EBPA3UNCKAS SKOHOMHUYECKASI KOMUCCHS

3KCHEPTHBI KOMUTET
[1O IEKAPCTBEHHBIM CPEACTBAM

PEKOMEH/JIAIIUS

« 9 » centsa6ps 2026 r. Ne 484

r. Mocksa

O BbIGOpe pedpepeHTHOrO JeKAPCTBEHHOT0 MpenaparTa AJst neJiei
HcClIe10BaHHs OHO3KBHBAJCHTHOCTH JIeKaPCTBEHHBIX NPeNnapaToB
(comepskammux Aercreyromee Bemecteo ¢ MHH «ieBoduiokcanun» B JekapeTBeHHOMH
(hopme pacTrBop Aas nHTaAsTUMH, 240 M)

B coorBercrBuu ¢ CornameHueM O eIMHBIX MPUHIHUIAX W MTpaBUIaX oOparieHus
JIEKapCTBEHHEIX CPEICTB B paMKax EBpazuiiCKOro 5KOHOMHYECKOTO cOr03a OT 23 mexadps
2014 ropa, IlonmoxeHueM 06 OKCIEPTHOM KOMHTETE IO JICKAPCTBEHHBIM CPENCTBAM,
yTBepxkaeHHbM Pemennem Cosera EBpaszuiickoif 3KOHOMHUYECKOW KOMHUCCHE OT 3 HOSOps
2016 r. Ne 75, m ¢ nogmyHkToM «6» myHkra 18 IIpaBui mpoBemeHHs] HCCiEIOBAaHUN
OMOSKBUBAJIEHTHOCTH  JIEKAPCTBEHHBIX  MpenaparoB B  paMKax  EBpa3suiickoro
SKOHOMHYECKOTO COK03a, YTBepKAeHHbIX PeenneM Cosera EBpasuiicKoil SKOHOMHUYECKOLT
KoMHUCCHH OT 3 HOoA0ps 2016 r. Ne 85, DKcriepTHBIN KOMHTET I10 JIeKAPCTBEHHBIM CPEICTBAM
peKOMeHAYyeT:

IS Ileled  Mccae]oBaHMsA OHMOJKBHMBAJIEHTHOCTH JIEKAPCTBEHHOIO IIperapara,
cozepskalero aekcrsyromee Bemectso ¢ MHH «ieBodnokcana» B nekapcTBeHHOM
Gopme pacTBOp maa uHramsumii, 240 Mmr, B KauecTBe pe()EPEHTHOIO HCIIONL30BATh
BOCIIPOU3BEJIEHHBIH JIEKaPCTBEHHBIH IpenapaT Quinsair B leKapcTBeHHOU hopMe pacTBOP

s uHransnuit, 240 mr (Adare Farmaceutici S.p.L., Mcnanus);
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0OpaTUTh BHMMaHME 3asBHTeNed Ha HeoOXomumocTh cobmomenus TpeGopaHuit
K TIPOBEICHUIO KIIMHHUYECKUX HCCIIEJOBAaHUN JIEKAPCTBEHHBIX MPENapaToB, COMEPIKAIIUX
U3BECTHOE JIEHCTBRYIOIIEE BEILIECTBO (BEIECTRA), B JIEKAPCTBEHHBIX (hOpMaxX, OKa3bIBAIOIIUX
MmecTHOe geiictBue (mpuiokeHue Ne 11 k IlpaBunamM TIIpOBeNeHMs HCCIeIOBaHU
OMOSKBHBAaNCHTHOCTH  JIGKAPCTBEHHBIX  IIPEMapatoB B  paMKax  EBpasuiickoro
OKOHOMUYECKOTO  coro3a,  yTBepxkaeHHbIM  Pemenmem  Cosera  EBpasumiickoit
OKOHOMUYECKOH Komuccuu oT 3 Hos6ps 2016 r. Ne 85), u TpeGoBanuii Kk KauecTBy
¥ OMOPKBMBAIIEHTHOCTH JIEKAPCTBEHHBIX IIPENapaToB M MECTHOrO NpPUMEHEHHS IIpH
HaHECEHHM Ha KOXKy M MHBIMH CIIOCOOaMHM JIOKaJIbHOTO NMpUMeHeHus (mpuiioxenue Ne 13
k TlpaBunam [pPOBENEHUSA MCCIENOBAaHMH OHOPKBUBAJICHTHOCTH  JIEKAPCTBEHHBIX
IperapaToB B paMKax EBpa3suiicCKOro 5KOHOMUYECKOT0 COI03a, YTBEPXKIEHHBIM Pelenuem

Cogera EBpa3suiickoif 5KOHOMHUYECKOH KoMHUCCHH OT 3 HOsOpst 2016 . Ne 85).
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