EBPAZUUCKASI SKOHOMUYECKAS KOMUCCUSI

IKCHEPTHbLIM KOMUTET
MO JJEKAPCTBEHHBIM CPEJCTBAM

PEKOMEHOAUUSA

« 22 » centabps 2023 r. Ne 185
r. Mocksa

O BO3MOKHOCTH PErHCTPAIIHH JIEKAPCTBEHHOTO NPENnapara, AeiicTBYI0Iee BeEcTBO
koToporo npuaaane:xuT K 111 kaaccy dnodapmauesruieckoii cucrempi
knaceuduranun, He3 nposeaeHus Heeae0Banuii GHOIKBHBAICHTHOCTH

in vivo (MHH «anaraudgaosnn» B sekapereennoii popme TabiieTkn, noKphIThie
1eH04HOi 000/104K0#H, 5 mr, 10 Mr) ¢ npumenennem Guoseiisepa

B coorsercreun ¢ CornaiienuemM 0 eIMHBIX NPHHLIMNAX W NpaBuiax oGpaiieHus
NICKApPCTBEHHBIX CPECTB B paMkax EBpasuiickoro skoHoMmuueckoro coiosa ot 23 aekabpa
2014 rona, TMonoxennem 06 DKCHEPTHOM KOMHTETE 110 JEKAPCTBEHHEIM CpeicTRaM,
yreepxkieHHbIM Pemmennem Coseta EBpasniicKol 9K0HOMHUYECKOH KOMHCCHH OT 3 HOAOps
2016r. Ne 75, m nmyuktrom 5 TpeGosaumii x OGuoseiisepy, OCHOBAHHOMY
Ha OrodapmanerTuueckoil cucreme knaccuukauuu (Ipunoxenne Ne 4 k I IpaBrnam
NpOBE/IeHNs HCCIeI0BaHIH GHOIKBUBAICHTHOCTH JIEKAPCTBEHHEIX TIPENApaToB B paMKax
EBpa3zniickoro sKOHOMHYECKOro coro3a, yreepxiaennsiM Pemennem Cosera Eppasuiickoii
JKOHOMHYEeCcKO# KomuccHHM oT3 Hosbps 2016 r. Ne 85), Dkcneprublii koMuter
M0 JIEKAPCTBEHHEIM CPEICTBAM PEKOMEHAYET:

OCYIIECTBIATE ~ PErdCTPalMI0  JIEKAPCTBEHHOTO  Npenapara,  coJepiKaliero
Aeticrsytouee semectso ¢ MHH «nanarnmdmnosun» B nexapersennoii dopme tabnerxuy,
MOKPBITHIE MuieHOYHOH obonoukol, 5 mr, 10 mr, kotopoe npusamnexur k I knaccy

OuodapmanesTrueckoit cucremer kraccuduxaunn (BKC), 6e3 nposenenns neenenosanmit
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OHO3KBHBANEHTHOCTH in vivo, 1o mpoueiype OuoBeiiBepa, ocHoBaHHOro Ha BKC
MPH YCIOBHH BBITIOJIHEHHA Pa3spabOTYHKAMH IEKaPCTBEHHOTO MPenapaTa Beex CleAyonmx
YCIOBHH:

a) NpoBe/IeHHOro 00beMa COOCTBEHHBIX HCC/e0BAHMI PACTBOPHMOCTH in vitro
B OTHOLICHMM  AaKTHBHOH  (hapMauesTHueckoll  cybCTaHIMH,  NOATBEPKAAIONINX
ee cootsercTBHe Il knaccy BKC;

0) nposesenHoro obbeMa cOOCTBEHHBIX HCCAENOBAHWH in Vitro B OTHOLIEHHH
rOTOBOH JIeKapcTBeHHOH (JOPMEI  JIEKAPCTBEHHOro [penapaTa, NOATBEpPI IO
ee cooTBeTCTBHE Mo npoduiio Beicsoboxaenus 11 knaccy BKC, a Taxsike IKBHBATCHTHOCTS
npoguis pedepeHTHOMY JIEKAPCTBEHHOMY Mpernapary;

B) COOTBETCTBHA Ka¥eCTBEHHOTO M  KOJMYECTBEHHOTO COCTABA  3adBISEeMOii
Ha PErHCTPALHIO NEKapCTBEHHOH (DOPMBI /IeKapCTBEHHOTO MpenapaTta ¢ YYeToM TpaHMi|
OTKJIOHEHHH, YCTAHOBIEHHBIX NyHKToM 19 TpeGosauuii k Guoseiisepy, OCHOBAHHOMY
Ha OuopapmatieTiueckoll cucreMe Kinaccuukaumu (npunoxkende No 4 k [IpaBunam
NPOBEIEHHA HCCIeNOBAHHH OMOIKBHBAIEHTHOCTH JIEKAPCTBEHHBIX NPENAPATOR B PaMKax
Espasuiickoro sKoHOMHYECKOr0 COI034a, YTREpK/IeHHEM Petennem Conera Espasuiickoi
IKOHOMMYECKOH KOMHCCHH OT 3 HosOps 2016 r. No 85), 1 Mecta meiicTeus npenapara;

) MHHHMH3aUHH  ()apMaKoJIOrHYeCKHX PHCKOB, CBS3aHHBIX C  BO3MOYKHOCTBIO
MPHHATHS PEILEHH O JI0ITyCKe B o0pallleHHe TOJILKO Ha OCHOBaHMHM UCCIEN0BaHMIl in vitro

He OHOIKBHBAIEHTHOI'O JIEKAPCTBEHHOTO Mpenapara.
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