeTcs nNpefocTaBnATb U PacnpoCTpPaHATb MHAOPMAaUUIo, MOSTYYEHHYI0 B COOTBETCTBUM C
HaCTOSLLEN YacCTblO.

(vacTb 9.8 BBeaeHa depepanbHbiM 3akoHoM OT 04.08.2023 N 474-03)

10. TMMpousBoauTenb JeKapCTBEHHbIX CpeacTB, Aepxatens nnbo Bragenel perMcTpalunoHHOro
YAOCTOBEpPEeHVsl NIekapCTBEHHOMO NpernapaTta Uin NpeacTaBUTENIbCTBO MHOCTPaHHOW opraHu3auun, SBnsioLLeiics
Aepxxatenem nnbo BnagesnbLem perMcTpaumMoHHOro YOOCTOBEPEHUS NIEKapCTBEHHOMO Npenapara, Ha TeppuTopum
Poccuiickoit  depgepaumun, 3apeructTpypoBaHHble B CUCTEME MOHUTOPWMHIa [OBWXKEHUS  NEeKapCTBEHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

npenapaToB AnNsi MEOWUUWHCKOrO MPUMEHEHMSI U NpeacTaBMBLUME B Hee CBEOEHUS O HaHeCeHUn cpeacTs
naeHTUMMKaLMM Ha YNakoBKW FeKapCTBEHHbIX MpenapaToB, Hapsgy € MHgopMauunen, ykasaHHOW B dactu 9.4
HaCTOsILLEN CTaTbW, NOMNy4aeT COAEPXKaLLYCH B CUCTEME MOHUTOPWHIa ABWKEHUS NEKapCTBEHHbIX NpenapaToB
aona  MeaunuuHCKOro npumMmeHeHus I/IH('*)OpMaLI.I/II-O OorpaHn4eHHoOro p[octyna O cepudax Wn naptmax 3TUxX
nekapcTBeHHbIX npenapatoB 6e3803Me34HO U BNpase OCYLLECTBATb CAMOCTOSATENBHO UKW nopyyatb 06paboTky
Takoh MWHopMauun TONMbKO B COOCTBEHHbIX WHTepecax. lpu 3TOM [OCTyn K Takol WHGOpMauMm unm
pesynbTataM ee 00paboTku MMEET TOMbKO AaHHBIN CyOBbekT obpalleHus NekapCTBEHHbIX CPeACTB Unu nuuo,
KOTOpOMy OH mnopy4un obpabotky. CocTaB npegocTaBnsemMon B COOTBETCTBMM C HACTOALWEN YacTbio
nHpopmaumm onpegensetcs MNMpaButenbctBoM Poccunckon ®epepaunn.

(vactb 10 B peg. PenepanbHoro 3akoHa ot 04.08.2023 N 474-93)

11. 3a Npou3BOACTBO WM MpoJaxy NeKapCTBEHHbIX NpenapatoB AN MEeOULUMHCKOTOo NpuMeHeHus 6e3
HaHeceHuns1 cpeacTB MAeHTUdMKaUUN, C HapyLleHWEeM YCTaAHOBIIEHHOINO MOpPSAKa WX HaAHEeCeHusl, a Takke 3a
HECBOEBPEMEHHOE BHECEHME AaHHbIX B CUCTEMY MOHUTOPUHra OBWKEHUSI FIEKAapCTBEHHbIX MpenapaTtoB Ans
MEOWLMHCKOTO MPUMEHEHUS UMM  BHECEHWE B Hee HeOOCTOBEPHbLIX [AaHHbIX lopuaudeckne nvua u
MHOUBMAYyanbHble NpeanpuMHMMaTenu, ykasaHHble B YacTax 4 1 7 HacTosLen cTaTbW, HECYT OTBETCTBEHHOCTbL B
COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccunckon ®enepaumn.

(vacTb 11 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

12. lMpaBuTtensctBo Poccuickon Pegepaummn BnpasBe YCTaHOBUTb OCOBEHHOCTW BHeAPEeHUs CUCTEMbI
MOHUTOPWHIra OBWXEHUS] NeKapCTBEHHbIX MpenapaTtoB A MEeOULMHCKOrO NPUMEHEHWs, BKMYas CpPOKU ee
BHEApPEHMS, B OTHOLLUEHUW NEeKapCTBEHHbIX MpenapaTtoB AN MEeOULUHCKOrO MPUMEHEHWUS, BKMIOYEHHbIX B
nepeyveHb XM3HEHHO HEOOXOOUMbBIX M BaXKHEWLUMX NEKAPCTBEHHLIX NpenapaTtoB, NeKapCTBEHHbIX MpenapaTos,
npegHasHavYeHHbIX Ansg obecneyeHns nuuy, 60MNbHbIX reMoUInen, MykoBUCLMAO30M, MNOU3apHbIM HAHN3MOM,
bonesHblo [owe, 3rnoka4yecTBEHHbIMM HOBOOOpPa30BaHUSMU NMMGOUMAHON, KPOBETBOPHOW WM POACTBEHHBIX UM
TKaHeWn, paccesiHHbIM CKIepo30M, MWL, NOCMe TpaHCMnfaHTauumM OpraHoB M (UNK) TKAHEW, MHbIX NeKapCTBEHHbIX
npenapaToB AN MEeAULUHCKOrO NPUMEHEHUS.

