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IPSEN BIOPHARM LIMITED

ASH ROAD, WREXHAM INDUSTRIAL ESTATE, WREXHAM, UK, LL13 9UF
TELEPHONE: +44 (0)1978 661181, FAX: +44 (0)1978 660366

A2 ,wé%penapar npoM3BeeH B COOTBETCTAUM C HOPMaMA
Manufacturing Practice
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CneunduKkauma
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[lomkHo BbiT CTEPUNBHO
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TOKCWHE THNa A B UCMbITYEMOM
obpasue NoATEEpPXAaeTCs, ecnu
cpeaHwit koadhpuymeHT NOrNOLLIEHNA

8 2 pa3a Gonble koddduLmenTa
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PA3PEIIEHUE
Ha BBOJ B rpakJaaHckuii obopot B Poccuiickoii Penepaliny cepud MK NapTHH
npousBeeHHoro B Poccniickoit ®eaepanuu uny BBozumoro B Poceniickyio @enepanuio

MMMYHOOHO/IOTHYECKOTO IEKapCTBEHHOTO IIperapara
o1 27.07.2021 Ne 004712/21

Beipano O6mectBy ¢ orpanmdenHo#i orsercrseHHocThio "MIICEH", Poccus, 109147,
r. Mocksa, yi. Taradckas, . 17-23, ot. 2, koM. 10-27, 30-39 4/1-14, UHH: 7709721774,

(HauMEHOBAHHE IOPHIMYECKOro NHHA, opHaHYeckuid anpec, MHH)
Penepanbuan cayxfa no Haazopy B cdepe 31paBooXpaHEHHs HA OCHOBAHHH
3aKJ0YeHHsi  MoCKoBCKOH — HcnbITaTenbHOH — MabopaTopuy  KOHTpONIE — KadecTBa
JIEKapCTBEHHBIX CpeACTB (PeflepalbHOrO rocyJapcTBeHHOro GHO/PKETHOTO y4peskAeHHs
"MiHpopManMoHHO-MeTONHYECKHH LEHTp 10 JKCIepTH3e, yUeTy W aHaiusy obpalleHus
Cpe/ICTB MeJULUHCKOro mnpuMeHeHus" @epaepanpHod cayxObl 1o Hamsopy B ciepe
3/IpaBoOXpaleHns.

(HaumeHOBaHHME (enepanbHOrO MOCYAaPCTBEHHOIO GIOUKETHOrO YUpesKIeHHS)
or 23.07.2021 Ne 1793[IK-11/2]1 pa3spemaeT BBOJ B rpaskIaHcKuii 060poT
(nara) (HoMmep)
B Poccniickoii ®eepaunn HMMYyHOOHOIOTHYECKOTO J1IEKAPCTBEHHOTO Npenapara
Jncnopr® 't

(TOpProBOC HAMMEHOBAHHE)
BOT}'JIHHH‘-ICCI{Hﬁ TOKCHH THIIa A-TeMarrIiOTHHHH KOMIUJIEKC

(MEXIYHApOOHOE HEMATEHTORBAHHOE HAWMEHORAHWE IPYTIITHPOBOYMHOC MIIH XMMHYECKOE)
MHOMHIH3AT U1 IPHIOTOBIICHHS pacTBopa Jutsd nHbekunit 500 EIl - dnaxons! (1 mt.) -
TIIa4KH KapTOHHBIE

(dopma BRITyCKa C YKa3aHHEM NEKAPCTBEHHOH (GOPMBI, JO3HPOBKH, (HACOBKH H KONHHECTRO B YTIAKOBKE)

cepun U08994 , 00bem cepun wim nmaptun 20159 ,
(HoMep cepHH) (KONMUYECTBO YMAKOBOK)

roged no  01.2023 ,
(CpOK rOAHOCTH)

npoussoacrea Uncen Buodapy JIta, BenukoGpuranns, Ash Road, Wrexham Industrial
Estate, Wrexham, LL13 QUF, United Kingdom.

(HEHMGHOBEHHE H aapec Npor3BOAHTENA C YKa3aHHEM cTanmi npomuo,ucn‘aa)
Perucrpannonnoe ynocropepenue Ne [I N011520/01 ot 15.08.2011.
Hepxarens perncrpaunoHHoro yaocrosepenus HMncen QPapma, ®panuums, 65 Quai
Georges Gorse - 92100 Boulogne-Billancourt, France.

(HauMeHOBaHHE, aapec)

3aMecTHTENs PYKOBOAUTEIIS = J1.B. IlapxoMenxo

JIOKYMEHT TIOMITHCAH
DNEKTPOHHON TTOMITHCHIO

Ceprupurar E1036E1BOTEQFBB0EAILIEE2B69FFEB.
BaaneseuIlapxomenro Jmurpuii Beenomonosuy
Jesictaurenen ¢ 19.08.2020 no 19.08.2021
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