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 NYHKTAMMK 8 [TPABUA FOCYAQPCTBEHHOM PErMCTPAUMM U
nepeperncTpaumm yCTAHABAVMBAEMbIX MPOUIBOAUTEASIMU AEKAPCTBEHHBIX MPENAPATOB
NPEeAEAbHbIX OTMYCKHbIX LEH HO AEKAPCTBEHHbIE MPENAPATLI, BKAKOYEHHBIE B MEPEYEHD
YKN3HEHHO HEOBXOAMMBIX 11 BODKHEWLLIMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPKAEHHbBIX
NOCTAHOBAEHMEM [paBmnTenbcTBa Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- NpaenAg), PeAepaAbHAS AHTUMOHOMOABHAST CAYYKOA PACCMOTPEAC AOKYMEHTHI,
NPEeACTABAEHHbIE MMCbMOM MuH3apasa Poccum ot 18.10.2017 Ne 20-4-4053091-c,
NPUVHSAQ pelleHmne 06 OTKa3e B COrAQCOBAHKM 3ASIBAEHHBIX B BbILLEYKA3AHHOM MUCbMe
5 npeaAeAbHbIX OTMYCKHbIX LieH «Aok-beta PapmacbkioTikaac (1) MBT.ATa» (UHAMS) HO
AEKAPCTBEHHbIV MpenapaTt «Abakasmp+Aammey anH» (MHH «ABAKABUMP+AAMUBY AUHY),
BKAKOYEHHbBIN B MEepEeYEHb YKMBHEHHO HEOBXOAMMbBIX 1N BAMKHENLLIMX AEKAPCTBEHHbBIX
NPEenapaToB.

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

M NPOBEAEHNN SKOHOMUNYECKOrO AHAAM3A DAC PoCCumM BbISIBAEHO, YTO MPEAEAbHbBIE
OTMYCKHbIE LiEHbl HA BblLLEYKA3AHHbIV BOCMPOUN3BEAEHHBIM AEKAPCTBEHHDBIV MPEnApPAT,
PACCYUTAHHbBIE MCXOAS N3 CTOMMOCTUN OAHOM AEKAPCTBEHHOW GOPMbI, NpeBbILLAtOT 80
MPOLUEHTOB CPEAHEN 3APEMMCTOPUNPOBAHHON MPEAEABHOM OTMY CKHOW LIEHDI
MPON3BOAUNTEAS HO PEDEPEHTHBIN AEKAPCTBEHHbBIV MPENAPAT, PACCHYNTAHHOW 3Q MEPUOA
3 AET AO MPEACTABAEHMST ASPIKATEAEM AN BAOAEABLEEM PEMMCTPALMNOHHOIO
YAOCTOBEPEHMS (YNOAHOMOYEHHBIM UM AVLIOM) YKA3AHHOMO BOCMPOM3BEAEHHOIO
AEKAPCTBEHHOIO MNPENAPATA NPEAEABHON OTMYCKHOW LEHbI, PACCHUTAHHOW MCXOAS 13
CTOMMOCTU OAHOM AEKAPCTBEHHOM QOPMbI, YTO MPOTUBOPEUUT MNYHKTY 21 MEeTOANKN
pACYETA YCTAHABAVBAEMbIX MPOU3BOAUTEASIMU AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B MEPEYEHD
YKN3HEHHO HEODXOAMMBIX U BAYKHEWLLIMX AEKAPCTBEHHbBIX MPENAPATOB, MPU 1X
FOCYAQPCTBEHHOM PEMMCTPALUM U NEPEPErNCTRALNN, YTBEPIKAEHHOW MOCTAHOBAEHNEM
MNpaeutenbcTea Poccumcrkom Geapepaumm ot 15 ceHTabps 2015 1. Ne 979 (aanee —
MeToAMKa).

BmecTe ¢ Tem OAC Poccum BbISIBAEHO, YTO MPEAEAbHAS OTMYCKHAS LEeHA HA
BblLLEYKA3AHHbIN BOCMPOM3BEAEHHBIN AEKAPCTBEHHbBIN NPENAPAT NPEBLILLAET 95 %
NOCAEAHEN 3APErMCTPUPOBAHHOM NPEAEABHOW OTIMYCKHOW LIeHbI MPOM3BOANTEAST HO
QHAAOMMYHBIN BOCTIPOUN3BEAEHHBIV ASKAPCTBEHHBIV MPEnApAT, PACCYATAHHOM NCXOAS 13
CTOVMIMOCTU OAHOM AEKAPCTBEHHOM GOPMBbI, YTO MPOTUBOPEYUT NYHKTY 21 MeToANKMN.

PAC Poccum obpallaeT BHUMAHME, YTO B COOTBETCTBUM C MOAMYHKTOM «B» MyHKTA 15
MPABUA, PACYET MPEAEAbHbIX OTMYCKHbIX LIeH HO AEKAPCTBEHHbIE MPEnapPaThl
NHOCTPOHHBIX MPON3BOAUTEAEM MOOU3BOANTCS UCXOAS U3 MUHMMOABHOM OTMYCKHOW
LieHbl HO AEKAPCTBEHHbIN MPENaPaAT MHOCTPAHHOTO MPON3BOAUTEAS (Be3 yyeTa



NPON3BOACTBEHHbBIX MAOLLAAOK, YHACTBYIOLLMX B NpoLecce Npon3BOACTBA) B CTPAHAX,
YKO3QHHbIX B MPUAOXKEHME Ne 4 K MeToaAMKe.

OAC Poccum B XOAE DKOHOMUYECKOrO AHAAM3A BBIAC MPOBEAEHA MPOBEPKA MO
OMNPEAENEHNIO 3APENMCTOUPOBAHHBIX LIEH HO NpenapaT «ABakasunp+Aammey AnH» (MHH
— ABaKaBMP+AOMUBY AMH) B CTPOHOX B COOTBETCTBUM C MPUAOXKEHNEM Ne 4 K
MeTtoanke. Ha OCHOBAHM OPULMAABHOTO MHTEPHET-MCTOYHMKA B NHANM
(http://nppaindia.nic.in/) YCTAOHOBAEHO, YTO MUHUMAAbHbIE OTIMYCKHbIE LEHbI HO
AEKAPCTBEHHbIV NpenapaTt «Abakasup+Aamuey AnH» (MHH — ABakaBup+/AaMUBY AVH)
MPOM3BOAUTEAS B CTPAHE NPOn3BOACTBA (MHANM) 3HAYNTEABHO HMYKE 3ASIBASHHBIX HA
PErMCTPALMIO MPEAEABHBIX OTMYCKHBIX LIEH, YTO MPOTUBOREYNT NOANYHKTY «B» NyHKTA 18
MeToanKn.

B CB$I131 C BbILLEM3AOMEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» NyHKTA 13 MpaBUA
NpeBbILLIEHNE NPEACTABASIEMON AASI FOCY AQPCTBEHHOW PErNMCTPALNM UAK
nepeperncTpPaLM NPEeAESAbHOM OTNYCKHOM LieHbl MPON3BOAUTEAS] HO AEKAPCTBEHHbIN
NPenapaAT HOA LEHON, PACCYUTOHHOM B COOTBETCTBUM C METOAMKON, SIBASIETCS
OCHOBQOHMEM AASI OTKA3A B COrAQCOBAHUM FOCY AQPCTBEHHON PErMCTPALNK NMPEAEABHOM
OTMYCKHOW LieHbl MPON3BOAUTEASI HO AEKAPCTBEHHbIM MPEenapaT.
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