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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cooTtBeTCTBMM C NYHKTOM 8 [MPABUA FOCY AQPCTBEHHOW PErMCTRALMN U
nepeperncTpaumm yCTaHOBAMBAEMbIX MOOUN3BOANTEASIMU AEKAPCTBEHHbBIX MPENAPATOBR
NPEAEAbHBIX OTMYCKHbIX LEH HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B MEPEYEHD
YKN3HEHHO HEODXOAMMBIX U BAXKHEVLLIMX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPMKAEHHbBIX
nocTtaHoBAeHVEM [MpaemTenbcTa Poccumnckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- Mpaenaa), PepepAAbHAST AHTVMOHOMOABHAISI CAYXKOA PACCMOTOEAD AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apasa Poccum ot 02.10.2017 Ne 20-4-4052397-c, n
MNPUHSAQ peLlleHne o OTKA3e B COrAQCOBAHMM MPEAEABHOM OTIYCKHOM LieHbl SAO
«PapmPupmar CoteKke» (Poccus) HO CAEAYIOLNIA AEKAPCTBEHHbIV MPEenapaT,
BKAIOYEHHDBIN B MEPEYEHD YKN3HEHHO HEODXOAUMbBIX U BAYKHEWLLINX AEKAPCTBEHHDBIX
NPEenapaToB:

remTpaHnkce (MHH — TpaHekcamMoBas KNCAOTQ), PACTBOP AAS BHYTPUBEHHOTO
BBeAeHUs, 50 Mr/MA, 5 MA - amnyAbl (10) - nQYKM KOPTOHHbIE, B padmepe 1 080,71 pyo.

[NpeAeAbHOsT OTMNYCKHAS LeHA HA YKA3AHHbBIM AEKQPCTBEHHbIN NPEenapaT He
COrAQCOBbIBAETCSI MO CASAYHOLMM OCHOBAHWSIM.

Mpw NpoBeAEHNN SKOHOMMYECKOro aHAAM3a DAC Poccun BbISIBAEHO, YTO MPEeAEAbHAS
OTMYCKHAS LEHA HA BbILLIEYKA3AHHbBIN BOCMPOM3BEAEHHDBIV AEKAPCTBEHHbBIN NPEnApPAT,
PACCYUTAHHAST UICXOAS M3 CTOMMOCTM OAHOW AEKAPCTBEHHOM GOPMbI, MpeBbiliaeT 80
MPOLEHTOB CPEeAHEN 3APErncCTPUPOBAHHON NPEAEABHOW OTMY CKHOW LieHb
NPOUN3BOAMTEAS HO PedEPEHTHBIV MPENAPAT, PACCHYATAHHOMN NCXOAS M3 CTOMMOCTU
OAHOW AEKAPCTBEHHOM GOPMbI 3a MEPUOA 3 AET, HTO NPOTUBOPREYNT NMYHKTY 6 MeToAMKN
pAcyeTA YCTAHABAVBAEMbIX MPOOM3BOAUNTEASIMU AEKAPCTBEHHBIX MPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B MEepeYeHb
YKNBHEHHO HEOBXOAMMBIX 11 BODKHEWVLLIMX AEKAPCTBEHHBIX MPENAPATOB, MPU UX
FOCYAQPCTBEHHOM PErMCTPALMM U NEPEPErNCTRALNN, YTBEPIKAEHHOW MOCTAHOBAEHVEM
MpaeuTtenbctea Poccumckom Qeapepaumm ot 15 ceHtabps 2015 . Ne 979 (aanee —
MeToaAnKa).

B CBSI13M C BbILLEV3AOMKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 MPABUA
NpeBblLLEeHNE NPEACTAOBASHHON AASI FOCYAQPCTBEHHOW PErmcTPALUM UAU
nepeperncTpaLM NPeASAbHOM OTNYCKHOM LieHbl MPON3BOAUTEAS HO AEKAPCTBEHHbIN
NPenapaAT HOA LEHON, PACCHYUTAOHHOM B COOTBETCTBUM C METOAMKON, SIBASIETCS
OCHOBOHMEM AAST OTKO3A B COrAQCOBAHUM FOCY AQPCTBEHHOM PErncTpaLmnm AU
nepeperncTpaLM NPEeASAbHOM OTNYCKHOM LieHbl MPON3BOAUTEAS HO AGKAPCTBEHHbIN
npenapar.
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