PHAE) MA Koutpons Ne /Control Ne: 110523 - 111353

Belyckaiouii kontpons kauectsa / Batch releaser

TNaGopatopun PO3A-OUTOGAPMA /
Laboratoires ROSA-PHYTOPHARMA
Aapec niouaaxs / Site address:

2, asetito o TpeTe ae Pom 78400 laty, dpanunn /
2, avenue du Traité de Rome 78400 Chatou, France

TECTbI/
ANALYSES

Onucanue / Description

MOJJIMHHOCTD / IDENTIFICATION

Chophytol®, 60 coated tablets

Cpok roasoctu o / Expiry date:

[1ponasogurens ADC / APl Manufacturer:

HOPMbI
NORMS

Kpyriuie TabieTKH ABOAKOBLINYKIOH (OpMBL,
NOKPLITBIE obonoukoit KOPHYHEBOID LBETA /
Round tablets of biconvex form, covered with
a coat of brown color

ApPTHIIOKA OAEBOr0 JIMCTHEB IKCTPAKT CyXoit (BoaHbIi) /
Dry (aqueous) extract of artichoke (Cynara scolymus L.) leaves

Lsetnaa peaxkuus ¢ FeCls /
Color reaction with FeCl,

TCX /
TLC

B3XX /HPLC

Xuxnas kuchorta / Quinic acid

LipeTHas peakuma ¢ THOGapGUTYpOBLIM
peaxtusom / Color reaction with thiobarbituric
reagent

OJHOPOAHOCTbL MAcehl /
Uniformity of mass

Pacnanaemocts /
Disintegration
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3eneHOBATO-KOPHHHEBCE OKpaluMBanue /
Greenish-brown coloration

[1ATHA HA XpPOMATOrPaMMe MCTILITYEMOro
PacTBopa LOMKHI TI0 MONOWEHHIO
COOTBETCTBOBATHL IATHAM Ha XpoMarorpaMme
cTanaapTHOro pacteopa / Spots on the
chromatogram of the test solution should match
by position the spots on the chromatogram of
the reference solution

Bpems yaep:KUBAHHA OCHOBHBIX IIHKOB
XJIOPOreHOBO# KHCIOThI M N1I0TE0/HH-T-TNHKOINAA
Ha XPOMATOrPaMME HCTILITYEMOro PacTBOPA A0JLKHO
COOTRETCTBOBATH BPEMEHH Y/1EPKHBAHHA OCHOBHBIX
MMKOB XJIOPOTEHOBOI KUCIOT! H MIOTEONHH-T~
[JIHKO3MAA HA XPOMATOrPAMME CTAHAAPTHOIO
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

Pozosoe okpalumsanue/ Pink coloration

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

He Gonee 60 MHH B Bosie npk Temnepatype 37 °C
/

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

CEPTU®UKAT AHAJIU3A / CERTIFICATE OF ANALYSIS
Xoduroa®, Tabaerku, nokpuIThE 060104 K0H, No60 /

Cepusn Ne / Batch number: VN1984

Jlata npoussoactsa / Manufacturing date:  01/2021

01/2024

Sxerpa 4’ Amky, ®paruns / Extraits d° Anjou, France

PE3YJIBTATBI
RESULTS

CootsercTByet /
Conforms

CoorsetcTByert /
Conforms

CooteeTcTBYET /
Conforms

Coorsercrayer /
Conforms

CoorercTayer /
Conforms

44 MuH/

172



TECTBI/ HOPMbI PE3Y/JIBTATHI

ANALYSES NORMS RESULTS
MuxkpoGHONOTHIECKas HHCTOTA / Kareropus 35 / Category 3B CootpeTcTnyer /
Microbiological contamination Conforms

-KOJIMYECTBEHHOE OIIPEJAEJEHHE / ASSAY

Xnoporetoeas kucnoTa (BOMX) / 0T 0.5 10 5,0 M B onHoH TabneTke / 2,5 mrsa onuofﬂ
. - - ¥ 2 rabneT!
Chlorogenic acid (HPLC) From 0.5 to 5.0 mg per one tablet 1,:5 ;,e::,,c
tablet
Ynakonka / 30 Tabnerok B Gaucrepe ((TIBX-amomunuit), Cooraercrayer /
Packaging (TIBX/TIB IX/TI3-amomunuit)), Ana Gnuctepa Conforms
MOMELICHB! B KAPTOHHYIO NAauKy BMECTE €
MHCTpYKUMEH 110 pUMeneHo./
30 tablets in a blister pack ((PVC-aluminium),
(PVC/PVDC/PE- aluminium)), two blisters
along with an instruction for use are placed ina
carton
Mapkuposka / Marking B coorretctann ¢ HII / According to ND Cootsercrayer /
Conforms
Xpanenue/ Storage Ipu Temnepatype He Bbiue 25 °C/ Cootsetctnyert /
At a temperature not more than 25 °C. Conforms
Cpox roaHocty / Shelf life 3 rona/ years CootsercTnyer /
Conforms

