MUHWUCTEPCTBO 34paBOOXPaHEHNS

Poccuiickoii degepaymu >306825
PEAEPANTBHAA CNYXXBA MO HAA3OPY
B COPEPE 30PABOOXPAHEHUNA
(POC3/IPABHA/I30P) Cy0beKTbl 06paLLeHms

Ha

r

NIeKapCTBEHHbLIX CPEACTB

CnaBsiHckaa nn. 4, ctp. 1, Mocksa, 109074

TenetoH: (495) 698 45 38; (495) 698 15 74 TeppUTOpMaNbHbIE OpraHbl

0X-n--/603//37 depepanbHOM CyX6bl NO HAA30PY B

clhepe 34paBOOXpaHeHNS
No oT

Meﬂ,I/IU,I/IHCKI/Ie opraHnsaumnmn
O npekpaLleHn obpaLleHns
cepunn neKapCTBeHHOro cpeacrtBea OpraHbl yl'lpanIEHI/IFl
3ApaBO0XPaHeHeM CyObEKTOB
Poccuiickon depepaunm

depepanbHOM CnyX60i Mo HaA30py B cthepe 34paBOOXPaHEHNSA NPUHATO PeLLEHKE O
NpekpalleHnn obpallleHnss IeKapCTBEeHHOro CpeAcTea  «[poTaBepuH, pacTBop A/
MHbekumin 20 mr/mn 2 mn, amnynbl (5), YNakoBKM AYEKOBble KOHTYpPHble (2), nayku
KapToHHble» cepun 0070918 npomssoactea OAO «bumoxmmnk», Poccus, B CBA3M C
MH(hOpMaLMen O BbISIBNEHUN B paMKax BbIOOPOYHOr0 KOHTPO/IS KayecTBa /IeKapCTBEHHbIX
CPeAcTB 3KCrepTHoW opraHus3aunen Prey «PIMUIYAOCMI» Poc3apaBHaasopa
(Kypckuin dnnman) HeCOOTBETCTBUA KayecTBa MapTWM BbllEYyKa3aHHOTO /1leKapCTBEHHOIO
cpefacTBa TpeboBaHMAM HOPMAaTMBHOWN AOKYMeHTauMu No rnokasatenito «CTepuibHOCTb»,
Bnageney, NapTum nekapcTBeHHOro cpeactea Y3 «Jluneukas ropoackas 6onbHuLa Ne 6
um. B.B. MakyweHko» (Jlnneykas obnactb, r. Jinneuk, yn. 9 mas, 4. 4),

TepputopvansHoMy opraHy PocsgpasHagsopa no Jivneukon obnactn obecnevmTsb
KOHTPO/Ib 3a U3BATMEM U3 TPaXLAHCKOro 060poTa U YHUUTOXEHWEM B YCTaHOB/IEHHOM
nopsiaKe ykasaHHOW napTUn HeJoOOPOKaYeCTBEHHOrO /IEKAPCTBEHHOIO CPeACTBa.

CybbekTaM 06palleHUs IeKapCTBEHHbIX CPeACTB, BK/IOYas  MeAULMHCKME
opraHuMsaumun, HagneXuT MPUHATbL Mepbl, Harpas/ieHHble Ha CO6Mt0fAeHMe TpPeboBaHWA
n. 30 [paBun Hagnexawled MpPaKTUKN XPaHEHUA W MepeBO3KM  IEKAPCTBEHHbIX
npenapaTtoB AN MeAULUWHCKOTO MNPUMEHEHUA, YTBEpPXKAEHHbIX MpukKasom MuH3apaBa
Poccum ot 31.08.2016 Ne 646H. O pesynbTaTax MpPoOBeAEHHOW pPaboTbl creayeT
NH(OPMMpPOBaTL TEPPUTOPUA/IbHBIE OpraHbl Poc3apasHaa3opa.

TepputopvanbHbiM — opraHam  Poc3gpaBHagsopa  00ecneynmtb  KOHTPO/b 32
BbISIB/IEHWEM N M3bATUEM K3 0OpaLleHWs yKasaHHOW Cepuu JIeKapCTBEHHOro CpefcTBa.
O npoBefeHHOI paboTe nHMopMUpoBaTb Poc3apasHaa3op.

depepanibHass  cnyk6a Mo  Hafg3opy B Cdepe  34paBOOXPaHEHUS  YKa3blBaeT
nsrotosutento  (NpogasLy,  Nuly,  BbIMOMHAKOWEMY  (OYHKLUMM  MHOCTPaHHOIO
M3roToBUTENA) AaHHOW CEpUN NEeKapCTBEHHONO CPeACTBa Ha HEOOXOAUMOCTbL NPOBeAeHUA
MepPONpPUATNIA, NPefYyCMOTPEHHbIX cTaTbel 38 defepasbHOro 3akoHa oT 27.12.2002
No 184-®3 «O TeXHNYEeCKOM PerynnpoBaHum.



Poc3apaBHaa30p NpeAnucbIBaeT U3roToBUTENO (MPOAaBLy, NWLY, BbINOMHSIOLEMY
(bYHKLMM MHOCTPAHHOIO M3roTOBUTENS) B TeUeHWe [JecsTV [AHEi ¢ MOMEHTa MonyYeHUs
MHAOPMaLMN O HECOOTBETCTBUM JIEKAPCTBEHHOIO CPeACTBa 06s3aTe/lbHbIM TPEBOBAHMAM
K KayeCTBY pa3paboTaTb W cornacoeaTb ¢ Poc3gpaBHa30poM MporpaMmy MeponpusTuii
M0 NPeAoTBPALLEHNIO YTPO3bl MPUUNHEHNS BPEAA XM3HU 1 3[10POBbIO MpaXKaaH.

Bpuo pykoBoauTens [.B. NapxomeHKo
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