JAEPIKABHA CJYKBA 3 IKAPCHbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIM OBJIACTI

npos. CriTmmuol Hanii, 3, m.Knis, 02099, 'renfdmakc: {044) 5764041
E-mail: dis.ke@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
IIPO SIKiCTH BBE3CHOI0 B YKpaiHy JiKapchbKoro 3acoby

16.01.2025 Ne 167/25/10

XOPITOI

(uaitmenysanns nikapebkoro 3acofy 3rigHO 3 peceTpagiilHip HOCEi AueHHAN)
Ttabaerxu, BKpaTi 0GononKerw, o 200 mr o 30 radierok y Gaicrepi; mo 6 Gaicrepis y
KApTOHHii xopobui

{thopmn BrxmycKy, ZO3yBAINA, BIA MAKyRaHUA Alkapeerors sacody)

Honep peectpaniiivoro nocrizuenns UA/8704/01/01 crpox aif peectpaniiinoro mocsingennn 01,01,2099

Cepis nirapeskoro sacody Ne VN2405 KinekicTh BBe3eHOr0 MiKapeskoro zacoby 8890
Bupofuuk Jaboparopii I'anerix BepHin, ®paniis
(HaitMenyBalHA pHpodNIka RiKApCHKOrO 3acoby, KpalHa TOXGIKEHNRA}
Breseno B Ypainy Cuinnne yxpaiicbRo-ecTOHCBKE MIATPHEMCTBO ¥ opsMi TopapHucTBa
3 oimesreHo10 BignosiganepicTio "Ontima-®apm, JITAY, inenr. won:
21642228

{nafinenysanns Ta koj 32 EAPTIOV opiansHoi ocoli abo npizsimie, iM'a, no Gatsrosl piznenoi
0001 - mianpaemud, T MicLe MPOXHBANHA T4 peecTpauiiinnit nomep obaikoE0T KAPTRE NIATHIKA
HoaTris 800 Cepia TI-HOMED TlacIopTa)

HOperoxon sisyaneuere kourpomo piz 09.01.2025 N: 0007/2.

3a pe3ympTaTaMH ASPHABHOIC KOHTPOMD BCTAHOBAEHO, IMO  JNikapesknit zaciG  BeezeHo B VYkpainy 3
AOTPHMAHHAM sumor 3aK0H0ZaBcTEa W0 3afesneyenus Akocti Aikapoekix 3acofis,

Onsra EPbOMEHKO

{minna) (inlmiamr e npisnmoe)




LABORATOIRES
GALENIQUES

LV JuswidilN

Name of product : CHOPHYTOL
Haasa npoxykuii 1 XOGITON

Country of the manufacturer : France
Jiepwasa-gupobunK | Dpanuis

Marketing avthorisation number : UA/8704/01/01
Homep peectpaiitoro HocRixuesna

Strengti/Potency : Dried aqueous extract of artichoke leaves

{Cyrara scolymus) 200 mg

Cuna piifaxtusricrs © Cyxiit BOQWAN BKCTPAKT JHCTR apTHIBORY

noasouoro (Cynara scolymus) 200 M

Dosage form : Coated tablets
Jlixapenxa dopma ¢ TaBaerin, nkpuri 0f0I0HKOW

BAPOBHMITTEO HEPOIPACOBAHIOT IPOMYRULL, NEPBHUHHA TA BTOPUHIHE YNAKOBKE, KOHTPONL SKOCTE

Jasopavopil Faseni: Bephin

20 pro- iyt Hiapan Beprin, 77190 AAMMAPLJE-JIC, Gpasuiz
manufacturing site, packaging site, drug product control site:

Laboratvires Galeniques Vernin

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

BUINOBIIATLHNE 38 BUITYCK Cepii:
JlaBopatopii [anexnin Bepuin

20 o Jlyi Wapax Bepnin, 77190 JAMMAPLJIE-JIC, Opasuiz

batch release site:
Laboratoires Galeniques Vemin

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

authorisation number
HOMED JiLeH3ii
MM 18/118

Tests
Hakimesysagas nokasiunxis

Description
Onue

Mean mass
Cepexna maca

Disintegration fime
Posnaganun

{dentification
Lrenrndivanin

- Dried aqueous extract of artichoke leaves
Cyxult ROANUA CKCTPAKT UCTH APTHINOKY

Colour reaction with FeCl3
Skicua peakuis 3 FeCl3

TLC
TIX

or {(abo)

HPLC
BEPX

ME-F-CQ-PF-4254 - Révision n°d du 24/06/2024

BATCH CERTIFICATE
CEPTH®IKAT CEPIL

180 {30 x 6) in blisters

Package size and type : No .
y Gaicrepax

Posmip 14 TH naxysauss (Mo 180 (30 x 6)

Bateh nopmber : VN2405
omep cepiv

Batch size : 13580
Poauip cepii

Date of manufacture 1072024
Jlara supoCHELTES

Expiry date 1012027
Jara 3akinwensn

TepMiny IPHASTHOCT

Certificate of GMP compliance
Ceprudikar sinnosinpocti GMP
2022_HPF_FR_005

Tests results
PeayapTaTi
BUNPOGYBAHL

Reguirements of
specification
Bumorn coneundirxaniy

Brown, round leaticular shaped coated tablets, inclusions
having less intense glint than wain brown colour is aflowed
Kpyrni ABoomykni Ta0ACTKY, BKPHTE ABONOHKOK
KOpIHEsoro konsopy. Ha ropepxii 1aberok
NOMYCKAOTLOR BKPAMNEHILE MENIL SHTEHGUBHOLO KOBBODY,
K OCHOBRMM

