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 yCTaHOBAMBAEMbIX MOON3BOANTEASIMU AEKAPCTBEHHbBIX MPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B MEepeYEeHb
YKN3HEHHO HEOBXOAMMBIX 11 BODKHEWLLIMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPKAEHHbBIX
NOCTAHOBAEHMEM [paBmnTenbcTBa Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
— [NpaBnAQ) (B peAQKUMN, AENCTBYIOLLEN HO AQTY NMOAQYUM 3as1BAEHNS1 —(07.09.2018),
PeAepPAAbHAS AHTUMOHOMOABHAST CAYYKOA PACCMOTPEAC AOKYMEHTHI, MOEACTABAEHHBIE
nMcbMoM MuHsapaBa Poccum ot 25.09.2018 Ne 20-4-4081101-C, 1 NPUHSIAG peLleHne 06
OTKA3€ B COrAQCOBOHUM MPEAEABHOM OTMYCKHOM LieHbI, 3asiBAeHHOM OAO
«YpPaAABNOPAPM», HO CAEAYIOLLININ AEKOPCTBEHHBIN NPENAPAT, BKAIOYEHHbBIV B NEepeYeHb
YKN3HEHHO HEOBXOAMMBIX V1 BODKHEVLLIMX AEKAPCTBEHHBIX MPENAPATOB:

Kanbums rarokoHaT (MHH — Kaabumst rAoKoHAT), TabaeTkm, 500 mr, 10 WIT. - YNOKOBKM
SYENKOBbBIE KOHTYPHbIE (5) — NAYKM KAPTOHHbBIE, B pa3mepe 39,34 pybaen.

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

Ha ocHoBaHMM NMyHKTA 10 IMpABUA MPOUN3BOAUTEAKD YKA3AHHOIO AEKAPCTBEHHOIO
npenapaTta HanpaBAeH 3anpoc PAC Poccum o1 23.10.2018 Ne PI1/85224/18 B LeAsix
YTOYHEHMSI CBEAEHMIN, COAEPIKALLMXCS B MPEACTABAEHHbBIX AOKYMEHTAX. BMecTe € Tewm,
3AMNPOLLIEHHAST AOKYMEHTAABHO ODOPMAEHHAST MHOOPMALMS B Y CTAHOBAEHHbBIN CPOK B
OAC Poccmm He NpeACTABAEHQ.

Takm 06pa30oM, MPOBECTN SKOHOMUYECKNIN AHAAMS 3ASIBAEHHOW K NepeperncTpaumm
NPEAEAbHOW OTIMYCKHOW LIEHbI B COOTBETCTBUM C MEeTOAMKOM pACHETA YCTAOHABAMBAEMbIX
NPON3BOAUNTEASIMI AEKAPCTBEHHBIX MPENAPATOB MPEAEAbHbBIX OTMYCKHbIX LLEH HA
AEKOPCTBEHHbIE NPENAPATHI, BKAKOYEHHBIE B NEPEYEHD MUIHEHHO HEOBXOAUMbIX M
BODKHEVLLMX AEKAPCTBEHHBIX MPENAPATOB, MPW UX TOCY AQPCTBEHHOW PErMCTRALMN U
nepeperncTpaumm, yTeep KAEHHOM NOCTAHOBAEHMEM [1paBUTEABCTBA POCCUINCKON
Peaepauumm ot 15.09.2015 Ne 979 (B peAQKLNU, AENCTBYIOLLLEN HO AQTY NMOAQYM
3asisAeHus1 — 07.09.2018), He NPEeACTABASIETCS BO3MOMHbBIM.

B CBS13M C MBAOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «H» NyHKTA 13 MNpaBUA
NPEACTABAEHNE AOKYMEHTOBR B HEMOAHOM OBbeMeE 1 (MAN) HEMOAHOTA COAEPIKALLIMXCS] B
HUX CBEAEHMN SIBASIETCSI OCHOBAHMEM AAST OTKA3A B COrAQCOBAHUN TOCY AQPCTBEHHOW
nepeperncTpaumm NPeAEAbHOM OTIMYCKHOW LIEHbI MPOM3BOANTEAST HO AEKAPCTBEHHDIV
npenapar.
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