HAEPZKABHA CIYXBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMM V KHIBCBKIH OBJIACTI

rpos. Ceitanysoi Haxil, 3, m.Kuis, 02099, ten/(are: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koa CHAPIIOY 37078774

BHCHOBOK
APO AKICTH BBE3CHOre B YKpainy NMKapcoKxoro 3acody
09.09.2024 Ne 43647/24/10
XODITOJX

(nafimernyBanug Aikapebroro 3acoBy 3riguo 3 peecTpaniitHin TOCRITHCHHNM)
Po3unH opaabuuii mo 120 s y daakoni; no T quiakeHy y kapreuuiii Kopodui
(opaa punycky, HozyBamis, BIZ HAKYBAHNA JKAPCLKArO 31C06Y)

Hoaep peectpaniiinoro nocsiguenin UA/8704/02/01 crpox aii peccrpauiiinoro nocpiauenus 01.01,2099
Cepia nikapoeroro 3acofy M MS0869 KinexicTs BBe3eHOro nikapcskore sacoby 240

BitpoBuuk Jaboparopii Maitoni Cninziep, ®paunmis
(uaiiMeHyBanHy BIpOSHIES NiKapchkoro 3acoby, KpaTHA HOXOLKEHHN)

Brezena B Yipainy Crianne yrpailebKo-eeTORCHKE HIAHPHEMCTEO y (opMmi
ToBapicTEa 3 00MeKeHo0 BignosigansnicTIo "OntiMa-Gapm,
JTH", ineur. wop; 21642228

{naiimenysanite Ta ko4 3a CAPTIOY ropumsmol ocofin abe npizemue, iM's, no Gatnkoni
drizrrnuot ocoBis - npignpremus, Ji sicte npomueiEs Ta pecctpauiftanit nomep ofikonet
“KApPTRH HAaTHIKA DofaTKiy abo cepid Ta HoMep nacnopra)

Hpotekoa eizyaasuore xontpomo sig 30.08.2024 N 2593/1.

3a pe3yapTOTAMH JEPAABHOTO KOHTPONIO0 BCTAHOBNCHD, WO JK3pChKHil 3aci6 BBezeno & VYipainy 3
AOTPHMAHHAM suMor 3aK0HOAABCTRA LIOAO 3a0eaneuests SKOCT! TRAPSHKHK JHC0BiB.
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MAYOLY | Batch Certificate for Medicinal Products

SPINDLER - Ceprudixar axoeri cepii AikapenKoro 3acoby
Name of product CHOPHYTOL package size and type : 120 m} in bottles No |
Hassa npogyruii XODITOJ Posstip T tun sakysanns 1 120 mny daakonax Ne 1
Country of the manufacturer : France Bardhmimiber: {60
e msseapa- GHUK o A0 ks N G
Jepsxana-sapobnnk : Gparuig Howtep copii
Regxstraﬁon ce:mEcate numbe".r s UA/B704/02/01 Batch size : 12630
Homep peecTpallifHoro noCBiAEus ) .
Poamip cepii ©

Strength/Potency 1 100 ml of the solution contains a soft aqueous extract of
artichoke leaves (Cynara scolymus) 10-20:1 20 g

Cusa zitakrusricts © 100 wui po34mKry MICTATE [YCTOr0 BOAHOTO EXCTPAKTY
JKCTA apTHIOKY toxsosoro (Cynara scolymus) 10-20:1 20 r

Date of manufacture 2340412024
Jlarta supofrumrsa

Expiry date 04/2028
Dosage form : Oral solution Hava saxinuenus tepuivy
Jlikapcska dopma @ Posuun opatsuuit HpraRTHOCT :

Name, address and number of licences for all sites of manufacture and quality conixol :
FlafiMeHY BAHHA, MICHERHARODREHIA T2 HOMEPY AiLRHITA BCiX AiNbHIUS 3 BUPODUHLITHA T2 KORTPOMO AKOCTI

BUARON GAMERIT 34 RUTYCK cepill
flatioparopif Maont Crinnnep

6, Aseino ae A" Espon 78400 [Hlary Opanuin
batch release site:

Laboratoires Mayoly 8pindler

6 Avenue de I'Burope 78400 Chatow France
authotisation number

HoMep Diteril

MM 167216

Tests Requirements of specification Tests results
Hafi Menysanin noKasnaxis Bumory crenudirauil Peayasraty grinpodysait
. D own opaque solution with a slight yellowi " _— ,
Description ark b'r opaque solution with a slight y sh Complies Bignosinse
Onie precipitate
’ TeMHO-KOPHYHECBUI HEAPOIOPHIE DOSUMH 3 NETKUM
KOBTYBATHM 0CAKOM
Filling volume Not less than 120.0 ml 123,8 ml
QfF" £M HATIOBHEHHA He menmse 120,0 ma i
Relative density 1.043 to 1.107 1,047
Blarocsa rycTuna Bin 1,043 po 1,107
pH 4.01t035.0 4.5
: " 3
Bix 4,0 oo 5,0
{dentification
nenwrndirauia
- Soft aqueous extract of artichoke leaves
T'yeTHit BoAHWH CKCTPAKT JINCTA APTHIOKY HONLOBOTO
Colour reaction Dark green coloration Complies Biznosinae
Axicaa peakuis Temuo-3emere 3a0apaiexns
TL(" The spots in the chromatogram of the test solution Complies Binnosizae
THIX correspond with the spots in the chromatogram of the
standard solution by Rf and color
[av 1a xpoMarorpami BHNPoHOBYBAHOIO POIHMHIY
BIANOBIIAKYTH IIKMAM HA XPOMATOTPaMi CTAHAAPTHOTO
posuudy 38 R ra konsoposm
HPLC 2 char%zcterigtic peaks:: chl‘or'ogfznic a’cid and Iutcn}!in-?» Complies Biarosiac
glycoside with retention times identical to retention times
BEPX of the peaks on chromatograms of standard solutions

