PEIHIEHUE
00 OTKa3e B COMIACOBAHUH MPEACIIbHBIX OTIYCKHBIX LIEH TPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYEHHbIE B IEPEUEHb KU3HEHHO HEOOXOIUMbBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPEMAPATOB

B coorBerctBun ¢ mnyHkroM 8 IlpaBui TrocygapCTBEHHOW pErucTpalvu U
NepPEeperucTpaluy yCTaHABIUBAEMbBIX MPOU3BOJIUTEISIMU JIEKAPCTBEHHBIX IpPENnapaTroB
MpeebHBIX OTIYCKHBIX IIEH Ha JIEKapCTBEHHBIC IMpEnaparbl, BKIOUYEHHbIE B MEpeYeHb
KU3HEHHO HEOOXOIMMBIX M BAXKHEWIIHX JICKAPCTBEHHBIX MPENapaToB, YTBEPKICHHBIX
noctanoBienreM lIpasutenbctBa Poccuiickont @eaepanuu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @PenepanpHas aHTUMOHONOJBbHAS CIy:)k0a paccMoTpena JOKYMEHTHI,
npeAcTaBieHHble UcbMOM MuHn3apaBa Poccuu ot 29.08.2017 Ne 20-4-4049851-c, u
OpUHSAJAa pelieHne o0 OTKa3e B CONIACOBAHMU TPEACNIbHOM OTIYCKHOM IIEHBI
000 «KPKA-PYC» (Poccus), Ha cneayrolnii JEKapCTBEHHbIN IIpenapar, BKIIOYEHHBIH B
NepeyeHb KU3HEHHO HEOOXOIUMbIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

Mapykca (MHH — MemanTuH), TaONEeTKU, MOKPHITHIE TJICHOYHOW OOOJIOUKOM,
20 mr, 10 WT. - yNnakoBKU SYEHKOBbIE KOHTYpHbIE (3) — MaYKuU KapTOHHBIE, B pa3Mepe
2055,00 py0.

[IpenenbHas OTIyCKHas II€HA HA YKAa3aHHBIA JIEKAPCTBEHHBIM IMpernapar He
COIIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu mnpoBeaeHun skoHoMHuueckoro ananu3za OAC Poccuu BBISBICHO, 4TO
MPOU3BOAUTEIEM 3aBbIIICHA II€HA Ha CbIPbE, HCIOJIb3YyEMOE€ NIPU IPOU3BOACTBE
BBIIIECYKA3aHHOTO JIEKAPCTBEHHOIO Mpernapara.

Kpowme Toro, B coorBeTcTBuu ¢ myHKTOM 15 IlpaBuii, mpon3BoauTesns npeacTaBisieT
JAHHBIE, JIOKYMEHTAJIBHO TMOATBEPKAAOIIME CYMMY OOIIEMNPOU3BOJCTBEHHBIX U
OOIIEX035IUCTBEHHBIX ~ PAacxXxo/ioB, a TakkKe JOKYMEHTaJbHOE TOJITBEPXKICHUE U
pacuiudpoBKy 3arpar, 3aHUMAIONIMX HAWOOJBIIUKM YACNbHBIM BEC B CEOCCTOMMOCTU
npenaparos.

B xone nmpoBenenust s3xoHomuueckoro ananuza @AC Poccun ycTaHOBIIEHO, YTO B
MPEACTaBIECHHBIX IOKYMEHTAaX OTCYTCTBYIOT JIaHHbBIC, JOKYMEHTAJIbLHO MOTBEPIKIAIOIINE
CYMMYy  OONICHPOU3BOJACTBEHHBIX M  OOIIEXO3SMCTBEHHBIX PACXOAOB, a TaKXKe
JIOKYMEHTAJIbHOE TMOATBEPKICHUE 3aTpar, 3aHUMAIOIIUX HAWOOJBIINKN YIeTbHbIN BeC B
cebectoumoctu  mpemnaparoB  (rpada 11  «AmoprTuzaiusi OCHOBHBIX  CPEJCTB,
UCIIONB3YEMBIX JJIsI MPOM3BOACTBa» mnpuiokenuss Ne 2k Metoguke pacuera
YCTaHABIMBAEMbIX  IMPOU3BOJUTEISIMA  JICKAPCTBEHHBIX  MPEMApaTOB  MPEIETbHbBIX
OTIIYCKHBIX I[I€H Ha JIEKApCTBEHHBIE Mpemnaparbl, BKIIOYEHHBIE B IMEPEYEHb >KU3HEHHO
HEOOXOMMMBIX M BaXHEHITMX JIEKAPCTBEHHBIX MPEMapaToB, MPU HMX TOCYIAPCTBEHHOM
perucTpanMd W MepeperucTpanuu, yTBEpKACHHON mnocTaHoBiIeHueM IIpaBuTenbcTBa
Poccuiickoit ®enepanuu ot 15.09.2015 Ne 979 (nanee — Metoauka)).

B CBsI3M C BBINIEU3NIOKEHHBIM, B COOTBETCTBUM C TMOANYHKTOM «B» MyHKTa 13
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[IpaBun mnpeBbIIEHHE MPEACTABISEMON Uil TOCYJApCTBEHHOW PETUCTPALMU WIIA
MEPEPETUCTPALUA TPEACIBHON OTIIYCKHOM ILIEHbl ITPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
npenapar HaJ IEHOW, PAacCYNTAHHOM B COOTBETCTBHMM C METOAMKOW, a TakXe B
COOTBETCTBUM C MOAMYHKTOM «0» myHkTa 13 IlpaBun mpemocraBieHUE NTOKYMEHTOB B
HETIOJTHOM U (WUJIM) HETIOJIHOTA COACPIKAIIMXCS B HUX CBEJICHUH SIBJIICTCSI OCHOBAHUEM JIJISI
OTKa3a B CONNIACOBAHUMU TI'OCYJAPCTBEHHOW PETUCTPALMM IPEIEIIbHON OTIIYCKHOW IE€HBI
MPOU3BOAMUTENS HA JICKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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