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YCTAHOBHEHHEIM ITPH EI"O
FOCYTAPCTBEHHOHW PETMCTPAITMUH

Toproeoe HaumeHoBaHuUE Arapakc®

MexayHaposiioe HenarenTonainoc I'mapokcusun

HaHMMEHOBaHHE (TPYNIHPOBOYHOC WIIH

XHMHYECKoE)

Jlexapersennas (opma TabNeTKH, MOKPHITLIC MICHOYHO#H .
obonoukoi

Jlo3upoBka 25 mr

(dopMa BLIycKa 25 mr. - GNHCTEPHI - NAYKH KAPTOHHbIE

(25 wt))

Homep cepun (mapruu): 335280

Obnem cepun (napTum): 335280 yn.

Jata npoussocrna: 21.04.2021

[omen no: 31.03.2026

Haumenosanue u agpec npoussoaurens (¢ | 10CE dapma C.A., Benbrus (Chemin du

yKXasaHueM CTafinif Npou3BojCcTsa) Foriest 1420 Braine-I'Alleud, Belgium) —
BCE CTalluu

Homep ©  jara  perucrpanioHnoro [TNO011405/01 or 07.12.2011

YHOCTOBCPEHHsI

Homep HOpMaTHBHON MOKYMCHTALMH [IN011405/01-160320 (U3m.Ne 1)

Hammenosanne u  anpec  nepycarens | IOCH ®apva C.A., Bensrus (Allee de la

PCTHCTPAIHOIINOrO Y10CTOBEPEHHS Recherche 60, B-1070 Brussels, Belgium)

Paccmmpca NMPE/IOCTABICHHLIE 1IPOH3BOJIHTCICM AOKYMCHTBI H COACPMALIIHECH B HHX
CBCICIIMA, HaCTOSLIHUM NOATBEPIIA0, HYTO  CCpHi JIEKAPCTBEHHOIO [pelapara
COOTBETCTBYET TPCGOBHIIH}IM, YCTAIOBICHHBIM npH €1ro I‘OCY,[IEIPCTBEHI-IOI‘:I PETHCTpalHA.

Llatposa E.A. no
Lo Hosepennocty B/H ot 06.11.2019 r,
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IMomnuce OTBercTseHHOro nuua; L-g
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C UCB PHARMA SA Nepesog
CHEMIN DU FORIEST B-1420 BRAINE-L’ALLEUD BELGIUM
L J Tel: +32 238621 11

CEPTH®HKAT AHAJIN3A

Arapakc TabneTky, NOKpLITHE U1eHOY10H 06onoukoi, 25 mr 25 Tabnetok

Homep cepun : 335280

Kon npoaykra : CIA02907

Crpasa Ha3HAuYCHHS : Poccuiickaa ®enepanns
3aperuCTPHPOBAHHbIE YCIOBUA XPaHEHHS : Xpanwure pu Temnepatype He eime 25 °C
IpouseoanTens : FOCE @apma C.A., Bemerus (BRAINE)

CootsetcTryeT TpeboBaHUAM CNEUHPUKAUMH KaK MTOKA3AHO [HXKE:

IMoka3zaresn Crueundukauns Pe3yabTaThl
AHATHTHYECKHE Pe3YILTAThLI NPOAYKTA

Onucanue Benble mpogoarosatbie rabneTkd, NOKPhITHIC CooTBeTcTBYET
1eHOYHOH 000I04KOIl, ¢ nonepeylon ¢ pHcKoit
¢ ofeux cTOpoH

Ollpeﬂ&'l(:!‘lllt‘ NOANHHHOCTH METOA0M
BIXKX:
T'HOpOKCH3HHA THAPOXJIOpHAA Bpema ymepxupanns ocHornoro nuka Ha CooTeercTmyer
XpomartorpamMme HCTBITYEMOTO pacrTsopa,
TIOYYCHHON TIPH KONMHHECTRCHHOM ONPEIENEHHH,
JIONIAHO COOTBETCTBOBATH, B Mpenemax + 3.0 %
BpPEMEHW  YACPHKHBAHKA OCHCBHOrO [IMK2a Ha
XpoMaTorpamme CTaHOapTHOIO pacraopa
MMAPOKCH3HHA I'MApoX1opnaa
Onpenenenne nopaunnoern mMetoaom TCX:
CuapokensnEa rupoxaopuaa OcHoeHoOe MATHO Ha xpomatorpamMme CooTBETCTBYET
MCTIBITYEMOrO PacTBOPA 110 MONOKEHHIO, BETHIHHE
M OKP2CKe MO/MKHO COOTBETCTBOBATE OCHOBHOMY
MATHY HA XPOMATOrPaMMe CTAHIaPTHOI'O PacTBOpa

CpeaHnsa Macca Mpubaunanrensuo 113,53 mr 113,7 mr
OnnopoaHOCTS MACCH
- MHHHMYM O1kiIoHeHHe OT cpeaH¢il maccn B mpoueHTax: He -1,5%

Gonee 2-X MHAMBMAYATHHBIX MACC OTKJIOHAIOTCA OT
cpe/Heit Macehl Ha BEAWUUHY -7,5%, 1 NpH 9TOM HH
0nRa HHAHBHIYANbHARA Macca HE JOJIKHA
OTKJIOHATBCA OT CPEdHEii MACChl HA BENHYMHY, B 2
paza NpeBBILAKULYIO ITO 3HAUCHHE

