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A
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Anpec nnowanxy / Site address:

2, anenrd o Tpere ae Pou 78400 Ilary, Dpaxuns /
2, avenue du Traité de Rome 78400 Chatou, France

TECTBI/
ANALYSES

Korrpons Ne /Control Ne: 104519 - 104592

Bamyckarommil KONTPOTb KauecTsa / Batch releaser:
NaGoparopus PO3A-DHTODAPMA /
Laboratoires ROSA-PHYTOPHARMA

Chophytol®, 60 coated tablets

Cpox rogHocTs 10 / Expiry date:

Mporssoasrens ASC / AP] Manufacturer:

HOPMBI
NORMS

Cepnsa Ne / Batch nﬁmber: VIN1887

CEPTH®HAKAT AHAJIM3A / CERTIFICATE OF ANALYSIS
Xoduroa®, TabieTKH, NOKPLITHIC o6oaouKoii, Ne60 /

JlaTa poH3BOACTEA / Manufacturing date: 02/2020

02/2023

Sxerpa ' Ay, Gpanuns / Extraits d’Anjou, France

Onucanne / Description

NOATHHHOCTD / IDENTIFICATION

Kpyrasie rabneTku JBOAKOBBITYKAOR dopmel,
noKpeiTEE 060N0IKON KOPHYHEBOrD UBETA !
Round tablets of biconvex form, covered with
a coat of brown color

APTHILUOKA MOACBOTO JIACTLCH IKCTPAKT cyxolt (zogssiit) /
Dry (aqueous) extract of artichoke (Cynara scolymus L.) leaves

I[peTima peaxuua ¢ FeCly /
Color reaction with FeCly

TCX/
TLC

B3XX/HPLC

XuiHad xucnota / Quinic acid

LlseTHas peaxi(ux ¢ THOSApOMTYPOBLIM
peaxrraom / Color reaction with thiobarbituric

reagent

OIHOPOAHOCTH MBCCH! /
Uniformity of mass

PacnanaemMocTs /
Disintegration

RO-F.CQ-PF-0032- Révision n°8 du 28/02/2020 RUSSIE

JeneHoBATO-KOPHIHCBOE OKpalHBanye /
Greenish-brown coloration

[TATHE HA XPOMATOTPAMME HCTIBITYEMOIO
PacTBOPA AOMKHE O MOMOKEHHIO
COOTBETCTROBATE NATHAM HA XPOMATOTPAMMS
CTaHARpTHOrO pacteopa / Spots on the
chromatogram of the test solution should match
by position the spots on the chromatogram of
the reference solution

BpeMa YASPKHBAHHA OCHOBHBIX ITHKOB
XNOPOreHOB0H KHCIOTH K MOTEONHH-T-TIHKO3HAA
Ha XPOMATOrPAMME UCILITYEMOrD PACTBOPA IOJIKHO
COOTRETCTBOBAT BPEMEHH YAEDXKHUBAHHA OCHOBHLIX
MHEOB XJIOPOTCHOBOH KHCNOTH H JmoTeonvn-7-
FAMKOZMAA H XPOMATOTPAMME CTaHAapTHOrO
pacteopa / 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

Po3osoe oxpamusanue/ Pink coloration

18/20 ue 6onee/no more than £ 15 %
2/20 ue Gonee/ no more than + 30 %

He 6onee 60 mun B soae npy Temnepatype 37 °C
/

Not more than 60 min in water at the temperature
of37°C

PE3YABTATHI

RESULTS
Coorsercrayer /
Conforms
CootseTcTBYeT /
Conforms
CooTsetcreyet /
Conforms
CoorsercTayet/
Conforms
CooTeetcTyert /
Conforms
0;0
27 MHH/

min

12




TECTBI/ HOPMBI PE3Y/IBTATBI

ANALYSES NORMS RESULTS
MHKpOBHONOTHHECKAR KHOTOTa / Kateropun 35 / Category 3B CooTeeTcTBYET /
Microbiological contamination Conforms

-KOJIHYECTBEHHOE ONIPEJEJIEHUE / ASSAY

XI0poreHOBAR KHCNOTA (BIXX)/ Ot 0,5 10 5,0 Mr 8 oHOf TAGneTke / 2,5 ::ﬁ;:;'";?
Chiorogenic acid (HPLC) From 0.5 to 5.0 mg per one tablet mg per one
tablet
Vnaxoska/ 30 Tabnerok B Gmectepe (((IBX-amomimiit), Coorercreyet /
Packaging (IBX/TIBIX/TI3-amomunit)), ia GnncTepa Conforms
NOMEIme bl B KAPTOHHYIO NatdKy BMCCTE ¢
HHCTPYKIMEH 110 nprMeHeRno./

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

carton
Mapposka / Marking B coorsercrenn ¢ HI / According to ND CoorsercTeyet /
Conforms
Xpauense/ Storage [ps Temnepatype Be bime 25 °C/ Coorseresyet /
At a temperature not more than 25 °C. Conforms
Cpox roanocts / Shelf life 3 ropa / years CootsercTnyer /
Conforms

Xoduron®, TabeTks, NOKpsiTRe 060/10UK0H, CepUs Ns{vmasv cooreercrayer Tpebopanmim HJ Ne I1 N013320/01-220817
(M3u. 1,2) wonobpena & Buimycky / Chophytol®, coated tablets, batch Ne [y N1887 meets the requirements of ND Na I
N013320/01-220817 (Var. 1, 2) and is approved for release.

