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 MuH3ApaBa Poccum ot 24.05.2017 Ne 20-4-4043647-c, n
NPUVHSAQ peLleHne 06 OTKa3e B COrAQCOBAHNMN, 3ASIBAEHHbBIX B BbILLEYKA3OHHOM MMCbME
HA perncTpaumio 32 npeaenbHbiX OTIYCKHbIX LeH OAQO «Y conbe-Cnbunpckmim
XMMOAPM3aBOoA» (Poccus), HO AEKAPCTBEHHBIN MPENAPAT, BKAKOYEHHBIN B NepeyYeHb
YKNBHEHHO HEOOXOAVMBIX 1 BAYKHENLLIMX AEKAPCTBEHHbBIX NpenapaTtos, PeHobapbutan
(MHH — ®eHobapbunTan) B AEKAPCTBEHHOM GOPME «TABAETK» B AO3UPOBKE «50 M,

[MpeAeAbHble OTMYCKHblE LEeHbl HAO YKA3AHHbIV AEKQPCTBEHHbBIV MPENAPAT HE
COrAQGCoBbIBAKOTCS MO CAeAYIOWNMM OCHOBAHUSIM.

B cootBeTCTBUMM C NMYHKTOM 15 [NPABUA NPOM3BOANTEAD AOAXKEH MPEACTOBUTL, B TOM
YMCAE AQHHbIE 06 OBBEMAX BbIMYCKA AEKAPCTBEHHOMO NPENAPATA, Er0 YAEAbHOM BECE
B obuem obbemMme NPON3BOAVMBIX AEKAPCTBEHHbBIX MPENAPATOB, AOKYMEHTAABHOE
NOATBEPIKAEHME N PACLUMPPOBKY 3ATPAT, 30HUMAIOLLMX HOMOOABLLNV YAEABHbBIN BEC B
cebecToMMOoCTM NpenapaTa. [Npu NpoeAeHn akoHoMrdeckoro aHaamnda PAC Poccunmn
YCTAHOBAEHO, YTO B MPEACTABAEHHbBIX AOKYMEHTAX OTCYTCTBYET BblLLEYKA3AHHASI
MHOOPMALMSI.

Kpome Toro, npu npoeeAeHNn aKoHOMKYeCckoro aHaAn3a GAC Poccum BbISIBAEHO, YTO
npeAeAbHble OTMNYCKHblE LieHbl HO 3ASIBA€HHbIE BOCTPOM3BEAEHHbBIE AEKAPCTBEHHbIE
NPEenapaThl, PACCYUTAHHBIE MCXOAS N3 CTOMMOCTUN OAHOM AEKAPCTBEHHOM GOPMbI,
npesbilatoT 80 NPOLEHTOB MAKCUMAOABHOWM 3APErMMCTPUPOBAHHOM NPEAEABHOW
OTMYCKHOW LieHbl MPON3BOAMTEASI HO QHAOAOTNYHBIN AEKAPCTBEHHBIV Mpenapar (Mo
MEMAYHAPOAHOMY HEMATEHTOBOAHHOMY HOMMEHOBOHMIO MAW MPW €ro OTCYTCTBUM -
XUMUYECKOMY NAU FRYNNMPOBOYHOMY HOMMEHOBAHWIO , AEKAPCTBEHHOM GOpPME U
AO3POBKE (KOHLEHTPAUNN, AKTUBHOCTU B €AVHNLIOX ASNCTBUST), PACCHYUTAHHOM MCXOAS
13 MOKCUMOABHOM CTOMMOCTU OAHOM AEKAPCTBEHHOW GOPMbI, YTO MPOTUBOPEUNT MYHKTY
6 MeToAMKM pacHeTA YCTAHOBAMBAEMbIX MPOOUN3BOANTEASIMU AEKAPCTBEHHDIX
NPEenapPaATOB NPeAEAbHbIX OTMYCKHbIX LeH HO AEKAPCTBEHHbIE NPEnapaThl, BKAKOYEHHbIE B
nepeYeHb MUIHEHHO HEOBXOAUMbBIX 1N BAYKHENLLMX AEKAPCTBEHHDBIX MPENAPATOB, NPW KX
FOCYAQPCTBEHHOM PErMCTPALMM U NEePEpErncTPaLnmM, yTBEPIKAEHHOW MOCTAHOBAEHVEM
Mpasutenbctea Poccumckom Qeapepaumm ot 15.09.2015 Ne 979 (Aanee — MeToaMKa).

B cooTtBeTCTBUM C MOAMYHKTOM «6» MyHKTA 13 MNMPABUA NPEACTABAEHNE AOKYMEHTOB B
HEMOAHOM ob6bemMe 1 (MAK) HEMOAHOTA COAEPIKALLINXCS B HUX CBEAEHUIN, O TAKKE B
COOTBETCTBMM C MOAMYHKTOM «B» MYHKTA 13 MPABUA NMPEBbILLEHNE NPEACTABAEHHOMN AAS]



rOCy AQPCTBEHHOW PErncTpaumm AN NepepermcTpaumm NpeAeAbHOW OTMNY CKHOW LieHb
MPOM3BOANTEASI HO AEKAPCTBEHHbIV MPEenapaT HOA LEHON, PACCYATAHHOM B
COOTBETCTBUM C METOAMKON, SIBASIETCSI OCHOBAOHMEM AASI OTKA3A B COrAQCOBAHNN
rOCy AQPCTBEHHOW PErncTpaumm npeAeAbHbIX OTMYCKHbIX LeH NPON3BOANTEAS HO

AEKAPCTBEHHbBIM Npenapar.

P.A. lNeTpocsH