(vacTb 12 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

MnaBsa 14.1. O PAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUWN, OCYLLECTBNAIOLWWE OEATENNbHOCTb
MO OBPALLUEHUIO NEKAPCTBEHHbLIX CPEACTB
(BBepeHa depepanbHbIM 3akoHoM OT 25.11.2013 N 317-93)

Crtatbs 67.1. OrpaHuyeHusi, Hanaraemble NPU OCYyLLEeCTBIIEHUN AEATEeNbHOCTU B cdepe obpalleHus
JfleKapCTBEHHbIX CPeAcTB

1. OpraHusauuu, 3aHumMarowmecs pas3paboTKon, NPOM3BOACTBOM M (UNK) peanusaumen nekapCTBEHHbIX
npenapaToB ANd MeOUUMHCKOTO MPUMEHEHMs, opraHusauuu, obnagawowue npaBamMy Ha WUCMNOMNb3OBaHWE
TOProBOro HaMMEHOBaHWS NeKapCTBEHHOro npenapara Ans MeQUUMHCKOro MPUMEHEeHUs, opraHusaunm onToBown
TOProBfn fleKapCTBEHHbIMW CpeAcTBaMu, anTeyHble OpraHusauun (MX npeacTtaBuTeny, UHble U3NYeckue U
lopuanyeckne nvua, OCYLIECTBASIOWME CBOK AEATEeNbHOCTb OT MMEHW 3TUX OpraHusauui) B OTHOLUEHUW
MeANLMHCKUX paboTHNKOB 1 PyKOBOAMTENEN MEANLMHCKMX OpraHn3aumin He Bnpase:

1) BpyyaTb nodapku, BbiMnayMBaTb AEHEXHble CpeAacTBa (3a MUCKMIOYEHWEeM BO3HarpakaeHuin no
[loroBopaM MNpu MpPOBeAEHUM KIMHUYECKUX WCCREedoBaHW NeKapCTBEHHbIX MNpenapaTtoB Ans MeAWMLUMHCKOro
NPUMEHEHWNsl, BO3HArpaXxaeHi, CBs3aHHbIX C OCYLLECTBIIEHNEM MeOVUUMHCKMM paboTHUKOM nedarormyeckomn u
(Mnn) Hay4HOW OesiTENbHOCTM), B TOM YMCIIe ONfaynBaTh Pas3BieyeHns, OTAbIX, MPoe3a K MECTY OTAbIXa, a Takke
npuBMekaTb K y4acTUo B pasBrekaTenbHbIX MEPONPUATUSX, MPOBOANMbBIX 3a CYET CBOUX CPEACTB;

2) 3aknoyaTb COrMalleHUss O HasHayYeHWU UMM pekoMeHdauuu nauvMeHTaM JNeKkapCTBEHHbIX NpenapaToB
ANS MEAMLMHCKOro MpUMEeHeHUs (3a WCKIIoYEeHMEM [OrOBOPOB O MNPOBEAEHWM KITMHUYECKUX WCCredoBaHui
NeKapCTBEHHbIX NpenapaToB Ansi MeAULUHCKOTO NpUMeHeHust);

3) npeaocTaBndaTb o6pa3u,b| NNIeKapCTBEHHbIX NpenapaTtoB A4 MeaUUUHCKOro npuMmMeHeHua B Lenax
Bpy4YeHuda nauyneHTam (38 MCKNK4YeHnemM cry4aeB, CBA3aHHbIX C MNnpoBeeHUEM KIMMHUYEeCKNUX nccneaoBaHuin
JIeKapCTBEHHbIX npenapaTtoB AJid MeauLmMHCKOro I'IpVIMeHeHl/IFI);

4) npepocTaBnsATb HEAOCTOBEPHYIO U (UNKN) HENOMHY MHAOPMALMIO O NEKapCTBEHHbIX Npenapatax Ans
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(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

MeaNLIMHCKOIro NpuMeHeHus;

5) nocewatb ux B paboyvee Bpems Ha pabouMx MecTax, 3a MCKMYEHWEM CrlyvaeB, CBSA3aHHbIX C
npoeegeHnemM KrnHU4eCKnx I/ICCJ'IeLI,OBaHI/IVI JleKapCTBEeHHbIX MnpenapaTtoB And MeAUUUMHCKOro npumMeHeHud, C
yyacTueM B nopsigke, YCTaHOBMEHHOM PYKOBOAMTENEM MEOMLMHCKOW OpraHu3aumv, B COOpaHUsiXx MeanLMHCKNX
pabOTHUKOB M MHbLIX MEPOMNPUSATUSIX, HaNpaBieHHbIX Ha MOBbILEHME WX NPOdECCUOHANBHOMO YPOBHS WM Ha
npegocTaBneHne MHgpopMaLun, CBSA3AHHOMW C OCYLLECTBIEHWMEM MOHUTOPWMHra GEe30MacHOCTM fleKapCTBEHHbIX
npenaparos;

6) I'|06y)|<ﬂ,aTb K BbIMNCbIBAHNIO NNTEKAPCTBEHHbLIX npenapaTtoB AnAa MeguLmMHCKOro npuMeHeHna Ha GnaHkax,
coaepxawmx VIH(bOpMaLI,I/HO PEeKnaMHOro xXxapakrtepa, a Takke Ha peuenTypHbIX OnaHkax, Ha KOTOpPbIX 3apaHee
Hane4yaTtaHo HanMeHoBaHMe J1IeKapCTBEHHOIO npenaparta anda MeguumHCKOro npuMmeHeHu4.

