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CEPTHO®HKAT AHAJIM3A / CERTIFICATE OF ANALYSIS
Xoduaroa®, Tabneriu, NOKpuITLIe 060a09KoH, Ne180 /

PHARMA Kourpons Me /Control Ne : 104080 - 104464

Buryckaomsil koHTpons xauecrsa /Batch releaser
Jaboparopmm PO3A-ODHTODAPMA /

Laboratoires ROSA-PHYTOPHARMA

Aapec onomaaxH / Site address:

2, a3enio mo Tpere ne Pou 78400 Illaty, ®pauitps
2, avenue du Traité de Rome 784040 Chatou, France

Cpox roguocti 2o / Expiry date :

Cepus N: / Batch number : VN1876

[lara npowssoacTea / Manufacturing date: 01/2020

01/2023

MMpowisoaurens APC / AP1 Manufacturer :

DxcTpo &' Anxcy, ®panuns / Extraits d'Anjou, France

TECTHI/ HOPMBI

PE3IVABTATEI

RO-F-CQ-PF-0042- Révision n*3 cu 02003/2020 RUSSIE

Not more than 60 min in water at 37 °C

ANALYSES NORMS RESULTS
Onucanwe / Description Kpyrnnte Ta6retkn aposxoseimykiof GopMe, Coots -
NoKpuITHe 06010uKoi KOpHIREBOrO MBETA / Conloittis
Round tablets of biconvex form, coverad with
a coat of brown color
NOJIMHHOCTD / IDENTIFICATION
APTHUIOKa NO/ISBOrO JTCTEEB IKCTPaKT Cyxoft (pomsmift) /
Dry (aqueous) extract of artichoke (Cynara scolymus L.) leaves
U{petras peaxuna c FeCly / . CootsercrByer /
Color reaction with FeCly 3Genen9§1a-1l:-ul::£1;:f:;?ozxpam}marme / Conforms
TCX/ TIATHA HA XPOMATOTPAMME HCILITYEMOTO Cootsercrayer /
TLC PACTBOpA AC/UKHLL N0 MONOKEHIIO Conforms
COOTBETCTBORATH JIATHAM HE XPOMATOIpaMme
CTaHABpTHOIO pacTBopa / Spots on the
chromatogram of the test solution ghould match
by position the spots on the chromatogram of
the reference solution
B3 X/ HPLC Bpemsa yRep»HBAHHA OCHOBHHX NHKOB Coota yer /
XNOPOreHoBoH KHCAOTD! B JIIOTEONHH-T-TTHKO3HAR Confbrms
HA XPOMATOrPAMME UCIEITYEMOrO PACTBOPA HODKHO
COOTBETCTBOBATE BPCMCEHH YICPIKHARHHA OCHOBHLIX
MHKOR X/10POTeHOBOMH KMCNOTH M JOTE0JHH-7-
[NHKO3NAA HA XPOMATOTPEMME CTAHAPTHOIO
pacTsopa / Retention time of the principal peaks of
chlorogenic acid and luteolin-7-glucoside on the test
solution chromatogram should correspond to
retention time of the principal peaks on the reference
solution chromatogram of chlorogenic acid and
luteolin-7-glucoside
Xunnan kucnota / Quinic acid . ;
IlpeTHax peaxuys ¢ THOGAPGHTYPOBAIM Poaonoe oxpanmpanke/ Pink coloration goz}aﬂmyer/
peaxTreoM / Color reaction with thiobarbituric DR
reagent
ORHOPOAHOCTh MACCHI / 18/20 ue Gonee/mo more than + 15 % 0;0
Uniformity of mass 2/20 ue Gonee/ no more than + 30 %
PacriagaemocTs / He Gonee 60 mun B BOAE NpH 18 MHH/
Disintegration Temneparype 37 °C/ min
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TECThI/ HOPMBI PE3YIBTATBI

