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Ha Neo oT

MeanLMHCKNe opraHusaLum

O npekpateHumn obpalieHuns
Cepuu NIeKapCTBEHHOTO CPeACTBa OpraHbl ynpasfieHus
3APaBOOXPaHEHNEM CYObHEKTOB

Poccuiickoin depepaumm

depnepansHoOi cnyx60i No Haa3opy B cgepe 34paBOOXPAHEHUS MPUHATO PELLEHUE O
NpekpawieHnn obpalleHns eKapCTBEHHOro cpefcTBa «LMnponakap, pacTtBop ANa UHDY3WiA
2 wmr/mn 100 ma, (nakoHbl nnactukosble (1), naykm KapToHHble» cepun CPB5028
npomnssoacTsa «Jla Kap ®apma Jiumutea» (MHANA) B CBA3N C MH(OPMALIME O BbISBNEHUN B
paMKax BblOOPOYHOrO  KOHTPOSIA  KayecTBa JIEKAPCTBEHHbIX  CPeACTB  3KCMNEPTHOM
opraHmsaymein OroyY «MMUIYAOCMI» Poc3gpasHag3opa (KpacHoapckuin dmnmnan)
HeCOOTBETCTBMA KayecTBa NapTuM BbllleyKa3aHHOro IEKapCTBEHHOr0O cpeacTea TpeboBaHUAM
HOPMaTUBHON [OKYMeHTauun no nokasarento «MogamnmHHocTb. LimnpodnokcaunH (TCX)»,
BnajeneL, napTuu nekapcteeHHoro cpeactsa ®reOY BO «MITMCY mm. A.W. EBfoknmoBa
MwuH3gpasa Poccum» (yn. Byyetnya, a. 9a, r. Mocksa).

TeppuTtopransHomy opraHy Poc3gpaBHagsopa no r. MockBe M MOCKOBCKOW obnactu
obecrneynTb KOHTPO/Ib 33 W3bATMEM U3 TPaXAaHCKOro o6opoTta U YHUUTOXKEHMEM B
YCTaHOB/IEHHOM TMOPAAKe YKazaHHOW napTuM HefobpOKayeCTBEHHOrO JIEKAPCTBEHHOTO
cpeacTsa.

TeppuTopranbHbiM opraHam Poc3gpaBHag3opa 06ecrneynTb KOHTPO/b 3a BbISBNIEHUEM
N U3BATUEM N3 0OpaLLLeHNs YKa3aHHOW Cepum NIeKapCTBEHHOTO CpefcTBa.

O npoBefeHHOI paboTe H(OpMUpPOBaTL Poc3gpaBHaa3op.

degepanbHas cnyxba no Haa3opy B ciepe  34paBOOXPaHEHMs  yKasblBaeT
N3roToBUTENIO (MPOAABLY, NnUY, BbIMOAHAKOWEMY (QYHKUMM WHOCTPAHHOIO M3roTOBUTENSA)
YKa3aHHOW cepuu NeKapCTBEHHOIO CpeAcTBa Ha HEOOXO4MMOCTb MPOBeAeHUs MepOnpuUATUN,
NpefyCcMOTPEHHbIX CTaTbeld 38 degepanbHOro 3akoHa OT 27.12.2002 Nel84-d3 «O
TEXHMYECKOM pPerynmpoBaHnmn».

Poc3gpaBHaA30p npeanncbiBaeT W3roToBuTento (Mpogasuy, Nudy, BbIMOMHAKOLWEMY
(YHKLUMN WMHOCTPAHHOTO M3roToBUTENA) B TeYEHMEe [eCATUM [HeW C MOMEHTA MOoyyYeHus
MH(OpMaLMM O HECOOTBETCTBUMN JIEKAPCTBEHHOTO CpefcTBa 06s3aTe/lbHbIM TPeboBaHMAM K
KayecTBy pas3paboTaTb M corfacosatb ¢ Poc3gpaBHag30poM MnporpaMMmy MeponpusaTuil no
NpeLoTBPaLLEHMIO YIpo3bl MPUYUHEHUS Bpefa XU3HU U 340POBbI0 FPpaXKAaH.
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