L.ABORATOIRES BATCH CERTIFICATE
GALENIQUES CEPTH®IKAT CEPII
u:n ” Ihl A A el A . I e R Y LENLELET R v
Name of product : CHOPHYTOL Packagesizeand type: No 60 (30%2) in blisters
Hasea npofvkuil : XOPITOI Poamip Ta TN nakysanda - Ne 60 (30 x 2) ¥ ORICTEpAX

Country of the manufacturer : France
Hepmasa-aupobusk @ (Ppakuix

Wacketing authonsation pumber : UA/8T04/01/01
Hosmep peccTpanliflaoro nocainHeHHa

Strengliv/Potency | Dned aquecus cxiract of artichoke [eaves
(Cymara scolymus) 200 mg

Cuna git/akTHanicTh | Cyxifl BOAHKA ERCTPAKT NHCTA APTHUIOKY
noasoBorg (Cynara scolymus) 200 ymr

Dosage form : Coated lablets
Jixapeeka dopua ; Tabnerws, s&pHTL 0G0NOHKOK)

aHPOBKALTBO HEpo3DACOBAHOT NPOAYKLUT, NEPYMHLA Ta BTOPHHNA YNAKOBKA, KOHTPOAE AKOGTI:
Hafopztaph Fanenix Bepuin

20 pio flyi Hupas Bepain, 77190 JAMMAPLJE-JIC, dpanuis

manufaciuring site, packaging site, drug product control site:

Laboratoires Galeniques Yernin

20 rue Louis Charles Yemin, 77190 DAMMARIE-LES-LYS France

Batch number ; VYMN2291
Houep cepii

Batch size 40334
Posmip cepii
Date of manufacture 1371172023

flata supoGHnuTRa

Expiry date 11/2026
Jara 3aKIHHEHNA

TEPMIHY PHEATHOC T

Certificate of GMP compliance
Ceptudikat eignosinnoct GMP
2022/HPF/FR/005

BiANORIRAIRHINA 32 BURYCK Cepil:
Jlabopatopil Tanerik Bephis

20 pro Ayl Wapns Bapuin, 77190 JAMMAPLJIE-IC, Opanuir

baich release site:
Laboratoires Galeniques Yemnin

20 rue Lowis Charles Yernin, 77190 DAMMARIE-LES-LYS France

authonsation numher
HOMEP Jiuensif
MM 18/1138

Tests
HaiimeHYBaHHA NOKAIHHKIB

Description
On4dc

Mean mass
Cepeann macs

Disintegration time
Poanagaunna

Identification
lacwTudikauin

- Dned aquegus extract of aricboke leaves
Cyxulil poHHMEE CXCTPAKT JIKCTA apTHLOKY

Colour reaction with FeCl3
SkicHa peaxuis 3 FeCl3

TLE
TUIX

or (aBa)

Requirements of
specification
Bumory cneundiraui

—

Brown, round lenticuiar shaped coated tablets, inclusions
having less intense glint than main brown colour is atlowad
Kpyr:i ABoDOYKNI TA0NSTKH, BXPUTI QOONOHKQHO
xopuureaoro konsopy Ha nosepxri Tabnetok

ACITYCHAD THCH BRPANNCHHA MEHLL [HTEHEHBHOMO KOABLRY,

HI# QCHOBHRAR

332.5 mg to 3675 mp (150 mp £ 5 %)
Big 332,5 mr a0 3675 ar {350 mr= 3 %)

< &0 min
He Ginsate 60 xBunuy

Dark-green to brownish-green colour
[Tona 2202pBNEHHA 814 TEMHO-3EIENOMO N0 IBSHO-

