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MeanLNHCKNe opraHnsaunm

0 NpeKpaweHnn obpaleHns
CEPUN NEKAPCTBEHHOIO cpeacTBa OpraHbl ynpaeneHus
3[lpaBOOXPaHEHMNEM CYOBEKTOB

Poccuiickoin depepayunn

degepanbHOM CnyX60M N0 HaA30py B Cepe 34paBOOXPaHEHUA MPUHATO peLLeHue O
NnpekpawieHun obpalleHnss NeKapCcTBEHHOro cpefctBa «XJIOPrekKCUAWH, pacTeop ANs
MECTHOr0 W HapyXHoro npumeHeHns 0,05% 100 mn, ¢nakoHbl W3 MOAMITU/IEHA C
NoNMMepPHOM Hacafkor» cepum 150417 npomnssogcTtBa «npomnssogctea OAO «KemepoBcKas
(hapmaueBTMyeckas abpuka» (Poccus) B CBA3M C MH(OPMaLMEl O BbISIBNEHUUA B paMKax
BbIOOPOYHOIO0 KOHTPOMS KayecTBa JIEKAPCTBEHHbIX CPEeACTB 3KCMEPTHOW opraHusaumen
drey «MMU3YAOCMI»  Poc3gpaBHag3opa  (CaHkT-TeTepbyprckuii  dmnnan)
HeCOOTBETCTBMA KayecTBa NapTUK BblleyKa3aHHOr0 1EKapCTBEHHOIO cpefAcTBa TpeboBaHMNAM
HOPMaTUBHON [JOKYMEHTaUMW NO nokasaTento «[MOCTOPOHHME MpPUMECWU», Bnagenew, napTuu
nekapcteeHHoro cpeactea OOO «[METPOJIKOKC MJIKOC» (yn. KnumeHTtbeBa, 4. 13,
r. MoHueropck, MypmaHckas 061acTb).

TeppuTtopmanbHoMy opraHy Poc3gpaBHagsopa no MypmaHCKoW o651actu obecnevmTb
KOHTPO/Ib 3a M3bATMEM W3 TPaXKLAHCKOro 060poTa U YHUYTOXEHWMEM B YCTAHOB/IEHHOM
nopsake ykasaHHOW napTum HefobpoKayeCTBEHHONO /IeKAPCTBEHHOIO CPeACTBa.

TeppuTtopranbHbiM opraHam Poc3gpaBHag3opa 06ecrneynTb KOHTPO/Ib 3a BbISB/IEHWEM
N U3BATUEM U3 0OpaLLEHMSA YKAa3aHHOW Ccepun NeKapCcTBEHHOIO CpeAcTBa.

O npoBefieHHOI paboTe NH(popMUpoBaTL Poc3gpaBHaa3op.

depfepanbHas cnyxba no  Hag3opy B cepe  34paBOOXPaHEHUs  yKa3blBaeT
M3roToBUTENIO (MPOAaBLy, NNLY, BbINOMHAKOWEMY (YHKUUN MHOCTPAHHOIO W3roTOBUTENA)
YyKa3aHHOW cepun NeKapcTBEHHOIO CpeAcTBa Ha HEOOXOAMMOCTbL NPOBeAEeHUA MePONPUATUN,
npeaycMOTPeHHbK cTaTbelr 38 dedepanbHOro 3akoHa oOT 27.12.2002 Nel84-d3 «O
TEXHMYECKOM PerynmpoBaHum».

Poc3gpaBHag3op npeanucbiBaeT W3roToBuTento (npogasuy, /vy, BbINOMHAKOLWEMY
(PYHKLMM WHOCTPAHHOrO W3rOTOBUTENA) B TeYeHWe [eCATU AHeidl C MOMEeHTa MonyyeHus
MH(OpMaLMM O HECOOTBETCTBUM JIEKAPCTBEHHOrO cpefcTBa 06s3aTe/lbHbIM TpeboBaHUAM K
KayecTBy paspaboTtaTb M corjacosatb € Poc3gpaBHafg30pom nporpaMMmy MeponpusaTuil no
NnpefoTBpaLLeHNI0 Yrpo3bl MPUYMHEHNS BPea XNU3HU 1 340P0XKI0 FpaXKaaH.
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