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Poccniickoit Penepannu

GENEPAJIBHAS CJAYKBA IO HAA30PY l_ ' ]
B COEPE 3IPABOOXPAHEHHUY
(POC3/IPABHAII30P) CyOnexTsl 00paleHns
JeKapCTBEHHBIX CPEACTB
Cnassiuckaa 1. 4, crp. 1, Mocksa, 109074
Tenedon: (495) 698 45 38; 698 15 74
TepputopyalibHBIE OPraHbl

0942 2045~ 04U-209 ¢ /4 5 denepanbHOH cIyx65I 10 HAKZOPY

Ha Ne or B cepe 3MpaBOOXpaHEHYs

[ _ T Oprannsanuy, oCyIIeCTBIAIOIIHIES
SKCIEPTH3Y KadeCcTBa

O moctymnennn nuopmanuu JEKapCTBEHHEBIX CPEMICTB

O BEIBIICHHH HETOOPOKAUECTBEHHOTO

JICKapCTBCHHOIO CpeACTBa .
MeauuuHCKHe Opranu3aliin

Opraus! yrpaBieHus
3IpaBOOXpaHEHHEM CYOBEKTOB
Poccuiickoit ®eaepanun

MenepanbHag cayxba 1o Haxzopy B cdepe 3mpaBooxXpaHeHHS coo0maeT o
IOCTYIUIEHUM WHGopMaruu o BolBiaeHru [BY Pssanckoit obmactu «llentp mO
CepTHQHUKALMK W KOHTPONIO KadecTBa JIGKApCTBEHHKIX CPEACTBY» JICKAPCTBEHHOTO
CpeICTBa, KAYeCTBO KOTOPOTO He OTBEYaeT YCTaHOBICHHBIM TPeOOBaHUAM:

— Kanenus XJIOpHA, pacTBOp A BHyTpuBeHHoro BmemeHms 100 mr/mn 10w,
amnyael  (10), mauku kapromsble, mpomsBoacTBa DKII «Apmarupckas
6uodabpuxa», Poccua, smamereny Q00 «CromertHux», Pasanckas o6nacTs/
noctasimpk OO0  «ABecra ®apmanepThka», 1. MockBa, I0Kas3arelb
«IToanuaHOCTEY - cepuu 010315.

TeppuropralbHBEIM opranam PocampaBHansopa 1o Pazanckoit obnacty, r. Mockse u
MockoBckoit 061acTd  00eCHEUMTH KOHTPOJb 33 H3bATHEM H3 O0OpalleHAS H
YHHYTOXKCHAEM B YCTAHOBJICHHOM IOpAIKE YKa3aHHOM NMapTHH HeXOOpOKayeCTBEHHOIO
NeKapCTBEHHOTO IIpenapara.

®epepanpras cryx6a 1m0 Hamzopy B cdepe 3ApaBOOXpaHEHHA COOOMEAeT o
TIPHOCTAHOBIACHUH pPEaNT3alli MHEIX IapTHH BbHIIIEYKa3aHHON CepHU JEKapPCTBECHHOTO
npemnapara. _

PocsapaBHans3op IpeliaraeT cyObeKTaM oOpalleHHs JIEKQpCTBEHHBIX CPEHACTB,
MEIMIUHCKMM OPTaHM3audsM [POBECTH IIPOBEPKY HAIM4YHA YKA3aHHOH Ccepuu
NeKapCTBEHHOTO IIperapara, 0 pe3ylbTaTax KoTopoi MH(GOPMHUpOBaTh TEPPUTOPHATBHBIMA
opraH PocagpaBHanzopa.

TeppuTopraneubiM — opranaM  PocsapaBHajgsopa ofecrnednts KOHTPONb 32
BBIABIICHHEM M H3bsSTHEM U3 OOpallleH¥s YKa3aHHOM CepHH JIEKapCTBEHHOro mperapara. O
npoBeNeHHOH padoTre uHpopMHEpoBaTE PocsnpaBHan3op.
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QenepanmpHas cryxba mo Hamzopy B cdepe 3ApaBOOXpaHEHHS YKa3BIBAET
U3roTOBHTENO  (MpoJaBlly, JHUIY, BBHIIONHAKOMEMY (QYHKIHH = HHOCTPAHHOTO
M3rOTOBUTENA) YKa3aHHOM CepHM JIeKapCTBEHHOrO CpeicTBa Ha HeoOXOIMMOCTH
IPOBENCHHSI MEepOIpHATHH, MpeRycMOTpeHHBIX cTarbell 38 denmepanbHOro 3aKoHa OT
27.12.2002 Ne184-03 «O TexHAUECKOM PeryIHpOBAHUE.

PocagpaBHaz30p mpeanrceBaeT H3TOTOBUTENO (IPOAABIY, JIUILY, BHITONHIIOIIEMY
(YHKIIYH WHOCTPAHHOTO H3TOTOBUTENA) B TCUCHHE NECATH IHEH ¢ MOMEHTA IOIydeHHS
JaHHOTO NHCHMAa HPEICTaBUTL CBEACHHS O IPOBeAeHHOH paboTe, BKIIOYAs MaTepHAalbI
IpOBEPKH  JOCTOBEPHOCTH  WH(OpManMM H  HpOrpaMMy  MEpONpHATHH 1o
AOpedOTBPalllcHUIO TpUYKHEHWs Bpera, Ha axpec: control ls@roszdravnadzorru c
Hoclenyouel JOChIIKoM Ha OyMaXXHOM HOCHTENE. '

DenepaneHas ciayx0a 1o Haasopy B chepe 3apaBooxpaneHus o0pallacT BHUMaHUe,
4YTO HENpPEJCTaBlICHUE WM HEeCBOEBpeMeHHOe IIpeZcTaBieHue, JNHO0 IpeAcTaBicHUE
3aBEIOMO HEJOCTOBEPHBIX CBelcHHH B Poc3fpaBHan30p, a TakXke HEBBIIOIHEHHE B
YCTaHOBJICHHBII  CpOK  TIpeANHCaHMA,  pelueHus  Poc3mpaBHaj3zopa  BieYeT
OTBETCTBEHHOCTD, IIPEYCMOTPEHHYIO COOTBETCTBEHHO ¢T.19.7.8. 1 4.21 ¢1.19.5 Kogexca
Poccuiickoiif ®enepanuu 06 afMIHACTPATUBHBIX IPABOHAPYIIICHHUSX.
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