EBPA3ZUNCKASI DKOHOMHUYECKASA KOMUCCHA

YKCHEPTHLIA KOMUTET
O JEKAPCTBEHHBIM CPEJACTBAM

PEKOMEH TAILMSI

«21» mas 2025 1. Ne 339

r. MockBa

O BbIGope pedepenTHOTOo JeKapeTBeHHOro npenapaTa /st nexei
HecJiefoBaHEs GHOSKBUBAJCHTHOCTH JEKAPCTBEHHBIX penaparos
(copepsxamux AedcTByromee BemecTso ¢ MHH «nadaszommm»

B JIeKapCTBEHHOI (popme KAl Hasaibuele, 0,1 %, ¢ apomaTom IBKRATMIITA)

B coorrerctun ¢ COrialllcHHeM O eIUHBIX NPUHIHIEX M NpaBHiax 00palieHus
JIeKapCTBEHHBIX CPEICTB B paMKax EBpasHicKOro SKOHOMHUYECKOTO COI03a OT 23 nexabpst
2014 rona, ITonoxxenuem 006 DKCIEPTHOM KOMHTETE IO JICKAPCTBEHHBIM CPE/ICTBAM,
yreepxaennbM Pemennem Cosera Eppasuiickoi SKOHOMHYECKON KOMHCCHHU OT 3 HOA0pA
2016 1. Ne 75, u nopmyuxrom «0O» myHxra 18 IIpaBmii mpoBeAcHus! HCCIIEIOBAHUI
GHOSKBUBAJIEHTHOCTH  JIGKAPCTBEHHLIX — MperapaToB B pamkax  Bepasmickoro
HKOHOMHHYECKOI0 COM03a, yTBepikaennbx Pemtennem Cosera EBpasniickoll 9KOHOMHYECKOH
xomuccus oT 3 Hos6pst 2016 1. No 85, OxcnepTHEI KOMUTET I10 JIEKAPCTBEHHBIM CPe/ICTBAM
pexoMeHayeT:

sl Lesiell  MeclaeNoBaHus  OMOAKBMBAJIEHTHOCTH JIEKAPCTBEHHOTO Tpenaparta,
coziepiaiero jiefictayiomee Bemectso ¢ MHH «Hadasommm B JleKapcTBEHHOM (opme
xarum Hasanbueie, 0,1 Y%, HazanpHEe, C ApOMATOM DBKAJIMIITA, B KAYECTBE Pe(epeHTHOTO
MCIIONB30BaTh TMOPHAHBIA JieKkapcTBenHbll mpenapar CaHOPHH C MaclioM 5BKANNTa
B JIEKAPCTBEHHOM (popme Kamui HazanpHse, 0,1% (Xantis Pharma Limited, I{ump);

0bpaTuTh BHAMAHHE 3asBUTENeH Ha HEOOXOMMMOCTH cobmoyienus TpeboBaHui
K TIPOBEJICHHUIO KIMHHYECKHX MCCIIEOBAHHMMI JIGKAPCTBEHHBIX MPEapaTon, COACPIKAINX
M3BECTHOE JIEHCTBYIONIEe BEIecTBO (BELIECTBa), B ICKAPCTBEHHBIX (JOPMaX, 0Ka3hbIBAIOIIIX

mecTHOE jeiictBue (mpuioxenme Ne 11 x ITpaBumimam NpOBeJEHHS MCCIAOBAHMM



2

GMOSKBUBAJICHTHOCTH  JIEKAPCTBEHHBIX — TIpernapatoB B pamkax  EBpasuickoro
HKOHOMMYECKOTO  COI03a,  yTBepxjaenHbiM  Pemennem — Coseta  Empasuiickoit
SKOHOMHYECKOH KOMHCCHH OoT 3 Hosopst 2016 r. Ne 85) m TpeboBanuii K KadecTBY
1 OMO’KBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IIPEraparoB Jiss MECTHOIO TPHUMEHEHMs IpH
HAHECEHHH HA KOKY M MHBIMH CIOCOOAMH JIOKAIBbHOTO NpuMeHeHus (mpusoxenne No 13
k IlpaBunaM mHpoOBEJEHHs HCCICAOBAHMH  OMODKBUBAJICHTHOCTH  JICKAPCTBEHHBIX
IIperapaToB B paMKax EBpasuiickoro SKOHOMHUUYECKOIO COI03a, yTBEPIKACHHBIM PelleHrem

Cosera Epasuiickoif sxoHoMuueckoii komuccru ot 3 Hosaops 2016 1. Ne 85).

Ynen Komnerun (MuHHCTP)
10 TEXHUUYECKOMY PeryJupOoBaHHIo,
ITpencenatens DKCIIEPTHOTO KOMUTETA
I10 JIEKAPCTBEHHBIM CPEJICTBAM / . TaTtapuuxui