2. OpraHusaumu, ykasaHHble B ab3aue nepBom 4acTu 1 HaAcTosIlWen cTaTbW, U UX MNPeAcTaBUTENU B
OTHOLUEHMN bapmaLeBTUYECKNX PabOTHMKOB N PYKOBOAMTENEN anTeYHbIX OpraHn3aLmin He BNpaBe:

1) Bpy4aTb NoJapku, BbINNaynBaTh AeHEXHble CpeAcTBa, B TOM YWCMe OnnadvnsBaTb pasBrieyeHus, oTabIX,
npoesa K MecTy OTAblXa, W MpUBMeKaTh K y4acTUo B pasBnekaTenbHbIX MepornpuUaTUAX, NMPOBOAMMBIX 3a cyeT
CBOWX CPEACTB;

2) npenocTaBiATb O6pa3Ll,bI JleKapCTBEHHbIX npenapaTtoB And MeanuMHCKOro npuMeHeHuna Ona Bpy4vyeHus
HacelneHuto;

3) 3aKro4yaTb cornawleHnda o npeanoXeHnn HaceneHuto onpeaerneHHbIX NnekapCTtBeHHbIX npenapaTtoB AnA
MeaNLIMHCKOIro NpuMeHeHus;

4) npeAocTaBnsATb HEAOCTOBEPHYIO M (UNK) HENOMHY MHAOPMALMIO O NEKapCTBEHHLIX Npenapatax Ans
MEOULMHCKOTO MNPUMEHEHWUsl, B TOM YMCMe WMeKLWUX OAMHAKOBOE MeXAyHapodHoe HenaTeHTOBaHHoe
HaMMeHOBaHWe.

Ctatba 67.2. TpeGoBaHMA K OpraHvM3auMM W MPOBEAEHUI0 Hay4HbIX MEPONPUATUN, MHbIX
MeponpuUsTUiA, HanpaBrieHHbIX Ha NOBbileHMe NPod)eCCUOHANBbHOro YPOBHA MeAULMHCKUX PabOTHUKOB
WUNM Ha npepocTaBrieHMe MHGOPMAaUUKU, CBSAA3AHHOW C OCYLIEeCTBIIEHWEM MOHMTOpPUHra GesonacHocTU
neKapCcTBeHHbIX NpenaparoB

1. lNpu npoBegeHUM HayYHbIX MepPOnpPUATUA, WHbBIX MEPOMNPUATUI, HanpaBfneHHbIX Ha MOBbILIEHWEe
NpodeCCUOHANBHOIO YPOBHA MEANLIMHCKNX PabOTHMKOB MITM Ha NpefoCTaBlieHNe CBA3aHHOW C OCYLLECTBIIEHVEM
MOHUTOPMHra ©6e30MacHOCTN JeKapCTBEHHbLIX MpenapaTtoB WHGOpMauMM, OpraHM3yeMbiX OpraHn3aumsiMu,
yKasaHHbIMK B ab3aue nepeoM vactu 1 ctatbm 67.1 HacToswero enepanbHOro 3akoHa, Ux NpeacTaBUTENSIMA K
(M)  duMHaHcUpyembiX 3a CcYyeT CpeacTtB dTUX oOpraHuMsauun 1M ux npegcrasuTenen, 3anpelaeTcs
NpensaTCTBOBaTb y4aCTUIO B yKa3aHHbIX MEPONPUSATUSX MHBbIX OpraHn3aumni, KoTopble NPOU3BOASAT UMK peanuayoT
neKkapcTBEHHble NpenapaTtbl ANs MeAUUMHCKOro NPUMEHEHUSI CO CXOXUM MEXaHM3MOM dapMaKkororm4yecKkoro
aencteus, nMbo cosgaBaTh OUCKPMMUHALMOHHBIE YCIOBUS ANSt OOHWX YYaCTHUKOB MO CPaBHEHWIO C APYrMMM
yYacTHUKaMn, a UMEHHO:

1) npegocTaBnsATb pasnUYHOE KOMMYECTBO BPEMEHW AN BbLICTYNNEHWA YYaCTHUKOB, pasfiuyHble Mo
pasmepy 3aHMMaeMoW nnowaaM Mmecta ANnd AeMOHCTpauuyn obpasuoB feKapCTBEHHbIX MpenapaToB And
MEeOULMHCKOTO MPUMEHEHUS UNW PeKramMHbIX MaTepuanoB O feKkapCTBeHHbIX npenapartax Ans MeauuMHCKOro
NMPUMEHEHUA Ha OKCMO3MLUUSAX, CTeHAaX, 3a WCKITIOYEHMEM Criy4yaeB, eCfiM TaKue YCNOBMSA 3akperseHbl B
cornalleHnsx 3TUX opraHusauum, ux npegcrasutene o0 GUHAHCUPOBAHUWN YKa3aHHbLIX MEpPONnpUATUN ©
06yCrnoBneHbl pasnuMYHbIMKU 3aTpaTtamMu y4aCTHUKOB Ha UX OpraHn3aLuio;

2) ycTaHaBnuBaTb pa3Mep B3HOCA Afs YYAaCTHWKOB MEPOMNPUSTUNA, yKa3aHHbIX B ab3aue nepBoM
HacTosLWEN YaCcTu, NpeBbllalWmMA CyMMY 3aTpaT Ha OpraHu3auuio yKasaHHbIX MeponpuATUA U Bedywun K
He06OCHOBaHHOMY OrpaHUYEHMIO YNCa UX Y4aCTHUKOB.

2. OpraHu3aumu, ykasaHHble B ab3aue nepBoM yactu 1 ctaTeu 67.1 HacToswero PenepanbHOro 3akoHa,
UX MNpeacTaBuTENN, OCYLLECTBASAKLWNE opraHusaumio u (unu) urHaHCUPOBAHME MEPOMPUSATUN, YKa3aHHbIX B
yacTm 1 HacTosiwen crtaTbu, 00si3aHbl ObecrneumBaTb OOCTYN K WMHMOpMauMM O garte, MecTe U BpPeMEHMU
NPOBEAEHNS YKa3aHHbIX MEpPONpUATUNA, NaHax, nporpaMmax NPoBEeAEHMSI YKa3aHHbIX MEPONpUSTUN U Temax,
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nnaHMpyemblx AN paCCMOTPEHUS, COCTABE MX YHACTHUKOB MyTEM pa3MeLLEHNs] COOTBETCTBYOLLEN MHGOPMALIMM
Ha cBoux odmumanbHbix caWTax B ceTn "MHTepHeT" He nosgHee AOBYX MecsUeB [0 Hayana npoBefeHus
yKa3aHHbIX MEepPONpUsITUN.

