MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

PaxmanoBckuii niep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEILIEHUE
00 OTKa3e B CONIaCOBaHUH MPEAETbHBIX OTIYCKHBIX 1IEH TPOU3BOAUTENCH
Ha JICKapCTBEHHbBIE MTPENaparkl, BKIOUEHHBIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBuM ¢ mnyHkroM & IlpaBun rocymapcTBEHHOM perucTpalud u
NEPEePEeTUCTpalii YCTaHABIMBAEMbIX MPOU3BOAUTENAMH JIEKAPCTBEHHBIX IpEnaparoB
IpelebHbIX OTHYCKHBIX LIEH Ha JIEKAPCTBEHHbIE Mpenaparbl, BKIIOYEHHbIE B NEPEYEHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEHUIIUX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
nocranoiieHreM [IpaButenscTBa Poccutickont denepannu ot 29.10.2010 Ne 865 (nmanee -
[TpaBuna), ®enepanpHasi aHTUMOHONOJbHAs Cly:k0a paccMoTpena  JIOKyMEHTHI,
npeAcTaBieHHble ucbMoM MunznpaBa Poccum ot 26.01.2018 Ne 20-4-4060289-c, u
OpUHSAJA pelmeHrue 00 OTKa3e B CONIACOBAHMU NPENENIbHBIX OTIYCKHBIX LIEH Ha
cienyromuii nekapcrBeHHbll npernapatr AO «ABBA PYC» (Poccust), BKIIIOUEHHBI B
NIEPEYEHb KUZHEHHO HEOOXOIUMBIX M BAKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

1. Hunpodnokcanun Sxorudon (MHH - [unpodaokcanun), TabneTKu, MOKPHITHIE
IJIEHOYHOU 000104Kor, 250 mr, 10 wWIT., - YyNIAaKOBKH SIYEHKOBbIE KOHTYpHBIE (2) — Mavyku
KapTOHHBIE, B pazmepe 288,00 pyo.

2. Hunpodnokcauun Ixonudpon (MHH - Hunpoduokcanun), TabaeTku, HOKPHITHIE
MJIEHOYHOU 000104Koi, 250 mr, 10 1T, - yNIaKOBKU SsYEHKOBbIEe KOHTYpHBIE (1) — mauku
KapTOoHHBIE, B pazmepe 144,00 pyo.

[IpenenbHple OTHYCKHBIE LIEHBl HAa YKa3aHHBIA JIEKAPCTBEHHBIM IMpernapar He
COIIACOBBIBAIOTCS 110 CJIIETYIOLIUM OCHOBAHUSM.

Ha ocHoBanum nyHkra 10 [IpaBun mpoM3BOAMUTENIO YKAa3aHHOTO JIEKAPCTBEHHOTO
npenapara HampaiaeH 3anpoc or 14.02.2018 Ne AK/9516/18 B memsix yTOUYHECHHS
CBEICHUI, COIEpXkallMXCsl B INPEICTAaBICHHBIX JOKyYMEHTax. Bmecre ¢ Tem OTBeT
AO «ABBA PYCy» conepXuT HEMOJNHYI0 HHPOPMAIMIO, & UMEHHO MPOU3BOIUTEIEM HE
IIPEICTABIEHBI JOKYMEHTAIbHOE TOATBEPKICHUE U PacueT BEIMYHUHBI YIOpOXKaHUs OoJee
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yeM B 4,8 pa3 3asBJICHHBIX MPEACIbHBIX OTIYCKHBIX LIEH HAa yKa3aHHBIN JIEKapCTBEHHbIN
npemnapar 1o cpaBHeHU0 ¢ 3apeructpupoBanHHoi 08.09.2017 npenenbHONM OTHYCKHOM
neHoit Ha mnpemapar «lunpodnokcanun Oxormdpomr» (MHH — [Hunpodmokcamnus),
Ta0JIETKH, MOKPBIThIC TIEHOYHOUM oOomoukoit, 500 mr, Ne 10, mpousBoacTBa (BCe CTaaMM)
AO «ABBA PYC» (nmpu mnepecuere Ha OAHY JieKapcTBeHHy0 ¢dopmy u 1 wmr
JIEUCTBYIOIIETO BEUIECTBA).

Takum oOpa3om, MPOBECTH IKOHOMUYECKUNA aHATIN3 3asBICHHBIX K PETHUCTPAIAH
MpEACNIbHBIX OTHYCKHBIX IIEH B COOTBETCTBUU ¢ METOIMKON pacyeTa yCTaHaBIMBAEMbBIX
MPOU3BOJAUTEISIMA  JIGKAPCTBEHHBIX MPEMaparoB MPEACbHBIX OTHYCKHBIX II€H Ha
JIEKapCTBEHHBIE Mpemnaparbl, BKIIOUCHHbICE B IMEpPEYCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUININX JICKAPCTBEHHBIX IMPEMapaToB, MPU HX TOCYJAPCTBEHHOM PETUCTpAIlUU U
[IEpEePETUCTpallii, YTBEPKJACHHOM mnocra”HoBieHuem IIpasurenscrBa Poccuiickoit
Oenepaunu ot 15.09.2015 Ne 979, He npeacTaBiIsieTCs] BO3MOXKHBIM.

B cBsi3u C BBINIEU3IIOKEHHBIM, B COOTBETCTBUU C MOAIMYHKTOM «0» myHKTa 13
[IpaBun mpencraBieHWe JIOKYMEHTOB B HEMOJIHOM o00beMe€ U (WJIM) HEMOJHOTA
COJIepKAIIUXCSI B HUX CBEICHUHN SBISETCS OCHOBAaHUMEM [JIs OTKa3a B COIVIACOBAHUHM
rOCYy/IapCTBEHHON pErucTpaluyd MPEeAebHBIX OTIMYCKHBIX LIEH MPOU3BOAUTENS Ha
JIEKapCTBEHHBIM Ipernapar.

A.b. Kamesapos
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