MUHHCTEPCTBO 3APABOOXPAHEHNUS
Poccuiickont denepanyn

PaxmanoBckwmii iep., 1. 3/25,
r. Mocksa, I'CII-4, 127994

PEHIEHUE
00 0TKa3e B COMIACOBAHUM TMPEACIIbHBIX OTIYCKHBIX 1IEH MPOU3BOIUTEICH
Ha JICKApCTBEHHBIC MTPENaparhl, BKIIOYCHHBIC B IEPEUCHb KU3HEHHO HEOOXOMMMBIX
Y BAXKHEHUIIINX JICKAPCTBEHHBIX IIPENAPATOB

B coorBerctBun ¢ myHkrom 13 I[lpaBun rocynapCTBEHHOW peruCTpalvv |
MEepPEeperucTpaluy yCTaHABIUBAEMbIX MPOU3BOJUTESIMU JIEKAPCTBEHHBIX IIPEnapaToB
MpeebHBIX OTIYCKHBIX II€H Ha JICKApPCTBEHHBIC Ipenaparbl, BKIIOYCHHbIC B MEPEUYCHD
KU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIMX JIEKAPCTBEHHBIX MPENaparoB, YTBEPKICHHBIX
nocranoByieHueM IIpaButensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nmanee
— IlpaBwma), ®denepanbHas aHTUMOHOMOJBHAS CIy)K0a paccMOTpena JTOKyMEHTHI,
npeacrasiaeHHble nucbMoM MunsapaBa Poccun ot 28.08.2019 Ne 20-4-4108350-c, u
NPUHSIA PEIeHHE 00 OTKa3e B COMIACOBAHUU MPENEIbHBIX OTIYCKHBIX LI€H, 3asBJICHHBIX
Ha perucrpaunto  TOO  «Kelun-Kazpharm»  («Kemyn-Kazdpapm») (PecnyOnuka
Kazaxcran), Ha cienyronie JEKapCTBEHHbIE Ipenaparbl, BKIIOYEHHbIE B IEPEUYCHb
KU3HEHHO HEOOXOIUMbIX M BAXKHEUILIMX JIEKAPCTBEHHBIX MPENapaToB:

1. «Mannuton-Kenyn-Kazpapm» (MHH - «Manuuton»), pactBop ajisa uHDy3uid,
15%, 400 mn — ¢uakonsl (1) — mayku kapToHHbIe, B pazmepe 100,00 pyoieii;

2. «Mannuron-Kenyn-Kazpapm» (MHH - «Mannauton»), pactBop mis uHQY3HUH,
15%, 200 M — ¢akonsl (1) — mayku kapToHHbIE, B pazmepe 80,00 pyOieil.

[IpenenbHble OTIYCKHBIE II€HBI HA YKa3aHHbIE JIEKAPCTBEHHbIE Ipenaparbl He
COIIACOBBIBAIOTCA I10 CJIETYIOLUIUM OCHOBAHUSIM.

3asiBIIEHHBIE TIPEJCIbHBIE OTITYCKHbIE LIEHBI PAaCCUMTaHbl 0€3 yueTa MaKCUMaJlbHOM
3apETUCTPUPOBAHHON TIPEJAEIbHOM OTIYCKHOM LIEHBI HA JIEKAPCTBEHHBIM IIpernapar u
CpPEIHETO apupMeTHIECKOTO 3HAYECHUS MMOHIKAIOIIETO ko3 duImeHTa,
MPEAyCMOTPEHHBIX  myHKTamu  33-36 MeToguku  pacuera  yCTaHaBIMBAEMbIX
MPOU3BOJUTENSAIMU  JIGKAPCTBEHHBIX MPENapaToB MpPEAENbHbIX OTIYCKHBIX LEH Ha
JIEKapCTBEHHbIE IMpenaparbl, BKIIOYEHHbIE B IMEPEYEHb >KU3HEHHO HEOOXOIMMBIX U



BOKHEUIINX JICKAPCTBEHHBIX IIPENaparoB, NPU HMX TOCYJAPCTBEHHOW PETrMCTpalUd M
MEpEepPEeruCTpali, YTBEPKIAECHHOW mnocTaHoBieHueMm IlpaBurenbctBa Pocculickoi
®enepanyu ot 15.09.2015 Ne 979 (manee — Metoauka), U, B 3TOM CBSI3U, MPEBBIIIAIOT
LIEHY, pPAaCCUMTAaHHYI0 B COOTBETCTBUM C TPEOOBAHMSIMHU NOIINMYHKTa «a» MmyHKTa 10
Meroauku.

B coorBercTBUM ¢ myHkTOM 14 IlpaBun denepaibHON aHTUMOHOMIOIBHOM CITyK00H
HanpasiieH 3anpoc or 06.09.2019 Ne PII/78192/19 o mpenocraBieHUH YTOYHEHHBIX
pacyeToB IpellebHbIX OTIYCKHBIX IIEH B COOTBETCTBUM C TPEOOBaHMEM MyHKTOB 33-36
Meronuku. B npenenax yCTaHOBJIEHHOIO CPOKa B COOTBETCTBHM C YKa3aHHBIM 3alIPOCOM
®OAC Poccunm yTOYHEHHBIE pacCyeThl MPENEIbHBIX OTIYCKHBIX II€H Ha 3asBJICHHbBIC
JIEKapCTBEHHbIE  Mpernaparsl  JEp)KareleM WIM  BIAJENBIEM  PETUCTPALMOHHOIO
YAOCTOBEPEHUS HE MPEICTABIICHBI.

B cBsA3M ¢ BBIIEU3TI0KEHHBIM, B COOTBETCTBUM C IMOAIYHKTOM «I» ITyHKTa 19
[IpaBun mpeBbIlIEHUE MPEICTABICHHON JJIsI TOCYAAPCTBEHHON PErUCTPALMU MPEACTIbHOU
OTIIyCKHOM II€Hbl TNPOW3BOAMTENSI HAa JIGKAPCTBEHHBIM IIpenapar Haja  LEHOW,
paccunTaHHOU B cooTBeTCTBUHU C [IpaBuiiamu n MeToaukou, SIBISETCS OCHOBAaHUEM IS
OTKa3a B COINIACOBAaHMHU TOCYJAPCTBEHHOW PETMCTpPalMU NPENEIbHOW OTIIYCKHOM ILIEHBI
IIPOU3BOAUTENS HA JIEKAPCTBEHHBIN IIpenapar.
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