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

B coorBercTBMM ¢ NyHKTaMH & W TOAIYHKTOM «a» myHkTa 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 ®eneparuu ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTOJIBHAS CIYXK0a paccMOTpesia JTOKyMEHTHI, MPEICTABICHHbBIE
nrcbMoM MunsnpaBa Poccun ot 12.05.2016 Ne 20-4-4010228-c, u ipuHsiia perieHue oo
OTKa3e B COMIAaCOBaHUM MpeaeibHbIX OTIYCKHbIX IIeH OO0 «MOCDAPM» (Poccus),
3asBJICHHBIX HAa NEPEpEerucTpalio, Ha CIEAYIOIIHWE JIEKAPCTBEHHbIE Ipenaparsl,
BKJIIOYEHHBIE B IMEPEUYEHb KU3HEHHO HEOOXOAUMBIX W BaXXKHEUIIUX JIEKAPCTBEHHBIX
penaparos:

1. Harpus xnopun (MHH — Harpus xnopun), pactBop st ungysui 0,9%, 200 miu
— OyTbUIKH (28) — SIIMK KapTOHHBIN (7151 cTarmoHapoB) B pazmepe 631,30 pyo.

2. Harpus xnopua (MHH — Harpus xnopun), pactBop 1is undysuit 0,9%, 400 mu
— OyThUIKH (15) — AMKUK KapTOHHBIN (JI71s1 CTallMOHApOB) B pazmepe 392,16 pyoO.

[IpenenbHble OTIYCKHBIE IIEHBI HA YKa3aHHBIE JICKAPCTBEHHBIC IpPENaparbl HE
COMIIACOBBIBAIOTCS 1O CJIETYIOIIUM OCHOBAHUSIM.

N3 pacuera mnpenenbHbIX OTIYCKHBIX LI€H Ha JIEKapCTBEHHbIC MPENapaThl
IIPOU3BOJICTBA rOCyapCTB-4JIEHOB EBpasuiickoro YKOHOMHUYECKOTO CO103a,
MpEACTABIsIEMbIX Ha TOCYJApCTBEHHYIO Iepeperucrpauuio (mpuioxkenue Ne 5 k
Meronuke pacyeTa yCTaHABIMBAEMBIX MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MpEnapaToB
MpeAeNIbHBIX OTIYCKHBIX II€H Ha JIEKApCTBEHHBIE IMpernapaThl, BKIIOUEHHBIE B NIEPEUCHb
JKU3HEHHO HEOOXOAMMBIX U BaXKHEMIIMX JIEKAPCTBEHHBIX IMpernaparoB, MpPU HUX
roCyJapCTBEHHOW PETUCTpAIMU U TMEPEePErucTpaliy, YTBEPKIACHHONW MOCTAHOBIEHUEM
[IpaButennctBa Poccuiickoit @eneparuu ot 15.09.2015 Ne 979 (manee — Mertoauka)),
CJIeIyeT, UYTO BEJIMYMHA POCTa 3apPETUCTPUPOBAHHBIX MPEACNIbHBIX OTIYCKHBIX II€H Ha
BbIIIEyKa3aHHbIE JICKAPCTBEHHBIC IIpenaparbl MPEBBINIAET BEIUYMHY (HAKTHUECKOTO
YBEIIMYEHHUS HAKJIAIHBIX PACcXOJ0B, a TAKXKE LIEH Ha ChIPbE U MATEpPHUaIbl, UCIIOIb3YEMBIE
IIpU IPOU3BOACTBE JAHHBIX JICKAPCTBEHHBIX IIPENaparoB.

B cBsi3U ¢ BBIIEU3II0KEHHBIM, B COOTBETCTBUU C IMOAINYHKTOM «B» NyHKTa 13
[IpaBun mnpeBBILICHUE MPEACTABISEMON Uil TOCYJAapCTBEHHOW PETrUCTpalvyd WIIH
MEPEPETUCTPALNA TPEICIbHON OTIIYCKHOM LEHBI ITPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
mpenapar HaJa [EHOM, pPAacCUYMTAHHOM B COOTBETCTBUM C METOAUKOHN, SBIAETCA
OCHOBAaHHMEM JJI1 OTKa3a B COIIACOBAHWM TOCYIAapCTBEHHON PErMCTpaluu MpeaebHON
OTITYCKHOM II€HbI TPOU3BOAUTEIS HA JICKAPCTBEHHBIN Mpenapar.
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