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MWHKCTEPCTBO 34 paBO0XPaHeHUS 2045360
Poccuiickoin degepaumn

®ELEPANIbHAS CNYXXBA MO HAL30PY
B C®EPE 3[PABOOXPAHEHUS
(POC34PABHA/L30OP) CybbeKTbl obpalleHuns

NeKapCTBEHHbLIX CPEACTB
CnaBsaHckasa nn. 4, ctp. |, Mocksa, 109074

TenedoH: (495) 698 45 38; 698 15 74
TepputopunasnbHble opraHbl

/S Off N O/M depepanbHoli cnyx6bl No HaA30py

Ha No oT B cpepe 34paBoOXpaHeHNA

OpraHusauum, ocyLLecTBAsOLWMeE
3KCMepTU3y KauecTsa

O nocTynnernn nHoopmauun NeKapPCTBEHHbIX CPEACTB

0 BbISIB/IEHUW He0OPOKAYeCTBEHHOIO

NeKapCTBEHHOro npenapara
MeanuMHCKMe opraHmsaymm

OpraHbl ynpasrieHNsa
34paBoOXpaHeHNeM CyO6BbEKTOB
Poccuitckon ®degepaumu

depepanbHaa cnyxba no Hagsopy B cepe 34paBooxpaHeHMs coobliaet o
NoCTynaeHNn uHdgpopmaynm o BbiBieHUU TOBY3 «LleHTp cepTUdMKaumm n KOHTPONSA
KayecTBa N1IeKapCTBeHHbIX cpeacTs» (r. Bennkuin HoBropog) nekapcTBeHHOro npenapara,
KayecTBO KOTOPOro He oTBeYvaeT yCTaHOB/IEHHbIM TpeboBaHUAM:

- 3TWUNOBbLIN CNUPT, PacTBOp ANA HAPYXHOro MNPUMEHEHUSs W MNPUroTOB/IEHUSA
NeKapcTBeHHbIX ¢opm 95% 100 mn, akoHbl TemMHOro ctekna (1), naudkm
KapTOHHbIE», npons3BoACTBa 3A0 «P®K», Poccus, Bnagenew,
OAO «HoBropoagapmauunsa», r. Benukuin HoBropoa, nokasatenb «O6bem
COAEPXMMOTo ynakoBkn» - cepumn 021013;

- OTWUNOBbLIA COMPT, PacTBOp [ANA HAPYXHOro MNPUMEHEHUS W TMPUTroTOB/EHUSA
NeKapcTBeHHbIX (opm 95% 100 ™M, ¢nakoHbl TeMHOro crtekna (1), nayvku
KapTOHHbIE», npons3BoACTBa 3A0 «PDK», Poccusa, Bnagenew,
FOBbY3 «KnuMHU4YecKniA rocnutanb BeTEepaHOB BOWH», . Benukuii HoBropog,
nokasatenb «O0beM COAEPXUMOro ynakoBku» - cepum 021013.

TepputopnansHomy opraHy Poc3gpaBHaj3opa no HoBropogckon ob6nactu
obecrneynTb KOHTPO/Ib 3a MU3bATUEM U3 0OpalleHNA N YHUUTOXEHWEM B YCTaHOB/IEHHOM
nopsgKe yKasaHHbIX MNapTuUii HeJ06poKavyeCcTBEHHOI 0 JIEKAPCTBEHHOIO Npenapara.

depepanbHaa cnyxba no Hagsopy B cgepe 34paBooxpaHeHWa coobwaetr o
NPUOCTAHOBJ/IEHUN peann3aumm UHbIX MapTUii BbllleyKa3aHHOW Cepun NeKapCTBEHHOIO
cpeacTBa.

Poc3gpaBHaa3op npegnaraet cybbekTam ob6paleHUs NeKapCTBEHHbIX CPeAcTs,
MeAULUMHCKUM  opraHusauymamMm MpoBecTM MNPOBEPKY HalM4uus  YyKasaHHOW  cepuu



NeKapCTBEHHOro cpefcTBa, 0 pesysbTaTax KOTOPOM MHQOPMUPOBaTb TeppuUTOpUanbHbIn
opraH Poc3gpaBHagsopa.

TeppuTopuanbHbiM  opraHam Poc3gpaBHag3opa obecrnedynTb  KOHTPO/b  3a
BbISIBIEHNEM U U3BATMEM M3 00OpalleHMsA YyKa3aHHOW Cepun NeKapCTBEHHOrO CpefcTBa.
O npoBeaeHHOM paboTe nHhopMmmpoBaTb Poc3gpaBHaa3op.

defepanbHaa cnyxba no Haglopy B cepe 34paBOOXpaHEHMSA  yKasblBaeT
N3rOTOBUTENIO (npopaBsyuy, nuyy, BbIMONHAKOLWEMY  QYHKUNU WHOCTPaAHHOTIO
N3roTOBUTENS) YKa3aHHOW Cepun JIeKapCTBEHHOro cpeAcTBa Ha Heob6XO0A4MMOCTb
NnpoBefeHNUss MepPoONpuUATUA, NpPefyCMOTPeHHbIX cTaTbel 38 PefepasibHOro 3akoHa OT
27.12.2002 N2184-®3 «O TeXHMYECKOM PerynanpoBaHnmn».

Poc3gpaBHaA30p npeanucbiBaeT U3rotosuTento (npogasuy, AULY, BbIMOJTHAOLWEMY
(OYHKUMM MHOCTPAHHOrO M3roToBUTENSA) B TeYeHUe AeCATU JHEN C MOMeHTa MOJIyYeHUs
JaHHOro nucbMa nNpeacTaBuUTb CBeAeHUMA O MPoBefeHHOW paboTe, BK/OYaA MaTepuanbl
NpoBepKMU [OCTOBEPHOCTUM  MHOPMaLMN n nporpamMmmy MepPONPUATUIA no
npefoTBpaLLEHNIO NPUUYNHEHNA Bpefda, Ha agpec: control Is@roszdravnadzor.ru c
nocsieayoLwen AOCbIIKOW Ha 6YMaKHOM HOCUTESE.

degepanbHag cnyxba no Hag3opy B cepe 34paBooxpaHeHUs obpaltaeT BHUMaHKe,
4YTO HenpeAcTaB/ieHWE WM HeCBOeBPEMEHHOe npeAcTaBsieHWe, nM60 npeAcTaB/ieHUe
3aBelOMO He[LOCTOBepHbIX cBefeHUMN B Poc3gpaBHapf30p, a TakXe HEBbINO/IHEHWE B
YCTaHOBJIEHHbIN CPOK npegnucaHuns, peLueHns Poc3gpaBHagasopa B/leYeT
OTBETCTBEHHOCTb, NPeayCMOTPEHHYI COOTBETCTBEHHO C€T.19.7.8. 1 4.21 ¢T.19.5 Kojgekca
Poccuiickon ®degepaynm 06 agMUHUCTPATUBHBIX NMPaBOHaPYLLUEHUSX.

PykoBoguTesnb M.A.Mypaliko

E.A. JlavaHoBa 8 (499)578-01-88
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