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 MMCbMOM MuH3apasa Poccum ot 10.05.2017 Ne 20-4-4041676-C,
MNPWHSIAQ peLleHne 06 OTKA3e B COrAQCOBAHMM NPEAEAbHOW OTMyCKkHOWM LeHbl OO0
«Pyctopodpapm» (Poccus); np., meps. yr., BTOP. ym., BbiM. K. - KOpHATAKA AHTMOUOTUKC &
PapMacbioTUKAAC AvMuTep, (MHAMS) HO CAEAYIOLLINIM AEKAPCTBEHHbBIV MPEnapaT,
BKAKOYEHHbBIN B MEepEeYEHb YKMBHEHHO HEOBXOAMMbBIX 1N BAMKHENLLIMX AEKAPCTBEHHbBIX
NPenapaToB.

Tpamapon (MHH — TpaMaAOA), pACTBOP AAS MHbEKUMIA, 50 MI/MA, T MA, - aMnyAbl (5) —
NAYKM KAPTOHHbIE, B paamepe 41,00 py6.

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

Mpw NpoBEAEHUN SKOHOMMYECKOTrO AHAAM3A DAC Poccuim BbISIBAEHO, YTO B PAMKAX
OAHOIO PErMCTPAUMOHHOIO Y AOCTOBEPEHNSI AEKAPCTBEHHOMO NpenapaTa npu
N3MEHEHN KOAMYECTBA AEKAPCTBEHHOIO MPENAPATA BO BTOPWYHOM (MOTPEBUTEABCKON)
YyMNAKOBKE MPOU3OLLAO YBEANYEHNE CTOMMOCTM OAHOW AEKAPCTBEHHOM GOPMbI, YTO
NPOTUBOPEYNT NYHKTY 20 MEeTOAMKM pACHETA YCTAOHOBAMBAEMbIX MPOOM3BOANTEASIMM
AEKAPCTBEHHbIX MPEnAPATOB MPEAEAbHbBIX OTMYCKHbIX LLeH HO AEKAPCTBEHHbIE
NPEenaPATbl, BKAKOYEHHBIE B NEPEYEHD MNIHEHHO HEOBXOAUMbBIX 1 BAYKHENLLIMX
AEKAPCTBEHHbIX MPEnApPATOB, MNPU KX TOCY AQPCTBEHHOW PErNCTPALMN U
nepeperncTpaunm, yTBep KAEHHOM NOCTAHOBAEHMEM [1paBUTEABCTBA POCCUINCKON
Pepepaumm ot 15.09.2015 Ne 979 (aoanee — MeToanKa).

B CBS131 C BbILLEN3AOYKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «B» MyHKTA 13 MNpaBmA
MPEBbILLEHNE MPEACTABASIEMON AASI TOCY AQPCTBEHHOW PEMMCTRALMU UAU
nepeperncTpaumm NPEAEAbHOM OTMY CKHOW LLEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHbIV
NPEnAPAT HOA LEHOW, PACCYUTAHHOW B COOTBETCTBMUN C METOANKON, SIBASIETCS]
OCHOBQHMEM AASI OTKA3A B COrAQCOBAHUN FOCY AQPCTBEHHOW PErMCTRALMM MPEAEABHOMN
OTMYCKHOM LEHbI MPON3BOANTEASI HO AEKAPCTBEHHBIN MPENAPAT.
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