ANALYSES NORMS RESULTS
Muxpo6GHonoregeckas yucrora /
Microbiological contammination Kateropua 35 / Category 3B g§$$W/

-KOJJHYECTBEHHOE OIPEAEJIEHHE / ASSAY

Xnoporenosax sucnora (BIKX) / Ot 0,5 110 5,0 Mr B OfHOM TabneTke / 35 wraee
Chlorogenic acid (HPLC) From 0.5 to 5.0 mg per one tablet mg per one
tablet
Vnaronka / 30 Tabnerok » Snuctepe (([TBX-amomimmi), Cooreercrayer/
Packaging (NMBXAIBEXI3-amoMHERi)), INECTh Conforms

6NHCTCPOB NOMEINEHL! B KAPTOHHYIO NAvky
BMECTE ¢ HHCTPYKIHE] N0 MPHMEHEHITO./

30 tablets in a blister pack ((PVC-aluminium),
(PVC/PVDC/PE- aluminium)), six blisters along
with an instruction for use are placed in a carton,

Mapxupoaka / Marking B coareercrsuu ¢ HI / According to ND Cootsercrayer /
Conforms

XpaucHue/ Storage Ipn Temneparype ke Bume 25 °C/ Coorteerctyer /
At a tefperature not more than 25 °C. Conforma

Cpox rogrocT / Shelf lif 3 ropa / years Coorsercreyer /
Conforms

Xoguron®, TabneTKR, NOKPHTEE 0GONCUKOH, cepia NfVN1B76

rpeGosanusm HJT Ne [T N013320/01-220817

(Wax. 1,2) u onobpesa k wnycky / Chophytol®, coated tablets, batch N [VN1876.  meets the requirements of ND MNe IT
N013320/01-220817(Var. 1, 2) and is approved for release.
Y nonsomouernoe mane / Authorized person
Jlata ananma / 19/02/2020 ;
Dte of analysis: Name / Signature / Stamp
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Laboratoires ROSA FHYTOPKARMA
2, avonue du Traité de Rome - B.P. 51
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Tél. 01 34 80 55 80 - Fax 01 34 80 55 81
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Ipunoxenne k CepruduxaTty kagecTsa /
Annex to Certificate of Analysis
Xopuron®, TabeTKH, NOKPLITHIE oBourouxoit, Ne180 /

Chophytol®, 180 coated tablets

Kontpont Ne /Control Ne: 104080 - 104464 Cepun N /Batch number: VNI1876
BuirryeKaomuit kotpons kauectna / Betch releaser ¢ : "
Tisfoparopas OHTOGAPMA / Jlara npomssoacrea / Msnufacturing date:  01/2020
Laboratoires ROSA-PHYTOPHARMA CpoR FOAHOCTH 20 { Expiry date: 01/2023
Aapec nowianxs / Site address: )
2, ascwo jvo Tpere ae Pom 78400 LTy, dpanusa / Mpowssosurens ADC/ APl Menufacturer:
2, svenue du Traité de Rome 73400 Chatou, France Axerpd o' Arxy, Gparuws / Extraits d*Anjou, France
ITOKA3ATEH / HOPMbLI PE3VIIBTATHI
PARAMETERS NORMS RESULTS
Mapxuposxa / Ha neperuuOit ynakopke (GnHcTepe) yXalbBaIOT: Coorsercrayer /
Marking TOProBOe HAMMEHOBAHHNE ITPCTIBPETR © pefyNpeaHTeNbHON MapkrpoBkol ®; Conforms

Jlata anankza /
Date of analysis:

RO-F-CQ-BF-0043- Révision n°1 du 032032020 3““?%4 D1 CHATOU

NeKapCTBeHAYIO OpMY; HOINPOBKY; AOTOTHM BRANCIBIA PETHCTPAIHOHHOIO
YOOCTOBEPEHNA (BA IATHHHLE); HOMED CEPHM, IRTY MPOKIBOACTBA, AATY
OKORMAHHA CPOKA FOMHOCTH; BO3MOXKHO HATHIHE 3aBOACKHX 3HAKOB WK
KOJ108.

