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depnepanbHOM CNy>XXK601M Mo HAA30pY B cipepe 34paBOOXPaHEHNS MPUHATO PeLLeHME O
npekpawleHun  obpalleHnss  niekapcTBeHHOro cpeactea  «CeHopm, pacTBop — And
BHYTPMMbILIEYHOro BBeAeHUs [MacnaHbiid] 50 mr/mn 1 mn, amnysnbl TeMHOro crekna (5),
NoAAOHbI  NiacTukoBble (1), NaykM KapTOHHble» cepuir HKS0141, HKS0142
npoussogacTea «CaH ®apmacbroTukan MHgactpus J1Ta» (MHAWS) B CBA3W C MH(OpMaLueit
O BbISIBNIEHUM 3KCNEPTHON opraHusaumen ®IrbY «PPMLU3YAOCMI» Poc3apaBHagsopa
(MockoBckas nabopatopus) B pamKax BblGOPOYHOTO KOHTPO/A KayecTBa JIEKAPCTBEHHbIX
CPeACTB  HECOOTBETCTBMS  MApTUA  BbllUeyKa3aHHOrO  JIeKapCTBEHHOrO  CpeacTsa
TpeboBaHMAM  HOPMATMBHON  AOKYMeHTauum no nokasatento  «KonnyectBeHHOe
onpefeneHne (6eH3WNOBBIA CNWPT)», BRageney, nNapTUn JIEKApCTBEHHOro CpeacTsa
AO «PAHBEAKCW».

TepputopnasbHbiM - opraHam  Poc3gpaBHag3opa 06ecrneyunTb  KOHTPO/b 33
BbISIBNIEHEM U U3bATMEM U3 06paLLeHMs YKa3aHHbIX CepUiA NeKapCTBEHHOIO CPeacTBa.

O npoBefeHHOW paboTe MHhopMMpoBaTb Poc3apaBHaa30p.

depnepasibHas  cnyxxba NO  Hag3opy B cepe 34paBOOXPAHEHWA  YKasblBaeT
M3roToBuUTENtO  (MPOAABuy,  Audy,  BbIMOMHAKOWEMY  (PYHKUMW  WMHOCTPaHHOIO
N3roToBUTENS) AaHHbIX CEPUIA IEKAPCTBEHHOMO CPeACTBa HA HEOOXOAMMOCTb NPOBeLEHNS
MepOonpPUATNIA, NPeayCMOTPEHHbIX cTaTberd 38 defepasnbHOro 3akoHa OT 27.12.2002
No184-®d3 «O TeXHNYECKOM PerynmpoBaHum».

Poc3apaBHaas3op NpeanuncbiBaeT U3roToBuTeNto (Npoaasuy, ALY, BbIMONHAOLLEMY
()YHKUMM MHOCTPAHHOIO M3roTOBUTENSA) B TeYeHWe AecATW [HEe C MOMEHTa MosyyeHus
MH(OPMaLMN O HECOOTBETCTBMUN JIEKAPCTBEHHOIO CPeAcTBa 0653aTe/lbHbIM TPebOBaHUAM
K KayecTBy pa3paboTaTtb M corfacoBaTb ¢ Poc3gpaBHaf30poM Mporpammy MeponpusTUii
Mo NPeAOoTBPALLEHNIO YTPOo3bl NPUYUHEHNSA BPeLa XXU3HU 1 300POBLI0 MPaXKaH.

Bpwvo pykoBoautens N.®. CepéruHa
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