Z

CEPTH®UKAT AHAJIM3A /
Xoduton®, TabnerxH, NOKPLITHIC 060104 KO,
Chophytol®, 60 coated tablets

CERTIFICATE OF ANALYSIS
Ne60 /

ROSA

M .
DH AR M s Komrpons Ne /Control Ne: 104520 - 104679

AP

Bulmyckarowui KOHTIONs XA4ECTBA / Batch releaser :

NaGoparopuu POSA-DHUTCOAPMA /

Laboratoires ROSA-PHYTOPHARMA Cpok roasocTH Ao / Expiry date:

Agpec nnomanxy / Site address:

2, asento mo Tpere a¢ Pom 78400 (Llaty, panuss / MpomsoseTens ADC / API Manufacturer:

2, avenue du Traité de Rome 78400 Chatou, France

Cepns Nt / Batch number: VN1888
Jlata MPOH3BOACTEA / Manufacturing date: 02/2020

02/2023

Sxerpa 4’ Arxy, PparuHs / Extraits d’Anjou, France

TECTbl/ HOPMbI PE3Y/IETATHI
ANALYSES NORMS RESULTS
Onucanme / Description Kpyr/sie TabneTion ABOAKOBKITYRAOR OPMEL, Cootsercrayer /
MOKPBITEIE 060I0YKO# KOPHIEEBOIO oeeta / P Y
Round tablets of biconvex form, covered with
a coat of brown color
MOAJTAHHOCTS / IDENTIFICATION
ADTHIIOKA TIONEBOTO IHCTHEB IKCTPAKT cyxoH (Bonusili) /
Dry (aqueous) extract of artichoke (Cynara scolymus L.) leaves
Lisernas peaipia o FeCls / 3e/ICHORATO-KOPHHHEBOS OKPALIHBAHNG / CooreercTayeT/
Color reaction with FeCly G 'sh‘b‘rowr‘l’ calomﬁonm Conforms
TCX/ [14THA HA XPOMATOIPAMME HCILITYCMOrO Cootserctayer /
TLC PACcTBOPA JAO/KHE 110 MO/IOXKEHITO Conforms
COOTBETCTBOBATS ITATHAM H2 XPOMATOrpaMME
cTanAapTHOTO pacTaopa / Spots on the
chromatogram of the test solution should match
by position the spots on the chromatogram of
the reference solution
BXKX / HPLC BpeMs ynepxHBAHUA OCHOBHBIX TTHKOB Coot /
XJI0pOreHOBOA KHCAOTH W JEOTEONHs-7-r KO3R8 Cotormia yet

Xwuran kucnora / Quinic acid
1]peTHan peaxuma ¢ THOGAPGHTYPOBHIM
peaxtrsom / Color reaction with thiobarbituric

reagent

OnROpPOBHOCTS MacChl /
Uniformity of mass

Pacnaaaemocts /
Disintegration

RO-F-CQ-PF-032- Révision n°8 du 2800212020 RUSSIE

HA XPOMATOrPaMMe HCTIHITYSMOTO PACTBOPA IOJEHO
COOTRETCTROBATH BPEMEHM YACPRKHBAHHA OCHOBHBIX
[HKOB XJIOpOTeROBOH KHCIOTH H IHOTE0NUH-T7-
[THKO3MAR H2 XPOMATOrpaMme CTARIRPTHOTO
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

Pososoe oxpamusanne/ Pink coloration

18720 e Gonee/no more than & 15 %
2/20 ne Gonee/ no more than = 30 %

He Gomee 60 mur B Bofe mpu Temnepatype 37 °C
/

Not more than 60 min in water at the temperature
of 37°C

CoorsercTByeT

Conforms

0;0

26 mﬂd
min
17




TECTBI/ HOPMbBI PEIVIIBTATEI

ANALYSES NORMS RESULTS
MuxpoSHOIOrHIecKas HHCToTa / Kereropua 3B / Category 3B CootsercTeyet /
Microbiological contamination Conforms

-KOJMMECTBEHHOE OITPEJEJIEHHE / ASSAY

Xnoporetosas xucaota (BXKX) / Or 0,5 10 5,0 Mr B ogroit Tabnetre / 2.4 il
: ' Tabnerxe /
Chlorogenic acid (HPLC) From 0.5 to 5.0 mg per one tablet e
tablet
Vnaxosra / 30 tabnetok » Gmacrepe (TIBX-amommoiit), Cootsercrayer /
Packaging : (TIBX/TIBIX/M3-amoymunanit)), mea GmmeTepa Conforms
HOMEIICHB B KAPTOHHYIO NAYKY BMECTE C
ell 110 NpAMEHEHHI0./
30 tablets in a blister pack ((PVC-aluminium),
(PVC/PVDC/PE- atuminium)), two blisters
along with an instruction for use are placed in a
carton
Mapxaposra / Marking B cootsercremm ¢ HI / According to ND Coorsercrayer /
Conforms
Xpauenne/ Storage [p# Temneparype He sue 25 °C/ CoorsercTayer /
At a temperature not more than 25 °C. Conforms
Cpox roasoctu / Shelf life 3 rona / years CooTserctayet /
Conforms

Xoduron®, TeGreTKH, NOKPETHE 0Gonodkof, cepux Ne VIN1833 yreTsver rpeGosanram HJ Ne [1 NO13320/01-220817
(Ham. 1,2) 1 ono6pena k Bumycky / Chophytol®, coated tablets, batch N vulggg * meets the requirements of ND Ne IT
N013320/01-220817 {Var. 1, 2) and is approved for release.

