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Ha Ne oT B chepe 3AparOOXpaHEHHS
[ ' ] Oprauuzaiyy, OCyIECTRIISIONIAE
SKCIEPTH3Y KaYyecTBa
O mocrynnenny naGopMaLya JIEKapCTBCHHBIX CPEJICTB

O BBRHABJICHHAH HCI[OﬁpOKa‘IGCTBEHHOI‘O

JIEKapCTBEHHOI'O CPCACTBA MeﬂHuKHCKHe OpraHu3alHK

Opransl ynpapieHHS
3/[paBOOXpaHeHHEeM CyOBEeKTOR
Poccutickoii ®enepanuu

@enecpaneHas cIyxba no Hag3opy B chepe 3IpaBOOXpaHCHHs CO0DIMaeT o
NOCTYINICHHE HHGOpManuy o BeIBiAeHNA PIBY «MMIIDYAOCMII» Poc3nparaanzopa
(MockoBckast mabopaTopusl) JIEKapCTBEHHOI'O Mpenapara, KA9eCTBO KOTOPOTo He OTBEYAET
YCTaHOBIEHHEIM TpeOOBaHHAM, B XOAE IPOBEACHHMS TOCYAAPCTBEHHOTO KOHTPOJIA
Ka4eCTBa JIEKAPCTBEHHEBIX CPEIICTR:

- Kapau ACK®, TabIeTKH MOKpPHITHIC IVIEHOYHOH KUINEYHOPACTBOPUMOM 000I0UKOM
100 mr 30 mr., ymakoBku s4YeHKOBHE KOHTYpHBIe (1), Iauke KapTOHHEIE,
npousBopcTtBa 3A0 «KaHoHdapma wnpomaximra», Poccms (Bmagenen I'VII
«KoctpoMckas obnactHas anteuHas ©Oasa», KuHememckoe mocce, a. 6A,
r. Kocrpoma, Koctpomckas obmacts), mokasarens «PactBopenue. BydepHas
craaus» - cepun 180315,

Tepputopuansnomy oprany PocsppaBHamsopa mo KoctpoMmckoii  obmactu
00eCcTIeUnTh KOHTPONEL 3@ H3BATHEM KM YHHYTOXKCHHEM B YCTAHOBICHHOM IIODSIKE
YKa3aHHOM NapTHUH HeNOOPOKaUeCTBEHHOrO JIEKAPCTBEHHOTO npenapaTa O pesymnbratax
rHbopMupoBats Pocznpasuanzop.

DenepanpHasg cimyxba 1O Hag3opy B cdepe 3ApaBOOXpaHEHHS COOOMIaeT o
IIPAOCTAHOBICHAH pealH3alld¥ HHEIX NApTHil BBINIEYKa3aHHOM CEPUH JIeKapCTBEHHOIO
CpeiCcTBa.

PocsgpaBeanzop mpeanaraer cyOmekTaM oOpalleHus JIeKapCTBEHHBIX CPEICTB,
MEJMUMHCKEM OpraHu3alhsM @POBECTH IPOBEpKY HANWYMSA YKA3aHHON cepuu
JCKapCTBEHHOTO CPENCTBA, O Pe3yibTaTraX KoTopoil MHGOPMHpPOBATH TEPPUTOPHANLHEIH
opraH PocsapaBHagzopa.
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Tepputopmanenemv  opranam  Poc3npaBHamzopa  ofecneudTh  KOHTPOIBL 33
BBIABIICHHEM W H3bATHEM U3 OOpallleHHs yKa3aHHOMN CepuH NEeKapCTBEeHHOro cpenctsa. O
HpoBeneHHoH pabote rHGOPMEpOBaTL POc3ipaBHaa30p.

®epepanbHad coy:;ba [0 Hagzopy B cdepe 3ApaBOOXpaHEHMS YKa3bIBAET
H3rOTOBHTENO  (MPOAaBHy, IMIY, BHIONHSIONIEMY (GYHKOIHM  WHOCTPAHHOTO
H3TOTOBUTENA) VYKA3aHHOM CepHH JIeKapPCTBEHHOTO CPEACTBA Ha HeOGXOIUMOCTE
IIPOBEACHUA MEPONPHATHH, NPeNyCMOTpeHHBIX cTaThell 38 PDenepalbHOrO 3aKOHA OT
27.12.2002 Nel84-03 «O TeXHHYECKOM peryHpOBaHUMY .

Pocanpaenanzop npeanuchiBaeT HrOTOBUTEMO (IPOAABIY, JIHIY, BEINOIHAOIIEMY
YHKIMH WHOCTPAHHOTO M3TOTOBHTEII) B TEYEHHE ACCATH JHEH ¢ MOMEHTA MONyYeHH
JMaHHOTO MHChMa IIPENICTABHTL CBEICHHS O IPOBEACHHOH paboTe, BKIIOYAS MATEPHAIILI
HOPOBEPKH  JOCTOBEPHOCTH  HMH(OpManHH W  HpOrpaMMy  MEpPONpHATHH IO
IpEeAOTBPALICHHUIO [PHIMHEHHs Bpeda, Ha azapec: control Is@roszdravnadzor.ru . ¢
IIOCHEAYIOINEH JOCHUIKON Ha OYMaXHOM HOCHTEE.

QenepaneHas cinyxba Mo Han3opy B cdepe 3apaBooxpaHeHus oOpamaeT BHHMaHHE,
9TO HEINpPENCTAaBICHHe MIIA HECBOSBPEMEHHOE IpeJCTaBieHHe, OO IPEACTABICHHE
3aBEIOMO HCHOCTOBEPHBIX CBelleHHH B PoC3ApaBHaA30p, a TAaKKe HEBBINOJHEHUE B
YCTAHOBJICHHBIH ~ CPOK  NpEeANHMCaHHA,  peleHnsd  Poc3apaBHa30pa  BIYeT
OTBETCTBEHHOCTE, MPEYCMOTPEHHYIO COOTBETCTBEHHO CT.19.7.8. 1 4.21 ¢1.19.5 Konexca
Poccuiickoii @enepanyu 06 aIMHHUCTPATHBHEIX NPABOHAPYIICHNAX.
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