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0 NpekpaLieHMn obpaLleHns
Cepyn NIeKapCTBEHHOI O CpeacTaa

desepasibHOM cNy>60i1 Mo HaA30py B chepe 34paBOOXPaHEHUS MPUHATO PeLLeHe 0
npeKpatleHn obpalleHNa NeKapCTBEHHOIO cpefcTBa «ALleKapon, TabneTKu noKpbITble
KuLleyHopacTBopumon 06on04kor 100 mr 10 wT., yNnakoBKN AYeiKOBble KOHTYpHbIle (3),
Mayky KapToHHble» cepun 310216 npoussogctea OAO «CuHTe3» (Poccus), B CBA3N C
NHopMaLmeli 0 BbISIB/IEHUN B paMKax BbIG0POUYHOIr0 KOHTPO/IS KayecTBa JIEKapPCTBEHHbIX
CPpeAcTB 3KCMepTHoW opraHusaumen DPrey «MMUIYAOCMI» Poc3gpaBHagsopa
(Tamb0oBCKMIA  (vnmnan)  HECOOTBETCTBMSA  KayecTBa  MapTUM  BbllLEYKa3aHHOMo
NIEKapCTBEHHOI0 cpefcTBa TpeboBaHUAM HOPMAaTUBHOM [OKYMEHTauUM Mo MNoKasaTensiMm:
«OnucaHne» (TabneTKn C LWepoXoBaTON MOBEPXHOCTbIO, C PE3KMM 3amnaxoM YKCYCHOW
KNCcNoTbl), «PacTBopeHune. BydepHasa ctagus», «IMocTopoHHMEe npumecn. Canuumnoast
Kuncnorta», «KonnyecTBeHHoe ornpegenieHne», Bnajesnel, napTun NeKapcTBeHHOro cpeacTsea
MY «®apmauns» (TamboBcKas 061acTb. MUUYYPUHCKUA paiioH, C. 3aBOPOHEXCKOE,
yn. Coumanmctmnyeckas).

TeppuTtopranbHOMy opraHy Poc3gpaBHagszopa Mo  Tamb6oBCKOW — 06nacTu
06ecneynTb KOHTPO/Ib 3a M3BATMEM W3 TPaXKAAHCKOro 060poTa U YHUUYTOXKEHUEM B
YCTaHOBJ/IEHHOM MOpPSALKe YKasaHHOW napTuM HeL06pOKa4yeCTBEHHOIrO JIEKaPCTBEHHOIO
CpeacTBa.

CybbekTam obpaljeHna  NIeKapCTBEHHbIX CPeACTB, BK/IWOYaA  MeAULMHCKKUE
opraHmsaumn, HagneXxxnT MPUHATL Mepbl, HanpaB/ieHHble Ha cobtofeHue TpeboBaHWA
n. 30 [paBun Hagnexawe NPaKTUKA XpaHeHUs W MepeBO3KN  JIEKAPCTBEHHbIX
npenapaTtoB 4189 MeAULMHCKOro MPUMeEHeHUs, YTBEPXKAEHHbIX MpukKasoM MwuH3gpasa
Poccum ot 31.08.2016 No 646H. O pesynbTaTax MNpoBeAeHHON paboTbl crieayeT
NHMOPMMPOBaTL TePPUTOPUAIbHBbIE OpraHbl Poc3gpaBHag3opa.

TeppuTopnasibHbIM ~ OopraHam  Poc3gpaBHagsopa 06ecneynMTb  KOHTPOMb 3@
BbISAB/IEHNEM N U3BATMEM N3 00palLleHNA yKa3aHHOW Cepuun JIeKapCTBEHHOIO npenaparta.
O npoBegeHHOI paboTe MHGpopMMpoBaTb Poc3apaBHaa3op.

defepanibHass cny>kba Mo HaA3opy B cdepe 34paBOOXPaHEHUS  yKasblBaeT
n3rotoBuTeNnto  (Npogasuy,  Nvdy,  BbINOMHAKOLWEMY  (YHKUMW  MHOCTPAHHOro
N3roTOBUTENS) LaHHOW Cepun NIeKapCTBEHHOIO CPeACcTBa Ha HEO6XOAUMOCTb MPOBeAEHNS



MEPONPUATUIA, MPeayCMOTPEHHbIX CcTaTberr 38 deaepanbHOro 3akoHa 0T 27.12.2002
Ne 184-P3 «O TeEXHUYECKOM PerynpoBaHun».

Poc3gpaBHaa30p npeanucbiBaeT U3rotToBUTento (nNpogasyy, /MLy, BbINOHAKOLEMY
(OYHKUMN MHOCTPAHHOIo0 U3roTOBUTENA) B TeUEHME AECATU AHEW C MOMEHTa MOSyYeHus
MHopMaLUUM 0 HECOOTBETCTBUM NEKAPCTBEHHOIO CpeacTBa 0653aTe/ibHbIM TPeboBaHNAM
K KayecTBy paspaboTaTb M corsacoBaTb € Poc3gpaBHag30poM NporpammMy MepornpusTuii
Nno NpefoTBpaLLEHNIO Yrpo3bl NPUYMHEHNA BPefa XXU3HN U 300PO0BbI0 FpaXkaaH.
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