VnonHomogerHoe muuo / Authorized person
g:: ::umal ; 17/03/2020 Name / Signature / Stamp
SR Loboratolras ROSA PHYTOPHARNA "
2, avenue du Tralté de Rame - B.P. 51
78401 CHATOU Cedex
Té). 01 34 80 55 80 - Fax 01 34 80 55 81

N DU PUYTISON

RO-F-CQ-PF-0032- Révision n°8 du 2600202020 RUSSIE 272
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Mpuaoxenne k CeprHpuraTy Ka4ecTBA /
Annex to Certificate of Analysis
XopnTon®, TabieTKH, NOKPLITHIE oBoaouxoi, Ne60 /
Chophytol®, 60 coated tablets

Kontpons Ne /Control Ne:

104520 - 104679 Cepust Ne/ Batch number:  VN1888

Bamyckaoumy il kouTpons xavecTea / Batch releaser : fi ing date: 02
1186 oHn POIA-PHTOPAPMA / Jata npomnmc_'rur‘ Manufacturing date: 02/2020
Laboratoires ROSA-PHYTOPHARMA Cpox roanocts sio / Expiry date: 02/2023
Aspec nnowanxy / Site address:

2, aneto a0 Tpere Ae Pom 78400 Lllary, Opanus / Ipowmssonuteas ADC / AP Manufacturer:

2, avenue du Traité de Rome

78400 Chatou, France Dxerps o' Ay, Dpanuus / Extraits d’Anjou, France

ITOKA3ATETH /
PARAMETERS

HOPMBI PE3Y/IBTATEI
NORMS RESULTS

Mapxupoeka /
Marking

Ha nepsuusoii ymaxopke (Gnuctepe) ykasmaor: CooTaercTeyeT /
TOProsoe RAWMEHOBAHHE pernapata ¢ TpeyNpeNHTEIEHOH maprupoBkoit ®, Conforms
NexapcTEEHHYK) $OpMY; AOIHPOBKY; JOTOTHU BIANCTHIA PerACTPALHOHHOIO

ynoctosepern (na NATHHHIE), HOMEP CEPHH, AATY NPOMIBOACTRA, NATY

OXONYEHHA CPOKA FOAHOCTH; BOIMOKHO HANIIME 3ABOACKHX IHAKOB H/anu

. KQAOB.

Jara ananisa /
Date of analysis:

Ha sropugHO#} ynaxoBKe (KapTOHHOH nauke) YKasplBaioT:

TOproBoe HaiMMCHOBaHKE Npenapata ¢ npeayTpeANTENsHOM Mapkuporkoi @,
FPYINUPOBOYHOE AAMMEHOBAHHE; ISKAPCTRSHHYIO dopMy; KOTHYECTBO
Ta6/IETOK B YNIAKOBKE; HA3BZHME H CORepRanHe ZelicTBYIOmEro BELECTRA B
oanoit Tabnerke; cmocol MpuMeHEHMA W N0361, «[Toapobuyio HHAOPMALIHIO CM.
B HHCTPYKUMH 110 MPHMEHEHHION, NOTOTHI BAageNsLA perucTpalnoHHOro
yHEOCTOBREPeHHA (Ha JIATHHAIIE); HAHMEHODAHHE NpOH3IBOANTENA {BBITYCKAIOLAH
EOHTPONE KAYeCTea), CTPAHY; «APTHLIOKN; «KEJMETCHHOE M
CEIATONPOTEKTOPHOR CPEACTBO»; ycnosus Xpaserax; «XparuTh B
HEHOCTYTIHOM AR neTell MecTen; «Obonoyra TabneTed GOIePXHUT Caxaposy,
METHINAPArH APORCHECH30AT H FTANMApAruIpOKCHOeHI08T), YCIOBRA OTIYCKA,
HOMEp cepHH («Cepra Nei»), AaTy RIrOTORACHHA («[iaTe M3COTORNEHUAN), AATY
OKOHYaHHA CPOKa FonHOCTH («[0ACH 10:»); HOMEP POrHCTPALHOHHOID
YNOCTOBEPEHHA; MPEAYCMOTPEHO HAHECCHHE CPEACTB HACHTHUKALWH JUIA
CHCTEMB! MONMTODHMHIA JBMIKEHHA JEKAPCTBEHHEIX MPENapaTos And
MENALIMKCKOTD PHMEHERH B YHTAGMOM HIIH SAKOXHPOBAHHOM BHIC, LITpHX-
KOI;, BOIMOXKHO HATHUNE 38BOACKHX 3HAKOB WHAH KojoB. /

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 mumber, 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 one tablct; 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 cthyl 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.

Vnomeonmouckuoe nuuo / Authorized person
LR Name / Signature / Stamp

{ uboratairos ROSA PHYTOPHARMA "o ”’“‘wm

RO-F-CQ-PF-0043- Révision 0°1 e 2823050 RUSE Qv Truité de Rome - B.P, 51 e X i

7401 CHATOU Cedex
TS 04 34 80 65 80 - Fax 01 34 80 55 81




