PEILIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH MTPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBMM C€ MNyHKTOM 8 U MOAMYHKTOM «0» mnyHkta 19 IlpaBun
rocyaapCTBEHHOM perucTpanuu u nepeperucTpanuu yCTaHaBJIUBAEMBbIX
MIPOU3BOJAUTESIMUA  JIEKAPCTBEHHBIX MPENapaToB TMPEACIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B IE€PEUCHb XU3HEHHO HEOOXOIUMBIX W
BOXHEWIINX  JICKAPCTBEHHBIX  [PENapaToB,  YTBEPXKACHHBIX  IOCTAHOBJIECHHUEM
[IpaButensctBa Poccuiickoit ®@enepanuun ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTOJIBHAS CIYXK0a paccMOTpesia JTOKyMEHTHI, MPEICTABICHHbBIE
nrcbMoM MunsnpaBa Poccun ot 23.09.2016 Ne 20-4-4023126-c, u nipuHsiiia penieHue oo
OTKa3€ B  COIVIACOBAHMU  TMPEICIbHOM  OTIIYCKHOM  II€HbI, 3asBJICHHOW  Ha
nepepeructpario OAO «HoBocubxumdapm» (Poccust), Ha clieayromuii JIeKapCTBEHHBIN
npenapar, BKJIIOYEHHBII B TIEPEUYCHb KUZHEHHO HEOOXOJUMBIX U  BaKHEHIIUX
JIEKapCTBEHHBIX MPENapPaTOB:

Anrunokapaun (MHH — Menbsaonuii), pactBop aig uabekuuid, 100 mr/mu, 5 mi -
aMmIysibl (5) — B KOMIUIEKTE C HOXXOM aMITyJIbHBIM WM CKapupUKaTOPOM, €CIIH
HEOOXO0IUM JIJIs1 aMITyJI JAHHOTO THUIIA - TTAYKU KapTOHHBIE, B pazmepe 190,16 pyo.

[IpenenbHblEe OTIYCKHBIE LIEHBI HAa YyKa3aHHBIE JICKAPCTBEHHBIE IPEMApPATHl HE
COMIACOBBIBAIOTCS MO CIIEAYIOIIUM OCHOBAHUSIM.

N3 ananuza npencraBieHHbIXx B @PAC Poccuu TOKYMEHTOB YCTaHOBJIEHO, UTO K
MPEACTABICHHBIM JOTOBOpPaM OTCYTCTBYIOT TOATBEPKACHUS MPOJIOHTAllMA JAHHBIX
JIOTOBOPOB, a TaKxke crnenudukanuy (TpUiIoKEHUs), SBISIONIMECS HEOThEMIIEMbIMU
4acTsIMU JIOTOBOPOB JAHHOTO THUIIA.

Kpome ToOro, oOTCyTCTBye€T JOKYMEHTAJIbHOE MOATBEPKIACHUE YBEIUYCHUS
aMOPTHU3ALIMOHHBIX OTUMCIICHHWM, BKIIOUEHHBIX B CEOECTOMMOCTh MPOU3BOJCTBA
YKa3aHHBIX JICKAPCTBEHHBIX MTPENapaToB.

Takum 00pa3oM, JOKYMEHTHI JJisi TOCYJapCTBEHHOW NEpEeperucTpaiuu IeH Ha
BBIIIIEYKA3aHHBIC JICKAPCTBEHHBIE MPeIapaThl MPEICTABICHBI HE B TIOJIHOM 00BheMe.

B cBsi3u ¢ BBINIEU3I0KEHHBIM, B COOTBETCTBHHM C TOJAMYHKTOM «0» myHKTa 13
[IpaBun nmpencTaBieHUE JIOKYMEHTOB B  HEMOJIHOM OObeME WM  HEMOJHOTA
COJEpKAIIUXCSI B HUX CBEJACHUM, SBISETCS OCHOBAaHUEM [UIsl OTKa3a B COIIACOBAaHHU
rOCYAapCTBEHHOM PErucTpaluy IMPEIebHOM OTIYCKHOM LEHBbl MPOU3BOAUTENS Ha
JIEKapCTBEHHBIM Iperapar.
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2016-103372(1)



