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Pocewiickoit ®egepannu

SENEPAJIBHAS CJAYKBA 110 HAJI30OPY ' |— _ -7 —|

B COEPE 3IPABOOXPAHEHUY : ‘

POC3APABHAI3
( A AJISOR) Cy06pexTsl obpaieHus
Cransmexas 1. 4, cip. 1, Mocksa, 109074 JIEKAPCTBEHHBIX CPELCTB
Tenedon: (495) 698 45 38; 698 15 74
TeppuTopnanbHbie OPTaHbI
03.44. 2015 w» 02 ke —4901/45 PPITOPHATLERE O
depepantHoil ciryxO6BI IO HAA30PY

Ha Ne ot B chepe 3ApaBoOXpaHEHHs
l_ _I Opranysanyy, oCyIIeCTBIMIOIIHE
IKCIIEPTH3Y KayecTsa -
O noctymenun uHboOpMaLuH JIEKAPCTBEHHBIX CPEOCTB

0O BEIABJIICHHH He,I[06pOKaHeCTBeHHBIX

JICKAPCTBEHHBIX CPEACTB M
CAHIUHCKHE OPraHu3aliiu

Oprass! yrpasieHus
3[paBOOXPaHEHUEM CyOBEKTOB
Poccuiickoit ®eneparnuu

®enepanbuas clyx6a mo Hag3opy B chepe 3apaBooxpaHeHHsl coobuiaeT o
noctyIuieHuH HHpopMaiiid o BeIgeiIeHUH OI'BY «MMIIDYAOCMID» Poc3mpaBHaazopa
(ExatepunOyprexuii Gpunuan) nekapeTBEHHBIX CPEACTB, KAYE€CTBO KOTOPBIX HE OTBeUaeT
YCTaHOBIEHHEIM TpeOOBaHMAM, B XOJle IPOBENCHHsS TOCyAApCTBEHHOI'O KOHTPOIA.
KayecTBa JIeKapCTBEHHBIX CPeJICTB: ' :

- Jle-Hon®, TaGuerxu TMOKPHITHIE THIeHOouHoM 0bonoukoit 120 mMr 8 mIT., yIIaKOBKH
A4elikoBble KOHTypHble (7), mauku KapToHHBie, m3rotoBuTens 3A0 «OPTAT»,
Poccust/ mpomseeneno 3A0 «P-OAPM», Poccus (Bnagener; anTeyHBIH ITyHKT
«UI1 Bopornuna O.A.», yn. Tepoes Tamxorpama, n. 114, r. Yemnsabunck,
Yenabuuckas obmacre; yn. Komaposa, a. 135, r. Yenmsabunck, YemsOmHckast
obnacts), mokazatens «KonuuecTreHHoe onpepeneuue» - cepun 300062015,

Jle-Hon®, taGnerku MOKPBITBIE TUIEHOYHOH 00oiyoukoit 120 Mr 8 wmir., Gnucreps
(14), mauku xaprouuble, npouspoactea 3A0 «P-DAPM», Poccus/ ynaxoBmuK u
BEIMycKarouuii kouTpons kavectBa 3A0 «OPTAT», Poccus (Bnamenel anTedHbIH
nyHkT «MI1 Bopormaa O.A.», yin. Komaposa, x. 135, r. Yenabunck, Yenabunckas
0611acTB), TIoKa3aTeNns «KommdecTBeHHOE OIpeeNierney - cepuu 125032015,

