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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cooTBETCTBIM C NYHKTAMM 8 1 MOAMYHKTOM «O» MyHKTA 19 MNpaBUA FOCY AQPCTBEHHOMN
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 Poccrm ot 13.06.2018 Ne 20-4-4072950-C, 1 MPUHSIAQ peLLeHre 06 OTKA3e B
COrAQCOBAHMM NPeAEAbHOM OTNyCKHOM LieHbl OAO «HoBocubxmmoapm» (Poccus),
3ASIBAEHHOW HA NepeperncTpaumio, Ha CAEAYIOLLMIN AEKAPCTBEHHbBIV NPEnapaT,
BKAKOYEHHbBIN B MEepEeYEHb YKMBHEHHO HEOBXOAMMbBIX 1N BAMKHENLLIMX AEKAPCTBEHHbBIX
NpenapaToB:

'Atoko3a (MHH — AeKkcTpo3a), pacTBOp AASI BHYTPUBEHHOTO BBeAEHUST, 400 mr/MA, 10 MA
- amnyAbl (10) - KOPOBKM KAPTOHHbIE, B padmepe 46,31 pyo.

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

Mpw NpoBeAEHNN SKOHOMMYECKOrO aHAAM3A DAC Poccum BbISIBAEHO, YTO POCT
3QPErMCTPUPOBAHHOW MPEAEABHOM OTMYCKHOM LieHbl HO BblLLEeYKA3AHHbIM NpenapaT
3Q5IBAEH Npon3BoAnTEAEM B pasMepe 4 %. [pn 3TOM, 13 PACHETOB BEANYVHDI

Y AOPOMAHMS, MPEACTABAEHHbBIX MOOU3BOAUTEAEM B MPUAOXKEHNM Ne & K MeToAVKe
pacyeTa yCTAHABAVBAOEMbIX MPOM3BOAUTEASIMU AEKAPCTBEHHbBIX MPENapATOB
NPEAEAbHBIX OTMYCKHbIX LeH HO AEKAPCTBEHHbIE MPENAPAThl, BKAKOYEHHbIE B MepeYeHb
YKNBHEHHO HEOBXOAMMBIX 11 BOYKHEWVLLIMX AEKAPCTBEHHDBIX MPENAPATOB, MPU UX

rOCY AQPCTBEHHOW PErMCTPAUUK U MEepEepErncTpauUmnmn, yTBEPIKAEHHON NOCTAHOBAEHNEM
MpasuTtenbctea Poccumckom Qeapepaumm ot 15 cenTabps 2015 . Ne 979 (aanee —
MeTOAMKA), CAEAYET, YUTO QAKTUYECKOE YBEANYEHNE LIEH HO ChIPbE N MATEPWVAADI,
MCMNOAb3yeMble MpW MPOM3BOACTBE BblLLEYKA3AHHOro NpenapaTa, A TAK)Ke HAOKAQAHbIX
PACXOAOB, COCTOBASIET 3,6 %.

B CBS13U C BbILLEN3AOYKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «B» MyHKTA 13 MNpaBmA
MPEBbILLEHNE MPEACTABASIEMON AASI TOCY AQPCTBEHHOW PEMMCTRALMU UAU
nepeperncTpaumm NPEAEAbHOM OTMY CKHOW LIEHbI MPOM3BOAUTEAS HO AEKAPCTBEHHbIV
NPENAPAT HOA LEHOW, PACCYUTAHHOW B COOTBETCTBMUN C METOAUMKON, SIBASIETCS]
OCHOBQHMEM AAST OTKA3A B COrAQCOBAHUN FOCY AQPCTBEHHOW PEMMCTRALMM MPEAEABHOMN
OTMYCKHOM LEHbI MPON3BOANTEASI HO AEKAPCTBEHHBIN MPENAPAT.



A.1O. LlapunkoeCcKnin



