EBPA3ZUMCKASI SKOHOMHUYECKASI KOMUCCHUSI

SKCIHEPTHBIN KOMUTET
MO JJEKAPCTBEHHBIM CPEJACTBAM

PEKOMEHIAIIMSA
«23» nexabps 2024 r. Ne 321

r. MockBa

O BbI0OpE pedrepeHTHOrO JIeKAPCTBEHHO0 Npenapara JJisi meJei
HCCIeJOBAHHS OHOOKBHBAJEHTHOCTH JIeKAPCTBEHHBIX NPenapaToB
(copepaxamux geicryromee Bemecrso ¢ MHH «noBugon-iion» B jJiekapcTBeHHOMH
(opMe cynmo3nTOpHM BaruHajJbHbie, 200 Mr)

B coorserctBum ¢ CornameHueM O €QMHBIX NPUHIMIAX U MPaBUIaX OOpaIeHUs
JICKapCTBCHHBIX CPEICTB B paMKax EBpa3suiicKoro sKOHOMHYECKOro coro3a oT 23 Jiekabps
2014 roma, ITomoxkeHneM 00 OKCIIEPTHOM KOMHTETE IO JIEKAPCTBEHHBIM CPEICTBAaM,
yrBepxienHbM Pemennem Cosera EBpasuiickoit SKOHOMUYECKOM KOMUCCHH OT 3 HOsOPsI
2016 r. Ne 75, u mommyHKTOM «r» nyHKTa 18 IlpaBwin mpoBemeHHst HCCIIENOBAHUI
OMOSKBHBAJIEHTHOCTH  JIEKAPCTBEHHBIX  IIperapatoB B  paMkax  EBpasumiickoro
9KOHOMHYECKOI'0 C0103a, yTBep K AeHHBIX Pemennem CoBera EBpasuiickoii 5KOHOMHYECKOMH
Komuccuy 0T 3 HosA6ps1 2016 1. Ne 85, DKCIIepTHBIH KOMUTET 10 JIEKAPCTBEHHBIM CPEJICTBAM
pPeKOMEeHAYyeT:

JJI Leleld MCCIeNoBaHHMsA OWOSKBHUBAJICHTHOCTH JICKAPCTBEHHOTO TIIperapara,
comepxkaiero aeicreyromee semecTso ¢ MHH «moBunon-iony B lekapcTBeHHOH (hopme
CYNIIO3UTOPHH BaruHajibHele, 200 wMr, B KadecTBe peQEPEeHTHOrO HCIIOIL30BaTh
BOCIIPOM3BEJICHHBIA JIEKAPCTBEHHBIM mpenapar beragun B IexkapcTBeHHOW QopMe
CYyNIO3UTOpUH BaruHanbHele, 200 Mr (Oruc PapmaneBTuyeckuii 3aBoj, Benrpus);

o0paTuTh BHUMaHHE 3asBHTENIEH Ha HEOOXOOUMOCTH COOJIOAEHUS TpeboBannii
K TIPOBENEHHUIO KIMHHUYECKUX UCCIEJ0OBAHUI JIEKapCTBEHHBIX MPEMapaToB, COIEPIKaInuX

H3BCCTHOC ,I[GﬁCTBYIOH.{CB BEIICCTBO (BeH_[eCTBa), B JICKApPCTBCHHBIX Q)OPMaX, OKAa3bIBaroIIIHuX

MecTHoe JeictBue (mpwiokeHue Ne 11 x IlpaBunmamM TpoBefieHHMs HCCIICNOBAHUIMA



2
OMO’KBHUBAJIEHTHOCTH JICKAPCTBCHHBIX IperapaToB B paMKax EBp&BHﬁCKOFO

SKOHOMHYECKOI'O  coro3a, yTBepknmeHHbIM  Pemenuwem  Cosera  EBpasuiickoid
HSKOHOMHYECKOH Komuccud oT 3 HosiOpst 2016 r. Ne 85), u TpeboBaHuii Kk KadyecTBy U
OHOYKBHBAJIEHTHOCTH JIEKAPCTBEHHBIX IIpemnapaToB Uil MECTHOIO IIPUMEHEHHS IIpH
HAHECEHHMH Ha KOKY M MHBIMH CIIOCOOAMHM JIOKAJILHOTO TIpUMeHeHus (TpuinoxkeHne Ne 13 x
IIpaBuiiaM IpOBeIeHHs UCCIeIOBaHUH OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX NIPENapaToB
B pamkax EBpa3uiickoro SKOHOMHYECKOTo COr03a, yTBepkaeHHeIM Pemenuem Cosera
EBpasuiickoil 9KOHOMHUECKOH KOMHCCHH OT 3 Ho0pst 2016 r. Ne 85);

o0paTUTh BHHMaHHME 3asBUTENsS Ha BO3MOXKHOCTH OTHECEHHMs JIEKapCTBEHHOIO
mperapaTta, cojepxaiiero Jielcteyromee Bemectso ¢  MHH — «moBumon-iomy
B JIeKapCTBeHHOH (opMe cynmo3uTopuu BaruHaipHble, 200 Mr K JIeKapCTBEHHBIM
IpernaparaM ¢ XOpOUIO HW3YYeHHBIM MeAHUIMHCKUM npumeHeHueM (XKMII) npu

IpeOCTaABIIEHAN JOJDKHOT'O 000CHOBaHHS.

Unen Komterun (MunucTp)
10 TEXHUYECKOMY PETyJIHpPOBAaHHUIO,
IIpencenarens DKCOepTHOrO KOMUTETA
T10 JIEKAPCTBEHHBIM CPEeACTBaM B.b. Tarapunxkuit