YronroMouerHoe muuo / Authorized person

[Jiata ananusa / 23/03/2020 3
Date of analysis: Name / Signature / Stamp
Bruzo TIN DU PUYYTISON
F._;%/ .
RO-F-CQ-PF-0032- Révision n°8 du 260022020 RUSSIE 202
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SN
PHARMA

Kowrpoas Ne /Control Ne: 104519 - 104592

Buirycxaroumh kouTpons kaucctsa / Batch releaser

Hpuanoxenne k Cepraduxary xavecrsa /
Aunnex to Certificate of Analysis

Xoputon®, rabiaerku, NoKpuIThie 06onoukoii, Ne60 /

Chophytol®, 60 coated tablets

Cepus Ne / Batch number:  VN1887
[ata npoussoncrea / Manufacturing date: 02/2020

Naaparopun POJA-QUTODAPMA /

Laboratoires ROSA-PHYTOPHARMA Cpox roguoeTy xo / Expiry date: 02/2023
Anpec nnowaaky / Site address:

2, asexto a0 Tpere a¢ Pom 78400 [iary, Opanuus / Npoussoaureas A®C / API Manufacturer:

2, avenue du Traité de Rome 78400 Chatou, France

TIOKASATEIH/

HOPMBI

PARAMETERS NORMS
Mapxuposka / Ha neparynoit ynakonke (6aucrepe) ykasnparoT:
Marking TOProBOE HAHMCHOBAHHE NPENAPETA ¢ NPCAYNPEANTENLHOH Mapkuposkolt ®;

Jara aHannaa /
Date of analysis:

RO-F-CQ-PP-)0M3- Révision n™1 du RAIZI02N RUKS!,

nexXapcTEEHHY10 GOpMY; A03HPOBKY; JIOTOTHR RIAIEALIA PErHCTPALHOHHOTO
yAOCTOBEPeHUA (Ha JATHHHLE); HOMOD CepHR, NaTy MPOH3ROACTBA, /ATy
OKOHUAHMA CPOKA FOJHOCTH; BOIMOXHO HANHYHE 3ABOACKHX JHAKOB H/HIH
KOOo0B.

Ha sropHunoi ynakoBke (kapToHHOMH nauke) yxa3nBaioT:

TOProBO€ HAHMEHOBAHME MPENIAPATA C NPedyNpPEeAHTENLHOR MapKHpPOBKOH ®);
[DYTIMHPOBOYHOE HAMMEHOBAHRAE, ICKAPCTECHAYI0 GOPMY; KONHIECTBO
Tab/IeTOK B YIIAKOBKE; Ha3BAHKE H CONEPXaHHe AclicTRylonmero ACINCCTEA B
onHoi TabneTke; crnocob npuMeHeHHA A Ao3sl; «[loapobiyio ¥rdopMaLULO CM.
B HHCTPYKIMH MO NPUMEHERHION; NOTOTHIE BAAACIBLA PErHCTPALHOHHOIO
YLHOCTOBEPEHHS (HA NATHHHLL); HAUMCHOBAHKC TPOHIBOAMTCIA (BHITyCKAION(HiA
KOHTPONh KAUECTBA), cTpany; «apthmok»; « KEJMEITOHHOE H
TENATOINPOTEKTOPHOE CPEJJCTBO»; ycnosHs XpaHeHHA; «XpaHUTH B
HENOCTYIIHOM DJIx Zeteid mecten; «OGonouka TabNerK: COAECPXHUT Caxapo3y,
METHINAPArHAPOKCHGEH30AT H 2THNNAPATHAPOKCHEEHI0ATY, YCIOBWY OTITYCKa,
nomep ceprH («Cepua Ne:n), AaTy H3roToRneHmA («/IaTa KIrOTORICHUAD)), JATY
OKOHMAHHA CPOKA FOAHOCTH (L0ACH A0:%); HOMEP PEFHCTPALIKOHHONO
YOOCTOBREPEHHS; MPEIYCMOTPEHO HRHECeHHE CPeRCTB HASRTHPMKALKY ANk
CHCTCMbI MOHMTODHHIR JBHKEHHA NICKAPCTBEHHBIX NPENAPATOB LA
Me/IHIMHCKOTO NMPHMEHEHHUA B YUTAEMOM WIH 3aKOAHPOBAHHOM BHIE; IITPHX-
KOZ; BOIMOXHO HATHYHE 32BOJICKHX 3HRKOB W/HIH KOAOB. /

On the primary packaging (blister) indicate: the trade name of the preparation
with the waming marking ®; pharmaceutical form; dosage; logo of the rg.
Certificate holder (in Latin); batch number, 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 warning 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 ethy] 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.

YnonxoMoxernoe nuuo / Authorized person
Name / Signature / Stamp

23/03/2020

raboratoires ROSA PHYTORHARMS
2, avenue du Troite de Rome - B.P. 51

78401 CHATOU Cedax
Tél 01 34 80 55 80 - Fax 01 34 8O 55 84

Axerpa A’ Ay, Opaxims / Extraits d"Anjou, France

PE3Y/ILTATBI

RESULTS

CooTtsercrayer/
Conforms

i



