EBPABUNCKASI DKOHOMUYECKASI KOMUCCHSA

SKCHEPTHBIA KOMUTET
MO JJEKAPCTBEHHBIM CPEJACTBAM

PEKOMEHJAIMA
«21» mas 2025 1. Ne 345

r. MockBa

O BbiGope pedepeHTHOro JIEKAPCTBEHHOTO HpenapaTa JJist ieJei
HeeJiefoBaHusl OMODKBHBAJEHTHOCTH JIeKAPCTBEHHLIX PeapaTon
(comepacamiux KOMOHHANUIO JEACTBYIONIMX BEeeCTB
¢ MHH «anuioBup» + «rHAPOKOPTU30H» B JIeKapCTBeHHOH dopme
KpeM JIsl HapyKHOTo puMenenusi, 5 %o + 1 %)

B coorercreun ¢ CoryamieHHeM O eIMHBIX [PMHIHIAX W MpaBmwiax oOpaleHus
JIeKapPCTBEHHBIX CPEACTB B paMKax EBpasniicKoro SKOHOMHYECKOTO COF03a OT 23 nexabps
2014 roma, ITonoxenuem 06 DKCHEPTHOM KOMUTETE IO JIEKAPCTBEHHBIM CPE/ICTBAM,
yreepxaennbiM Pemennem CoseTa Eppasuiickoll 9KOHOMIIECKOH KOMUCCHH OT 3 HOSIOPsI
2016 T. No 75, 1 MOAIYHKTaMK «6» 1 «1» nmyHkTa 18 IIpasuir IpoBeeHust NCCIeI0BaHIH
GHOPKBUBANICHTHOCTH  JIGKAPCTBEHHBIX  [pelapatoB B paMKkax  EBpasuiickoro
SKOHOMHYECKOTO COI03a, yTBepKIeHHbIX Penerem Copera EBpasufickoil 5KOHOMHYECKOM
komMuccHy oT 3 HostOpst 2016 T, Ne 85, DxcnepTHEIA KOMUTET 110 JIEKAPCTBEHHBIM CPEACTBAM
PeKOMEH/JYET:

IS lejell NpOBEJEHHs MCCNeOBaHMH OHOIKBUBATICHTHOCTH JIEKapCTBEHHOTO
Tpernapara, COepIKallero KOMOUHAIMIO ICHCTBYIOIMX BEIIECTE € MHH «anuknoBup» +
«THJIPOKOPTU30H» B JIEKapCTBEHHOM (hopme KpeM sl Hapy»KHOIO NPUMEHCHHA, 5%+ 1%,
B KauecTBe pe)epeHTHOTO HCIOb30BATh PHOPHHEIN eKapCTBEHHBLH HpernapaT 30BUpaKe
Jyo-AKTHE B JiekapcTBeHHOU (popMe Kpem JIsI Hapy KHOIo NPUMEHCHHS, 5% + 1 % (Glaxo
Wellcome Operations, SA, BenuxoOpuranus);

oGpaTuTh BHUMaHME 3asBHTeNcii Ha HEOOXOJMMOCTB COOMIOJCHHS TpeboBannit

K OpOBEACHUIO KIIMHHYECKHUX HCCHC,H,OB&HHﬁ JIECKapCTBEHHLIX MPENapaTos, COOCPIKaAIlMX



2
M3BECTHOE JIeCTBYIONIEE BEIIECTBO (BEILIECTRA), B IEKAPCTBEHHLIX (POpMaXx, OKa3bIBAIOIINX

mectHoe nedicTBue (mpunoxcenue No 11 x IlpaBuiam T1pOBEAEHMA MCCIIEJIOBAHHIT
OMO3KBUBANGHTHOCTH  JIEKAPCTBEHHBIX  IIpenaparoB B pamkax  EBpasuickoro
SKOHOMHYECKOro  coro3a,  yrsepxeHHeiM  Pemenwem  Cosera  Espasuiickon
SKOHOMMYECKoH Komuccuu orT 3 Hosops 2016 r. Ne 85) m Tpebosanuii K KavdecTBY
M OMOPKBUBAJIEHTHOCTH JICKAPCTBEHHEIX IIPENaparoB Ui MECTHOTO TPMMEHEHHs 1pu
HAHECEHWH Ha KOXY ¥ MHBIMH Criocobami JIOKaJbHOTO mpuMeHeHus (npuioxkenne Ne 13
k IlpaBunaM TPOBEIEHHS MCCIEJOBAHMN  OMODKBHUBAJIEHTHOCTH  JICKAPCTBCHHBIX
IIpenapaTos B pamMkax EBpasuiickoro 3KOHOMHYECKOIO COI03a, YTBEPIKIACHHBIM PemeHneM

Cosera Eppasuiickoii saxonomudeckoii komuccuu ot 3 Hossops 2016 r. Ne 85).
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