EBPA3UNCKAS DKOHOMUWYECKASI KOMUCCHSI

SKCIHEPTHBIA KOMUTET
MO JEKAPCTBEHHBIM CPEJICTBAM

PEKOMEHIAIIUS

« 9 » centsiOps 2026 T. Ne 478
r. Mocksa
O BbIOOpE pedpepeHTHOrO JIeKAPCTBEHHOTO Npenapara s mnesei
Hceae0BaHHA 0HOPKBHBATEHTHOCTH JIEKAPCTBEHHBIX NPEeNnaparos
(comepsxamux Aeicreyromee Bemectso ¢ MHH «u3ocopOuaa MmoHOHHTpAT»

B JIeKAPCTBeHHOH (hopMe Tab/1eTKHU ¢ MPOJOHTHPOBAHHBIM
BbICBOOO:KIeHHEM, S0 M)

B cootBerctBum ¢ CornaieHueM O €IUHBIX NMPHHIMNAX U IIPAaBUIAX OOpaIleHusI
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro 3KOHOMHYECKOT0 COr03a OT 23 jiekadpst
2014 roma, ITomoxxenuem 00 DKCHEPTHOM KOMHTETE ITO JIEKAPCTBEHHBIM CPEICTBAM,
yTBepxkIeHHBIM Pemennem Cosera EBpasuiickoil 2KOHOMUYECKOH KOMHCCHE OT 3 HOAOps
2016 r. Ne 75, u ¢ noamynkrom «0» myHkTa 18 IlpaBmi mpoBeieHMs HCCIedOBaHHUMI
OMOSKBUBAJIEHTHOCTH  JIEKAPCTBEHHBIX  IIperapaToB B  paMKax  EBpasuiickoro
HSKOHOMMYECKOTO COr03a, yTBepkIeHHbIX Peiennem Coeta EBpazuiickoit akoHOMUYIECKOH
KoMmuccHH OT 3 HosA0pst 2016 1. Ne 85, DxcriepTHBIH KOMHTET IT0 JIeKApPCTBEHHBIM CPEICTBAM
PeKOMEHAYyeT:

I LeJed IPOBEACHHS HCCIeOBaHNN OMO3KBHBAIEHTHOCTH JIEKAPCTBEHHOTO
nperiapaTa, coAepiKaiero aercrByromye Bemectso ¢ MHH «uzocopbuna MOHOHHUTpAT
B JIEKaPCTBEHHOH (opMe TabNeTKH C TPOJOHTHPOBAHHBIM BbICBOOOXKmeHHeM, 50 M,
B KauyecTBe Pe()ePEHTHOIr0 MCIOIb30BaTh BOCIIPOM3BENEHHEIH JIEKApCTBEHHBINH Mpemapar
Elantan LA B nexapcTBeHHOH (hopMe KamCyINbl ¢ MPOJIOHTHPOBAHHEIM BEICBOOOKIEHNEM,

50 mr (Norgine Pharmaceuticals Limited, Benuko6puranus).

Unen Konneruu (Munuctp)
10 TEXHUYECKOMY peryJIHpOBaHUIO,
IIpencenarens DkcnepTHOTO KOMUATETA i
T10 JIEKAPCTBEHHBIM CPEICTBaM A.M. Cy66otun



