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B chepe 3ApaBoOXpaHeHUS

Ha Ne oT

’_“ **I Oprasusallii, OCYIIECTBISIOUINE
BKCIEPTH3Y KauecTBa
JIEKaPCTBEHHEIX CPEJICTB
06 oT3bIBE AeKIapauu

O COOTBCTCTBHH MenuuuHCKHE Opramr3iaiiiy

Oprane! ynpasiaeHus
3IpaBOOXPaHEHUEM CYOBEKTOR
Poccuiickoi Oenepauuu

Qenepanpras cayxba no Haazopy B cdepe 3ApaBOOXpaHeHHd coollaeT o
npuHATOM pemieHuH OAQO «Opraankay» oTo3BaTh AcKnapaluio o coorseTcTBud NePOCC
RU.OMI10.477312 ot 26.03.2015 Ha nekapcTBeHHbll npenapat «Jlusunonpun Opraguka
Tabnetku 5 mr 10 IT., yIaKOBKH S9eiKOBbIe KOHTYpHBIE (3), MaYKH KApTOHHBIE» CEPHH
60315 mpomsBoactea OAQO «Opranuka» (Poccuss) B CBA3H C €r0 HECOOTBETCTBHEM
TpeGOBaHMAM HOPMAaTHBHOM ZOKYMEHTalMH IO IoKazarenio «[IoCTOpOHHHE NpUMECH».
O InpUOCTAaHOBACHHUH pealu3alldd YKasaHHOH CepuH JISeKapCTBEHHOro Mperapara
CyObeKTBl  oOpaleHuss  JNEKapCTBEHHBIX  CpeACTB  MH(QOPMHPOBAHEI  IIHCHBMOM
Pocanpasranzopa ot 08.07.2015 Ne0G111-1099/15.

Pocanpasuagzop mnpepnmaraer OAQO «Opranuka» l'IpeJIOCTaBHTL cBelleHHs 00
M3BATHN 13 00palueHust JaHHOH CEepHUH JIEKaPCTBEHHOr'O Iperapara, COMpoBOKAaroIecs
yKa3aHHOH AeKllaparueii 0 COOTBETCTBHUH.

@enepanbHas coyxba o Haazopy B cdepe 3ApaBOOXPaHEHMS IpearaeT
cy0BpekTaM oOpallleHHs NeKapCTBEHHBIX CPE/ICTB MIPOBECTH IIPOBEPKY HATMYHA YKA3aHHON
CepHM JIEKapCTBEHHOrO IIpelapara, HOCTyNHBINeH B o0pallieHHe IO YKa3aHHOH
AeKIapallid O COOTBETCTBHM, MW IPEJCTaBUThL B TEPPUTOPHANBHBIN  oprad
PocsapasHanzopa nHbOpMaIio 06 H3BATHM ee U3 00palleHus.

TeppuropuansaeiM  opraHam  Poc3apaBHazzopa o00ecneuHMTb KOHTPOIL 34
BRISBJICHHEM ¥ W3bATHEM BBIICYKA3aHHOM CepUU JEKapCTBEHHOTO IIpenapara,
COTPOBOXIAIOINelics NaHHOM nexnapanueii o coorBercTBun. O IpoBeaeHHON paboTe
uHpopMupoBaTs PocsapasHanzop.




«JImsunonpun Opranuka Tabnetkd 5 mr 10 mr., ymakosku suelikoBsle KoHTYpHBIE (3),
Ia4K¥ KapTOHHBIE» MOXET BHOBB IOCTYIIUTE B oOpanieHue Ha TeppuTopur Poccuiickoit
@epepaly TOMBKO NOCIE NOATBEPXKICHUS B YCTAHOBIICHHOM IOPSAKE €€ COOTBETCTBUA
TpeOOBaHUAIM YTBEPKICHHOW HOPMATHBHOM JIOKYMEHTALMH U M3MEHEHUH K Hel.
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