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depnepansHoi cnyx60i No Haa3opy B cgepe 34paBOOXPAHEHUS MPUHATO PELLEHUE O
NnpekpawieHnn obpalleHns NIeKapCTBEHHOro cpefctea «AmpKucenT®, Tabnetkm gna
paccacblBaHUSi MEHTO/I0BO-3BKA/IMNTOBbIE 6 LWIT., CTpUNbl (4), NaykM KapTOHHbIE» CEpPUM
10/14/6020 npounssofcTea «Ampkno ®@apmavestukans JIta» (NHAUS) B CBA3M C MHOpMaLmei
O BbIIBNIEHWM B paMKax BblOOPOYHOIO KOHTPONSA KayecTBa JIEKAPCTBEHHbIX CPeACTB
aKcnepTHou opraHusaunenn Prey «MMUIYAOCMI» Poc3apaBHagsopa (punvan B
r. PoctoB-Ha-[l10HYy) HeECOOTBETCTBMA KayecTBa MapTUW BbllEyKa3aHHOro J/IEKaPCTBEHHOIO
cpefctea TpeboBaHMAM HOPMATUBHOW [OKYMeHTauMuM No rnokasaTento «KonmyecTBeHHOe
onpefeneHve (NMMMOHHas KuCNoTa)», Bnagenel nNapTUU  NEKapCTBEHHOrO  CpeacTsa
000 «®K TIpaHg Kanutan Bonrorpag» (Bosmkckumidi npocnekt, 4. 4K, r. Bonrorpag,
Bonrorpasackas o6nactb).

TepputopuanbHoMy opraHy Poc3gpaBHag3opa no  Bonrorpagckod  06nactu
ob6ecneyunTb KOHTPO/Ib 3a WU3bATUEM W3 TPaX[aHCKOro 060poTa M YHUYTOXEHUEM B
YCTaHOB/IEHHOM MOPAAKe YKa3aHHOW napTuM Hegob6pOKayeCTBEHHOrO JIEKapCTBEHHOIO
cpefcTBa.

TeppuTtopranbHbiM opraHam Poc3gpaBHagsopa 06ecrneynTb KOHTPO/b 3a BbISAB/IEHVEM
N N3BATUEM U3 0bpaLLLEeHNS YKa3aHHOW cepun NEKapCTBEHHOTO CpeACTBa.

O npoBefaeHHOI paboTe MHpopMUpoBaTL Poc3apaBHaa3op.

depnepanbHas cny)xé6a no Hag3opy B cepe  34paBOOXPAHEHUS  yKasblBaeT
n3roToBuTeNto (Mpodasuy, NuLY, BbINOMHAKOWEMY (YHKUNN WHOCTPAHHOrO WM3roTOBUTENS)
yKa3aHHOW Cepumn NIeKapCTBEHHOr0 CpeAcTBa Ha HEO6XOAUMOCTL NPOBELEHMSA MEPONPUATUIA,
NpefyCMOTPEHHbIX cTaTbeir 38 deaepanbHOro 3akoHa oT 27.12.2002 Nel84-®3 «O
TEXHMYECKOM pPerynmpoBaHnmn».

Poc3gpaBHaa3op npeanuncbiBaeT W3roToBuTento (Mpofasly, NWLY, BbIMOMHAKOLEMY
(PYHKLUMN WMHOCTPAHHOTO W3roTOBUTENA) B TeYeHMe [AecATU [AHEW C MOMEHTA MOoyyYeHus
MH(OpMaLMM O HECOOTBETCTBUMN JIEKAPCTBEHHOIO CpeAcTBa 06s3aTe/ibHbIM TpeboBaHMAM K
KayecTBy paspaboTtaTb M cornacoeatb C Poc3gpaBHaA30poM MporpaMmmy MepornpusTuil no
NpeLoTBPaLLEHMIO YTPOo3bl MPUUYMHEHNS BPea XN3HU 1 3[40POBbI0 IpaXkKaaH.
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