B ®enepanbHyro ciyx0y M0 BETEpUHAPHOMY U
(buTocaHUTApHOMY HAA30PY

3ASIBJIEHUE

O BbIAAYC 3aKJIFOUCHUS O COOTBCTCTBUU IIPOU3BOAUTCIIA (I/IHOCTpaHHOFO
HpOI/ISBOI[I/ITeJISI) JICKAPCTBCHHLIX CPCACTB JII BETCPUHAPHOTO ITPUMCHCHUA
TpC6OBaHI/I$IM IIpaBHJI Haﬂﬂemameﬁ HpOHSBOI[CTBCHHOﬁ IMPpaKTUKH

[Ipoumry BbLAATH 3aKIIOYEHHE O COOTBETCTBMM IPOU3BOJAUTENS (MHOCTPAHHOTO
MIPOU3BOAMTEINSA)  JIEKAPCTBEHHBIX
TpeOOBaHUAM NPABWII HAJUJIEXKAIIEH TPOU3BOACTBEHHON MPAKTUKHU.

CpeACTB IS

A. Nudopmarnus o mpousBoauTese JEKAPCTBEHHBIX CPEACTB

BCTCPUHAPHOT'O IIPUMCHCHUA

HanmenoBanwue (¢
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JIEKAPCTBEHHBIX CPEICTB | CPOK

(W11 TOKYMEHT, Ha e CTBUS
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JTUTIEH3UIO (VITH HaXO0XKIEHUS
AOKYMCHT, HAa OCHOBaHHUH | TEI. ¢axc (mpu HATUIUN) aZpec IEKTPOHHOU MOYTHI
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ISl BETEPUHAPHOTO
PUMEHEHHS)




®.1.0.
YnonaoMoueHHoe Juio | JIOIKHOCTB:
TIPOU3BOTUTEIIS Te. (bakc (Ipu HATHYUH ) a/ipec JIEKTPOHHOM MOYTHI
O®.1.0.
JlomKHOCTB:
KonTakTHOE 111110
MIPOU3BOIUTEIIS =
TeJ. (hakc (mpu HAJTUIHH ) aapec AMEKTPOHHOU MOYTHI

b. YnonHoMo4YeHHbIN NpeACTaBUTEND, IEHCTBYIOLINMI OT JIMLA IPOU3BOAUTENS (MHOCTPAHHOTO

MIPOU3BOUTEIS )

(3anosHsETCS NpU HAIWYNH)

HaunmenoBaunue

CtpaHa npou3BOAUTENS

Anpec mecta
HaXO0XKJCHUS

ITouToBslii anpec

TCII.

¢baxc (mpu HATAYHN)

aZpec JIEKTPOHHOM MOYTHI

KonTakTHOE NTHIT0

®.11.0.

JIOJIDKHOCTB:

TCII.

¢axc (mpu HATAYHN)

aZpec JIEKTPOHHOM MOYTHI

B. JlanHbIE O MTPOU3BOJICTBE

TobroBoe MexnynaponHoe Craguu npou3BOACTBA,
p HEIMaTEeHTOBAaHHOE KOTOpbIE JlexapcTBeHHas
HAauMEHOBAHHE
HauMEHOBAaHME OCYIIECTBIISIOTCS Ha dopma, 103UpOBKa
JIEKapCTBEHHOT O .
cpencTBa JIEKAPCTBEHHOTO MIPOU3BOJICTBEHHOMN (ecu umeercs)
P cpeacTsa IJIOUIAJIKE

I'. PexBu3uTHl MOKyMEHTa, MOATBEPXKIAIOMIEro (aKkT BHECEHHUs IUIATEXa 3a BbIIAUy 3aKIFOYCHUS
O COOTBETCTBUHM MPOU3BOJAUTENS (MHOCTPAHHOTO MPOU3BOIUTENSI) JEKAPCTBEHHBIX CPEICTB IUIf
BETEPUHAPHOTO MPUMEHEHHS TPEOOBAHUSIM MPABIII HAJJISKAIEH TPOU3BOACTBEHHON MPAKTUKHU

I[aTa INIATCIKHOT'O JOKYMCHTA

HOMep IJIATCIXKHOTI'O NOKYMCHTA

OT uMeHu npou3BOIUTENS (MHOCTPAHHOTO MPOU3BOIUTENS) TOATBEPKIAIO0, UTO:
1) wuHbOpMaIs, CoaepIKaIIascsa B JaHHOM 3asBJICHUH, SIBIIIETCS TOCTOBEPHON;
2) mepej] TOAaye IAHHOTO 3asBICHHS, s O3HAKOMMWJICS C JCHCTBYIOIIMM B Poccuiickoit
®denepanny  3aKOHOJATEIILCTBOM B 00JacTH OOpaIeHusi JEKapCTBEHHBIX CPEJCTB IS
BETEPUHAPHOTO PUMEHEHUS.

JIOMKHOCTD, paMuITus, UMsI, OTYECTBO (IIPU HATTUIHH )
PYKOBOJTUTEIISI TPOU3BOTUTEIIS
(MHOCTPaHHOTO MPOU3BOAUTEIIS)

WJIM YIIOJTHOMOYECHHOTO TIPEICTABUTEIIS

M.II

(pu HAJTUYMH)

noAnurucCh

Jara