3. WHdopmauma o npoBeaeHUM MeponpuUATUR, YKa3aHHbIX B 4acTm 1 HacToswen ctaTbW, B CPOK,
YCTaHOBIMEHHbIA 4YacTbld 2 HacTosiew cTaTbW, [AofkHa ObiTb HanpaBneHa B dedepanbHbii  opraH
NCMNOMHUTENBHOW BRACTU, OCYLLECTBSIOWMIA DYHKLMKN NO KOHTPOIO M HAg30py B chepe 30paBoOXpaHeHnst, Ans
nocregyoLlero pasmeLleHns ee Ha odmumanbHOM canTe 3Toro opraHa B cetn "UHtepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJNIbCTBA
POCCUNACKON ®EOEPALIUM NMPU OBPALLEHUM NNEKAPCTBEHHbIX CPEACTB
1 BOSMELWEHWE BPEOA, MPUYUHEHHOIO 300OPOBbLIO NrPAXAOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NPEMAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHopatenbcTBa Poccuiickon ®depepaummu npwm
obpalleHMn nekapcTBeHHbIX CpeacTB

1. HapyweHne 3akoHogaTtenbcTBa Poccunckonn Pepepaumm npy obpalleHun NeKkapCTBEHHbLIX CpeacTs
BreyeT 3a cobor OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOA4AaTENbCTBOM Poccuiickon degepaumm.
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpeacTaBneHne UNn HeECBOEBPEMEHHOE MpeacTaBneHne nHpopmauum n (Mnm) OOKYMEHTOB Nnbo
npeAcTaBrneHne HeOgoOCTOBEPHbIX WMHMoOpMauum u  (MnK)  OOKYMEHTOB, MNPeayCMOTPEHHbIX HaCTOSLMM
deneparnbHbiM  3aKOHOM, CyObekTbl 0bpalleHUs JfekapCTBEHHbIX CPeAcTB HEecyT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccunckon ®egepaumn.

(vacTb 2 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pep. PeagepanbHoro 3akoHa ot 04.06.2018
N 140-$3)

Crtatba 69. Bo3melweHue Bpega, nNpuinHEHHOro 3A00pOBbLK rpaxaaH BcneacTteBue npuMeHeHus
JNIeKapCTBeHHbIX npenapatoB

1. MpousBoanTenb NEKApCTBEHHOro npenapata o00s3aH BO3MECTUTb Bped, MPUYUMHEHHbIV 300POBbIO
rpaxxgaH BcneacTBue NpYMEHEHNst NNEKapCTBEHHOMO Npenaparta, ecinv 4oKa3aHo, YTo:

1) nekapcCTBEHHbI npenapaT MNPUMEHANCA MO HasHaYeHWo B COOTBETCTBUM C MHCTPYKUMEH Mo
NPYMEHEHMIO NeKapCTBEHHOro npenapata M MNpuYMHOM Bpeda SBWNCS BBOA4 B rpaxaaHckuii o6opoT
HeA06pPOKaYeCTBEHHOIQ JIeKapCTBEHHOIO NpenapaTa;

2) Bpe 300POBbI0 NMPUYMHEH BCREACTBME HEAOCTOBEPHOW MH(OPMaLUK, coaepalleics B UHCTPYKLMK Mo
NPUMEHEHUIO NeKkapcTBEHHOro npenapara, U3fgaHHol NponsBoaMTeNeM NiekapCcTBEHHOro npenapara.

2. B cnyyae, ecnu Bpen 340POBbIO rpaxaaH MPUYMHEH BCReACTBUE MPUMEHEHUS eKapCTBEHHOro
npenapara, NpueLlero B HEroAHOCTb B pe3yrbTaTe HapyLleHUs NPaBui XpaHEeHWs! NIEKapCTBEHHbIX CPEACTB,
npaBuil ONTOBOW TOPrOBMN NEKAPCTBEHHbLIMU MpenapaTamMy, OpaBuil OTNycka JflekapCTBEHHbIX MpenapaTos,
OpaBwuil W3rOTOBIIEHMS W OTNyCKa JIeKapCTBEHHbIX MpenapaToB, BO3MELUEHVME Bpeda OCYLIEeCTBISETCS
COOTBETCTBEHHO OpraHvMsaumMen ONTOBOW TOProBfW NEKapCTBEHHbIMW CpeacTBaMu, anTeyHOW opraHusauunen,
WHAMBMAYANbHBIM NpeanpuHMMaTenem, UMEeLWUMN fULEH3NK Ha apMaueBTUYECKYD OEesATenbHOCTb Unu
MUUEH3NIO HA MEAWUMHCKYI0 [OEeATEeNbHOCTb, MEAMLMHCKOW OpraHusauven, WMewLwen nuueH3ulo Ha
hapmaLeBTMIeCKyt0 AeaTenbHOCTL (ee 060cobneHHbIM nogpasgeneHvemM (ambynaTopuen, denbawepckum n
denbaLLIEepPCKO-aKyLLEPCKMM MyHKTaMK, LEHTpOM (oTaeneHneM) obuwen BpayebHOM (CeMenHOW) NpakTUKM),
pacnonoXeHHbIM B CENIbCKOM HaCENeHHOM MNyHKTe, B KOTOPOM OTCYTCTBYET anTeyHas opraHusauus),
OOMyCTMBLUMMU NMPOSaxy UM OTMNYCK Takoro JIekapCTBEHHOrO npenapara.

