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MungcrepcTeo 30 PABOOXPAHEHHE
Pocculickoit Pegepauun

SENEPAJIBHAS CIAVIKEA 110 HAL3OPY l_ ' _l
B COEPE 3IPABOOXPAHEHHS : Cv6 6
(POC3/IPABHAJI3OP) | YOBEKTEI OOPAILICHHA

) JCKapPCTBCHHBIX CPEACTB
Cnasanckas i 4, crp. 1, Mocksa, 109074

Tenedon: (495) 698 45 38; 6981574 TeppI/ITopriaJIBHBIe OpraHb

2201 2015~ OAL4it— 1424 /4 53 DenepanbHOi cliy)0BI 1O HAN30PY

B cepe 34paBOOXPAHCHHUS

Ha Ne oT
l_ “] Opranuzauyy, OCyILECTBIISIOINE
_ - - 3KCIIEPTH3Y KavecTBa
O moctynnenny wHdOpMany S JIEKapCTBEHHBIX CPEACTB

O BEUBICHHH HENOOPOKAUeCTBEHHOTO

JCKApCTBCHHOIC CPEACTBA MeﬂHHﬁHCKHe OpI"aHIfI?,aHI/Iﬂ

Oprassl ynpaBleHus
3/[paBOOXpaHEHHEM CYyOBEKTOB
Poccuiickoii ®enepanuu

denepanpHas coyxba mo Haxzopy B cdepe 34paBOOXpaHEHHs coOOImaer o
noctymienny padopMaliii o BeiBiIeHUH OI'BY «MIMLDYAOCMIL» Pocsnpasaanzopa
(TamOoBcKkul GHIHAN) JEKApCTBEHHOTO Ipenapara, KayecTBO KOTOPOro He oOTBedacT
YCTAHOBJIGHHEIM TpeOOBaHUAM, B XOIe TIPOBEAECHHA TIOCYAAPCTBEHHOIO KOHTPOJIS
KauecTBa JICKaPCTBEHHBIX CPEACTR! '

- Anexapmon TaGIeTKH, IOKPBITHIE KHIIEUHOPACTBOPHMOM obomouxoit 100 mr
10 mT., yMakoBKH sYEHKOBEIE KOHTYPHEIE (3), MaYKd KapTOHHbIE, MPOM3BOACTBA
OAO «Cuntes», Poccus (snanenen IBY PO «3axaposckas 11PB», yn. Cosetckad,
o. 4, c. 3axapoBo, 3axapoBCKuil paiioH, Ps3zanckas o0nacts), IIOKa3aTenb
«lTocTopoHHHE ITpUMeCH - cepur 370214.

TeppuropransHoMy oprany Poczapaeraanzopa no Psazauckoli o0nactu obecneduTs
KOHTPOIIb 33 H3BATHEM M3 OOpalieHus H YHUYTOXEHHEM B YCTAHOBIIEHHOM HOpSIKe
yKa3aHHOH MapTHH HeToOpOKa4eCTBEHHOTO JIEKapCTBEHHOI'O CPECTRA.

denepanpHas cayxba 0O HAH30py B chepe 34paBOOXpaHEHHs COOOIIaeT o
NPUOCTAHOBIEHHN pealu3alliyl MHBIX MApTHH BBINIEYKAa3aHHOW CEPUM JIEKAPCTBEHHOTO
CpeJICTRA. '

Pocs3apaBHanzop mpejiaraeT CyOBeKTaM OOpAlleHHs JeKapCTBEHHBIX CPECTB,
MEIUIMHCKUM OPraHW3alMsM [pPOBECTH IPOBEPKY HAIWYHA YKa3aHHONH CepuH
JIEKAPCTBEHHOTO CPECTBa, O Pe3ynbTaTax KOTOpOPI HHGOPMHUPOBATh TEPPUTOPUANEHEIH
oprad PocsgpasHaazopa.

TeppuropuansHeiM ~ opraHam  PocanpaBHaazopa obecnedurs KOHTpOJ'IB 3a
BBISBIICHAEM ¥ H3BATHEM M3 OOpallleHHs YKa3aHHOH CEpHM JICKapCTBCHHOTO CpPeICTBa.
O npoeaenHOR pabdoTe HHGOPMHUPOBATE POC3ApaBHAA30D.




QenepanpHas  coyxba 0o Hagzopy B chepe 3IpaBOOXpaHEHHS YKA3LIBAeT
H3TOTOBHTENIO  (IpOJaBLy, JIMIy, BHIIOJHAOLIEMY GYHKIMM  HHOCTPAHHOTO
M3TOTOBHTENS) YKa3aHHOW CEpHH IIGKAPCTBEHHOTO CpPEACTBA HA HEOOXOAMMOCTH
NPOBEACHUS MEPOIPHATHH, NPeayCMOTPEeHHBIX craTheil 38 (DenmepalBHOrO 3aKOHA OT
27.12.2002 Ne184-®3 «O TeXHHIECKOM peryIHPOBaHHI.

PoC3paBHa)30p IPEANKMCHIBAET H3TOTOBUTENMIO (TIPOIABILY, JIHLY, BHIIOTHIIOMEMY
(yHKIMHM MHOCTPAHHOTO HM3TOTOBHTENS) B TEUEHHE AECATH AHEN OT AaThl IyGJHKaIluH
MH(OPMALMOHHOIO NMHChMa Ha oduuumansHoM caiite Poc3gpaBHajgzopa  IPEACTaBUTD
CBEICHMA © IpoBeleHHOH paboTe, BKIMOYad MPOrpaMMy MEPOIPHATHH IO
PEAOTBPAlICHUIO NPUYMHEHMA Bpena, Ha agapec: control ls@roszdravnadzorru ¢
TIOCTIEAYIOLIEH JOCBHUIKOM Ha GyMaXXHOM HOCHTEIE.

®epepanbHas ciyx0a 1o HaA30py B chepe 3ApaBoOXpaHeHHs o6paraeT BHUMAaHHE,
YTO HETPEACTABICHAE HIM HECBOEBPEMEHHOE IPEACIaBJICHUE, THOO IIpeACTaBIeHHEe
3aBeZIOMO HEJOCTOBEPHBIX CBeleHHH B PocsnpaBHam30p, a TakKe HEBHIIOIHEHHE B
YCTAGHOBJEHHBIE  CPOK  NpeANHCaHus,  pelleHus  Poc3apaBHAm30pa  BIeYeT
OTBETCTBEHHOCTD, IIPEILYCMOTPEHHYIO cooTBeTcTBeHHO ¢T.19.7.8. 1 u.21 ¢1.19.5 Konekca
Poccuiickoit Penepanun 00 aIMUHUCTPATHBHBIX IIPABOHAPYIIEHUSIX.
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