EBPA3SUNCKASI DJKOHOMUYECKASI KOMUCCHSI

SKCHEPTHBIA KOMUTET
IO TEKAPCTBEHHBIM CPEACTBAM

PEKOMEHIOAI M

« 27 » aBrycta 2025 1. Ne 385

r. Mocksa

O pomycTHMOCTH HpHEMa JOKAIBHBIX GOPM JIeKapCTBEHHBLIX NpenapaTos,
copepkalHX AeficTByiomee Bemectso ¢ MHH «narpus nuxocyasdhar», B uenmatpun

B coorerctBuu ¢ CornameHueM O €IMHBIX NPUHIMIAX M MPaBUIAX 0OpalleHus
TeKapCTBEHHBIX CPEJICTB B paMKaxX EBpasuiiCkoro sKOHOMHYECKOTO cor03a OT 23 mexabps
2014 rona, llonoxenuem 00 DKCIEPTHOM KOMHTETE TIO0 JIEKAPCTBEHHBIM CpPEICTBAM,
yTBepxIeHHbIM Permennem Cosera Eppasuiickoit SKOHOMHUECKON KOMHUCCHM OT 3 HOSODS
2016 1. Ne 75, u Pexomengauuedi Komnermm EBpaswiickoil SKOHOMMYECKON KOMUCCHH
or 13 cenrabps 2021 r. Ne 23 «O pykoBOJCTBE IO OMPENENEHHIO BO3MOKHOCTH
UCITOIB30BAHUS JIEKADCTBEHHOM (DOPMEI JIEKapCTBEHHOTO IIperiaparta B TeMaTpuuecKoit
NPaKTUKE WM B OTHOLIEHUH OTAEHLHOM IPYNIBI MEHATPUUYECKON MOMYJIAINH B IIEJsSX
yKa3aHus. COOTBETCTBYIOUIMX CBENEeHWM B 0O0lUed XapaKTepPHCTHKE JIEKapCTBEHHOTO
mpenapaTta ¥ HHCTPYKIHMK 10 MEAUIIMHCKOMY MPHUMEHEHMIO», DKCIEPTHBIH KOMHTET II0
JIEKaPCTBEHHBIM CPEICTBAM PEKOMEeHAyeT:

sHecTy B OXJIII (MMII) cBeneHns 0 JOMyCTUMOCTH IIPUMEHEHUST TOKAIBHBIX (hOpM
JIEKapCTBEHHBIX IIPENaparos, COAEpKalux AeHcTByromee pemecrso ¢ MHH «matpus
IIAKOCYNbdaT», y OeTek:

C MOMEHTA PO’KIEHHUs B JIEKAPCTBEHHOM (hOpMe KaILIH;

¢ 4-X IIeT B IeKapCTBEHHOH (hopMe pacTBOP M TBEPJIBIX JEKAPCTBEHHBIX (OpPMax;

oOpaTuTh BHEMaHMe 3asBuTeNs npu Gopmuposannn OXJIIT (MMII), uto xpurepun
IIPUMEHEHMs] TBEPABIX W JKUIKUX JIEKAPCTBEHHBIX (DOPM B MNEeAHATPUUECKON MPaKTHKE
u3nokeHel B Pexomenpmanum Kommermw EBpasuiicko 3KOHOMHUYECKOH KOMHCCHH

or 13 centsaOps 2021 r. Ne 23 «O pyKOBOIACTBE IO OIpPEHENEHMIO0 BO3MOXKHOCTH



2
UCIIOIB30BAHUs JIEKAPCTBEHHOU (OpPMBI JIEKapCTBEHHOTIO IIpernapaTa B IeAMaTpUYeCKOn

IIpaKTHKE HJIM B OTHOUIEHHUH OTIENbHOU IPyIIIbI HeI_IHanH‘-IeCKOﬁ [MOIMMYJISAAMK B LEJIAX
YKa3zaHHsl COOTBETCTBYHOUIHX CBEJCHUK B O6I.L[€ﬁ XapaKTCPUCTHUKE JICKAPCTBEHHOI'O

npenapara H HHCTPYKIIAY 10 MEAUIIMHCKOMY ITPUMCHECHHIO».

Unen Konneruu (Munucrp)
10 TEXHUYECKOMY PETyJIMPOBAHUIO,
[Ipencenatens DKCOEPTHOIO KOMHUTETA
110 JIEKAPCTBEHHBIM CpeACTBaM .b. Tarapuuxui




