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PA3SPEIIEHHUE
Ha BBOJ B rpaxkaHckuii o6opoT B Poccuiickoll Menepaniy cepuy Wik napTHH

npousseaeHHoro B Poccuiickoit Menepalii HIH BEOIHMOTO B Poccuiickyio @enepaiyio

MMMYHOOHOJIOIHYECKOT0 JIEKaPCTBEHHOr'O Npenapara
ot 03.08.2020 Ne 001377/20

Buiaano OOIECTBY ¢ OrpaHHYeHHON OTBETCTBEHHOCTBIO "WTICEH", Poccusg, 109147,
r. Mocksa, ymuua Taranckas, nom 17-23, arax 2, komHatel 10-27, 30-39 4/1514,

VHH: 7709721774.

(HauMeHOBaHHE IGPHAHYECKOTO IHLA, opranyeckuii anpec, MHH)

depgepanbnas cayxba mo Haalopy B cepe 3apaBooxpaHeHusi Ha OCHOBaHHH
3aK/II0YENHST  MCMIBITATENBHOTO  LEHTpAa  OKCHCPTH3bl  KauyecTBa  MEIHLMHCKHX
HMMYHOBHOOTHYCCKHX TpenapaToB QeiepaipHOro rocyaapCTBEHHOTO GrOIKETHPTO
yupexiennss "HayuHbiii LEHTP SKCIEPTH3BI CPEICTB MEIMIHHCKOro TIpUMEHEeHHs

MuHHCcTepCTBA 3apaBooxpaHenns Poceuiickoi Denepauny

(HaMMEHOBANHC (he/IepaTBHOTO FOCYIAPCTBEHHOrO BIOKETHATO YUPEKIEHUR)
or 10.06.2020 Ne S544/HLIDCMII paspeuiaet BBOI B FPaKAaHCKHi 060pOT
(nara) (Homep)
g Poceniickoit Merepallny MMMYHOGHOJIOTHYECKOr0 JIEKAPCTBEHHOTO NpenapaTa
Jucnopt®

(Toprosoe HauMeHOBaHHE)
BOTY/IMHHYECKHH TOKCHH THTA A-reMarrloTHHHH KOMIICKC

(ME)KILyHa]’)OJIH(}e HenaTeHTOBAHHOE HAHMEHOBAHHE IpYIIHPOBOYNOE HITH KHMH‘IECKOC)
NMOpUAN3AT 718 MPHTOTOBJICHHA PacTBOPa AIA nnbekuuit S00 EXI -
dnaxoHsl (1 1WT.) - TaYKH KAPTOHHLIC

(thopMa BRINyCKa C YKA3AHHEM NIEKAPCTBEHHOI JOpMbI, HO3HPOBKH, (HACOBKH H KONTHUECTBO B yIaKoBKe)
cepun _T05051 ., oObem cepuu wan napTuu 28199 ,
(1oMep cepun) (KOMMYECTBO YTAKOBOK)
rogen go 112021 ,
(CpOK TOIHOCTH)

npoussoacTed Uncen Buodapm JITa, BeaukoGpuranus, Ash Road, Wrexham Industfial

Estate, Wrexham, LL13 9UF, United Kingdom.

(naiMeHOBAaHHE W A7pec MPOMIROJIMTENS ¢ YKa3aHHeM cTaanii NPOM3BOACTRA)

Perncrpaunontoe yrocropepenne Ne IINOTI 520/01 ot 15.08.2011.

JlepxaTesib PerHCTPAUHOHHOIO YIOCTOBEpEHHS Uncen ®apma, Opaniusd, 65 Quai

Georges Gorse - 92100 Boulogne-Billancourt, France.

(HauMeHOBaHKeE, anpec)

3aMecTHTEeNIb pyKOBOANTEA

JIOKYMEHNT HOMANHCAH
WIEKTPOHHOH TTOTUCEIO

Ceprudmrar E1036E 1 BOTEOFBSOEA] 1 BO6DB9844618
RBnanenciKoeenko Banentuna Rasavmpoans
Jletcrertench ¢ 24.03.2020 no 24 03.2021
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CEPMA Ne TO5051
DATA BBINYCKA; 05 exabpu 2019
CPOK FOAHOCTH: 30 Hosbps 2021
Mokaaarenu Peaynwrar Cnouudukaumun
Onuncanue Cooteercreyer Nuodunuaar Genoro Leera Ges
NOCTCPOHHUX NpUMecer
Bpems pacteopeHus 7 cekyHg He ponxHo npesbiate 60 cekyHa,
SHaveHue pH 6,1 o755 006,2
AKTHBHOCTE 500 MblwuHbix eauHuy LDsg Ha Or 400 A0 600 MBILKHBIX B4UHUL
bnakox LDsq Ha dnakoH
CpegHana macca 02491
COABPKAMOro
$naxoHa
0,41% 0,250r + 3%
% OTKNOHEHUA
CPenHero aHaveHuA
AnsOyMuH 125 mrr/cpnakon 101-139 mir/hnakoH
Naxtoaa 2,52 mrithnaxox OT 1,91 Mrichnaxou
o 3,16 mr/chnakoH
BnaxHocTs 0,6% He Bonee 2%
SHAOTOKCHH He Gonee <1,25 eguHny He Bonee 1,5 eauHuu sHaoToKCUHA
3IHOOTOKCHUHA Ha dinaxkoH Ha dnakoH
CrepunuHocTe Cooreetcrayer Domio Buite cTepunbHO
MoanuHHoCTE Cootsercreyer ,‘\",--‘ MpucyTcTBre BoTYNUHUYECKOro
NoA \‘\\\!\\ . TOKCMHA TMNa A B HCNLITYEMOM
awh ¢ . 06pa3ue NOATBEPKAAETCA, CNH
?\J\ g\ a7 cpegHwit KO3(PHUUMEHT NOrNOWEHUA
3\0 \)51 8 2 pasa Bonbuie ko3 PUUreHTa
g“ pO \‘\\O NOrMOLLEHUS XONDCTOrO PacTBOpa,
HauHelit cepruchu Q;q T, UTO Npenapar Npou3BeAeH B COOTBETCTBMN C HOPMamu
W A N Manufacturing Practice
e W O
Moanuce /%’ A 3&(} W 3sanue Q.A. Officer Dara 12 MGv 2~z=
al
Moanucs 3saxue Qualified Person fara (&7 Sana o

E IPSEN BIOPHARM LIMITED
ASH ROAD, WREXHAM INDUSTRIAL ESTATE, WREXHAM, UK, LL13 QUF
TELEPHONE: +44 (01978 661181, FAX: 444 {0}1978 680366
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