PELLEHWE
06 OTKA3€e B COrAQCOBOHUM NPEeAEAbHBIX OTMYCKHbIX LEH MOON3BOAUTEAEN
HA AeKdpCTBEHHbIE MpenapdTtbl, BKAKOYEHHbIE B NepeyYeHb >KM3HEHHO HEOBXOAMMBIX

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBeTCTBUM C NYHKTOM 8 [1pABUA rOCY AOPCTBEHHOW PErMCTRALNN U
nepeperncTpaumm yCTAHABAVMBAEMbIX MPOUIBOAUTEASIMU AEKAPCTBEHHBIX MPENAPATOB
NPEeAEAbHbIX OTMYCKHbIX LEH HO AEKAPCTBEHHbIE MPENAPATLI, BKAKOYEHHBIE B MEPEYEHD
YKN3HEHHO HEOBXOAMMBIX 11 BODKHEWLLIMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPKAEHHbBIX
NOCTAHOBAEHMEM [paBmnTenbcTBa Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- NpaenAg), PeAepaAbHAS AHTUMOHOMOABHAST CAYYKOA PACCMOTPEAC AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3ApaBa Poccum ot 22.03.2017 Ne 20-4-4038138-C, n
NPUVHSIAQ peLleHne 06 OTKa3e B COrAQCOBAHNM MPEAEABHOM OTMYCKHOM LIEHDI

OAO «KemepopcKast papmMmaleBTniyeckast dadpuka» (Poccus), HO CAeAY oL
AEKOPCTBEHHbIN NPENAPAT, BKAIOYEHHBIV B NEepeYeHb YKM3HEHHO HEODXOAMMBbIX U
BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

21maoBbI crnPT (MHH — 2TAHOA), KOHLEHTPAT AAS MPOUTOTOBAEHWMS PACTBOPA AAS
HAPY>KHOIrO NPUMEHEHMS U MPUTOTOBAEHUSI AEKAPCTBEHHBIX GOPM, 95 %, 3 A, - KOHNCTPDI
NoAMSTUAEHOBbIE (1) (AAS CTALMOHAPOR), B pasmepe 395,00 py6b.

[MpeAeAbHAs OTMNYCKHAS LEHA HO YKA3AHHbBIM AEKAPCTBEHHbBIV NPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHKSIM.

Ha ocHoBaHMK NYHKTA 10 [MPABUA B LEASIX YTOYHEHMST CBEAEHMIN, COAEPIKALLMXCS B
NPEACTABAEHHBIX AOKYMEHTOX, M MOAYYEHMST ACTTOAHUTEABHOW HEOBXOAMMOMN
MHOOPMALMK MPONIBOANTEAKD YKA3AHHOIO AeKapcTBeHHoro npenapata PAC Poccum
HanpaeAeH 3anpoc oT 11.04.2017 Ne PI1/23920/17.

OTteeT OAO «KemeposcKkas APMALEBTUNYECKAST ABPUKA», HOMPABAEHHBI MMCbMOM OT
19.04.2017 Ne 19, COAEPXKUT HEMOAHYIO MHOOPMALMIO, O MUMEHHO MPON3BOAUTEAEM HE
NPEeACTABAEHbI MOSICHEHMS MO HECOOTBETCTBUSIM CBEAEHNIN B KOABKYASILMN 3ATPAT
CbIPb$! 1 TOBAPHOM HAOKAQAHOM HA «DTUAOBbLIV CIIMPT».

Takum 06pa3om, Npu NPoBeAEeHUN aKoHOMUYecKoro aHaamnaa PAC Poccum
YCTOHOBAEHO, YTO MPOUN3BOANTEAEM 3ABbILLEHDI LIEHBI HO ChiPbe, CMOAb3YEMOE MPU
NPOUN3BOACTBE BbILLEYKA3AHHOMO AEKAPCTBEHHOIrO NPenapaTa.

Kpome Toro, npuv AHAAM3e MpeACTABAEHHbIX AQHHBIX PAC Poccum BbISIBUAC
3HAYNTEABHbBIE PACXOMAEHWMS B KOABKYASILNKM 3ATPAT HA ChiPbe N B AOKYMEHTAX,
NPEACTOBAEHHbBIX B KOYECTBE MOATBEPIKAEHMS TOAHCTIOPTHBIX PACXOAOB HO MOCTABKY
CblPb$§ «TUAOBbBIN CINPT».

B CBSI1311 C MBAOYMKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «O» NyHKTA 13 MNpaBmA
NPEACTABAEHNE AOKYMEHTOB B HEMOAHOM OBbeME 1 (MAM) HEMOAHOTA COAEPRIKALLIMXCS B
HUX CBEAEHMIN, A TAKXKE B COOTBETCTBMM C NMOAMYHKTOM «B» NYHKTA 13 MNMPABUA
NPEBbILLIEHNE MPEACTABAEHHOMN AASI TOCY AQPCTBEHHOW PErMCTRALNM NAM
nepeperncTpaumm NPEAEAbLHOM OTIMYCKHOW LIEHBI MPOM3BOAUTEASI HO AEKAPCTBEHHDIN



NPENAPAT HOA LEHOW, PACCYUTAHHOW B COOTBETCTBMUN C METOAMKOW pACYETA
YCTAHABAMBAEMDbIX MPOUN3BOAUTEASIMUN AEKAPCTBEHHBIX MPENAPATOR MPEAEAbHbBIX
OTMYCKHbIX LIEH HO AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHDBIE B MEPEYEHD MN3HEHHO
HEOBXOAMMBIX U BAMKHEVLLMX AEKAPCTBEHHbBIX MPENApPATOB, MPU KX TOCY AQPCTBEHHOMN
PErMCTPALUN U MEPEPErNCTRALMN, YTBEPIKAEHHOM MOCTAHOBAEHVEM [1DABUTEABCTBA
Poccuickom Gepepaumm ot 15.09.2015 Ne 979, aBASIETCS OCHOBOHMEM AAS OTKO3A B
COrAQCOBAHUNN FOCYAQPCTBEHHOW PETMCTRALMM NPEAEABHbBIX OTMYCKHbIX LIEH
MPOM3BOAUTEASI HO AEKAPCTBEHHbBIV MPENAPAT.
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