EBPA3ZUNCKAS SKOHOMUYECKASI KOMUCCUSI

YKCHEPTHBIA KOMUTET
MO JEKAPCTBEHHBIM CPEJCTBAM

PEKOMEHIATIH S

« 25 » Hos16ps 2025 T. Ne 400

r. MockBa

O BoIGOpe pedepeHTHOro JIeKapCTBEHHOT0 Hpenaparta JAJs meJrei
Hccae0BaHMs OMOIKBUBAIEHTHOCTH JIEKAPCTBEHHBIX IpenapaToB
(comepsramux KOMOMHALMIO JeHCTBYIOMIMX BEMIECTB ¢
MHH u rpynnupoBoYHbIX HAUMEHOBAHMH «AJeHO3HI» + «KHHKOTHHAMM/» +
«uuToxpom C» B texapeTBeHHOH QopMe KamJid TJIA3HbIE)

B cootBerctur ¢ CoINallleHHeM O eIMHBIX IMPHUHIWIAX U IpaBHiax oOpalleHus
JIeKapCTBEHHBIX CPENCTB B paMKax EBpasHilcKOro 5KOHOMMYECKOTO COr3a 0T 23 nexadpst
2014 roma, IlomoxxeHweM 00 OKCIEPTHOM KOMHTETE IIO JIEKAPCTBEHHBIM CpEJICTBaM,
yrBepxkaeHHsM Pernernem CoBera EBpasuiickoli 5KOHOMHAIECKOH KOMUCCUM OT 3 HOSOPsI
2016 r. Ne 75, ¥ MOANMYHKTaMH «a» ¥ «» MyHKTa 18 IIpaBui npoBeleHns HCCIen0BaHIM
OMOSKBUBAIIEHTHOCTH  JIEKAPCTBEHHBIX  IIpernapaToB B pamMkax  EBpasuickoro
HKOHOMUYECKOTO COI03a, yTBep K aeHHbIX PermenneM CopeTta EBpazuiicKoi 9KOHOMHYECKOH
xoMuccrn 0T 3 HosOpst 2016 1. Ne 85, DKCIIepTHBIA KOMUTET I10 JISKAPCTBEHHBIM CPeICTBaM
pekoMeH/aAyeT:

JUIsl Tieliefl TIpOBEJEeHHs] WCCIeJOBaHMM OMOSKBHBAICHTHOCTH JICKAPCTBEHHOTO
Iperapara, CofepIKaIiero KoMOuHalumo Aeicreyromux Bemects ¢ MHH «agenosum» +
KHAKOTHHAMHID» + «1uToxpoM C» B JIEKapCTBEHHON (opMe Kallly Iila3Hble, B Ka4eCTBe

pedepeHTHOr0 UCIIONE30BATH OPUTHHATBHEIHN NeKapcTBeHHbIH nmpenapat O¢ran Karaxpom

B leKapcTBeHHON (popme Karum riasHele (Santen OY, OunIsH/INS);



2

06paTHTh BHUMaHWE 3asBUTeNed Ha HeoGxomumocTh cobmonenus Tpebosaxni
K TTPOBENEHUIO KIMHUYECKUX MCCIIENOBAHUA JIEKApCTBEHHBIX IPernapaToB, COAEpPIKallux
M3BECTHOE JCHCTBYIOIIEE BEIIECTRBO (BEIIECTRA), B JICKAPCTBEHHBIX (DOPMax, OKa3bIBAOIINX
MecTHoe pelictBue (mpmmoxkenue Ne 11 x IlpasunmaMm mpoBeneHHS HAcCClIen0BaHuH
GHOOKBUBAIICHTHOCTM  JIEKAPCTBEHHBIX  IpermapatoB B paMkax  EBpasuiickoro
AKOHOMWYECKOTO  COK3a,  yTBepxkiaeHHbiM  Pemenuem — CoBera  EBpasuicKoi
DKOHOMHYECKOH Komuccuy oT 3 Hosbps 2016 r. Ne 85) m Tpebosanu#t K KadecTBY
W OMOYKBUBAJICHTHOCTH JIEKAPCTBEHHBIX IIPEIapaToB JJIsi MECTHOIO MPUMEHEHHs IPH
HAHECEHWH Ha KOy ¥ MHBIME CIIOCOOAaMHM JIOKAJTBHOTO IMpHMeHeHus (mprioykenue Ne 13
k IlpaBwnam TpoBeJeHMS HCCIENOBaHME OMOIKBUBAIEHTHOCTH  JIGKAPCTBEHHBIX
IIpenaparoB B paMmkax EBpasuiickoro 5KOHOMHYECKOTO COI03a, yTBepXKIeHHBIM Perennem

Cogera EBpasuiickoii 5KoHOMIYIECKOI KoMuccHH 0T 3 HostOpst 2016 1. Ne 85).
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