EBPA3UINCKAS BKOHOMH‘JECKAH KOMUCCUA

3KCHEPTHbIA KOMUTET
10 JEKAPCTBEHHBIM CPEACTBAM

PEKOMEHIAUUS

« 30 » ampens 2026 r. Ne 451
r. Mockga

O BbIOOpe pehepeHTHOTO JJeKAPCTBEHHOI0 MpeNapaTa IJIs ueJiei
HccIe10BaHus OHOKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX NpenapaTos
(copepakamux geiicTeyronee Bemecteo ¢ MHH «crpuosn» B JiekapcTBeHHBIX
¢opmax TabjieTkH, 2 MI', CyNIO3UTOPHH BarHHAJBHBIE,

0,5 mr, kpeM BaruHaJbHbINH, 1 MIr/r)

B cootercteun ¢ CornamenueM O eIUHBIX INPUHIMIAX K IpaBHIIax oOparieHwus
JeKapCTBEHHBIX CPENICTB B paMKax EBpa3wiiCKOT0 3KOHOMHYECKOIO COI03a OT 23 nexabps
2014 roma, IlonoxkeHueM 006 OKCHEPTHOM KOMHTETE IO JIEKAPCTBEHHBIM CpENCTBAM,
yreepxaeHnbM Pemennem Coseta EBpasuiickoit 3KOHOMHYECKOW KOMHCCHE OT 3 HOSIOPs
2016 r. Ne 75, u ¢ nonmyHkToM «0» myHKTa 18 IlpaBUn mpoBemeHHs HCClIeNOBaHUN
OMOSKBHUBAJIEHTHOCTH  JIEKAPCTBEHHBIX  IIPEMapatoB B  paMKax  EBpasuiickoro
SKOHOMHMYECKOIO COI03a, yTBep:KIeHHbIX Pemennem Cosera EBpazuiickoil 9KOHOMUYECKOH
KoMuCCHHU OT 3 HOo0ps 2016 1. Ne 85, DKCriepTHBIM KOMUTET I10 IeKapCTBEHHEIM CPeJICTBAM
peKoMeHayeT:

IS LeNed uccnenoBaHus OMODKBUBAJICHTHOCTH JIEKAPCTBEHHOTO IIpelapara,
cojiepxkaniero jaeicrayrolee semectso ¢ MHH «acTprom» B nekapcTBeHHBIX opmax:

TableTKy, 2 Mr, B KayecTBe PE(EPEHTHOTO HCIIONB30BaTh BOCHPOU3BENCHHBIH
JIeKapcTBeHHbIN npenapar OBecTuH B NeKkapcTBeHHOU (opme Tadbmerku, 2 mr (Organon,
Hunepmanmsn);

CYNIIO3UTOPHH BarvHanbHbele, 0,5 Mr, B KadecTBe pedepeHTHOTO HCIIOIL30BATh
IUOpUIHBIA JTeKapcTBeHHBIH npenapaT OBECTHH B JIEKapCTBEHHON (OpMe CYIIIO3HTOPUH

BaruHanbHble, 0,5 Mr (Organon, Hunepmanprn),



2
KpeM BarMHalbHBIH, 1 MI/r, B KauecTBe pe)epeHTHOro KCIOIB30BATH MMOPHUIHBIH

JIeKapCTBEHHBIA npenapar OBeCTHH B JIeKapCTBEHHOH (pOpMe KPeM BarMHaNbHEIH, 1 mr/r
(Organon, Hunepnananl);

o0paTuTh BHMMaHHE 3asBUTeNell Ha HeoOX0IMMOCTh cobmomenus TpeGoBaHmit
K IIPOBEICHHIO KIMHUYICCKUX HCCIIEIOBAHUM JIEKAPCTBEHHBIX NPENapaToB, COMEPIKALIMX
U3BECTHOE MENCTBYIOIIEE BEIIECTBO (BEILECTBA), B JICKAPCTBEHHBIX (POPMAX, OKA3BIBAFOIIHX
MecTtHoe pencTsue, (mpunoxkenue No 11 x IlpaBumimaMm mpoBefeHHs WcclaemOBaHME
OMOOKBHUBAIICHTHOCTH  JIEKAPCTBEHHBIX  IIperapatoB B pamMKax  EBpasmitckoro
OKOHOMHYECKOIro  co103a,  yTBepkJIeHHbM  Pemenumem  Coera  Espasuiickoit
OKOHOMHYECKOH Komuccuu 0T 3 Hog0pa 2016 r. Ne 85) m TpeGosaumii x KauecTBy
¥ OMODKBUBAICHTHOCTH JICKAPCTBEHHBIX IIPENAPATOB UL MECTHOTO NPUMEHEHHS IpU
HAaHECEHHH Ha KOXY U MHBIMH CIIOCOOAMH JIOKaJIBHOTO IMpUMeHeHus (mpuioxkerue Ne 13
kK IlpaBumam npoBefeHWss HMCCNENOBaHME OMOIKBUBAIEHTHOCTH  JI€KAPCTBEHHBIX
IperapaToB B pamKkax EBpasuiickoro 5KOHOMHYECKOTO COH03a, YTBEPKAEHHBIM Pemennem

Cosera EBpasuiicko#t skoHOMHYECKOH KOMHCCHE OT 3 HOs0ps 2016 1. Ne 85).
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