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 NMYHKTOM 8 1 MOAMYHKTOM «B» MYyHKTA 19 [MpABUA rOCY AQPCTBEHHOM
PErnCTPALMM N NEPEPErNCTPALNN YCTAHABAVBAEMbBIX MOOU3BOANTEASIMI
AEKAPCTBEHHBIX MPENAPATOB MPEAEAbHbBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbIE
NPEenAPAThl, BKAKOYEHHBIE B MEPEYEHD MNIHEHHO HEODXOAUMbBIX 1 BAYKHENLLIMX
AEKAPCTBEHHBIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHMEM [TPABUTEABCTBAO
Poccumckom Qeapepaumm ot 29.10.2010 Ne 865 (aAanee - MNpaeumaa), PepepanbHAs
OHTUMOHOMOABHAST CAY>KBA PACCMOTPEAQ AOKYMEHTbI, MPEACTOBAEHHBIE MUCbMOM
MuHaapaBa Poccunm ot 27.02.2017 Ne 20-4-4036630-C, 11 MPUHSIAQ peLLeHre 06 OTKA3e B
COrAQCOBAHUW NPeAEAbHOM OTIYCKHOM LieHbl OO0 «O30H» (Poccust), 3asIBAEHHOW HA
NnepeperncTpaumio, HaO CAEAYOLLMA AEKAPCTBEHHDBIV MNPENAPAT, BKAKOYEHHBIN B
nepeYeHb XUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

Aumrknoemp (MHH — Aumknoemp), Tabaetikn 200 Mr, 10 WT. - YNOKOBKM SI4EMKOBbIE
KOHTYPHblE (2) — NAYKM KOPTOHHbIE, B pa3mMepe 23,31 py6b.

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

Ha ocHoBaHMM NMYHKTA 10 [MPABUA B LEASIX YTOYHEHMST CBEAEHMIN, COAEPIKALLMXCS B
NPEACTABAEHHBIX AOKYMEHTOX, M MOAYYEHMST AOTTOAHUTEABHOW HEODBXOAMMOMN
MHOOPMALMK MPONIBOANTEAKD YKA3AHHOIO AeKapcTBeHHoro npenapata PAC Poccum
HanpaeAeH 3anpoc oT 14.03.2017 Ne AK/16060/17.

OtBeT OO0 «O30H» (Poccust), HaNPABAEHHBIN MMCbMOM OT 16.03.2017 Ne 74, coaepKUT
HEMOAHYO MHOOPMALMIO, O MUMEHHO MPOU3BOANTEAEM HE MPEACTABAEHbI KON
TOBQPHbIX HOKAQAHBIX C HOMBOABLLUM YAEABHOM BECOM B OObeMe peaAn3aUmmn 3
MEPUOA,, UCTEKLLNIA CO AHSI FOCY AQPCTBEHHOW PErMCTPALMM (MepeperncTpaLmmn)
NPEAEABHOM OTMYCKHOM LiE€HbI HA BbILLIEYKA3AHHbBIN AEKAPCTBEHHBIN NPENAPAT MO AATY
NOAQYM 3ASIBAEHUSI O nMepeperncTpaumm B8 MmHaapae Poccun.,

Kpowme Toro, B npeactaAeHHOM OOO «O30H» (Poccust) peecTpe OTrpy30K U KOTMSIX
TOBOPHbBIX HOKAQAHBIX HO psiA No3numin GeAepaAbHOM AHTUMOHOMOABHOM CAY KOOI
BbISIBAEHO HECOOTBETCTBME YKA3AHHbBIX AAT M KOAMYECTBA OTIPYIXKEHHOTO
AEKAPCTBEHHOro NPEenapaATa AUMKAOBUP, B CBSI3V B YEM MPOBECTU SKOHOMUYECKNI
QHOAM3 3ASIBAEHHOM K PErMCTRAUMM LEHDI B COOTBETCTBMM C METOAMKOW pACHETA
YCTOHABAMBAOEMbIX MPOV3BOANTEASIMN AEKAPCTBEHHBIX NPENAPATOB NPEeAEAbHbIX
OTMYCKHbIX LLEH HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B MEPEYEHb YKM3HEHHO
HEOBXOANMBIX V1 BODKHEWVLLIMX AEKAPCTBEHHBIX MPENAPATOB, MPU UX FOCY AQPCTBEHHOM
PErncCTPALMM N NEPEPErNCTRALNN, YTBEPIKAEHHOW NMOCTAHOBAEHMEM [TPABUTEABCTBA
Poccumckom Qeapepaumm ot 15.09.2015 Ne 979 (Aanee — MeToAMKQ), HE
NPEACTABASIETCS BO3MOYKHBIM.,

B cooTBETCTBUM C MOAMYHKTOM «6» MyHKTA 13 MPABUA MPEACTABAEHNE AOKYMEHTOB B



HENMOAHOM 0B6beme 1 (MAM) HEMOAHOTA COAEPIKALLIMXCS B HUX CBEAEHUM, A TAKXKE B
COOTBETCTBUM C NOAMYHKTOM «B» NMYHKTA 13 IMPABUA NpEBbILLEHNE MPEACTABAEHHON AAS
rOCy AQPCTBEHHOW PErncTpaumm NAM NepepermcTpaumm NpeAeAbHOW OTMNY CKHOW LieHb
MPOM3BOANTEASI HO AEKAPCTBEHHbIV MPEenapaT HOA LEHON, PACCYATAHHOM B
COOTBETCTBUM C METOAMKON, SIBASIETCSI OCHOBAHMEM AASI OTKA3A B COrAQCOBAHNN

rOCy AQPCTBEHHOW PErncTpaumm NpeAeAbHbIX OTMYCKHbIX LeH NPOU3BOANTEAS HO
AEKAPCTBEHHbIV Npenapar.

A.b. Kaweeapos



