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SKCINEPTHBIA KOMUTET
1O JEKAPCTBEHHBIM CPEJICTBAM

PEKOMEHIAIIUSA

«16» oxTsi6ps 2024 r. Ne 299
r. Mocksa

O BbIOOpE pedepeHTHOrO JIeKaPCTBEHHOI0 Npenapara AJjis meJiei
Hcc1e0BaHHA OHOIKBHBAICHTHOCTH JIEKAPCTBEHHBIX MPeNnapaTos
(copepmamux aeiicrpyromee BemecTso ¢ MHH «anupyOnuun» B JiekapcTBEHHOMH
(popMe KOHUEHTPAT JJisl IPUTOTOBJEHHS] PACTBOPA AJIsl HHbEKIHii)

B coorserctBum ¢ CoryanieHueM O €JUHBIX IPHUHIMIAX M IpaBHIaxX 00palieHHs
JIeKapCTBEHHBIX CPENCTB B paMKaX EBpasuiicKoro 3KOHOMMYECKOro coro3a ot 23 exabps
2014 ropma, Ilonoxenuem 00 DKCIEpTHOM KOMHTETE IIO JIEKAPCTBEHHBIM CPENCTBAM,
yrBepxaeHHbIM Pemennem Cosera EBpasuiickoll 5JKOHOMHYECKOH KOMHCCHE OT 3 HOSOPs
2016 r. Ne 75, u moAnmyHKTaMu «a» U «r» mnyHkTa 18 [IpaBun mpoBeneHus HCcieI0BaHul
OHMODKBHMBalIEHTHOCTH  JIEKApCTBEHHBIX  IperapaTtoB B  paMkKaXx  EBpasuiickoro
9KOHOMHYECKOI'0 COr03a, yTBepkAeHHbIX PemenneM CoBeta EBpazuiickoii 3KOHOMHUYECKON
KOMHUCCHHM OT 3 HO0ps 2016 1. Ne 85, DKcnepTHBIM KOMUTET 10 IeKapCTBEHHBIM CpPEICTBAM
pPeKOMEHAYeT:

JUIS. LieJIeld IPOBENCHUS HCCIENOBaHUN OMO3KBHBAIIEHTHOCTH JIEKAPCTBEHHOIO
npernapara, COAepXKallero Jaedcteyromee Bemectso ¢ MHH  «onupyoummny
B JIEKapCTBEHHOH (hopme:

KOHIIEHTPAT JJIs IPUTOTOBJIEHHMS PACTBOPA AJI HHBEKIIHH, B KauecTBe peepeHTHOro
HCIIO/IF30BaTh BOCIIPOM3BENECHHBIM JIEKAPCTBEHHBINM Ipernapar Jnnpyouius - D6ese
B JIEKApCTBEHHOM  (opmMe  KOHLEHTpaT Ui TIPUTOTOBICHMS  pacTBOpa  JJis
BHYTPHCOCYIMCTOIO M BHYTPHILY3bIpHOTO BBesieHus (D0ese @apma ['ec.m.6.X. Hopr. KI

ABCTpHSA);



5
AMOGUIKM3aT U1 [PUTOTOBIEHHS  pacTBOpa A BHYTPHUCOCYIHUCTOIO
W BHYTpUITy3bIpHOTO BBeleHHs, 10 mr, 50 mr, B KauecTBe pe)epeHTHOr0 HCIOIB30BaTh
OpUTHMHANBHBIM  JekapcTBeHHbIH 1npenapaT ®apmapyOHUIMH — OBICTPOPACTBOPHMEINA
B JIEKapCTBEHHOM (¢opMe muoduiuzar s [PUTOTOBIEHHS  pacTBOpa  JUld
BHYTPUCOCYAUCTOrO U BHyTpUIy3bipHoro BBeAeHus 10 mr, 50 mr. (Ptizer, CIIIA);
o0paTUTh BHMMaHHWE 3asBHTe]ed Ha HeoOXoauMocTh coOmoneHus TpeGomanuii
K MPOBEJEHHUIO KIMHUYECKUX HCCIIEI0BAHHUI JIeKapCTBEHHBIX IIpernaparoB, COAep Kariux
H3BECTHOE JeHCTBYyIOIIee BEIIeCTBO (BEIIecTBa), B IEKapCTBEHHBIX (POpMax, OKa3bIBAIOIIAX
MectHoe JedctBue (mpuioxkenue Ne 11 x IlpaBumam mpoBeneHHS HCCIIeOBaHUN
OMOIKBHUBAJIGHTHOCTH  JIEKAPCTBEHHBIX  IpernapaTtoB B  pamMkax  EBpaswuiickoro
SKOHOMMYECKOro  corosa, yTBepkaeHHbIM  Pemenunem  Coera  EBpasumiickoit
3KOHOMUYECKOW Komuccuu OT 3 HosiOps 2016 r. Ne 85) m TpebGoBaHmii k KadyecTBY
1 OMOSKBUBAJIIEHTHOCTH JIEKAPCTBEHHBIX IPENapaToB s MECTHOI'O IIPHUMEHEHHUs IIpH
HaHECeHMH Ha KOXXYy M MHBIMH CIOCO0aMM JIOKaIbHOTO NMpUMeHeHus (Tpuioxkerne Ne 13
Kk IlpaBuiiamMm 1poBefeHHs HCCIEJOBaHUN OMOIKBUBAJEHTHOCTU JIEKAPCTBEHHBIX
IpernaparoB B paMKax EBpa3suiCKOro 3KOHOMUYECKOTO COK3a, YTBEPKIEHHBIM Pemnennem

Cogeta EBpazniickoil 5KOHOMIUYECKON KoMuccuu oT 3 HosiOpst 2016 1. Ne 85).
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