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 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
MpaenAa), PeAepAAbHAS QHTVIMOHOMOABLHAST CAYYKOQ PACCMOTPEAO AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apasa Poccum ot 18.10.2017 Ne 20-4-4053089-c,
NPUVHSAQ pelleHmne 06 OTKa3e B COrAQCOBAHKM 3ASIBAEHHBIX B BbILLEYKA3AHHOM MUCbMe
12 npeaAeAbHbIX OTNyCKHbIX LeH «Aok-beta QapmacbioTrkaac (1) MeT.ATA» (MHAMS) HO
AEKAPCTBEHHbIN NpenapaT «TakpoAMMyC» (MHH - TOKPOAKMYC), BKAKOYEHHbBIN B
nepeYeHb XXUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOB.

[MpeAeAbHble OTMYCKHblE LeHbl HAO YKA3AHHbIVM AEKQPCTBEHHbBIV MPENAPAT HE
COIrAGCoOBbIBAKOTCS MO CAeAYOWNMM OCHOBAHUSIM.

M NPOBEAEHNN SKOHOMMYECKOTO AHAAM3A DAC PoCCum BbISIBAEHO, YTO MPEAEAbHbBIE
OTMYCKHbIE LiEHbl HO BblLLEYKA3AHHbIV BOCMPOUN3BEAEHHBIM AEKAPCTBEHHBIN NPENAPAT
npesbIWaoT 60 NPOLEHTORB MAKCUMAAbBHOM 3APErMCTPUPOBAHHOM MPEAEABHON
OTMYCKHOW LEHbl HO PEDEPEHTHBIN AEKAPCTBEHHBIV MPENAPAT, YTO MPOTUBOPEYUT MYHKTY
21 MeToAVKN PACHETA YCTAHOBAMBAEMDbIX MOOUN3BOANTEASIMU AEKAPCTBEHHbBIX
NPENAPATOB NPEAEAbHbBIX OTIMYCKHbIX LlEH HO AEKAPCTBEHHbBIE MNPENAPATHI, BKAKOYEHHDIE B
nepeveHb MUNIHEHHO HEOBXOAMMBbIX 1 BAXKHENLLMX AEKAPCTBEHHBIX MPENAPATOR, MPU UX
FOCYAQPCTBEHHOM PEMMCTPALMM U NEPEPErMNCTRALNN, YTBEPIKAEHHOW MOCTAHOBAEHNEM
MNpaeutenbcTea Poccumcrkom Geapepaumm ot 15.09.2015 Ne 979 (aAanee — MeToanKa).

PAC Poccum 06pallaeT BHUMOHWE, YTO B COOTBETCTBUMM C MOAMYHKTOM «B» MyHKTA 15
[NpPaBUA, paCHET NPEeAEAbHbBIX OTMYCKHbIX LLleH HO AeKAPCTBEHHbIE NpenapaThl
MHOCTPAHHbBIX MPOM3BOAUTEAEN MPOMU3BOAUTCS UICXOAS M3 MUHUMOABHOM OTMYCKHOMN
LieHbl HO AEKOPCTBEHHBIV NPENAPAT MHOCTPOHHOIO NPOM3BOAUTEAS (B3 yyeTa
NPON3BOACTBEHHbBIX MAOLLAAOK, YHACTBYIOLLMX B NpoLecce Npon3BOACTBA) B CTPAHAX,
YKO3QHHbIX B NMPUAOYKEHWe Ne 4 K MeToaMKe.

QPAC Poccum B XOAE DKOHOMNYECKOrO AHAAM3A BbIAQ MPOBEAEHA MPOBEPKA MO
OMNPEAEAEHNIO 3APEMMCTPUPOBAHHBIX LeH HA npenapaT «TakpoAnmyc» (MHH -
TaKpOAMMYC) B CTPOHAX B COOTBETCTBMU C NMPUAOKeHeM Ne 4 K MeToamke. Ha
OCHOBOHUM OPULMAABHOIO MHTEPHET-UCTOYHMKA B HAMM (hitp://nppaindia.nic.in/)
YCTAOHOBAEHO, YTO MUHVMAOAbHbBIE OTMYCKHblE LIeHbl HO AEKAPCTBEHHbBIN MPenapaT
«TakpoAanmyc» (MHH - TQKpOAMMYC) MPOM3BOAUTEAST B CTPAHE NPON3BOACTBA (MHAMN)
3HAYUTEABHO HMYKE 3ASIBASHHBIX HO PErMCTPALMIO NPEAEAbHBIX OTMYCKHbIX LEeH, YTO
NPOTVBOPEYNT MOAMNYHKTY «6» NyHKTA 18 MeToAMKM.

B CBS131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C NOAMYHKTOM «B» MyHKTA 13 [pABUA
NPEBbILLEHNE NPEACTABASIEMON AASI TOCY AQPCTBEHHOW PEMMCTRALMN UAU


http://nppaindia.nic.in/

nepeperncTpaunm NPeAEAbHOM OTMYCKHOW LEeHbl MPON3BOAUTEASI HO AEKAPCTBEHHbIN
NPENAPAT HOA LEHOW, PACCYUTAHHOW B COOTBETCTBMUN C METOANKON, SIBASIETCS]
OCHOBQOHMEM AASI OTKA3A B COFAACOBAHNN FOCY AQPCTBEHHOWM PErMCTPALMM MPEAEABHOM
OTMYCKHOM LEHbI MPOUN3BOAUTEASI HO AEKAPCTBEHHBIN MPENAPAT.
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