! me =g 000 «I1aiizep HunoBauuu»
} 752&!‘ Breakthroughs that change patients’ lives 123112, Mockea, Ilpecrenckas Hab., 1. 10

Bbl| "Bauns Ha Habepexnoii" (baox C)
Ten. + 7 (495) 287-5000
@axc: +7 (495) 287-5300

Hcex. Ne B\H

or el 2. 72 2025+

O CTATYCE IIPUBEJIEHUA B
COOTBETCTBME JIEKAPCTBEHHBIX
ITPEITAPATOB

BCEM 3AMHTEPECOBAHHBIM JIMIJAM

Kommauus OOO «Ildaiizep HWMunoBauum» (nanee — Kommnanus) HacTOAUIMM
CBHJIETE/ILCTBYET CBOE TOYTEHHE M cO00IIaeT, 9to, cornacHo TpeboBanusm Cosera EBpasuiickoi
Dxonomuyeckoi Komuccum, B HacTosiee BpeMs NPOUCXOIUT Ipoueaypa IPHUBEICHHS B
COOTBETCTBHE PETHCTPALMOHHBIX YJOCTOBEpeHUH (Janee — PY) Ha psan JieKapCTBEHHBIX
npenapatoB Komnanuu. DTO ITeKapcTBEHHBIE Npenaparbl — JJIHMKBHC TaOJIETKH, MOKPBITHIC
IUIEHOYHOM 000/104KO0i, 2,5 Mr, 5 Mr, Dmco nuoduIu3aT i NPUroTOBIEH s KOHIEHTpaTa Jiist
[OpUroTOBIEHHs pacTBopa 1yt uHby3uii, 200 EJl, 1 Apoma3suH, TableTKH, HOKPBITHIE 000JI09KON
25 mr. DTH mIpernaparsl 3aperHCTPUPOBaHBI B pedepeHTHOM TIoCyJapCcTBE B COOTBETCTBHU C
TpeGOBaHUAMK 3aKOHOJaTeNbCTBA EBpasmiickoro OkoHomuueckoro Coro3a, W MOJaHbI B
Poccuiickyio @enepaliuio KaK B rocyapCTBO IPU3HAHUSI.

K HACTOSIIEMYy MOMEHTY NpOLELYypa IpPHUBEICHHS B COOTBETCTBHE €IIE HE 3aBepIlUeHa.
Bwmecre ¢ TeM, corsiacHo Pemrenuio Coera EBpasuiickoit axoHoMuueckoi komuccun Ne 34 ot 22
mas 2025 roma «O BHecenun n3meHeHuil B Pemenue Coera EBpasuiickoll 5KOHOMHYECKON
komuccur oT 30 HosOpst 2016 T Ne78» MyHKT 2 NOIIYHKT €) AelicTBHEe HAHOHAALHLIX PY B
noJ00HOH cHTyauMy NMpoAJieBaeTcsi Ha 2 roJa ¥ COOTBETCTBYIOIAs HHpopManMs J0/KHA
6biTH oTpakena B 6asze ['PJIC no 31 gexadps 2025 roaa.

B npusioxenun K qaaHoMy muceMy (1 ¢Tp.) ykasaHbl cBeICHHS 0 Tepefade HH(GopManuu
MEXDy rocyaapctBaMu — uileHaMu EADC B paMKax [pOMICHHS HAUMOHAIBHBIX
PETUCTPALMOHHBIX YIOCTOBEPEHHH, a TaKkKe CBEJSHMs O JIEKapCTBEHHBIX Ipenaparax, IO
koropsiM Poccuiickas @eneparys noryunna “HGOPMAaIMIO OT IKCIEPTHBIX OpraHu3alyi IpyTrux
rocymapctB — wieHoB EADC B kauecTBe Tocy1apcTBa IPH3HAHKS.

Takum o06pasom, aeiicTBHe HaUHOHAJbHOrO PY Ha mnepeumciieHHbIe BbIlie
npenaparsl Oyaer npoaiaeno Ha 2 roaa. CooTsercTByomas HHpopmanus OyaeT oTpaKeHa

B 0aze I'PJIC no 31 pexabpsa 2025 roga (BkiawouuTenbno). Ipu 3Tom Bee 3TH mpenapaTbl
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HaxoasiTcs Ha ckiaagax Kommanmm u aucrpubbioTopoB B mojHOM o0beme. IIpocum
YYUTHIBATH JAHHYI0 HHGOPMALMIO NPU NVIAHWPOBAHUH 3aKYINOK H o0ecnedeHnH NAHEeHTOB

AJaHHBIMH MpenmapaTamMi.

C yBaxkeHHEM,

I'eHepanbHbIA TUPEKTOp

// H.A.VlBanos
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IIpunoxenue

B nuunom kabunere ®I'BY HOCMII pazmelneHs! JaHHbIE, COAEpKAIIME AKTyalbHbIE CBEIECHHS
0 nepemade uHOpMaUK MEXIy rocyaapcreamu — uieHamu EADC B paMkax npoajieHus

HAIIHOHAJILHBIX PErHCTPANHOHHBIX YAOCT onepelmi‘i.

& O @ O htips//lkregmed.ru/EAEUnion

JagaTn BONPOC ND TEXHWLECKON NPOBEPKE INEKTROHHO AOCKHE

AXTHBHEIE AOBEPEHHOCT
Bx. N Bx. pata OpFaHdaaumn Tun P PHp Cocronme
21125 1108 2025 Maahaep Hunosaus 000 (Paccun) Bee gena 3aAauTens 12.08 2625, 1617 lecreyer go 21 07 2029

Ngpaizep Munosaywe 000 (Foceun)

e g4 Oepmarens PY: Njpadhzep s (CLA) focryn « 30TA EASC 19.04 2028, 1532 Deitcroyer o 17.04 2028
Monesnan MHGopMauma
O pedepenmimix aan B3 & EAIC, Mepewss " 100MH0
% - P € Wer CPRACTE AN ° Pom— T

O crpyerype OTA {30TA) perucrpaysonmoro gocese ¢ 20012 2023

O HANOAHEHAN PETACTRALIMOMHON ADCRE NPW NPMBEARHAW B COOTRETCTBAE © TpehosarwaMn EADC ¢ 20.12.2023
O POPMAPOBAHMN PETUCTRALMONHOID AOCHE NECAPCTREHHOTD NPENAPATE HA OCHOBE NAAIME KPOBH UENCBELE
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OTBETH: HE GACTD JAAABASMBIE BONPOCH (MO WTOraM kondepenune Perflex 24-26 anpean 2023)

ITomumo sroro, mepedenb «P® — rocylapcrBo NPH3HAHMA» COAEPKHT CBEICHHS O
JNIeKapCTBEHHBIX MIpernaparax, o KotopbiM Poccumiickas @enepanus moyunia HHGOPMALHIO OT

SKCIIEPTHBIX OpraHu3aluii Apyrux rocyjgapcrs — wienoB EADC B kauecTBe rocynapcrsa
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