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
- NpaenAg), PeAepaAbHAS AHTUMOHOMOABHAST CAYYKOA PACCMOTPEAC AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMAMU MUH3APaBA Poccunm o1 24.05.2017 Ne 20-4-4043914-c, ot
05.06.2017 Ne 20-4-4043914-p0MN, V1 MPUHSIAQ PELLEHE 06 OTKA3€ B COrAQCOBQOHMMN
NPEAEABHOW OTIMYCKHOW LIEHbI, 3ASIBAEHHOW HA permnctpaumnto INT. Hoeeaa
PapmacbioTrkan AabopaTtopn3d (MHAOHE3MS), HO CAEAYIOLLMNA AEKAPCTBEHHbIN
NPEenapPAT, BKAKOYEHHbIV B NepeYeHb YKU3HEHHO HEODXOAVMbBIX U BOYKHEMLLINX
AEKAPCTBEHHbIX MPENAPATOB:

AobyTten (MHH — AoBYyTAMUH), KOHLEHTPAT AAS MPUTOTOBAEHMST PACTBOPRA AASI
NHOY3UM, 50 MIr/MA, 5 MA - DAAKOHDI (1) - NAYKKM KOPTOHHbBIE, B padmepe 252,80 pyo.

B cootBeTcTBUM C MHOOopMaumen OIreY «HLUSCMIT» MuH3apaea Poccum, HaNpABAEHHOM
MWH3APABOM POCCKMM COCTABE KOMMAEKTA AOKYMEHTOB, AEKAPCTBEHHbIV NPENAPAT
«ANobyTen» (MHH — AoByTaMMH) B AEKAPCTBEHHOM QOPME «KOHLEHTPAT AAS
NPUrOTOBAEHMSI PACTBOPRA AASI MHDY3UIN», B AO3UNPOBKE «50 MI/MA» SIBASIETCS
BOCMPOM3BEAEHHBIM AEKAPCTBEHHBIM MNPENAPATOM, PEPEPEHTHBIN AEKAPCTBEHHDIN
npenapat (MHH — AoByTAOMMH) B AEKOPCTBEHHOW POPME «KOHLEHTPAT AAS
MPUrOTOBAEHUS PACTBOPA AAS UHDY3UM» B AO3UNPOBKE «50 MI/MA» HO TEPPUTOPUN
Poccuimnckom Qepepaumm He 30PpErMCTPUPOBAH 1 AOCTOBEPHO ONPEAEAUTb Ero He
NPEeACTABASETCS BO3MOXKHBIM. PIBY «HLSCMI» MuHaapaea Poccum, Takoke
NPEACTABAEHA MHOOPMALMS, HTO AEKAPCTBEHHBIE DOPMbI «KOHLEHTPAT AASI
MPUIOTOBAEHUS PACTBOPA AAST UHDY 3NN, «XAODUANIAT AAST MOUTOTOBAEHUST PACTBOPA
ANAST MHOY 3UIA», «DACTBOR AAST MHOY3UIN» SIBASIKOTCS SKBUBAAEHTHBIMUN AEKAPCTBEHHBIMI
dopmMaMu.

Mpn NPOoBEAEHMMN SKOHOMMYECKOro aHaAn3a PAC Poccum BISIBAEHO, HTO MPEAEABHAS
OTMYCKHAS LEeHA HA BblLLEeYKA3AHHbBIM BOCMPOM3BEAEHHDBIV AEKAPCTBEHHbBIN NPEenapaT,
PACCUYNTAHHAST MUCXOAS M3 CTOMMOCTU OAHOM AEKAPCTBEHHOM GOPMBbI, NpeBbilaeT 60
NPOUEHTOB MAKCMAABHOW 3QPErMCTRMPOBAHHOW MPEAEABHOMN OTMYCKHOM LieHbl
NPON3BOANTEASI HO QHOAOTNYHBIN AEKAPCTBEHHBIV MPENAPAT, PACCYUTAHHOM MCXOAS 13
MAKCVMAABHOM CTOMMOCTV OAHOM AEKAPCTBEHHOM GOPMbI, HTO MPOTUBOREYNT MYHKTY 21
MeToAMKN pacHeTA YCTAHABAMBAEMbIX MPOOM3BOAUTEASIMUN AEKAPCTBEHHbBIX NPENapATOB
NPEAEAbHBIX OTMYCKHbIX LEH HO AEKAPCTBEHHbIE MPENAPAThl, BKAKOYEHHbIE B MepeYeHb
YKNBHEHHO HEOBXOAMMBIX 11 BOYKHEWLLIMX AEKAPCTBEHHbBIX MPENAPATOB, MPU UX

rOCY AQPCTBEHHOW PErMCTPAUUK U MEepPEepPErncTpaUmmn, YTBEPIKAEHHON NOCTAHOBAEHNEM
MpasuTtenbcTea Poccumckom Qeaepaumm ot 15 centabps 2015 . Ne 979 (aanee —
MeTtoaAnKa).



B CBS131 C BbILLEN3AOXKEHHBIM B COOTBETCTBUM C MOAMYHKTOM «B» NMYHKTA 13 MNMpaBUA
NPEBbILLEHNE NPEACTABASIEMON AASI FOCY AQPCTBEHHOW PEMMCTRALMM UAU
nepeperncTpaLmm NPEAEAbHOM OTMNY CKHOW LIEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHbIN
NPENAPAT HOA LEHOW, PACCYUTAHHOW B COOTBETCTBMUN C METOAUNKON, SIBASIETCS]
OCHOBQHMEM AASI OTKA3A B COrAQCOBAHUM FOCY AQPCTBEHHOW PErMCTRALMM MPEAEABHON
OTMYCKHOM LEHbI MPOUN3BOANTEASI HO AEKAPCTBEHHBIN NPENAPAT.

A.b. Kaweeapos