KOIHYHEROMD KOMROPY

Spots identical to those of refercnce

HnaMA Ha XpOMATerpaMi BHRENOOBYEAHROMO PO HHY
BIATIOBIJAIOTE MAAMAM HI XPOMATOrpaMi CTAHAAPTHOID
POILHILY

Tests results
PeiynstatH
Binpoflysans

Complies Binnosigac

344 6 mE
MC

a7 nnn
X3

Complies Biznoeigac

Complies Bianosiaae

2 charactenstic pcaks: chlorogenic acid, luleolol-7-giucoside

2 XApaKTEPHCTUMHILL MTiKa: XNOPOreNena KHCADTA T2 MOTSOJIH-

7-rniko3# 4,3 HACAMMK YTPMMYRAHHA, (ICHTHUHRMH YaCaM

Compliss BLanesiaag

YyTPHMYBAHHA 0iKIB 12 XPOMITOrPaMAX CTAH JapTHHX POIYHHID

_;%kaﬂ r/oZ Yy e VI2 27), e
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LABORATOIRES
GALENIQUES
VERNIN

BATCH CERTIFICATE
CEPTUDIKAT CEPII

Requirements of

Tests results

Tests
HaiiMelyBAHHR 10KAIHUKIB specification PeiynsTaTh
Bumorw cnremmidikauil Bunpodysanh

Assay
KinsKkicue eMIHAYCEHA

Pink to red colour
[ossa 3a6apaneHns BiZ pOMEBOro SO HEPROKOTO KONKOPY

- Quinic acid

Xinua KkACnGTa Complies Bignosinac

- l;un oxides Complies Bianosiasae

Janiza oRCHIH

Blue precipitate
YTROpPEHHA CHHEOrD Ocany

mg per tablet
mr a Tabnerni

0 5 t¢ 50 mg pertabiet P

- ¢hlorogenic scid
0,5 — 3,0 »r 6 TabneTui

XOPOrEHOBA RHCAOTE

Microbisl coatamination (Every 10 batches)
MixpoSioaoriere uwcvora (ffng xaxnol 10-5 cepi)

- TAMC < M CFU% NA CFU/g
AArafkHe HUCN0 sepoltHXx MIKpoopradiaMia {TAMC) K¥O/r
He Ginewe 100 KYQ/e
NA CFU/g
- TYMC ] . _ < 107 CFUfg K¥Cfr
3AraMBHE YHGAG AP DKIKEBHX TA FUIICEHEBMX TPHEIR Ha Ginsuic 102 KYO/r
(TYMC)
- Bile-lplerant gram-negative hacteria = 10? CFUfe
rPAMHEraTNBHI faxTepti, TonepanTHi Ho Woaui He Ginpwe [0 KYOIT NA CFU/g
KYO/Ir
Escherichi coli Absence/l g A
Bigcyrnicte s |
NA

Salmanella Absence/25 g

Bincymicte 825 1

Comments (il any)
KomerTapi

Certification statement

3assa Npo cepTHDI Kanito

[ hereby cectify that the above information is autheniic and accurate. This batch of product has been muthufactured, including packazing/labelling and quality contral
at the above mentioned sites in full compliance with the GMP requitements of the local Regulatory Authority and with the specifications in the Marketing
Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found 1o be in compliance with GMP.

LM 7 zacﬂimytp, uio naeepeHa prlie indopaauin € goctagipHoio Ta Touxow. Lo cepio npoayxuil Syno BUpabAEHD, BKTROYAIOYH NAKYEAHHA/MADKYBAHHA T2
KOHTRONL AKOET! HA BHUIE32IHAME HUX ALIBHHUUAX ¥ NOBHEE CEIZBTeG, 2 3uMoravy GMP, BCTAHOBICHITIMH MIGUEBHM PEryNsTOPHKM OPTaHOM, A TAKDN

i QAN i MTOpTEpa. TIPOTOKONHM RHPODHKUTEA, NaxyBanHA 'ra aHanizia cepii Byno nepernanyTo

ame and position/title of person autherising the batch release

Date 12/0212 : .
024 PI3BYLIE Ta HE3RA NOCAOW OO0, XKa RHIAMA JO3I8IN HA BHITYCK CEPil

ME-F-CO-PF-0254 - Revision n*1 dn 0371272012

Laboratoires GALENIQUES VERNIN
20, rue Louis-Charles Vernin
77190 Dammarie-les-Lys
FRANCE

LABORATOIRES GALENIQUES VERNIN
Bartrand DELHON-BUGARD
Pharmatcien Responsable
" RPPS n*10000536507




