PEILIEHUE
00 OTKa3e B COIIACOBAHUHU MPEAEIbHON OTIYCKHON LEHbI MPOU3BOAUTENS
Ha JICKapCTBEHHBIN Mpenapar, BKIIOUYEHHBII B IEPEYEHb KU3HEHHO HEOOXOIUMBIX
Y BAKHEHUIINX JICKAPCTBEHHBIX IIPENAapaToOB

B coorBerctBum ¢ mnyHkToM & IIpaBHil TOCYIapCTBEHHOW pErucTpalvd U
NEePEeperucTpalyd yCTAaHABIMBAEMbIX MPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IIPenapaToB
IpeleabHbIX OTIMYCKHBIX IIEH Ha JICKApCTBEHHbIE IMpenaparbl, BKIIOYEHHbIE B MEPEUYCHb
KU3HEHHO HEOOXOAMMBIX M BaXKHEMIMX JIEKAPCTBEHHBIX IPENaparoB, YTBEP>KIECHHBIX
nocranoBiienreM [IpaButennsctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nanee
— IlpaBuna), ®PenepanbHas aHTUMOHOMOJbHAS CIy»Xk0a paccMOTpesla JOKYMEHTHI,
npeacTaBileHHble mucbMoM MunzapaBa Poccum ot 24.07.2017 Ne 20-4-4047875-c, n
NPUHSIIA peleHrne 00 0TKa3e B COIIACOBAHUM, 3asBIICHHBIX B BBIIIEYKa3aHHOM IUChME Ha
peructpauuio 4 npeaenbHbx oTnyckHbIX IeH OAO «Yconbe-Cubupckuii XxuMdapmsaBoa»
(Poccust), Ha JIeKapCTBEHHBIM Mpenapar, BKJIOYEHHBIH B TMEPEeYEHb KU3HEHHO
HEOOXOIMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX mpenaparoB, Oypwimun (MHH —
AMHMHODUWIIIMH) B JIEKapCTBEHHOU (hopMe «TableTKu» B 103UpOBKe « 150 mMr».

[IpenenbHble OTIYCKHBIE ILI€HBI HA YKa3aHHBIM JICKAPCTBEHHBIM IIpenapar He
COIIACOBBIBAIOTCS IO CJIETYIOUUM OCHOBAHUSIM.

Ha ocnoBanuu nynkra 10 [IpaBun B niensix yTOYHEHUs CBEAEHUM, COAEPKAIINXCS B
NOPEICTABICHHBIX  JOKyMEHTaX, U TMOJYy4YeHHUS JOMOJHUTENIbHON  HeoOXoaumoun
uHGOpMAIHI TPOU3BOIUTENIO YKa3aHHOTO JIGKAPCTBEHHOTO TMpernapara HalpaBJieH 3alpoc
®AC Poccum ot 16.08.2017 Ne PI1/56493/17.

OtBer OAO «Ycombe-Cubupckuii xumdapmM3aBoj», HaMpaBICHHBIA MUCHMOM OT
21.08.2017 Ne 02/1379, conepKUT HEMONHYI0 MHPOPMAIMIO, & UMEHHO TPOU3BOIUTEIIEM
MPEACTABIECHO IOKYMEHTAJIBHOE MOATBEPKACHUE PACXOA0B HA ChIPhE U MaTepHUabl HE MO
BCEM CTaThsM 3arpar. Bmecte ¢ TeM Mpu aHalW3€ NPEACTABICHHBIX JIOKYMEHTOB,
MOATBEPKAAIOIIUX CTOUMOCTh ChIPbSI M MAaT€pUalioB, BBIABICHO PACX0XKICHUE 3TOU
CTOMMOCTH C JAaHHBIMH, YKa3aHHbIMM B IIPEICTABICHHBIX 3asBUTEIIEM KaJIbKYISIUAX
3arpar.

Kpome Toro, B COOTBETCTBUM C BbllleyKazaHHbIM 3anpocoM OAO «Ycoibe-
Cubupckuii xumdapm3aBo» npeAcTaBieHa HHGOpMaIUs B 4acTU paciindpoBKU 3arpar,
3aHUMAIONIMX HAWOONBIINN YJAEIbHBIM BEC B CEOECTOMMOCTH IIpenapara, a TakkKe
JIOKYMEHTAJIBHOE MOITBEPKACHUE PACXO/IOB ATUX 3aTPaT ¢ HAMOOJBIINM YIETbHBIM BECOM
B CTPYKTypE KOHKPETHBIX 3aTpaT Ha MPOU3BOJCTBO JIeKapCTBEHHOro mnpemapara. OAO
«Yconbe-Cubupckuii xumpapm3aBo» MpelcTaBleHa COOTBETCTBYOMIAas HUH(opmaius, a
TaK)kKe M3MEHEHHBIE IJIAHOBBIE PACUEThl 3aTpar Ha «DJIEKTOPIHEPrusi, TeIIOCHAOKEHNE,
BOJIoOCHaO)keHne W TormuBo» U «lIpoune» (oOEenpou3BOICTBEHHBIE) IO CPABHEHUIO C
MEPBOHAYAIIBHO MPEICTABICHHBIMU PACUETAMM.

Takum oOpazom, B xozne s3koHomudeckoro ananuza ®AC Poccum ycTaHOBIIEHO, UTO
nanueie, npeacrasieHnbie OAO «Yconbe-Cubupckuit xumpapmsaBoa» Ha 3anpoc OAC
Poccuu, He coorBeTcTBYIOT AaHHBIM, TmpenctaBieHHBIM OAO «Yconbe-Cubupckuit
xuMpapM3aBoI» B COCTaBE JOKYMEHTOB Ha PETUCTPAIIMIO MPEAEIbHBIX OTIYCKHBIX IICH
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MIPOU3BOJIUTENS HA YKa3aHHBIE JIEKAPCTBEHHbIE MTPenaparhl.

B cBsi3u C BBINIEU3T0KEHHBIM B COOTBETCTBUHU C TOAIMYHKTOM «a» MyHKTa 13
[IpaBun npeacTaBiieHre HEAOCTOBEPHBIX CBEICHUM, a TaK)Ke MOAMYHKTOM «O» myHKTa 13
[IpaBun mnpenacraBieHUE JOKYMEHTOB B HEMONHOM oObeMe W (WIM) HEMOJIHOTa
COJZIEPKAIIMXCSI B HUX CBEACHHUM SBISETCS OCHOBAaHUEM [UJIsi OTKa3a B COIVIACOBAaHUU

roCyJapCTBEHHOM PETUCTpaIlMU TMPEAEIbHON OTIMYCKHOM IIEHBl TIPOU3BOJUTENS Ha
JIEKapCTBEHHBIN Mpernapar.

P.A. IleTpocsan
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