Ha BTOpUMHO#M ynaxopke (XapToyHofi nagke) yka3sBaioT:

TOproBOe HAUMEHORAHHE ITPEnapaTa ¢ NpeyTIPEANTELHOHA MapkupoBkoil ®;
IPYNNUPOBOYHOS HAHMEHOBANE; NEKAPCTAEHHYIO dopmy; KOAHIECTBO
TabneTOK B YNAKOBKE, HAIBAHHS K COACPXAHNE ACHCTBYIONETO BOlIECTRA B
onHoOl TabneTxe; crocal nprMeHenHA K 103st; «[Tonpobuyio HEGopMAUMIO CM.
B HHCTPYKUMA 10 NPUMEHEHHION; OTOTAN BNAALNALA PETMCTPALMORHOID
YAOCTOBEPEHHA (HA NATUHALE), HAMMEHOBAHHC HPOHIBOAWTE/A (BrUmycKROIIHHA
KOHTPONb Ka4eCTBa), CTPAHY; KAPTHILOKY, «XEIMEMOHHOE H
[EIATONPOTEKTOPHOE CPEJICTBOM, ycnoBns XpaHeHus; «XpaHKTs B
HEJIOCTYTIHOM JUin aeTeH MecTew; «O60n0TKa TaGNETKH CONEpIUT Caxapody,
METHNNAPArAAPOKRCHEEHIOAT R STHMAPArHAPOKCHOEA30ATY, YCIOBHA OTITYCKA;
HoMep cepHi («Cepus Nein), 1Ty K3rOTORNOHAA («/laTa HBrOTOBACHUAY), IATY
OXOHMAHHA CPOKa rOMHOCTH («T"0fieH 10:»); HOMED PErHCTPAUNOARHOrD
YAOCTOBOPSHUS; IPELYCMOTPEHO HAHECOHHS CPEACTR MASHTHOAKAIMH AN
CHCTEMS! MOHHTOPUHTA, IBHKEHNS IOKAPCTBEHHLIX IPENAPaTOB A
MEIHIHHCKOTO NDHMEHEHHA B YHTACMOM M1 38KOAHPOBAHHOM BHAS, IITPHX-
KOX; BOMOYKHO HATHUHE JABOJICKIX 3HAKOB H/HIH KOAOB. /

On the primary packaging (blister) indicate: the trade name of the preparation
with the warning marking ®; pharmaceutical form, dosage; logo of the rg.
Certificate holder (in Latin); batch pumber, date of manufacture, expiry date;
technological signs and/or codes might be printed.

On the secondary packaging (carton) indicate: the trade name of the preparation
with the waming marking ®; grouping name; pharmaceutical form; number of
tablets in a unit; name and content of the active substances per onc tablet; mode
of administration and posology; “See detailed information in the instruction for
use”; logo of the registration certificate holder (in Latin); name of the
manufacturer (releasing quality control), country; “artichoke™; “CHOLERETIC
AND HEPATOPROTECTIVE REMEDY™; storage conditions; “Store out of
reach of children”; “The tablet coat contains sucrose, methyl
parahydroxybenzoate and ethyl parahydroxybenzoate™; dispensing requirements;
batch number (“Batch Ne:™), date of manufacture (“Manufacturing date:"),
expiry date (“Best before:”); the registration certificate number; the application
of identification means for the movement of medicines monitoring system
readable or encoded form is foreseen; the bar-code; technological signs and/or
codes might be printed.

VnonromoucHHoe muno / Authorized person

19/02/2020 Name / Signature / Stemp
wengzioes RUSA PRYTOPHAR,  Proe WEFTDUZ YTLSaN
<, avonue Ju Traiie de Rome - B.R. 51 W | = i

. Cedex
Tél. 01 34 80 55 80 - Fax 01 34 80 55 81




