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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBeTCcTBMM C MyHKTOM 8, MOAMYHKTOM «B» MyHKTA 13 [1pABUA roOCy AQPCTBEHHOM
perncTpaummn % nepeperncTpaumm YCTOHABAMBOEMbIX NPON3BOAUNTEASIMU
AEKOPCTBEHHbIX MPENAPATOB MPEAEAbHbIX  OTMYCKHbIX LEeH HA AEKAPCTBEHHbIE
NPenapaThl, BKAKOYEHHbIE B MNEPEeYEHb MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKOPCTBEHHbIX  MPENAPATOB, YTBEPKAEHHBIX MOCTAHOBAEHMEM  [1PABUTEABCTBA
Poccumckon QPepepaumm ot 29.10.2010 Ne 865 (aanee - TMpaBuaa), DepepanbHAs!
OHTUMOHOMOABHAST CAYXKOO PACCMOTPEAd AOKYMEHTbl, MPEACTOBAEHHBIE MUCbMOM
MwuH3apaea Poccum ot 29.09.2015 Ne 20-4-493487-C, 1 NPUHSIAQ pelleHne o6 oTKa3e B
COrAQCOBQAHUN  MPEAEABHON  OTMNYCKHOM LUeHbl «XaynT Papma  BioAbOUHT  TMOX»
(FepMaHKMs) HA CAEAYIOWMA AEKOPCTBEHHbIM MPENAPAT, BKAIOYEHHbBI B MNEepedYeHb
YKN3HEHHO HEOBXOAMMBIX V1 BODKHEVLLIMX AEKAPCTBEHHBIX MPENAPATOB:

AobyTamurH Aameaa (MHH - AobyTamuH), pacTtBop AAST MHOY3MM 250 mr/50mA, 50 MA -
amnyAbl (1) - NA4YKKM KAPTOHHbIE (B0) - KOPOBKM KAPTOHHbIE (AAS1 CTALMOHAPOB), B
paamepe 22 195,08 pybaen.

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

Mpn NPOBEAEHNMN SKOHOMMYECKOrO AHAAM3A YCTAHOBAEHO, YTO 3ASIBAEHHASI MPEAEABHAS
OTMYCKHASI LUEeHA HA  BblLLEYKA3OHHbIM  AEKOPCTBEHHbIM  MPEnapaT  MpeBbillaeT
MOKCUMOABHYIO 30PEMNMCTPUPOBAHHYIO MPEAESABHYIO OTMYCKHYIO LEHY HO OHOAOMYHbIM
AEKAPCTBEHHbBIM MPENAPAT, HOXOASILLMNACS B MOAMKACHCKOM 0BOPOTE HA TEPPUTOPUN
Poccumckom Qeapepaumi.

B CcoOOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 MPABUA NpEBbILLEHNE MPEACTABASIEMOM
ANSI TOCY AQPCTBEHHOM PErnmcTpaumMmn npeAeAbHOM OTMYCKHOW LEeHbl MPOM3BOAUTEAST HA
AEKAPCTBEHHbIM MPENAPAT HOA LEHON, PACCYUTAHHOM B COOTBETCTBUM C METOAMKOM
YCTOHOBAEHMS MPON3BOAUTEASIMU ASKAPCTBEHHbBIX MPENAPATOB MPEAEAbHbBIX OTIMYCKHbIX
LEeH HO AeKAPCTBEHHble MPenapAaThl, BKAIOYEHHble B nepedeHb YKHBAI, yTBepikaeHHOM
npukasom MuHsapascoupasentng Poccum n OCT Poccum ot 03.11.2010 Ne 961H/527-q,
AENCTBYIOLLEN HO MOMEHT MOAQYM 3ASIBASHUS

O perncTpaummn/nepeperncTpaumm, SIBASIETCSI OCHOBAHMEM AASI OTKA3A B COrAQCOBOHUN
FOCYAQPCTBEHHON PErnCTPALMMN MPEAEABHOM OTMYCKHOM LEHbl MPOU3BOAUTEAST HA
AEKAPCTBEHHbIV Npenapar.



A.b. Kaweeapos



