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 [paBUA rOCY AOPCTBEHHOW PEMMCTRALNN U
nepeperncTpaumm yCTaHOBAMBAEMbIX MOOUN3BOANTEASIMU AEKAPCTBEHHbBIX MPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B NMEpEYEHb
YKNBHEHHO HEOOXOAMMbBIX 1 BAMKHENLLIMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPKAEHHbBIX
nocTaHoBAeHWeM MNpaemtenbcTea Poccumckon Peaepaumm ot 29.10.2010 Ne 865
(aanee — MNpaeraa), PepAepanbHAS QHTUMOHOMOAbLHAS CAYXKOQA PACCMOTPEAD
AOKYMEHTbI, MPEACTABAEHHbBIE MMCbMOM MuH3ApPOBA Poccm o1 02.05.2017 Ne 20-4-
4042243-C, N NPUHSIAQ peLlleHne 0 OTKA3e B COrAQCOBAHMM MPEAEABHON OTIY CKHOM
LeHbl «kMunkpo Aabc Anmmntea» (MHANS) HO CAEAYIOLLIMA AEKAPCTBEHHBIV NPEenAapaT,
BKAKOYEHHbBIN B NEepeYeHb YKMBHEHHO HEOBXOAMMBIX 1 BAYKHENLLMX AEKAPCTBEHHbIX
NPEenapaToB.

Mokcurpam (MHH — MOKCUDAOKCAUMH), TOBAETKM, MOKPBITHIE MAEHOYHON OBOACYKON,
400 mr, 5 WwT. - 6AnCcTepPD (3) — NAYKM KAPTOHHbIE, B padmepe 842,67 pyo.

[NpeAeAbHAsT OTMNYCKHAS LeHA HA YKA3AHHbIM AEKAPCTBEHHbIN NPEenapaT He
COrAQCOBbIBAETCSI MO CASAYOLLMM OCHOBAHKSIM.

QAC Poccum B XOAE 9KOHOMNYECKOrO AHAAM3A MPOBEAEHA MPOBEPKA MO ONMPEAEAEHNIO
30PErMCTPUPOBAHHbBIX LIEH HO AeKAPCTBEHHbIV NpenapaT Mokcurpam (MHH —
MOKCUDAOKCALMH), B CTPAHOX B COOTBETCTBUM C NPUAOXKeHnem Ne 4 Kk Metoamke
pacyeTa yCTAHABAVBAEMbIX MPOM3BOANTEASIMU AEKAPCTBEHHBIX MPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HO AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHbIE B MepeYeHb
YKMBHEHHO HEOBXOAMMBIX 11 BOYKHEWVLLIMX AEKAPCTBEHHbBIX MPENAPATOB, MPU UX
rOCYAQPCTBEHHOM PErMCTPALMM U NEPEPErnNCTRALNN, YTBEPIKAEHHOW MOCTAHOBAEHVEM
MNpaeutenbcTea Poccumcrkomn Gepepaumm ot 15.09.2015 Ne 979 (aanee — MeToanKa).

HQ OCHOBAHMK OTKPBITOrO MHTEPHET-UCTOYHMKA hitp://nppaindia.nic.in/ yCTAOHOBAEHO,
YTO HA BbILLEYKA3AHHbBIN AEKAPCTBEHHbBIN NPENAPAT OTMNYCKHAS LeHA B IHAMK B
nepecyeTe HA OAHY AEKAPCTBEHHYIO GOPMY HMYKE 3ASIBAEHHOM HO perncTpaumio
npeAeAbHOM OTMYCKHOW LieHbl.

B CBSI13M C BbILLEN3AOMKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 MPABUA
NpeBblLLEHNE NPEACTAOBASHHON AASI FOCY AQPCTBEHHOW PErmCcTPALMM AU
nepeperncTpaLM NPEeASAbHOM OTNYCKHOM LieHbl MPON3BOAUTEAS HO AGKAPCTBEHHbIN
NPenapaAT HOA LEHON, PACCHYUTAOHHOW B COOTBETCTBUM C METOAUKOM SIBASIETCS]
OCHOBOHMEM AAST OTKO3A B COrAQCOBAHUM FOCY AQPCTBEHHOM PErncTpaLmnm AU
nepeperncTpPaLM NPeASAbHOM OTNYCKHOM LieHbl MPON3BOAUTEAS HO AGKAPCTBEHHbIN
npenapar.
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