TeppuTopuansHoMy oprany PocsapaBHanzopa o HYensaOuHckol o0nacTu obeceuuTs
KOHTPOJIb 33 U3BATHEM M YHHYTOXXEHHEM B YCTAHOBIICHHOM TOPSAKE YKa3aHHBIX MapTHH
HeZI0OpOKAaYeCTBEHHBIX JIEKApCTBEHHBIX MpenaparoB. O pesynsTarax MHOOPMHUPOBATH
PocsnpasHan3op. '

depepanphas cnyxba N0 Hag3opy B cdepe 3APAaBOOXPaHEHHs COOGIIEeT O
NPHOCTAHOBIICHAH pEealM3allii WHBIX NapTHH BBILCYKa3aHHBIX CEpHH JeKapCTBeHHBIX
CpencTB.
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PocsnpaBHanzop MpeAiaracT CyObeKTaM oOpallieHHs JEKApCTBEHHBIX CPEJCTB,
MEIUIMHCKEM OpPraHM3alMsiIM IIPOBECTH IIPOBEPKY HallW4Ms YKa3aHHBIX cepuil
JIEKapCTBEHHBIX CPEACTB, O Pe3ynbTarax KOTOpoH HMHGOPMHPOBATH TBppPITOpPIaJIBHBIH
opraH Poc3apaBHaa3opa.

TeppuropraneHeIM ~ opraHaM  Poc3gpaBHamzopa  oOecleudTh  KOHTPOJIb - 3a
BEIABJICHUEM M M3BATHEM M3 OOpalleHus yKa3aHHBIX Cepuil JIeKapCTBEHHHX cpeacTB. O
IIpoBeieHHOH paboTe uH(opMupoBaTh PocsapasHaazop.

QenepanpHad ciyxba mo Hamsopy B cdepe 3ApaBOOXpaHESHUS yKasmBaeT
H3TOTOBUTENIO  (TIpOAaBLy, JIMIly, BBIIONHSIOWEMY (YHKIMH  HHOCTPAHHOTO
U3TOTOBHTENS]) YKA3aHHBIX Cepuil JIeKapCTBEHHBIX CPEACTB HAa HEOOXOAUMOCTB
TIPOBEICHUS. MEPOIPUATHI, MpedycMOTpPeHHBIX cTaThell 38 DeaepanbHOr0 3aKoHA OT
27.12.2002 Ne184-03 «O TexHUYECKOM PeryIHpOBaHHEY.

POC3/[paBHAA30P NPEAICHBAET M3rOTOBUTENO (POAABLLY, JHIY, BEIIONHSIOMEMY
(GYHKIUM MHOCTPaEHHOIO M3TOTOBUTENS) B TE€UYEHHE NECATH AHEH ¢ MOMEHTA MONYYeHHS
JAHHOIO MKChMa HPEACTABUTH CBEACHUA O NPOBEICHHOH pabote, BKIIOYAS MATEPUAIE]
IPOBEPKH  JOCTOBEPHOCTH  HMHGPOPMAIMM U TIPOrpaMMy  MEpPONpHATHH  II0
[IPEAOTBPAILCHHIO IIPUYMHCHMS Bpeaa, Ha aJpec: control_ls@roszdravnadzor.ru c
nocieayromel JockKol Ha OyMaXHOM HOCHTEE.

DenepanpHas ciIyx0a 1o HaA30py B cdepe 3APpaBOOXpaHECHHs 00pall@aeT BHUMaHHE,
YTO HEUPEACTaBleHHE WX HECBOEBPEMEHHOE HpeICTaBIeHHe, JHOO NpencTaBiIcHHe
3aBeIOMO HEJNOCTOBEpPHBIX CBeleHHH B Poc3mpaBHaA30p, a TakKe HEBBITIONHEHHE. B
YCTaHOBJIEHHBI  CPOK  IpeAnucanms,  pewesus  Poc3gpaBHaja3opa  BIEUET
OTBETCTBEHHOCTE, IIPEIYCMOTPEHHYIO cooTBeTcTBeHHO ¢T.19.7.8. u 1.21 ¢1.19.5 Konmexca
Poccuiickoii ®exepauny 06 aAMUHHICTPATHBHBIX IPABOHAPYIIEHHIX.

Bpuo pykosoautens / J.B.IIapxoMeHko

C. Y. Muxatinosa 8 (499) 578-02-72




