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 coorBerctBun ¢ myHkrom 8 IlpaBun ToCynapCTBEHHOM perucTpanuv U
MepeperucTpalul yCTaHABIUBAEMbIX MPOU3BOJUTEIISIMU JICKAPCTBEHHBIX IIpErapaToB
MpeCNIbHBIX OTIYCKHBIX I1IEH Ha JIEKAPCTBEHHBIC Ipenaparbl, BKIIOYEHHBIE B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEHUIIUX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
nocranoiieHreM [IpaButenscTBa Poccutickont denepannu ot 29.10.2010 Ne 865 (nmanee -
[IpaBuna), @enepanbHasi aHTUMOHONOJBHASA CIy’)k0a paccMoTpena  JIOKyMEHTHI,
npeacTaBieHHble ucbMoM MunznpaBa Poccum ot 31.01.2018 Ne 20-4-4060816-c, u
MPUHSIIA pelIeHre 00 OTKa3e B COMIACOBAHWU, 3aSBIICHHBIX B BBHINICYKa3aHHOM IMHUCHME,
4 mpenenbablx  oTmyckHbIX IIeH OAO «Kpachapma» (Poccus) Ha nexkapcTBEHHBIN
npenapar «baknedpopry (MHH «lledonepazon+[CynpbakTtaM]»), BKIIOYCHHBIA B
NepeveHb )KU3HEHHO HEOOXOAMMBIX U BAXKHEHIINX JIEKAPCTBEHHBIX MPENaparoB.

[IpenenbHple OTHYCKHBIE LIEHBI HA YKAa3aHHBIA JIEKAPCTBEHHBIM IIpernapar He
COIIACOBBIBAIOTCA IO CJIETYIOUUM OCHOBAHUSIM.

Ha ocHoBanuu myHkra 10 IlpaBui mpoM3BOAMTENIO YKa3aHHOTO JIEKAPCTBEHHOTO
npenapara HampapieH 3anpoc oT 21.02.2018 Ne AK/11630/18 B uensax yTOYHEHUS
CBEIICHUI, COAEpIKAIUXCSA B MPEACTABICHHBIX JOKyMEHTax. Bmecte c Tem OTBeT
OAO «Kpachapma» ot 26.02.2018 Ne 204-18 comepkUT HEMOJIHYI HHPOpMAIMIO, a
MMEHHO TPOU3BOJAMTEIIEM HE TMPEACTABICHO JIOKYMEHTAJIBHOE IOATBEPKICHHE
0O0IIeX035MCTBEHHBIX PACcX0/I0B M0 cTaThe «[Ipouney.

Takum oOpa3zom, MPOBECTH IKOHOMUYECKUN aHAJIN3 3asBICHHBIX K PErHUCTPAINH
MpeACIIbHBIX OTHYCKHBIX 1IEH B COOTBETCTBHUU ¢ METOIMKON pacyeTa yCTaHaBIMBAEMbBIX
MPOU3BOAUTEISIMA  JICKAPCTBEHHBIX MPEMaparoB MpPEACIbHBIX OTHYCKHBIX II€H Ha
JIEKapCTBEHHBIE Mpenaparbl, BKIIOUCHHbIE B IMEPEYEHb KU3HEHHO HEOOXOIUMBIX U
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BOKHEWIINX JICKAPCTBEHHBIX IPEMAPATOB, NMPU HMX TOCYIApCTBEHHOW pPETHUCTpaluu U
MepEPErUCTPallNM, YTBEPKIACHHOM TocTaHoBieHueM [IpaButensctBa Poccuiickoun
@enepanuu ot 15.09.2015 Ne 979, He npencraBisieTcss BO3MOXKHBIM.

B cBsi3u ¢ BBINIEU3IIOKEHHBIM, B COOTBETCTBUU C IMOAIMYHKTOM «0» myHKTa 13
[IpaBun mnpencraBieHUE JOKYMEHTOB B HEMOJHOM o0O0beMe U (WJIM) HEeMoJIHOTa
COJIEpKAIIUXCSl B HUX CBEICHUHN SBISETCSI OCHOBAaHUMEM Il OTKa3a B COIVIACOBAHUU
rOCYy/IapCTBEHHON pErucTpaluu MPeAeibHBIX OTMYCKHBIX I1I€H MPOU3BOAUTENS Ha
JIEKApCTBEHHBIN IIpenapar.
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