Bimrosizae Complics

332.5 mg to 367.5 mg (350 mg £ 5 %) 3536 mg
Bin332,5 mrmo 367,5 mr (350 mr £ 5 %) Mr
< 60 min 20 min

He Sinsime 60 xpunuy X8

Dark-green to brownish-green colour
[Tospa 3aBapBACHIN Bil TEMHO-3EHEHOTO 1O 3ENEHO~
KOPHUHEBOTO KOAROPY

Binnonixae Complies

Spots identical to those of reference

TligMs HA XPOMATOTPaM] BHIPOGORYBAROIO POIYHHY
BINMOBIAAIOTS IIAMAM HA XPOMATOrPAMI CTANAAPTHOrO
POBHHBY

Rignosifae Complies

2 characteristic peaks: chlorogenic acid, luteolol-7-glucoside

7 XapaKTEPHCTHUHIX NIKAT XNOPOTCHORA KHCROTA Ta MOTECONiH-
T..CHIKOBHAL 3 RGCAMH VIPHMYBANHA, ITCHTHYRMMI 1acaM
YTPUMyBanss (iKia Hi XPOMATOrPAMEX CTAHAAPTHHX PO MHIB

/<" G > 0 {5
N (/é‘

Complies Bixnoninae

1/2



GALENICUES
VERNIN

Tests
Hasimenysanus noxasnukis

- Quinic acid
XinHa kUenoTa

- Iron oxides
3aniza oKCUan

Assay
Kinpkicne prigauenny

- chlorogenic aeid
XHOPOreHoBA KUCAOTA

Micrebigl contamination (Every 10 batches)
Mikpofionoriuna wacrora (Jan kool 10-1 cepil)

- TAMC
3ArWLHC Yueno acpobunx Mixpoopranismis (TAMC)

- TYMC
JACAILHE HHCAO APIRIKEBIX T8 [Dficencsux 1phbin
(TYMC)

- Bile-tolerant gram-negative bacteria
PaMHEratHBRI SakTepil, TosepanTai 1o xosyi

Fscherichia coli
Salwonella
Coroments (if any)
Komerrapi

Certification statement
Jaspa npo ceprubikanio

BATCH CERTIFICATE
CEPTH®IKAT CEPII
LABORATOIRES

Name of product : CHOPHYTOL
Hasna npoayiui : XODITON

180 (30 x 6)
180 (30 % 6)

Package size and type : No
Posmip Ta Tn nakysaaud ; N

Requirements of
specification
Bumorn cnemndiranil

Pink to red colour

o 3abapsieHns Bl pUKEROT IO YEPBOHOIC KONBODY

Blue precipitate
VTBopents CHHLOTO ocany

0.5 10 5.0 g per tablet
0,5 — 5,0 M1 rabperut

< 10" CrUg

He Ginpme 10" KYOr

© 102 CFU/z
He Ginpme 102 KYO/ir

<102 CFU/g
He 6ursme 102 KYO/r

Absence/l g
Bigcymnics s | ¢

Absence/25 g
Bincymicn 8 25 ¢

Batch number ;
Homep cepit

VN2408

in blisters
y Gricepax

Tests results
PeaynbraTi
BHNPOGYBaNb

Binnosigac Complies

Binnosinae Complies

2,9 mg per tablet
mr B rabnerud
NA CFU/g
KYOir
NA CFU/g
KYO/ir
NA CFU/g
KYO/ir
NA
NA

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labelling and quality control
at the above mertioned sites in full corplinnce with the GMP requirements of the Jocal 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 to be in compliance with GMP.

LIMM 8 32CAIAUYIO, IO HABEAEHA DHIe IHGOPMALE € ROCTOBIPHAK Ta TouHow0, [0 cepiio nposykuii Syno Bupolieso, BruoTaKOTH NAKYBARHA/MIPKYBEHAA T4
KOHTPOREL AKOCTI Ha BHIKEAsHAMEHRX NAIACHNUSX ¥ NoBHIM pianosimoct 3 nuvoranms GMP, peranosicuumy MICLIEBUM PCIYNHTORHHM OPFRHOM, 4 TAKOX
BiANOBAKO 20 CHenwPiKani, Wo MICTATREA Y peecTpauiiinomy JOCLE Kpaiuu-inoprepa. Hporokonm BUPOGHHI(TSA, MAKYBAHAA T Auasiais cepii Oyno neperasnyTo

Ta BOTanosaeHo stnnosiguicTs GMP.

Date 2471212024

MS-ELCO-PFD254 - Révision n°4 du 2410672024

Name and position/title of person authorising the batch release
[pizsuine Ta Haspa NoCAn 0CO0H, AKA BUIAA KOIBII HA BUILYCK cepil

LABORATOIRES GALENIQUES VERNIN

Bertrand DELRON-B RD
PharmacienAgspansable
wa/bﬁnom%w
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