MWHUCTEPCTBO 34paBOOXPaHEHNS
Poccuinckon ®efepaunm 2252412

OEAEPAJIBHAA C/TYXXEBA 1O HAL30PY r
B COEPE 34PABOOXPAHEHWA

Cyb6beKTbl obpalleHns
(POC3PABHA/30P) y paul

/IeKapCTBEHHbIX CPeACTB
CnassiHckas nn. 4, ctp. 1, Mockea, 109074
TenedoH; (495) 698 45 38; (495) 698 15 74 TeppMTopmaanb|e opraHbl
defepanbHO cny>Xbbl Mo HaA30py B
chepe 34paBOOXpaHeHUA
Ha No oT

MeanumMHCKue opraHum3aumm

O npekpaLlieHnn obpalieHus

CeEPUN NeKapCTBEHHOTO cpeacTea OpraHbI ynpasnenuns

3[1paBOOXPaHEHMNEM CYObEKTOB
Poccuiickon depepaummn

denepanbHOM cNy>K60M NO HaA30py B cdepe 34paBOOXPaHEHNSA NPUHSATO pPeLleHne o
npekpaiieHn obpalleHnUa eKapcTBeHHOro cpeactsa  «[lpoTaBepuH, pactesop Afid
nHbeKUMn 20 mr/mn 2 M, amnynbl cBeTo3awWMTHOro crekna (10), NMaykMm KapTOHHbIE»
cepumn 040318 npowmnssoactea PKI «ApmaBupckas brmonormnyeckas abpuka» (Poccus) B
CBA3N C MWH(oOpMaLMei O BbISIBNIEHUM B paMKax BbIOGOPOYHOro KOHTPONS KayecTsBa
NEKapCTBEHHbIX CPeACTB  3KCNEepTHOW opraHmzaumen ®rey «PIMUIYAOCMI»
Poc3gpaBHagsopa  (XabapoBCKU  (mMvan)  HecOOTBETCTBMSA  KayecTBa  NapTumn
BbllLEYKa3aHHOr0 JIeKapCTBEHHOro cpeAcTBa TpeboBaHMAM HOPMAaTUBHOM AOKYMeHTauum
no nokasarenam: «OnucaHue» (KUAKOCTb >KENTOro LBeta C O0O6WIbHOW B3BECHID),
«LIBeTHOCTb», «MexaHWYecKMe BK/OUEHUS: BUAUMbIE YacTuUbl»; Brageney, napTUu
NneKapcTBeHHoOro cpefctea OMbY3 «MarafgaHCKMin poausbHbIA - goM»  (MaragaHckas
obnactb, r. MaragaH, yn. Napkosas, 4. 12).

TepputopuanbHoMy  opraHy PocsgpaBHagsopa no MaragaHckon — obnactu
obecrneynTb KOHTPO/Mb 3a WU3bATMEM M3 FPaXK[aHCKoOro o6opota U YHUYTOXKEHWEM B
YCTAHOB/IEHHOM MOpPsAKe YKa3aHHOW napTUM Hefo006pOKaYeCTBEHHOrO J1IeKapCTBEHHOIO
cpefcTBa.

CybbekTam ob6paleHns /IeKapCTBEHHbIX CPeACTB, BKAKOYasA  MeAULUHCKME
opraHusaunun, HageXuT MPUHATL Mepbl, HarnpasfeHHble Ha cobnfeHue TpeboBaHWA
n. 30 [paBun Hagnexallern npPakKTUKN XpPaHEHUS W MNEPEeBO3KM  NIEKAPCTBEHHbIX
npenapaTtos Ans MeAUUMHCKOTO MPUMEHEHUS, YTBEPXAEHHbIX NpukKasoM MuH3apasa
Poccum ot 31.08.2016 Ne 646H. O pesynbTatax MpoBeAeHHOW paboTbl cnegyet
NH(OPMMPOBaTL TeEpPUTOPUANbHbIE OpraHbl Poc3gpasHaa3sopa.

TepputopuanbHbiM — opraHam  PocsgpaBHagsopa obecnednTb  KOHTPOMb 32
BbISIBIEHWEM N U3bATMEM U3 06paLleHNA YKa3aHHOW Ccepun leKapCTBEHHOrO MpenaparTa.
O npoBefeHHOI paboTe MHopMUpoBaTb Poc3apaBHaa3op.

depnepanbHaa cnyxba N0 Hag3opy B ciepe 34paBOOXPAHEHUA  YKa3blBaeT
n3rotoBUTeNto  (Npogdasuy,  AuUy,  BbINOMAHAKOWEMY  (PYHKUMM  WUHOCTPAHHOIO
N3roTOBUTENS) AaHHOM Cepum NeKapCTBEHHOrO CpefcTBa Ha HEOO6XOAMMOCTbL MPOBeAEHUS



MeponpusaTUin, NpeayCcMOTPEHHbIX cTaTbeit 38 ®deaepanbHOro 3akoHa oOT 27.12.2002
Noe 184-®3 «O TeXHUYECKOM pPerysimpoBaHNn».,

Poc3gpaBHaa30p npeanmcbiBaeT U3rotoBuTento (Npogasyy, Nuuy, BbIMOMHAKOLWEMY
(hYHKLUMN MHOCTPAHHOIrO W3roTOBUTENA) B TeYEeHWe AEecATUM LHEW C MOMEeHTa MoslyyYeHus
NHMopMaL MU 0 HECOOTBETCTBMM NEKAPCTBEHHOIO CpeAcTBa 06sA3aTeNlbHbIM TpeboBaHUAM
K KayecTBy pas3paboTaTb W corsacoeaTb ¢ Poc3apaBHag30poM MporpaMmy MepornpusaTuii
Nno NpefoTBpaLleHNI0 Yrpos3bl NPUUMHEHNSA Bpeda XU3HW U 300P0BbI0 FpaXkiaH.
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