2 XaPAKTEPUCTHYHUX [11KA: XIOPOTEHOROT KHEAOTH |
OTEOATH-T-rAIKOZMAY 3 HACAMHU YTPUMYBAHHS ; .
TACHTHY HAME $acaM YIPUMYBasKs TikiB Ha ‘/9%. Ler. n S (C/;‘—C P gj’?ﬁ
KPOMATOTPAMAX CTAHKEPTHUX POIHHIIE i
MSECOREQIA6 - Révision n°2 du 24/06/2024 UKRAINE




Tests
HaifmenyRannea norasnngia

~ Preservatives (Methy! parahydroxybenzoate, Propyi
parahydroxybenzoate)

Koucepuanrn (Metranaparinporenbensoar,
nportinraparigpokeufersoar)

Assay
KinnLKicHe sBHIHAYeH

- Chlorides
XA0pHIM

- phenolocarboxyhic acids in calculation on cynarin
DenonxapboHOB] XUCAOTH B NEPCPAXYEKY HA WHHAPUA

- Methy! parahydroxybenzoate
Meruanaparinporcubenzoar

- Propyl parahydroxybenzoate
[poninnaparigpoxcudenzoar

Microbielogical purity
Mirxpobioanriuna uncrora

- Total Aerobic Microbial Count (TAMC)
3aransue wueno acpobunx sikpoopranismis (TAMC)

- Total yeast and mould count (TYMC)
JArATEHE YHCIO APk ssx Ta niceneanx rpubis (TYMC)

Bile-tolerant gram-negative bacteria
rpavuerarisHi Gaxrepil, ToAepanTHI £0 XOBYL

Escherichia coli

Salmonella

Comisg "
Komenrapi :

Certification statement
3anma npo cependixaiv

The retention times of peaks on the
chromatogram of the test solution identical to

retension times of the peaks on chromatograms

of standard solution

Yacu yrpuMysadis miKis ua XpoMaTorpaMi
BUOPODOBYEAHOTD POSYUIY LReHTRNHI acam
YEPHMYBAtHA (KiB H& XPOMATOrpaMi
CTAIUAPTHOTO POBRUEY

Not more than 3.6 %
He 6lmnine 3.6 %

500 to 1000 mg/100ml
Bia 500 go 1000 mr/100 mx

82.8 to t01.2 mg/100ml (92.0 + 10%)
Bin 82,8 10 101,2 s/ 100 s (92,0 + 10 %)

41.4 to 50.6 mg/100ml (46.0 & 10%)
Bin 41,4 no 50,6 sr/100 yn (46,0 £ 10 %)

Not more than (0% CFU/g
He Ginswe 10* KYQ/r

Not more than 10* CTU/g
He Gimsie 10* KYO/r

Not more than 10* CFU/g
He Ginpe 107 KYO/r

Absencein 1 g
Biacyrsicts s [ r

Absence in 25 g
Bigeyrricte 825 ¢

Tests results

Pesyanrary

Complies Bignosigae

0.38 Y%

633 mg/100mt
My 100 mn

90,1 mg/100m)
Mr/ 100 ma
%

452 mg/100mi
wmr/ [00 s
ﬂ/b

<5 CFlig
KYyOir

<35 CFUig
KYOir

<10 CFUig
{YOir

Absence

e . M 1
/Biacyraicth s ML &
1r

Absence e

- N m2spg
/BlIcyTHicTs B =
5

[ hereby centify that the above information is authentic and accurate. This baweh of product hay been manufactured, including packaging/labelling and quality control
at the above mentioned sites in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorisation of the importing courtry. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

LAHM A 32C8IA4YI0, N0 HABCACHA BHINC (BBOPMBLIL € ACCTOBIPHOIO Ta to4H0K). L1 coplio tponykmil Gyno AHPOBIRHO, BRAIOMAIOK I AKYBANUAMAPKYBAR T2

KOWIPOSL K0T HA BHIIE3AIHANEHIX 1
BUINCRLIKO 20 cheudhisadif, mo Mic
NEPErITHYTC T BCTABIBACHO HILIIONI;

h (IMP

Date / JlaTa ; 10/07/2024

L HMUAX ¥ TOBHIF BIAnoBigiHocT 3 srtmorame GMP, BETZHOBNCHUMH MICLEBHM PECYNTOPHKM OPTaH0, & TAKOK
o8ty pecerpaniiinony nocss gpaliatiseprepa. TIpoTokony vupoBuuUTss, NAKYBaHAA Ta adanizis cepli Gyno

Name and positionftitle of person anthorising the batch release
FIpizentqe ma nocada/36anua 0Cobi, AKE GUORAX QOSBHL KA 6UAYCK Cepi

Laboratolras MAYOLY SPIRDLER
F (‘&Wie-ﬁance DORLEAMS
A - L L Responsable
W

N* 10000568260

MS-FLCQPE-246 - Révision n°2 du 24406/2624 UKRAINE
LARORATOIRES MAYOLY SPINDLER
6 avenue de I'Europe
78400 CHATOU - France
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