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MuHHCTEPCTBO 3ApaBOOXPAHEHHS
Poccuiickoin Pexepauvu

®EJEPAJIBHAS CJIVKBA 110 HAJ30PY B ]
B COEPE 3]IPABOOXPAHEHHS Cy6bekTsl 0OpalleHus
(POC3JIPABHAI30P) JIeKapCTBEHHBIX CPEJICTB
PYKOBOJIHMTEJD

Cnasstickas o, 4, ctp. 1, Mocksa, 109074 TeppHTOpHa‘HI’HBIe OpTraHbl
Tenedor: (495) 698 45 38; (495) 698 15 74 (DCI[CpaJIBHOf;I C_]Iy)](6BI 10 HAaA30py

/J 07 20/ ~ g —, {/// B cepe 3apaBOOXpaHEHUS

Ha Ne or

MeauuuHCKHAe OpraHu3auu
[—O IIpeKpalieHuy ooparieHus T
CEpHH JICKAPCTBEHHOT'O CPEACTBA OpraHH YIIpaBJICHUS
3paBOOXpaHEHHEM CyOBEKTOB
Poccuiickoit @enepanuu

denepanpHOU CITyx00i#i 110 Haa30py B chepe 3ApaBOOXpaHEHHS] IPHHATO PEIIEHUE O
TpeKpalieHuy  obpalmieHust JekapcTBeHHoro cpenctsa  «Op3ui®, mopomok st
IIPUTOTOBJIEHUS. PACTBOpA JUIsi BHYTPUBEHHOTO U BHYTPUMBIIIEYHOIO BBeAeHUs | T,
¢bnakonsl (1), mauku kapToHHBIe» cepun 19125005 npoumsBoxactBa «Opxupa Xencksp
(mompaznenenne Opxup Kemukanc supy ®apmacetotukanc Jitn)» (Muaus) B cBs3HM C
uHpopManeil o BBIABIEHUH 3KcnepTHOM opranmsauuein OI'BY «MMLIDYAOCMID»
Poc3npaBHam3opa (MockoBckasi nabopaTopusi) B paMKax BBIOOPOYHOTO KOHTPOJIA
KauyecTBa JIEKQPCTBEHHBIX CPEACTB  HECOOTBETCTBUS IIAPTHUM  BBINIEYKA3aHHOTO
JIEKapCTBEHHOT'0 CpeCTBa TpeOOBaHUSAM HOPMATHBHOW NOKYMEHTAI[MH IO IOKa3aTeNsIM:
«ITorepst Maccel mpu BeICymIMBaHUMY, «KonuuecTBeHHOE ompenerneHue IedTazuaumay;
BIajienel] napTuu jexapcreHHoro cpeactsa OO0 «MepomnpoBery.

TepputopuansHeiM opranam Poc3gpaBHajg3opa oOecrnedyuTs KOHTPOJIb 32
BBISIBIIEHUEM U U3BATUEM U3 00pallleHHs yKa3aHHOU CepUH JIEKApCTBEHHOIO CPEeCTBA.

O nposenenHoit pabore nHbpopMupoBath Poc3npaBHaazop.

QepnepanbHas ciyxba 1o Ham3opy B cdepe 3apaBOOXpAaHEHHUs YKa3bIBaeT
U3roToBUTENMIO  (TpOHaBIly, JIUILy, BBINOJHSIOUIEMY  (QYHKIUH  HHOCTPAHHOTO
M3rOTOBUTEJS) JAaHHOW CEpUH JIEKApPCTBEHHOT'O CpeJCTBa Ha HEOOXOAUMOCTH MPOBEACHHUS
MEpOIIPUATHI, IMpPeayCMOTpPEHHbIX cTathedl 38 DenpepanbHOoro 3akoHa ot 27.12.2002
Ne184-D3 «O TeXHMYECKOM peryIHpOBaHUN.

Poc3npaBHaazop npeanuchiBaeT U3rOTOBUTENIO (MPOAABILY, JIUILY, BBITOJIHSIOLIEMY
(GYHKIIMM MHOCTPAHHOTO U3TOTOBUTENS) B TEUEHHE AECATH IHEH ¢ MOMEHTa IOJy4YeHHS
MH(pOPMalMK O HECOOTBETCTBUHU JIEKAPCTBEHHOI'O CPEeACTBa 00s3aTENbHBIM TPEOOBAHHIM
K KadecTBY pa3paboTaTh M coriacoBaTh ¢ Poc3apaBHan30poM mporpaMMy MepONpHSTHIR
I10 NIPEAOTBPAIICHHIO YIPO3bl IPUYNHEHHS Bpeia )KHU3HU U 3JOPOBBIO MPaXKIaH.
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