MVIHVICTepCTBO 34PaBOOXPaHEHNA

Poccuiickoii depepauun 2286541
PENEPANIBHAA CNYXBA MO HAA3OPY
B C®EPE 3lPABOOXPAHEHWSA Cy6beKTbl 00paLLeHus
(POC3APABHA/L3OP) NeKapCTBEHHbIX CPeacTB
PYKOBOAWNTENDb
CnaBsHckasa nn. 4. ctp. 1, Mocksa, 109074 Teppvchlleaanble OpraHbI
TenedoH: (495) 698 45 38; (495) 698 15 74 depnepanbHoOU Cﬂy)K6bI no Hapa3opy B
/".03/10/9 Nne OYUH- cthepe 34paBOOXPaHeHNs
HaNe oT

MeAnLUMHCKIE OpraHm3aLmm

O npekpaLLeHnmn o6paLLeHus OpraHbl ynpaBneHus
Cepun NIeKapCTBEHHOTO CPeACTBA 3[1paBOOXPAHEHNEM CYObEKTOB

Poccuiickon defepaunn

depepanscHoM cnyx 601 No Hag3opy B cepe 34paBOOXPaHEHUSA NPUHATO PeLLEHME O
npekpaweHnn o6paLLeHns fIeKapCTBEHHOro cpeactsa «Hatpus xnopufi, pacTBop ANS
NHGpyY3nin 0.9% 200 mn, KOHTeHepbl nonumepHble (1), naketbl nonnatuneHosble (30),
AWNKN KapTOHHbIE» cepumn 220918 npomssoactea OO0 «Asekcuma Cnbupb» (Poccus), B
CBA3M C WH(OpMauMeil O BbISBIEHWM B paMKaxX BbIGOPOYHOro KOHTPONA KayecTBa
NEeKapCTBEHHbIX CPeACTB  3KCMepTHOW opraHusaumenn @Prey «MMUIYAOCMI»
Poc3gpaBHagsopa (Mockoeckas nabopaTopusi) HeCcOOTBETCTBMA  KayecTtBa napTuu
BblLLEYKa3aHHOro NeKapCTBEHHOTO cpeAcTBa TpeboBaHMAM HOPMaTUBHOM
AOKYMeHTauum o nokasaTento «MexaHuMYecKne BK/IKOYEHUSA», Bnageney, naptuu
nekapcteeHHoro cpeactea OOO «3nbye» (Bnagumupckas o6bnactb, . [ycb-
XpycTanbHbli, yn. MpaguneHas, 4. 9).

TepputopnanbHoMy opraHy PocsgpaBHag3opa no Bnagumupckoi ob6nactu
obecneynTb KOHTPO/b 32 M3bATMEM U3 TpaXLaHCKOro o6opoTa M YHUYTOXKEHUEM B
YyCTaHOBMIEHHOM MOPsSiAKe YKa3aHHOW napTuM HefobpoKavyeCTBEHHOrO JIEKapCTBEHHOIO
CpefcTBa.

CybbektaM ob6paleHns eKapCTBEHHbIX CPeACTB, BKAWYaA  MeAuLMHCKME
opraHusauun, HagnexXuT NPUHATb Mepbl, Hanpae/fieHHble Ha cob6nfeHne TpeboBaHWi
n. 30 T[MpaBun Hagnexawen nNpakKTUKM XpaHEHUS W MNEepPeBO3KU NEeKAPCTBEHHbIX
npenapatos An1a MeAWLUHCKOrO MNPUMEHEHUs, YTBEPXAEHHbIX npukasom MwuH3gpasa
Poccun ot 31.08.2016 No 646H. O pesynbTatax npoBeAeHHOW paboTbl cregyet
NH(OPMUPOBATL TEPPUTOPUANbHBIE OpraHbl Poc3gpaBHag3opa.

TepputopuanbHbiM  opraHam Poc3fgpaBHazg3opa 006ecrneynTb  KOHTPO/Ib  3a
BbISIBIEHWEM N U3bATUEM U3 06palleHMA yKa3aHHOW Cepumn NeKapcTBEHHOro npenapara.
O npoBefeHHOI paboTe MHpoOpMMpoBaTL Poc3apaBHaa3op.

depepanbHas cnyxba Mo Hag3opy B cepe 34paBOOXPaHEHUs  yKasbiBaeT
nsrotosutento  (npogasuy,  uuy,  BbIMOAHAKOLWEMY  (YHKUUWM  MHOCTPaAHHOro
N3roTOBUTENA) LaHHOMW Cepun NIeKapCTBEHHOrO CpeAcTBa HA HEO6XOAUMOCTL MPOBEAEHNUA
MePONpUATUIA, NpeayCcMOTPEHHbIX cTaTbelr 38 ®PedepanbHOro 3akoHa oT 27.12.2002
Ne 184-®3 «O TEXHUYECKOM PerynnpoBaHumn».



Poc3apaBHaA30p NpeanuncbiBaeT U3roTOBUTENO (NPOAABLY, NULLY, BbIMOMHAKOLEMY
(YHKLUMN MHOCTPAHHOrO U3roTOBUTENS) B TeUEHWE AecATW [HEeil ¢ MOMEHTa NonyyeHus
MH(OpPMaLMM O HECOOTBETCTBUM NEKAPCTBEHHOTO CPeAcTBa 06s3aTeNlbHbIM TPE6OBAHUAM
K KayecTBy pa3paboTaTb M cornacosaTb C Poc3gpaBHaf30poOM MporpaMMy MeponpusaTuii
Mo NpefOTBPALLEHUNIO YIPO3bl MPUYMHEHNS BPea XXWU3HW U 340POBbI0 FpaXaaH.
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