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 [lpaeutenbcTtBa Poccuiickom QPeaepaumm ot 29.10.2010 Ne 865
(pAanee— Tlpasuaa), PepepaAAbHAST OHTUMOHOMOABHAST CAYXKDA pPACCMOTPEAd
AOKYMEHTbI, MPEACTABAEHHbIE NMMCbMAMK MuH3ApABA Poccum ot 27.05.2016 Ne 20-4-
4011413-c

oT 22062016 Ne 2058163-20-4,  MpUHIAG pelleHne o6 OTKa3e B COrAQCOBCOHUU
NPEeAEAbHOM OTMYCKHOM LieHbl «PO3eMOHT PapMACBIOTUKAA3 ATA.» (BEAMKOBPUTAHKS) HA
CAEAYIOLLNA  AEKAPCTBEHHbIM  MPENAPAT, BKAKOYEHHbII B MNEpPEeYeHb  YKU3HEHHO
HEOBXOAMMBIX V1 BODKHENLLIMX AEKAPCTBEHHBIX MPENAPOTOBR:

Cynbrivpuna (MHH — CyaAbnivpuna), pACTBOp AAS NpuemMa BHYTPb, 200 Mr/5 MA, 150 MA —
DAAKOH (1) — NAYKa KAPTOHHAS B pa3mepe 2 455,31 py6b.

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

Mpwn npoeeapeHN 3KOHOMKMYeckoro aHaamaa QOAC Poccum  yYCTAHOBAEHO, 4TO
NPeAEAbHAS OTMYCKHAS LEHA HA BbllLEYKA3AHHbIM BOCMPOMU3BEAEHHbBIN AEKAPCTBEHHbIN
NPEenapaT, PACCYNTAHHAS MCXOAST M3 CTOMMOCTM OAHOMN AEKAPCTBEHHOW (OPMbI,
npesblllaeT 60 MNPOUEHTOB MAKCUMOABHOW  3QPEMMCTPUPOBAHHOM  MPEAEAbHOM
OTMYCKHOM LieHbl MPOU3BOAUTEASI HO pedepeHTHbI (OPUTMHOAbHBIN) ASKAPCTBEHHDI
npenapat (3rAOHUA B AEKAPCTBEHHOW dopme «TabaeTkm 200 Mmr» (MPOn3BOAUTEAD
«CaHoou BuHTpon NHaycTpus», PpaHums) (MncbMo MimnHaapasa Poccum ot 22.06.2016

Ne 2058163-20-4)), 4TO NPOTUBOPEUNT MYHKTY 21 MeToAMKM pacHeTa YCTAHOBAMBAEMbIX
NPON3BOAUTEASIMU  AEKAPCTBEHHBIX MPENAPATOB  MPEAEAbHBIX OTMYCKHbIX LEeH HA
AEKOPCTBEHHbIE MPENAPAThI, BKAIOYEHHBIE B MEPEYEHDb MKM3HEHHO HEOBXOAUMbBIX W
BODKHEVLLMX AEKAPCTBEHHbBIX MPEnApATOB, MPU KX FOCYAQPCTBEHHOMN perncTpaumm um
nepeperncTpaunm, YTBEPIXKAEHHOW MNOCTAHOBAEHMEM [1pABUTEABCTBA  POCCUMINCKOM
Pepepaumm ot 15.09.2015 Ne 979 (aoanee — MeToanKa).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMMN C MOAMYHKTOM «B» MyHKTA 13 lNpaBuA
MPOEBLILLEHNE  MPEACTABASIEMOM  AASI  TOCYAQPCTBEHHOW  PErUCTPAUMU  UAU
nepeperncTpaumm nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
NPEnApPAT HOAA LUEHOM, PACCYATAHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQHMEM AAST OTKA3A B COrAQCOBQAHUN FOCY AQPCTBEHHOW PEMMCTRALMM MPEAEABHOMN
OTMYCKHOM LEHbI MPON3BOANTEASI HO AEKAPCTBEHHBIN MPENAPAT.
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