(B peq. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. Bo3melueHne Bpeda, NPUYMHEHHOrO 340POBbLI0 Ipa)kgaH BCNeACTBUE NMPUMEHEHUS NeKapCTBEHHbIX
npenapaToB UNU COBEPLUEHWNS] NMPOTUBONPABHbLIX AENCTBUMIA CyObekTammu obpalleHus fnekapCTBEHHbIX CPeacTs,
OCYLLIECTBNSIETCA B COOTBETCTBUM C 3aKoHOoZaTenbCcTBOM Poccuiickon ®epepauuu.

Mnaea 16. SAKITIOYUTENBbHbIE NMOJTIOXEHUA
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Crtatba 70. O NpM3HaHUM YTPATUBLUIMMWU CUNY OTAESNbHbIX 3aKOHOAATeNbHbIX aKTOB (MOJOXEHUN
3aKOHopaTenbHbIX akToB) Poccuickon Pegepaumm

Mpr3HaTb yTpaTUBLUMMU CUITY:

1) depepanbHbli 3akoH OT 22 moHA 1998 roga N 86-®3 "O nekapctBeHHbIX cpepctBax” (CobpaHue
3akoHogaTtenbcTBa Poccuiickon Pepgepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH oT 2 gaHBapsa 2000 roga N 5-®3 "O BHeceHUW WU3MEHEHUS U OOMOMHEHU B
®epepanbHbin 3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHopatenbcTBa Poccuickon ®enepauum,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa oT 10 aHBapsa 2003 roga N 15-®3 "O BHeceHUN M3MEHEHUN U
OOMONTHEHMA B HEKOTOpble 3akoHoaaTenbHble akTbl Poccuiickon dPegepaumm B CBA3UM C  MPUHATUEM
depepanbHoro 3akoHa "O NUUEH3NPOBaHWMKM OTAENbHbIX BUAOB AesatenbHocTn" (CobpaHve 3akoHopgaTenbcTea
Poccunckon ®egepauun, 2003, N 2, cT. 167);

4) cratbtio 31 depepanbHoro 3akoHa oT 30 wmoHsa 2003 roga N 86-®3 "O BHeceHUW U3MEHEHUN K
OOMONHEHMIN B HEKOTOpble 3akoHodaTenbHble akTbl Poccuiickon ®egepauun, NpusHaHWU yTpaTUBLLUMMU CUNY
OTAENbHbIX 3aKOHOoAAaTemNbHbIX akToB Poccuiickon depepaumn, npeaoCTaBNeHUM OTAENbHbIX rapaHTUi
COTPYAHUKAM OpraHoB BHYTPEHHUX [Efl, OpPraHoB MO KOHTPOM 3a OOOPOTOM HApPKOTUMYECKMX CPeacTB U
MCUXOTPOMHbIX BELWECTB W YynpasgHsemblX GefepanbHbiX OpraHoB HasoroBo MONMUMM B CBA3KM C
OCyLLEeCTBNEHNEM Mep MO COBEPLUEHCTBOBAHMIO rocydapcTBeHHoro ynpasnenuns" (CobpaHue 3akoHogaTenbcTea
Poccuiickon ®epepaumm, 2003, N 27, ct. 2700);

5) cratbio 101 PepepanbHoro 3akoHa oT 22 aerycta 2004 roga N 122-®3 "O BHeCEHMU N3MEHEHWI B
3aKkoHodaTenbHble akTbl  Poccuiickon  degepaumm M MpU3HaAHUM  YyTPATUBLUMMW  CUIY  HEKOTOPbIX
3akoHofdaTenbHbIX aktoB Poccunckon depgepaumm B €BA3N € NpuHateMm PepeparnbHbix 3akoHOB "O BHeceHUM
n3MeHeHW n gononHeHun B ®PegepanbHbii 3akoH "O6 06WMX MpUHUMNAX OpraHM3auuM 3akoHogaTemnbHbIX
(npeacTaBUTEmNbHBIX) WM UCMOMHUTENbHBIX OPraHoB rocyAapCTBEHHOM Bnactn cybbektoB Poccuinckon
®epepaummn” n "O6 o6WKMX NpUHUMNAX OpraHM3auum MecTHOro camoynpasneHus B Poccuiickon ®epepaumn”
(CobpaHue 3akoHogaTenbcTBa Poccunckon ®enepaumm, 2004, N 35, ct1. 3607);

6) cratbio 28 denepanbHoro 3akoHa ot 18 gekabpst 2006 roga N 231-03 "O BBegeHUN B AECTBME YACTU
yeTBepTon [paxgaHckoro kopekca Poccunckon ®Pepepauun” (CobpaHue 3akoHogaTenbcTBa Poccuickon
®epnepaumu, 2006, N 52, cT. 5497).

Cratbsa 71. BcTtynneHue B cuny Hactosiwero ®epgepanbHOro 3akoHa
1. Hactosawmn ®egepansHblin 3akoH BCTynaeT B cuny ¢ 1 ceHTsabpsa 2010 roaa.

2. JlekapCTBeHHble CpeacTBa, 3aperucTpypoBaHHble [0 [OHA BCTYMNMEeHUs B CUNy  HacTodAlero
depepanbHOro 3akoHa, MNOANeXarT BKIHOYEHWKO B FOCYAApPCTBEHHblE PEECTPbl JEKApPCTBEHHbIX CPEACTB C
BHECEHMEM YKa3aHHbIX B 4actm 1 ctatbum 33 Hactosiwero ®PepepanbHOro 3akoHa cBedeHud 06 3Tux
nekapCcTBEHHbIX cpeAcTBax 6e3 NpoxoxaeHns BHOBb NpoLedypbl rocygapCTBEHHON perncTpaumm nekapcTBeHHbIX
npenapaTos.

