PEILIEHUE
[PEAENBHBIX OTITYCKHBIX LIEH MPOU3BOAUTEIEH
Ha JICKapCTBEHHbIE MIPenaparhl, BKJIOYEHHbIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApPaTOB

B coorBercTBMM ¢ mNyHKTOM 8 U MOAMYHKTOM «a» nyHkra 19 IlpaBun
rOCyJIapCTBEHHOU PETUCTPALIMU U NIEPEPETUCTPALIUN YCTAHABIUBAEMBIX POU3BOIUTEIISIMU
JIEKAPCTBEHHBIX NIPENaparoB NPeAeIbHbIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHbBIE MPENaparsl,
BKJIFOUEHHBIE B TMEpPEYCHb KU3HEHHO HEOOXOAMMBIX W BAXKHEWIIUX JIEKAPCTBEHHBIX
IIPEIaparoB, yTBEPKIACHHBIX nocTtaHoBieHueM I[IpasurenscrBa Poccuiickonn Penepaunu
or 29.10.2010 No 865 (manee - IlpaBuna), PenepasibHasi aHTUMOHOIIOJbHAs CIy>K0a
paccMoTpena JOKYMEHTHI, mpe/icTaBieHHble mucbMoM Mun3zapasa Poccun ot 17.05.2016
Ne 20-4-4011208-c, m mpuHsUIa pemieHrne o0 OTKa3e B COIIACOBAHUHU TPEISIHHOM
ormyckHo# 1ieHbl OAO «HoBocubxumdapm» (Poccust), 3asBIeHHON Ha EpeperucTpaiuio,
Ha CJEIYIOMH JIeKapCTBEHHBIM Mpenapar, BKIIOYEHHBIM B TMEpPEYEHb KUZHEHHO
HEOOXOIUMBIX M BAKHEUILINX JIEKAPCTBEHHBIX MPENapaToOB:

[Tnarudunnuna ruaporaprpar (MHH — Ilnarudunnmn), pactBop A MOAKOKHOTO
BBeJleHus, 2 Mr/mi, 1 mi - ammynsl (10) /ckapudukaTtop amMnyinbHbIA 0 HEOOXOAUMOCTH/
— KOpOOKHU KapTOHHEIE, B pazMepe 58,22 pyo.

[IpenenbHass OTHYyCKHas II€HA HAa YKAa3aHHbIA JIEKAPCTBEHHBIM Ipernapar He
COIIACOBBIBAETCS 10 CIAEAYIOIIUM OCHOBAHUSIM.

B pamkax npoBeneHust 3JKoHOMHUeCKOro aHanusa denepanbHON aHTUMOHOIIOIBHOU
CIIy>kOOW HampaBJIeHbl 3allpoChl BCEM IPOU3BOAUTENSIM JIEKApCTBEHHOIO Iperapara c
MHH - [InarudwinmuH 0 HAIMYUW WIA OTCYTCTBUU POCTa IIEH HA CHIPhE M MaTepHAIbI,
HEOOXOAMMBIE TIPU MTPOU3BOICTBE COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO Mpernapara.

N3 ananusa npencraBieHHbIXx B GAC Poccnn maHHBIX O pOCTE LIEH HA CHIPBE U
MaTepuaibl, HEOOXOIMMBbIE TMpPU MPOU3BOACTBE BBIIICYKA3aHHOIO JIEKAPCTBEHHOIO
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mpenapara, CIJIEQyeT, YTO COOTBETCTBYIOIIAS BEJIMYMHA pPOCTA LEH IOATBEPXKICHA B
MEHBIIIEM pa3Mepe MO0 CPAaBHEHUIO C BEJIMYMHOW pOCTA ILIEH, 3asBJICHHON B pacuerax Hpu
dbopMUpOBAaHUU  TPOEKTAa  MPEACNbHOM  OTHYCKHOM  IIEHBI,  3asBIEHHOM  Ha
nepepeructpaiuio OAO «HoBocubxumdbapm.

B cBs3u C BBINIEU3TI0KEHHBIM, B COOTBETCTBUU C MOJIMYHKTOM «B» IyHKTa 13
[IpaBun mnpeBBIICHUE MPEACTABISEMON JUIsI TOCYJAapCTBEHHOW pEruCTpauvyd WIIH
MIEPEPETUCTPALUA TIPEACITBHON OTIIYCKHOM LEHBI IMPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
Mpenapar HaJa LEHOW, pPAacCUUTAHHOM B COOTBETCTBUM C METOOUKOM, SIBIAETCA
OCHOBAaHHEM JUI1 OTKAa3a B CONIACOBAHMM TOCYIAapCTBEHHOM PETUCTPALMHU IPEAEIBHOU
OTIYCKHOM IIEHBI MPOU3BOAUTENSL HA JICKAPCTBEHHBIN Mpenapar.

P.A. Ilerpocsan
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