EBPAZUICKAS DKOHOMHUYECKASI KOMUCCHSI

SKCIHNEPTHbIA KOMUTET
MO JJEKAPCTBEHHBIM CPEJCTBAM

PEKOMEHIAIIU S

«5» mronsg 2023 r. Neo 123
r. MockBa

O BBIOGOpE pedepeHTHOrO JIeKaPCTBEHHOTO Npenapara AJjs eJei
(apmaneBTHYECKOH pazpaboTKH M HCCIeJ0BAHHS COOCTABUMOCTH B pamMKax
OLlEHKH 0MOaHaJIOrH4HOCTH (6HOMOX06HUS) JIeKapCTBEHHBIX NPENapaToB
(comepakamux aeicrpyromee Bemectso ¢ MHH «xonapoutuna cyaspar»

B JIEKAPCTBEHHOM (hopme pacTBOP VISl BHYTPHMBIIIEYHOT0 U BHYTPHCYCTABHOI'O
BBegeHusi, 100 mr/mur)

B coorerctBuu ¢ CoryaiieHueM O €MHBIX IPHHIWIAX H TPaBUiax obpalieHus
JIEKapPCTBEHHBIX CPE/CTB B paMKax EBpasuiickoro 5KOHOMUYECKOro coro3a oT 23 mexabps
2014 roma, Ilonoxenuem 00 OKCIEPTHOM KOMHTETE IO JIEKAPCTBEHHBIM CpeacTBaM,
yTBepKieHHBIM Perernem CoBeTa EBpasuiickoll 5KOHOMHUYECKOH KOMECCHH OT 3 HOAOps
2016 r. Ne 75 um moamyHkrom «r» mydkta 18 IlpaBun mpoBeJeHHA HCCIEIOBAHUM
GHOSKBHBATEHTHOCTH JIEKapCTBEHHBIX ﬁpenapaTOB B paMkax EBpa3suiickoro
9KOHOMHYECKOI0 COI03a, yTBepKIeHHEIX Permenrem CoBeta EBpazuiickoi 3KOHOMUYECKON
KOMHCCHH OT 3 HOs1Opst 2016 1. Ne 85, DxcriepTHBIH KOMHTET I10 JIeKAPCTBEHHBIM CPEJICTBAM
peKOMeHAyeT:

U Lenaeld QgapManeBTHYeCKOH pa3pa0OTKM M HCCIEJ0BaHHs COINOCTABUMOCTH
B PaMKaxX OLEHKH OMOaHaNOrMyHOCTH (OHOmomo6us) GHOAHATOTHYHOIO JIEKAPCTBEHHOTO
npenapara, cojaepxkaiiero newctsyromiee Bemectso ¢ MHH «xongpoutnna cynshar»
B JIEKAPCTBEHHON ()OpMe pacTBOp [l BHYTPUMBIIIIEYHOTO M BHYTPUCYCTABHOTO BBEICHHUS,
100 mr/mn, B kadecTBe pe()epeHTHOTrO HCIONIb30BATh GHOAHATIOTMYHEBIN JI€KApCTBEHHBIH
npenapaT MykocaT, B IeKapCTBEHHOH (hopMe pacTBOp AJIs BHYTPHUMEBIIIIEYHOIO BBEIECHMUS,
100 mr/mn (komMnanus Pecmy6nukanckoe yHHTapHOe Ipeanpustie «benMennpenapaThly,

Pecnybnuka benapycs);



2
o0paTWTh  BHMMAaHWE  3asBUTeNIeH  HAa  HEOOXOJUMOCTE [IPOBENIEHNUs

(papmaneBTHUECKOH pa3pabOTKU JTEKapCTBEHHBIX MIPEMNAPATOB C AeHCTBYIOIIMM BEIIECTBOM
MHH «xoHzapouTHHa CynbhaT» B COOTBETCTBUH ¢ [IpaBuiiamu poBeeHNs HCClIe10BAHMI
OMonoruyeckux JeKapCTBEHHBIX CpeicTB EBpasuiickoro 5SKOHOMHYECKOTO COH3a,
yTBepkaeHHbIME Petiennem Cosera EBpasuiickoil 5KOHOMHUYECKOH KOMHICCHE OT 3 HOSOps
2016 r. Ne 89, BBUIY OTHECEHHs HaHHOIO JEUCTBYIOIIErO BELIECTBA K OMONOTHYECKUM

JIEKAPCTBEHHBLIM CpeCTBaM.

Ynen Komrerun (MunucTp)
10 TEXHHYECKOMY PETyJIMPOBAHHIO,
IIpencenatens DKCOepPTHOTO KOMHUTETA
I10 JIEKapCTBEHHBIM CPEJICTBaM B.B. Hazapenko