3. locypmapcTBeHHast perucTpaumsi eKapCTBEHHbIX MPenapaToB, 3a WCKYEHMEM NeKapCTBEHHbIX
npenapaToB Anst MeAMUUHCKOro NpMMEHEHMs!, MpeacTaBneHHbIX Ha YKka3aHHY peructpaumio 4o AHS BCTYNNeHns
B cuny Hacrtosiero ®efepanbHOro 3akoHa, OCYLLECTBMSIETCS B COOTBETCTBUM C HacToswmm PenepanbHbiM
3aKOHOM Ha OCHOBaHUWM OOKYMEHTOB W [AaHHbIX, NPEACTaBMEHHbIX OO0 AHA BCTYMMEHUSs B CUMY HacTOSLLEro
denepanbHOro 3akoHa.

(B pea. PepepanbHoro gakoHa ot 11.10.2010 N 271-$3)

3.1. TocymapcTBeHHasi perucTpauusi NeKapCTBEHHbIX MpenapaToB Anst MeAULMHCKOro NPUMEHEHWS,
NPeLCTaBMNeHHbIX Ha rOCYAapCTBEHHYIO perMcTpaumio 4o AHS BCTYNNEHUs B cuny Hactosiwero depepanbHoOro
3aKOHa, W rocyOapCTBEHHasi perncTpauusi nekapcTBEHHbIX NpenapaTtoB Ans MEAULMHCKOrO MPUMEHEHUS,
npeAcTaBreHHbIX Ha 3KCNepTU3y JIeKapCTBEHHbIX CPeACTB A0 [AHS BCTYMNEHWS B CUMY HacCTOSILLEro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

PepepanbHOro 3akoHa B LUensaxX WX MNocreaylolen rocygapCTBEHHON perncTpauuu, OCYLLEeCTBAAOTCA Ha
OCHOBaHUW OOKYMEHTOB WM AaHHbIX, NpeACTaBfeHHbIX A0 AHA BCTYyMfeHus B cumy Hactoswero ®egepanbHOro
3aKOHa, a TakkKe 3asBMeHWs O roCyAapCTBEHHOW perncrpaumm nekapCcTBEHHOro rnpenapara, NnpeAacTaBneHHOoro
npou3soguTenemM nekapCTBEHHbIX NpenapaToB UMy YNONHOMOYEHHbIM UM FIMLOM B COOTBETCTBMU C HacCTOSALLUM
denepanbHbIM 3aKOHOM B YMNOMHOMOYEHHbIN dhedeparnbHbIi opraH UcnonHuTensHon eBnactn go 1 maprta 2011
roga, 6e3 TpeboBaHuMs ynnaTbl rOCyAapCTBEHHOM NOLUMMHbI, NPegyCMOTPEHHOW 3aKoHOAaTeNnbCTBOM Poccuickoi
®epepaumun o Hanorax n cbopax.

(yactb 3.1 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. MNogTBepxaeHWe rocyaapCTBEHHOW peructpauMm nekapCTBEHHbIX npenapatoB ANd MeauuMHCKOro
NPUMEHeHUs, NPeacTaBneHHbIX ANS NOATBEPXOEHMS rocy4apCTBEHHOW perncTpaumn 4o AHS BCTYNNEHUs B CUny
HacTosiwero ®enepanbHOro 3akoHa, W MOATBEPXKOEHUE TOCYAAPCTBEHHOM pErncTpauum NekapcTBEHHbIX
npenapaTtoB AN9 MEeOULMHCKOTO NMPUMEHEHWS, NPeACTaBMIEHHbIX HA SKCNEPTM3Y NIeKapCTBEHHbIX CPEACTB A0 OHS
BCTYMNeHUs B cuny Hactoswero ®PegepanbHOro 3akoHa B Uensx MOCreayrolwero MNOATBEPXKAEHUS WX
rocygapCTBEHHON perncTpaummn, OCyLLEeCTBASITCA Ha OCHOBaHUM OOKYMEHTOB W AaHHbIX, NPeACTaBneHHbIX A0
OHS BCTYNneHus B cuny HacToswero ®edepanbHOro 3akoHa, a Takke 3asiBreHWs O MogTBEePXKOEeHUM
rocygapCTBEHHONW  permcrpaumMu  fiekapCTBEHHOro  npenaparta,  MpeacTaBreHHOro  npounssBoauTenem
neKapCTBEHHbIX MpenapaToB UIN YNOMHOMOYEHHBIM MM JIMLOM B COOTBETCTBUM C HacToswmm PegepanbHbiv
3aKOHOM B YMOJTHOMOYEHHbIV dedeparnbHbIi OpraH UcnofHuTensHow Bnactu go 1 mapta 2011 ropa, 6es
TpeboBaHMsl ynnatbl rOCYQapCTBEHHOM MOWWMHBI, NPeayCMOTPEHHOM 3akoHodaTenbCTBOM  Poccumnckon
depepaumm o Hanorax u cbopax.

