MWHWCTEPCTBO 3/1paBOOXPaHEHUS oz 73080
Poccuiickoin ®epepaumm

OEJEPANIBHAA CNYXBA MO HAL30PY Cy6beKTbl 0bpalLeHVs
B C®EPE 3PABOOXPAHEHNA NeKapCTBEHHbIX CPeACTB
(POC3OPABHAL3OP)
PYKOBOAWTE/Ib TeppuToprasibHble opraHb!
CnassiHckas ror. 4. cTp. 1. Mocksa, 109074 CDelﬂlepa}'leOﬁ C}'Iy)K6bI no Haa3opy B

T . (495) 698 45 38; (495) 698 1574
eneor: (499) (499) cthepe 34paBoOXpaHeHUs

Ha.Nb ot MeauUNHCKIMe opraHM3aumm

0 npekpawieHnm obpaLleHns OpraHbl yrpaBneHus
nn K TBEHHOT B
CEPUM NEKAPCTBERHOTO CpeacTsa 3paBOOXPaHEHNEM CYOBHEKTOB
Poccuinickoi deaepaymm

defepasibHOM CNYX601 N0 HaA30py B chepe 34paBOOXPAHEHNSA NMPUHATO PeLLeHNe O
npekpaileHnn obpalleHns NeKapcTBeHHOro cpeactBa «OpfecToH, Tabnetkn 200 mr
10 WT., YNakoBKN SiYENKOBble KOHTYpHble (5), Mayku KapTOHHbIe» cepun 41661813
npomssoactea AO «[MabsaHuuknin - apmauesTnyeckuii  3asog [lMonba», Monbwa
(mexknapauma o coorsetcTBMM Ne POCC PT.®M11.092291 ot 11.08.2017) B CBSA3N C
NH(hOpMaL e 0 BbISB/IEHUN B pamMKax BbIGOPOYHOr0 KOHTPO/SA KayecTBa JSIeKapCTBEHHbIX
CPeaAcTB 3KCMepTHoi opraHusauvern Prey «P1IMLUIYAOCMI» Poc3gpaBHaazopa
(Cyoepmecckuii - dmnuan)  HeCOOTBETCTBUSA — KayecTBa MapTUM  BbIlLEYKa3aHHOIro
NIEKapPCTBEHHOro cpefcTBa TpeboBaHMAM HOPMATUBHOM LOKYMeHTauuu Mo rnokKasartesio
«lMocTopoHHMe npumecn. CymMma npuMecer», Bnageney, napTuM  IEKapCTBEHHOI 0
cpeactBa OO0 «[leHT» (Pecny6nuka farectaH, r. Kacnuiick, yn. JleHuHa, 4. 18).

TepputopranbHoMy opraHy Poc3gpaBHagsopa no Pecnybnvke [arectaH
06ecrnevynTb KOHTPO/Ib 32 WU3bATMEM M3 TPAKLAHCKOro 060poTa M YHUUYTOXKEHMEM B
YCTaHOB/IEHHOM MNOPSAKe YKa3aHHOW MNapTuM HeL0O6pOKayeCTBEHHOro J1eKapCTBEHHOIO
cpefcTBa.

CybbekTam obpalleHnUss NeKapCTBEHHbIX CPeACTB, BK/AYad  MeAULMHCKUE
opraHusauuuy, HagleXxuT MPUHATb Mepbl, Hanpas/ieHHble Ha cobntofeHue TpeboBaHUI
n. 30 MMpaBun Hagnexawen nNPaKTUKN XPaHeHUS U MNEePeBO3KU  NIeKapCTBEHHbIX
npenapaTtos A9 MELULMHCKOrNO MNPUMEHeHUs, YTBEPXAEHHbIX npukKasoM MwuH3gpasa
Poccum ot 31.08.2016 Neo 646H. O pesynbTatax MpoBeAeHHOW paboTbl cnegyeT
NHMOPMMpPOBaTL TeppUTOPUASIbHBbIE OpraHbl Poc3apaBHajgsopa.

TepputopuasibHbiM  opraHam  PocsgpaBHag3opa o06ecrnednTb  KOHTPONb 3@
BbISIB/IEHWEM M U3bATUEM U3 00palLeHUs YKasaHHOM Cepuun NeKapCTBEHHOrO CPeACTBa,
Haxofswencs B  obpalleHMM Ha OCHOBaHUM  Jeknapaumm 0  COOTBETCTBUM
Ne POCC PIr.®M11.192291 ot 11.08.2017. O npoBeAeHHOM paboTe MHHOpMMPOBaTb
Poc3gpasHazsop.

defepasibHasdg  cnykba no  Hag3opy B cepe 34paBOOXPaHeHUs  YKasbiBaeT
n3roToBuTento  (npogaBuy, /Ly,  BbIMOMHAKWEMY  YHKUUM  MHOCTPAHHOr0
N3roTOBUTENS) AaHHOW CepuKn NeKapCTBEHHOIro CpeAcTBa Ha HeOOX0AMMOCTb MPoBeLeHUS



MEPONPUATUA, MPeayCMOTPEHHbIX CTaTbel 38 dPefepasibHOro 3akoHa OT 27.12.2002
Ne 184-d3 «O TeXHNYeCKOM pPerysimpoBaHun».

Poc3gpaBHag3op npeanucbiBaeT M3roToBUTeNto (Npogasuy, NULY, BbIMOSTHAOLWEMY
(OYHKUUM MHOCTPAHHOI0 M3roTOBUTENSA) B TeYEHWe [LeCATWU AHEW C MOMeHTa MosydeHus
NH(opMaLMM 0 HECOOTBETCTBUM NNEKAPCTBEHHOIO cpefAcTBa 06si3aTe/IbHbIM TPeboBaHUAM
K KauyecTBy paspaboTaTb WM cornacoBatb ¢ Poc3gpaBHaA30pOM NporpaMmmy MeponpusiTUil
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