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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBerctBMM C nNyHKTOM 8 [IpaBUA TOCYAQPCTBEHHOM perucTtpaunm u
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NoCTAHOBAEHMEM NpaBuTeabcTBa Poccuinckon Qeapepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaBa Poccum ot 29.08.2017 Ne 20-4-4049851-c, wm
NPUVHSIAQ peLleHne 06 OTKa3e B COrAQCOBAHNM MPEAEABHOM OTMYCKHOM LIEHDI

OO0 «KPKA-PYC» (Poccus), HO CAeAYIOWMN AEKAPCTBEHHBIM NPENAPAT, BKAOYEHHBIN B
nepeYeHb XUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

Mapykca (MHH — MeMaHTUH), TABAETKW, NOKPbITbIE NAEHOYHOW 060oA04KoM, 20 mr, 10 wwT.
- YNAKOBKM SI4ENKOBbBIE KOHTYPHbIE (3) — NAYKM KAPTOHHbIE, B padmepe 2055,00 pyo.

[MpeAeAbHasT  OTNYCKHAST UEeHA HA  YKA3AHHBIKM - AEKAPCTBEHHBIM  MNPENAPAT  HEe
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHKSIM.

Moy nNpoBeAeHUr  aKoHoMKMYeckoro aHaAamda QAC  Poccum  BLIIBAEHO, 4TO
NPOM3BOAUTEAEM 30BbLILLEHA LEHA HA Cbipbe, WUCMOAb3yemMoe Mpu MPOV3BOACTBE
BblLLIEYKA3AHHOrO AeKAPCTBEHHOro NPEenapaTa.

Kpome TOro, B COOTBETCTBUM C MYHKTOM 15 TTpaBUA, MPOM3BOAUTEADL MPEACTOBASIET
AQHHBIE, AOKYMEHTAOABHO MOATBEPXKAQKOWME CYMMY OOLLENPON3BOACTBEHHBIX I
OOLLEXO3SNCTBEHHBIX PACXOAOB, O TAIOKE AOKYMEHTOABHOE MOATBEP)KAEHME U
PACLUMPPOBKY 3ATPAT, 3AHUMOIOLWMX HAMBOABLLMA YAEABHBIM BEC B CEOECTOMMOCTM
NpPenapaToB.

B xoae npoBeaeHust skoHomMubeckoro aHaamda PAC Poccum yYCTOHOBAEHO, YTO B
NPEACTABAEHHbIX AOKYMEHTAX OTCYTCTBYIOT AQHHbIE, AOKYMEHTOAbHO
NOATBEDXKAQKOLLME CYMMY OBLLENMPONIBOACTBEHHBIX M OBLLEXO3SIMCTBEHHBIX PACXOAOB,
a TAKKE AOKYMEHTAABHOE TMOATBEPIKAEHME 3ATPAT, 3AHUMAIOLLIMX HANOOAbLLNIA
YAEAbHbIN BEC B cebeCcToMMOoCTM npenapatos (rpada 11 «AMOPTV3ALUMST OCHOBHbIX
CPEACTB, MCMOAb3YEMbBIX AAST MOOU3BOACTBO» MPUAOXKEHMST Ne 2 K MeToamKke pacyeTta
YCTOHAOBAMBOEMbBIX MPOV3BOAUTEASIMU  AEKAPCTBEHHBIX MPENAPATOB  MPEAEAbHbIX
OTMYCKHbIX LUEH HA AEKAPCTBEHHble MPenapaATbl, BKAKOYEHHbIE B MEPEYEHb MKNIHEHHO
HEODOXOAMMBIX N BOYKHEMLLMX AEKAPCTBEHHBIX MPENAPATOB, MPU UX FOCYAQPCTBEHHOMN
perncTpauMmn 1 nepeperncTpaunmn, yTBep KAEHHOM MNOCTAOHOBAEHMEM [TpaBUTEABCTBA
Poccuickom Pepepaumm ot 15.09.2015 Ne 979 (aoanee — MeToanKa)).

B CBSI3N C BbHILLEN3AONKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 [MpaBUA
NPeBbILUEeHNE  MPEACTOBASIEMON  AASl  TOCYAQPCTBEHHOM  PEeructpaumm  UAU
nepeperncTpaLmMr NPeASAbHOM OTMYCKHOW LeHbl MPOU3BOAUTEAST HO AEKAPCTBEHHbIV
MNPenapaT HAA LEHOM, PACCYATOHHON B COOTBETCTBUM C METOAMKOW, O TAKXKE B



COOTBETCTBMM C MOAMNYHKTOM «B6» nyHKTA 13 [MpaBUA NMPEAOCTABAEHNE AOKYMEHTOB B
HEMOAHOM U1 (MAN) HEMOAHOTA COAEPIKALLUMXCSI B HUX CBEAEHUIN SIBASIETCSI OCHOBAHMEM
AASl OTKA3A B COFAQCOBOHMUN FOCYAQPCTBEHHOW PErncTpaummn NpeAEeAbHOW OTMYCKHOM
LleHbl MPON3BOANTEAS HO AEKAPCTBEHHBIM NPEnApaAT.

A.b. Kawesapos