(vacTb 3.2 B pea. PegepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.3. MNMpuHATUE peLleHns 0 BHECEHUN U3MEHEHNI B JOKYMEHTbI, COAEPXKaLLMECs B permcTpaLMoHHOM JOCbe
Ha 3aperncTpMpoBaHHbIN JIEKAPCTBEHHBIN Npenapar Anst MEAMLMHCKOrO NPUMEHEHWS 1 NpeAcTaBlieHHble A0 OHS
BCTYNNeHnsa B cuny Hactosiwero denepanbHOro 3akoHa, M MPUHATUE pPeELUeHMS O BHECEHMM WU3MEHEHUI B
OOKYMEHTbI, coaeprKallleecs B perucTpaumMoHHOM A0Cbe Ha 3apermcTpupoBaHHbIN NIEKapCTBEHHbIN NpenapaT 4ns
MEeOMLMHCKOro NPUMEHEHUsT U NpeacTaBeHHbIe Ha 9KCNepPTU3y NeKkapcTBEHHbIX CPeACTB A0 OHSA BCTYNNeHnsa B
cvuny Hacrtosiwero depepanbHOro 3akoHa, OCYLLIECTBMSAKTCA Ha OCHOBAaHUM [OKYMEHTOB W [AaHHbIX,
NpeacTaBneHHbIX OO AOHS BCTyNneHuWss B cuny Hactoswero PefepanbHOro 3akoHa, a Takke 3asiBNeHus O
BHECEHUN W3MEHEHUN B [OKYMEHTbl, COAepXallMecs B PerucTpauMoHHOM [OCbe Ha 3aperncTpypOBaHHbIN
NekapCTBEHHbIN NpenapaT AMsi MEAULMHCKOrO NPUMEHEHNS, NpeaCcTaBeHHOro NMPOM3BOANTENEM NTIEKAPCTBEHHbIX
npenapaToB WNM YMNOSTHOMOYEHHLIM MM IMLOM B COOTBETCTBUM C HacToAwmm DegepanbHbIM 3aKOHOM B
YMOSTHOMOYEHHbLIN hbeaepanbHbii opraH ucnonHutTensHon Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHus
ynnaTbl rocy4apCTBEHHOW MOLUMMHbI, NPEAYCMOTPEHHON 3akoHoA4aTenbLCTBOM Poccuickon ®enepauum o Hanorax
n cbopax.
(vactb 3.3 B peq. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelleHuii Ha npoBeaeHne KITMHUYECKMX UCCRNeAOBaHUA NeKapCTBEHHbIX NpenapaToB Ans
MEOULMHCKOrO NPUMEHEHUS NO 3asiBIEHMAM, NoAaHHbIM 40 AHS BCTYNIEHUs B cuny Hactosiwero denepansHoro
3aKOHa, a Takke No 3asiBreHusIM, NogaHHbIM MoCcne OHst BCTYNNeHUs B cuny Hactosiwero defepanbHoOro sakoHa
Ha OCHOBaHWM 3KCMEepPTU3, MPOBEAEHHbIX OO0 AHS BCTYMNNeHMs B cuny HacTosilero depepanbHOro 3akoHa,
OCYLLECTBNSAETCSH B COOTBETCTBUM C HacToswmm deaepanbHbIM 3aKOHOM Ha OCHOBAHUW JOKYMEHTOB U AaHHbIX,
NpeACTaBMNeHHbIX UK NOMYYEHHbIX 40 OHSA BCTYNMeHus B cuny HacTtosiwero ®denepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMUW NpeaBapuUTENbHOrO OOroBopa 00s13aTENbHOr0 CTPaxOBaHWUS KWU3HW, 300POBbS MNALMEHTOB,
y4YacTBYOLNX B KIMHUYECKOM UCCNEeAOoBaHUM NEKAPCTBEHHOMO npenaparta Ans MeAULMHCKOTO NPUMEHEHUS, UK
Konuu poroBopa 06s3aTeNlbHOro CTPaxoBaHUS KU3HW, 340POBbS MALMEHTOB, Y4YaCTBYHOLMX B KIMHUYECKOM
nccrnegoBaHUM NEeKapCTBEHHOrO npenapata Ans MeauUMHCKOro MpUMeHeHus, nnbo npencTaBrneHHON Komuu
Joroeopa 065s13aTeNbHOr0 CTpaxoBaHusl, 3aKMOYEHHOrO B COOTBETCTBMM C TUNOBLIMU Npasunamu obsisatenbHOro
CTpPaxoBaHusl, C yka3aHMeM NpeaenbHOM YNCIIEHHOCTM NaUMEHTOB, y4acTBYOLWMUX B KITMHUYECKOM MCCregoBaHnm
NeKkapCTBEHHOrO npenaparta Ans MeauuUMHCKOro npuMeHeHusi, 6e3 TpeboBaHMs ynnaTbl rocyaapCTBEHHOMN
MOLUSMMHBI, MPEAYCMOTPEHHOIN 3akoHoAaTeNnbCTBOM Poccuiickoin defepaumm o Hanorax n céopax.

(yactb 3.4 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperucTpmpoBaHHble B MHOCTPAHHOW BarntoTe A0 AHS BCTYNMEeHUs B cuny Hactoswero degepansHoro
3aKkoHa npederibHble OTMYCKHblE LEHbl WHOCTPaHHbIX MNpou3BOAUTENEN Ha JeKapCTBEHHble npenaparhbl,
BK/OYEHHblE B [epeyeHb XM3HEHHO HeOoOXOOUMbIX WM BadKHEMLUMX feKapCTBEHHbIX MnpenapaTtoB, noanexat
nepecyety B pybnu no kypcy LleHTpanbHoro 6GaHka Poccuiickon ®Pegepaumm Ha AaTy, YCTaHOBIEHHYHO
MpaButenbctBoMm Poccuiickon Pepepaumm, 6e3 npeactaBneHns 3asBNeHNss O nepecyeTe LeHbl C BHECEHMEM

www.consultant.ru CrpaHvua 131 mn3 132
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463191&amp;dst=5571
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=463191&amp;dst=5571
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=421004&amp;dst=100207
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=421004&amp;dst=100207
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=421004&amp;dst=100209
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=421004&amp;dst=100209
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=421004&amp;dst=100210
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=421004&amp;dst=100210
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=169970&amp;dst=100008
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=169970&amp;dst=100008
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=421004&amp;dst=100211
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=421004&amp;dst=100211
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=449392&amp;dst=100012
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=449392&amp;dst=100012
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pea. ot 30.01.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 15.05.2024

(c u3m. n gon., BCTYN....

