J 000 «Maiioan Papma» LSOP-CHC-QA-12-FOR2-04 ;
Mayoly Pharma LLC

3AKJIIOYEHUE (ITIOATBEPKJIEHUE)
0 COOTBETCTBHH CEPHH HIIM IIAPTHH JICKAPCTBEHHOTO Mpenapara TpeGoBaHHsM,
YCTaHOBJICHHBIM TIPH €r0 TOCYAapCTBEHHOM PETHCTpaLiy

Ne FRT-097-0925 ot 11.09.2025

Toprosoe HauMEHOBaHHE doprpanc® ?

MesxmyHapoqHoe HeNaTeHTOBAHHOE HAMMEHOBAHKE Makporos+Harpus XJIOpHAHKaIH XJTOPHAHHATPHA '

(rpynnypoBOYHOE WIIH XHMHYECKOE) ruApoKapOoHaTHHATPHA cyb(aT 6€3BOAHBIH

NexapcTaessas hopua TIOPOIIOK JJIs1 IPUTOTOBJIEHHS PacTBOpa AJIA pUeMa
BHYTPb

JlosupoBka 73,69 1

dopma BeIMycka (epBUYHAS YTIAKOBKA, KOIIHYECTBO
JIeKapCTBEHHO# (HOPMBI B IEPBHYHOM YITAKOBKE,
KOJIHYECTBO MEPBAHYHOMN YIIAKOBKH B IOTPEOMTENBCKOM
YIaKOBKe, KOMIUIEKTHOCTE )

TTopOIIOK //isi IPATOTOBJICHUS PACcTBOPA [JIA IPHEMa
BHYTPb,(IIAKETHK)
73,69 r x 4 (mavka KapTOHHAsA)

Howmep cepuu (mapTun): D72170
O6beM cepuu (mapTum) 15880
JlaTa Iipou3BOACTBA 08.07.2025
Jlata okOHYaHHS CpOKa T'OJHOCTH 30.06.2028
Bodyp Uncen Uupactpu, @panius
HammeHOBaHME W afpec MPOU3BOAUTEIA (C yKa3aHHEM Rue Ethe Virton, 28100 Dreux, France
craauii POH3BOACTBRA) (BCce CTaZMH MPOU3BOICTBA, BIUIIOYAs BHIITYCKAIOIIHH
KOHTPOJ1b KaUeCTRa)
Homep 1 1aTa perucTpaliHOHHOIO YAOCTOBEPEHHS JITI-Ne(005410)-(PT-RU)-061224
Homep HOpMaTHBHOH JOKYMEHTAIHH JITI-Ne(005410)-(PT-RU)-061224

HIICEH KOHCBIOMEP XEJICKEA CAC,
@pannus / IPSEN CONSUMER HEALTHCARE
HaumenoBaHWe H afpec JepikaTei SAS, France
PETHCTPALHOHHOTO YROCTORCPEHHA 65 Quai Georges Gorse 92100 Boulogne-

Billancourt, France
Makporoi,
npouzsozactea Jloy Kemukan Kamnanm, CLA,
cepur D684P45FB1, D685OABFBI,
HaTpus xyopun, npoussonctsa K+C CAC ®Opanuus
cepum 454101
Hatpwus cynedar, Ipou3BoacTBa MaKKko OpraHHKC

HaumeHoBanue, IPOU3BOLUTEIIEL H HOMED CEpUU ¢.p.0.,Yemeras pecryGmxa
- TP peep Cepuu NS0576

aKTHBRHOM (BIX) cyOcTaHIINH (Hif)

Harpus ruapoxap6onat, npouzpoacTea Conpeit
Onepeiimenc ®panc, Cpanums,
DOC2472471 cepuun
Kanus xmopun, npoussoactea K+S Munepanc suz
Arpukanue 'mM6X, I'epmanua
Cepun 3425000045

HacTosumaM 5 TIOATBEPXKIAIO, HT0 JeKapcTBeHHBIH npenapar ®oprpanc®, mOpomoK /s NPHTOTOBJICHHS
pacTBopa [(JIfl 'MA - BHYTPb . CCpHH D72170 mnpouseoncrBa bodyp Hncen Hunactpu, Opanias
(Bce crammu mnpo pﬂcma) €OOTBETCTBYeT TpPeGOBAaHMAM, YCTaHOBIEHHBIM HPH €ro TOCYIapCTBCHHOH
peTHCTpaLMH: ﬁOOSMO) -(PI'-RU)-061224

Emaceepa H.I'.,

YIIOAHOMOYEHHOE JIHHO:Ha BEOJ B rpamg_aﬁcxmﬁ 060pOT MO TOBEPEHHOCTAM

000 «Maiionu ®apmayNel 0/2025 ot 26.03.20251
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