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Poccuiickoit Penepanun

®EJIEPAJIBHASL CJIVKBA T10 HAJI30PY [
B C®EPE 3/IPABOOXPAHEHHS
(POC3IPABHAJI30P) Cy6bexTsl 0OpaleHus

JICKAPCTBECHHBIX CPEACTB

—

Crassiuckas . 4, crp. 1, Mocksa, 109074
Tenedon: (495) 698 45 38; 698 15 74

_ ) TepputopuanbHbie OpraHsl
05 08 2079 % &/t —/2/ //j denepanbHON CIyXOBI 10 HAI30PY
Ha Ne . / B chepe 31paBOOXpaHEHHUS
B ] Opranu3anuu, oCyeCTBISIOIIHE
3KCIIEPTU3Y KauecTBa
O moctymieHnH HHGOpMaIuH 1IeKAPCTBEHHBIX CPE/ICTB

O BBISIBJICHHH HCIIO6p0Ka‘{CCTBCHHOI‘O

JIEKapCTBEHHOTO Mpernapara
MCIII/IIII/IHCKI/IC OpraHusalliu

Oprassl ynpaBieHuUs
3[IpaBOOXpaHEHUEM CyOBEKTOB
Poccuiickoit enepanuun

DenepanbHas cioyxba Mo Haa3opy B cdepe 3ApaBOOXpAHEHHs] COOOILAeT o
nocrymienud uHpopmauuu o BeisBieHud CII6 I'BY3 «CeBepo-3amajiHsiii LEHTp MO
KOHTPOJIIO KayecTBa JIEKAPCTBEHHBIX CPEJCTB» JIEKAPCTBEHHOIO IIpenapara, KadeCTBO
KOTOPOTO HE OTBEYAeT YCTAaHOBJIEHHBIM TPEOOBAHUAM:

- [lepria BOASIHOTO 3KCTPAKT XHUIKUH, SKCTPAKT Ui IpUeMa BHYTpb [KUAKUM] 25 mi,
dbakonsl TeMHOTO cTekia (1), mayku kapToHHbIe, mpon3BoAcTBa 3AO «PocToBckas
dbapmanestrueckas ¢abpuka» (Poccus), nocraBmuk 3AO «Mmnepus-Papmay,
r. Cankr-IletepOypr/Bnageneny ®I'BY «HUAMAI» um.JI.O. Orra C30 PAMH,
r. Canxr-IleTepOypr, nmokasatensb «Onucanue» (KUAKOCTh ¢ OOUIBHBIM OCaJKOM) -
cepuu 40911.

TeppuropuansHoMy opraHy PocsnpaBHam3opa mno r. Cankr-IlerepOypry u
JleHuHrpajckoii o0MacTH o0OecreuynTh KOHTPOJIb 3a H3BATHEM U3 OOpalleHus M
YHUYTOXKEHMEM B YCTAQHOBJICHHOM IIOpSIKE JAHHOW NapTUM HeJI00pOKauyeCTBEHHOIO
nekapcTBeHHOTO npenapara. O pe3ynbratax HHGOpMUpoBaTh Poc3npaBHaa3op.

DenepanbHas choyxba Mo Hag3opy B cdepe 3IpaBOOXpaHEHMs IpelJiaraer
cyOBeKTaM o0OpalleHus JIEKapCTBEHHBIX CPEICTB, MEUIIMHCKUM OpraHU3alMsIM [IPOBECTH
MPOBEPKY HAJWYMs HMHBIX NApTHH YKa3aHHOIO JIEKapCTBEHHOrO Iperapara, a Takxke
MepONpUATHSI, TpedycMOTpeHHble cratheil 38 @enepanbHoro 3akona or 27.12.2002
Nel184-®3 «O TexHuueckoM peryiaupoBaHuu». O pesynbraTax HHPOPMHPOBATH
TEPPUTOpPUAIBbHBIN oprad Poc3apaBHanzopa.

TeppuropuansHeiM  opraHaMm Poc3zpaBHag3opa 00ecredyuTh KOHTPOJIb 34
HCIIOJIHEHHEM CyObeKTaMu oOpallleHus JIeKapCTBEHHBIX cpeicTB DesepabHOrO 3aKOHa
or 12.04.2010 Ne61-®3 «O6 obpalieHu# JeKapCTBEHHBIX CPEACTB» (cTaThsd 57) B 4acCTH
COOJIIOIEHHS 3aIpeTa Ha peaiu3aliio Hel00pOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB.
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QenepanbHas cmyx0ba 1o Hag3opy B cdepe 3ApaBOOXpaHEHHUS YKa3bIBaeT
M3rOTOBUTENIO  (NIpOAABIly, JIALY, BBINOJHSAOMEMY  (QYHKIMM  HHOCTPAHHOTO
U3rOTOBHUTENS]) YyKa3aHHOW CepuM JIEKapCTBEHHOIO IIperapaTra Ha HeEOOXOIUMOCTh
NPOBE/ICHUsI MEpPONPUATHUN, MPEeNyCMOTPEHHBIX cTartbeid 38 DenepanbHOro 3akoHa OT
27.12.2002 Ne184-D3 «O TeXHUYECKOM PETyIUpPOBAHUI.

Poc3apaBHaa30p npeAnucsBaeT U3roTOBUTENIO (IIPOAABILY, JIUILY, BBIIOJIHSIOILEMY
(GYHKLIMM MHOCTPAHHOT'O M3TOTOBUTEINS1) B TEUEHHE NECSITH JHEH OT AaThl ITyOJIHKaI|H
MH()OPMaIIMOHHOrO0 NMUChMa Ha OoQUIMAIbHOM caiite Poc3apaBHag3opa IpencTaBHTH
CBEJICHUS O IIPOBEIEHHON pabore, BKIIOYAas MPOrpaMMy MEPOINPHUATHH 110
NpeJOTBPAIllEHUI0 TpUYMHEHUs Bpeda, Ha anpec: control Is@roszdravnadzor.ru c
nocieayroend JOCbUIKOM Ha OyMa)kHOM HOCHUTEIIe.

®enepanbHas ciyx0a 1Mo Haa30py B cdepe 3ApaBoOXpaHeHHs oOpaliaeT BHUMaHHE,
YTO HENpeACTaBICHWE MM HECBOEBPEMEHHOE IIpe/iCTaBlIeHue, JUOO IpecTaBlIeHUE
3aBEJIOMO HEIOCTOBEPHBIX CBeleHUuN B Poc3npaBHam30p, a Takke HEBBINIOJHEHUE B
YCTaHOBJIGHHBIM  CpPOK  IpeanucaHusi,  peweHus  Poc3gpaBHaa3opa — Bieuer
OTBETCTBEHHOCTH, IIPEAYCMOTPEHHYIO COOTBeTCTBEHHO ¢T.19.7.8. 1 4.21 c1.19.5 Koznekca
Poccuiickoi @enepanun 06 aIMUHUCTPATUBHBIX PAaBOHAPYIICHHSIX.

Bpuo pykoBoaurens M.A Mypaiuiko

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