COOTBETCTBYHOLUNX M3MEHEHUA B rOCYLAPCTBEHHLIN PEECTp npefenbHblX OTMYCKHbIX LIeH NpoussoauTenei Ha
nekapcTBeHHble npenapaTbl, BKMHOYEHHbIE B NepeyYeHb XU3HEHHO HEOOXOAUMBIX Y BaXKHENMLIMX NEKapCTBEHHbIX
npenaparos.

(yactb 3.5 BBegeHa PepepanbHbiM 3akoHoMm oT 11.10.2010 N 271-93)

3.6. 3aperncrTpmpoBaHHble 0O OHS BCTYNNEHUs B cuny HacTosiwero ®egepanbHoro 3akoHa npepernbHble
OTMYCKHblE LIEHbl POCCUWACKUX MNPOM3BOAMTENEN Ha JeKapCTBEHHbIE MNpenapatbl, BKIOYEHHbIE B MNEpevYeHb
XXN3HEHHO HEOOXOAMMBIX U BaXKHEWLLMX NEKAPCTBEHHbIX NpenapaTtoB, noanexar uHaekcauumn ¢ 1 Hos6pst 2010
roga Mcxogs M3 NPOrHO3MPYyeMOoro YpOBHS MHAMAUUKM, YCTaHOBMEHHOro deaepanbHbIM 3aKOHOM OT 2 gekabps
2009 roga N 308-93 "O cenepanbHom brogxeTte Ha 2010 rog 1 Ha nnaHoBbIv nepuof 2011 n 2012 rogos" Ha
2011 rog.

(vacTb 3.6 BBegeHa depepanbHbIM 3akoHoM OT 11.10.2010 N 271-03)

3.7. Tocne 1 mapta 2011 roga He ponyckaroTcs NMPOu3BOACTBO M BBO3 B Poccuiickyio depepauuto
NeKapCcTBEHHbIX NpenapaToB B YNakoBKax C MapKUPOBKOW, KOTopasa Obina HaHeceHa A0 AHSA BCTYMNEHUs B CUmy
HacToswero deagepanbHOro 3akoHa. 1o MCTeYeHMM yKkaszaHHOro Cpoka [aHHble NeKapCTBEHHble npenapaTbl
MOTyT OTNycKaTbCsl, peann3oBbiBaTbCH, NepeaaBaTbCs U NPUMEHATLCA 40 UCTEYEHUSA UX CPOKa rOOHOCTMU.

(B pea. PenepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-93)

4. Co pgHs BCTynneHus B cuny Hactosiwero PepepanbHoro 3akoHa m no 30 anpens 2011 roga
BKIMIOYUTENBHO [OMYCKAeTCs MpoBeAEeHUe IKCNepTU3bl NeKapCTBEHHbIX CPeACcTB 3KCMepTamu 3KCNEPTHOro
yypexaeHuss 40 NPOXOXAEHUs UMK aTTecTauuu B NOpsKe, YCTAHOBMEHHOM YNOMHOMOYEHHBLIM hefepanbHbIM
OpraHoM MCMONHUTENBHOWM BNacTy.

5. Co agHa BcTynneHuss B cuny Hactoswero depepanbHoro 3akoHa u no 31 gekabps 2013 roga
BKITIOYMTENBHO OCYLLECTBMSETCA Nepexod K MPOW3BOACTBY JleKapCTBEHHbIX CPeACTB B COOTBETCTBUWN C
npasunaMy opraHnsaLmn NpousBoACTBa U KOHTPONS KadyecTBa fleKapCTBEHHbIX CPeACTB, YKa3aHHbIMU B 4acTu 1
ctatbn 45 Hactosiwero ®egepanpHoro 3akoHa, B MonHoM obbeme. Cpoku nepexoda Mpov3BOACTBA
neKapCcTBEHHbIX CPEACTB K MX MPOM3BOACTBY B COOTBETCTBMM C KOHKPETHbIMU TpebGoBaHMAMW AaHHbIX Npaswn,
BKIMOYasA CPOKW aTTecTaumm YNONMHOMOYEHHbLIX WL, YKasaHHbIX B 4actax 6 m 7 cratbn 45 HacTosiero
depnepanbHOro 3akoHa, yctaHasnueatotcs lNpaButensctBom Poccuiickon deagepaumn.

6. JluueH3un Ha NpoM3BOACTBO NEKapCTBEHHbIX CPeacTB, BblAaHHble 00 1 aHBaps 2014 roga, OencTByiOT
nocne 1 aHBapa 2014 roga 40 UCTEYEHUS CpoKa UX 4ENCTBUA NPU YCNOBUN COOTBETCTBUSA NULEH3MaTa npasunam
opraHuMsaummM NpouM3BOACTBA M KOHTPOMS KavyecCTBa JIEKAapCTBEHHbIX CPeACTB, Yka3aHHbIM B Yactu 1 ctatbun 45
HacTosdwwero PenepanbHOro 3akoHa.

7. ®opmMupoBaHMe rocydapCTBEHHOro 3adaHusi Ha NpOBedeHWe 3KCNepTu3bl NEeKapCTBEHHbIX CpPeacTB
denepanbHOMY rOCyAapCTBEHHOMY OHOOXETHOMY YYPEXAEHWI0 MO MPOBEAEHWMI0 3KCMEepTU3bl feKapCTBEHHbIX
cpencTs 1 uHaHcoBoe obecrneyeHme BbINOMHEHNS 3TOMO 3afaHus OCYLLECTBRAIOTCA B Nopsigke, yCTaHOBIEHHOM
®enepanbHbiM 3akoHOM OT 12 aHBapsa 1996 roga N 7-9©3 "O HekoMMep4Yeckux opraHusaumsax”.

(vacTb 7 BBegeHa denepanbHbiM 3akoHoM OT 29.11.2010 N 313-03)

Mpe3angeHT
Poccuiickon depepaumm
O0.MEOBEJEB
Mocksa, Kpemrb
12 anpensa 2010 roga
N 61-®3
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