O BO3BpaTc JOKYMCHTOB

B ®enepanbHyto aHTUMOHOMONBHYIO CIYKOy muchMoM Mun3apaBa Poccun ot
05.07.2016 Ne 20-4-4016435-c npencraBieHa Ha COIIACOBAaHUE MpeneSibHAs OTIyCKHas
LICHA Ha CJIEAYIOLIMK JIEKAPCTBEHHBIM NpPEINapar, BKIIOYEHHBIM B MEPEUYCHb >KU3HEHHO
HEOOXOUMBIX M  BaXKHEWINUX JIGKAPCTBEHHBIX IMpENnaparoB  (pEerucTpaliiOHHOE
ynoctoBepenue JICP-001419/08, nepxarenb WM BIajeiel] PETUCTPALMOHHOTO
YIOCTOBEPEHHUs JIEKAPCTBEHHOIO Mpenapara, Ip., MepB.yIl., BTOP.YI., BBILK. -
000 «®OPT» (Poccus)):

Vnerpukc BakiuHa rpunmno3Has WHaKTUBUpoOBaHHas pacuierienHas (MHH —
Bakuuna g npodwIakTUKM  TpUIIa  [MHAKTUBUPOBAHHAs|, pacTBOp IS
BHYTPHUMBIILIEYHOTO BBeneHus, 0,5 mi/ao3a, 0,5 mi, - gpnakon (1) — mayka kapTOHHAaS.

[Ipn paccMOTpeHHMM MPEACTABICHHBIX TOKYMEHTOB BBISIBIICHO, YTO MpEAEibHAas
OTIyCKHas 1I€Ha HA yKa3aHHBIN JIEKapCTBEHHBIN Ipernapar ¢ TOProBbIM HAMMEHOBAaHHEM
«YIBTpUKC Bakunna TPUINO3HAs WHAKTUBUPOBAaHHAS pacuiernaeHHas»
(peructpanmonnoe  ymocroBepenue JICP-001419/08, nepskarenp WM BlIajesell
PETUCTPALMOHHOTO YIOCTOBEPEHHUS JEKAPCTBEHHOTO Ipernapara, mp., neps.yil., BTOp.yII.,
BIILK. - OO0 «®OPT» (Poccust)) 3apeructprupoBaHa.

B coorBercTBUM ¢ myHKkTOM 6(1) IlpaBui BemeHHsI rOCYIapCTBEHHOI'O peecTpa
MPEAETbHBIX OTHYCKHBIX LE€H MPOU3BOAUTENICEH Ha JICKAPCTBEHHBIC IPENaparsl,
BKJIIOYCHHBIE B MEPEUEHb >KU3HEHHO HEOOXOAMMBIX W BaXXHEUIIHUX JIEKAPCTBEHHBIX
MpEenaparoB, YTBEPKIACHHBIX NocTaHoBIIeHUEM lIpaBurenscrBa Poccurickon denepanuu
or 29.10.2010 Ne 865 (nanee - [IpaBuina), BHECeHHE U3MEHEHUI B PEECTPOBYIO 3aIIUCH O
rOCY/IapCTBEHHON PETUCTPALMU TPEACIBHON OTIYCKHOM LEHBl IPOU3BOAUTENS Ha
JIEKApCTBEHHBIN Ipenapar, B TOM 4YHUCJIE B YACTH M3MEHEHWsl IITPHXOBOIO KO/A,

HAHECEHHOI0 HA BTOPHYHYI0 (IOTPeOUTENbCKYI0) YNAKOBKY JIEKADPCTBEHHOIO

npenapara, KOMIJIEKTHOCTH JIEKAPCTBEHHOI'0 Npenapara (IIpy YCJI0BUH OTCYTCTBUSA

H3MEHEHHS €ero KOJU4YeCTBA BO BTOPUYHON (IOTPEeOUTENbCKOH) YIAKOBKE)

ocymiecTBisieTcss MuHuCTEpCTBOM 3apaBooxpaHeHuss Poccuiickoit ®enepammu  6e3
comtacoBanusi ¢ denepanbHOM aHTUMOHOIIOJIBHON CITY>KOOW C COXpaHEHHEM IOCIEIHEN
3apETrUCTPUPOBAHHON LIEHBI HA JIEKAPCTBEHHBIN IIpenapar.

Kpome toro, ®AC Poccun oOparniaer BHUMaHHE, YTO B COOTBETCTBUM C IMYHKTOM
23 IlpaBui TOCYZapCTBEHHOM PETUCTPALMM WU NEPEPETUCTPALMU YCTAHABIUBAEMBIX
MPOU3BOAUTENSIMU  JIEKAPCTBEHHBIX IMPENAPATOB MPEACIBbHBIX OTHYCKHBIX IIE€H Ha
JIEKapCTBEHHBIC TIpenaparbl, BKJIIOYEHHbIE B MEPEYEHb J>XU3HEHHO HEOOXOIUMBIX U
BOXHEUIINX  JIEKAPCTBEHHBIX  IPENApaToB,  YTBEPKACHHBIX  I[MOCTAaHOBJICHUEM
ITpaButenbcTBa Poccuiickoit @eaepanuu ot 29.10.2010 Ne 865, Ha 0OCHOBaHUY 3asBJICHUS
JepKarelsi WIM  BIAJENblla PETUCTPALMOHHOTO  YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapara (ynoJIHOMOYEHHOTO UM JIMIA) O CHUYKEHUH 3apETUCTPUPOBAHHON MPEETbHON
OTIYCKHOM II€Hbl MPOM3BOAMTENS MHUHUCTEPCTBOM 3ApaBOOXpaHeHus Poccuiickon
denepaun pacCMATPUBACTCS BONPOC O BHECEHWH COOTBETCTBYIOIIMX HW3MEHEHUW B
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pPEeCTPOBYIO 3aITUCh TOCYAAPCTBEHHOIO PeecTpa.

Takum o6pazom, ocHoBanusi juisi mpoenenus PAC Poccur 3KOHOMHUYECKOTO
aHaJIN3a [0 YKa3aHHOMY 3asIBJIEHUIO0 OTCYTCTBYIOT.

B cBa3u ¢ uznoxkenHsiM, MAC Poccum Bo3Bpamaer B Munsapas Poccunu
KOMILIEKT MPeICTABJICHHBIX JAOKYMEHTOB /Jisi NPHHATHSA PEUICHUA B MNOPSIKE,
npeanycMorpeHHoM nmyHkrom 6(1) IlpaBu.

[Ipunoxenue: Ha 399 1. B 1 7K3.

P.A. Ilerpocsan
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