- Maxcumym OTkI0OHENHE OT cpefiii Maces! B MpOLeHTaX: He
fonee 2-X MHIMBHAYAILHBIX MACC OTKIIOHAOTCA OT
cpednell Macchl Ha BenWuMHy +7,5%, ¥ npH 3ToMm
HA OfHA WHOMBMAyaLHAs Macca He [OJDKHA
OTIJIOHATHCS OT CpefiHeit Macchl HA BENHYHHY, B 2
pasa npeebILaKILYH0 3T0 3HAYCHHC

4,

BN
PacTropenne He menee 75(Q) % OT 3asBNeIIIOro KoJH4eCcTBa 101 102102 102 101
npn 30 mun 989% T ;
Homep Bepein
Buypennnit nomep LIMS C.iln3 Nara cosnanns: JULMM.ITTT

Rara
Buyrpenniii Ko SAP u anva
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CEPTHOPHKAT AHAJIH3A

Atapakc TaBneTku, nokpeiTeie mieHouH0#i 060104k, 25 Mr 25 TabneTok

Homep cepun
Koa npoaykra
Crpana HazHa4enus

3aperucTpUpOBaHHBIE YCI0BHS Xpatlielus

[1pouzBoaurens

POI[CTEEI[“EIE NnpHMecH

- JlroGas nacHTHPHUMPOBAHNAA TIPHMECH
- Jlio6as apyras npuMech

- Cymma npuMecei

Bona

KosinyecTeecHHOE onpejeneHune

OaHOPOAHECTD J03HPOBAHMSA

[NoxaszaTtcap npreMaeMocTH
MuAuMansHoe 3HaYEHHE
MakcumansHoe 3HaYeHHe
Cpennee 3nauenne

Homcp Bepewn
Buyrpennnit nomep LIMS

1335280

: C1A02907

: Poceniickas @enepanus

: XpaHuTh UpH TeMIepaType He Bbice 25 °C
: FOCB ®apma C.A., Benerus (BRAINE)

He Gonee 0,50 % <ITKO (0,10 %)

He 6onee 0,20 % <ITKO (0,05 %)

He Gonee 1,50 % He nopnaeTcs KoIHYeCTBEHHOMY
onpenenenuio %

He Go.ee 6,0 % 4.4 %

95,0 % - 105,0 % ruJpokcH3iHa ruIpoxIopuaa ot

3aABJICHHOTO KOJHYCCTBA 100,1 %

B coorsetcTeuu ¢ Esp. &. 2.9.40 unu CoorscreTByer

OdC 1.4.2.0008.18

He 6oiee 15,0 2.9
Jlannnie oTyera 100,7 %
Jannsie oTucta 104,3 %
Jlanusre oTyera 102,1 %
C.2usd - g ,Q.rm—cm.uum!

S 5 b Hata
& Ruytpennnil Kom SAP n jiata
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‘ I CHEMIN DU FORIEST B-1420 BRAINE-L’ALLEUD BELGIUM

CEPTUOUKAT AHAJIM3A

Arapaxc TabneTkH, NOKPLITHIE neso4Hoi 060704K0H, 25 M 25 TabneToK

Howmep cepui 1335280
Kopa npoayKTa - CIA02907
Crpana Ha3lavenus - Poccuitckasd (Denepanus
3aperncTpPUpORAHHbIC YCIIOBH XpaHCHHHA - XpaHuTDb 71 TEMIIEPATYPE HE BHINE 257°C
[lpoun3BoAnTElD - 1OCB ®apwma C.A., benbrus (BRAINE)
MukpoGuonornaeckan YncroTa B coorsercTBuy ¢ Kateropus 3 A i
Cop. @. 5.1.4
<100 KOEr
- OBee uucno arpodHeIX He Gosee 1000 KOE/T
MHKpOOpraHu3MoB (TAMC)
_ O6LIee YMCIO APOHOKCBBIX M IICCHEBLIX He 6onee 100 KOE/r <50 KOE/r
rpubos (TYMC)
- Escherichia coli OrcytcTBHE B I T OTCcyTCTBYET

3aneicHMe 0 cepTHHHKANUA:

HacToAUMM IOATBEPHAKAAIO, UTO PHBCIEHHAA BLILIC MHpopMAaLns ABIAETCH [IOUIMHHOM ¥ TOUHOM, YKa3anHas cepi
fponyKTa NPOM3BENACHA, BILIOUAR KOHTPOJb KauyccTsa, B NOMHOM COOTBETCTBHY C TPeDOBAHHAMH Hapnesxatien
T1pou3BONCTBEHIOH IpaxTuks (GMP) n0Kanpioro PeryrsTopHOro opraHa. 3anucH 1o MPON3BOACTBY W aHANH3Y
cepyu GBI NPOBCPEHEL H MPHIHAKEL COOTBETCTBYIOLIMMM TPCOOBAHHAM GMP.

JlaTa MpOW3BOACTBA (JAMMITIT) 21.04.2021 r. Ot nuua

TConen ao (AIMMITTT) +31.03.2026T.

DnexTpoHHAs NOJNHCh

BoinyleHo : Wma, Pavuins
ABTOPH30BAHHOE THLIO

JlaTa BoINyCKA (IAMM.ITTT) : 08.09.2021 r.

Howmep Bepei
Bryrpentnit HoMep LIMS

VIIOJTHOMOUYEHHOT O JIMIIA IJIOWAIKH:
DE KEYSER JEAN-LUC

<[TOANUCH>

-r\“_:..

il JlaTa coOV@MKR! JULMM.ITTT
Nare
Auypernmit Koi SAT wata




