Munsucreperso 3ZPaBOOXPAHEHHTF I‘"Iz“ﬂ ﬂul!“!ml m

Poccuiickoii ®epepanun

OENEPAJIBHAS CJIV2KBA II0 HAII3OPY r - -
B COEPE 3JIPABOOXPAHEHHY {
(POC3/IPABHAJI3OP) Cy6peKTHl obpaleHus

JCKApPCTBEHHBIX CPEACTB

Cransisckas mu. 4, ctp. 1, Mocksa, 109074
Tenegon: (495) 698 45 38; (495) 698 15 74
TeppI/ITOpI/IaJ'IBHBIC OpFaHLI

24032047 N OFY — 609 /7 denepansHOM CIIyXO6EI 10 HA30PY B
Ha Ne ot chepe 34paBOOXpaHEHUA
r j MeaunuHECKAE Oprasu3ayn
O mepeBojie 1€KapCTBEHHOTO
CpeZcTBa Ha IIOCEPHIHBINA BRIOOPOIHBIN OpraHH! YIpaBiIeH s

KOHTPOJIb KaqeCTBa 3
3ApaBOOXpPaHECHUEM C}’6’BCKTOB

Poccutiickoit Peneparuu

DenepansHOU CITy:601 110 HaA30py B chepe 3MpaBOOXpPaHEHHUS IIPUHATO PEIISHUE O
nepesoze ¢ 16 mapra 2017 roma nexapcTBeHHOro cpeAcTBa «AMMHaK pacTBOp AJIA
Hapy>XHOro mpuMmeHeHuss ¥ uHrasmmid 10 % 40 M, ¢uiakoHBl IOJIHITHICHOBBIEY
npoussozicTBa OO0 «Monusie Texmonoruu u Mapkerunr» (PoccHs) Ha NOCepHiHBIN
BBIOOPOYHBIM KOHTpOIE KadyeCTBA B CBS3M C IMOBTOPHBIM BEBISBICHHEM HECOOTBETCTBHA
Ka4eCcTBa JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBICHHBIM TPEOOBaHUAM.

JlaHHOe pelreHHe IeACTBYeT B OTHOIIEHHWH cepHii (mapTuii) JekapCTBEHHOI'O
CpeICTBa, BBITYCKAaCMBIX B TIpa)IaHCKHH o00OpOT Ha OCHOBaHHMHU JeKiapanuil o
COOTBETCTBHHU (CEPTHGHUKATOB COOTBETCTBHUS), 3apPETHCTPHPOBAHHBIX (BBIIAHHBIX) ITOCHE
JaThl NpUHATHS POoc3ApaBHAN30pOM pelIeHUs O MepeBOAE JIEKAPCTBEHHOI'O CpeiCcTBa Ha
TIOCEepUMHBIN BRIOOPOYHBIN KOHTPOJIF IO IPUHSTHS pelleHHs O CHATHU C IOCEPHIHOro
BBIOOPOYHOTO KOHTPOJIA.

B coorBerctBum ¢ m. 38 Tlopsimka ocymiecTBieHHS BBIOOPOYHOIO KOHTPOJLL
KayecTBa JIEKAPCTBEHHBIX CPEACTB MM MEIUIMHCKOTO NIPUMEHEHWS, YTBEPXKACHHOTO
npuka3zoMm Poc3gpaBransopa ot 07.08.2015 Ne5539, nexapcTBeHHOE CpeAcTBO «AMMMAK
pacTBOp JUIs Hapy>XHOro mpuMeHeHus H wuHramsuud 10 % 40 wn, QuaxoHEI
TIoNMU3THIeHOBEIe» npomsBoncTea 000 «Homusie Texnonornu ¥ Mapxerunr» (Poccus),
HNepeBeIeHHOe Ha IOCEpUMHBIA BBHIDOPOYHBIA KOHTPOJB, MOXET IIOCTyNaTe B
rpaXJaHCKHI1 000pOT TOJIBKO Ha OCHOBAaHHM pelleHHs Poc3apaBHaA30pa O COOTBETCTBHH
KadecTBa JIEKapCTBEHHOI'O CpelicTBa TpeOOBaHHSIM HOPMAaTHUBHOM TOKYMEHTALMH.
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