Xoduron®, TabneTkH, NokprITeie 060104K0H, cephst N NN 1984 cooraeretayer rpebosaniam HJ Ne ITN013320/01-220817
(Mam. 1,2) 1 omoBpena k suimycky / Chophytol®, coated tablets, batch N [VN 1984 meels the requirements of ND Ne [1
N013320/01-220817 (Var. 1, 2) and is approved for release.

02/03/2021 YrnonHomoueHHoe nuLo / Authorized person

/ .
Jata ananusa Name / Signature / Stamp

Date of analysis:
Sébastien NICOLAS

Laboratolres ROSA PHYTOPHARMA e

Sébastien NICOLAS = 7,,;

Z/é 22
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Zf‘ Mpunoxenne Ceprudurary kauecrsa /

’;/l Annex to Certificate of Analysis
: 0 Xogpuron®, TabreTku, nokpuiThie 06o10ukoi, No60 /
ﬁ; Chophytol®, 60 coated tablets

PHARMA

Koutpons Ne/Control Ne: 110523 - 111353 Cepus Ne / Batch number: VN1984

Buimckaioumit Koutpons xasectaa / Batch releaser : Nara npouzsoscrua / Manufacturing date: 01/2021

JlaGoparopuu POIA-OUTODAPMA /

Laboratoires ROSA-PHYTOPHARMA Cpok roamocts sio / Expiry date: 01/2024
Aapee nnowankw / Site address:
2, aseHro mo Tpete ac Pom 78400 ary, ©panuus / Ilpownisonutens ADC / API Manufacturer;
2, avenue du Traité de Rome 78400 Chatou, France Oxerpy 1’ Anxy, dpanuus / Extraits d’Anjou, France
HOKA3ATEITH / HOPMBI PE3Y/AIBTATHI
PARAMETERS NORMS RESULTS
Mapxuponka / Ha nepeuynoii ynakonke (6nuctepe) yrassipatoT: Cootretcrayer /
Marking TOPTOBOE HAHMEHOBAHNE NPENapara ¢ npeaynpPeaHTeIb O MapkHposkoii ®; Conforms

JEKAPCTBEHHYIO hOPMY; AOBUPOBKY; NOTOTHII BAAACbLA PETHCTPALMOHHOTO
YAOCTOBEPEHHUA (HA NATHHILIE); HOMED CepHH, ATy IIPOH3RO/ICTBA, NATY
OKOHYAHMA CPOKA rOIHOCTH; BOIMOKHO HATHYHE 3aBOJCKMX JHAKOB WHIH
KOO8,

Ha Bropuunoit ynakoske (kapronnoit N34Ke) YKa3bIBAKOT:

TOProBo¢ HaHMEHOBaHKE Mperapata ¢ NpenyNpPEANTEIbHOH MapKUPOBKOH ®;
FPYTHPOBOUHOE HAMMEHOBAHME; JIeKAPCTREHHYIO POPMY; KOMHUECTDO
TabneTok B ynakonke; Ha3paHMe n cofiepxkaHue NeHCTRYIONEro BelecTna B
OllHOM TalneTke; cocol npuMereHus 1 noswt; «llonpobuyio uudopmanitio cM.
B HHCTPYKUHHK 110 IDUMEHEHUION, I0rOTHI BARACNBLA PETHCTPALHOHHOIO
YaocToBepenus (Ha NaTHHHLE); HAMMEHOBAKHE MPOH3IBOANTENA (BBIMYCKAIOLLHIT
KOHTpOML KayecTsa), CTpany; «aptuwory; «KEJTYETOHHOE U
FENATOITPOTEKTOPHOE CPEJCTBOW; ycnosus xpanetus; «XpaHuTs B
HEAOCTYMHOM Ann netet mecten; «O6Gonouka Tabnerky cone PHHUT caxaposy,
METUNNAPArHAPOKCHBEH30AT H ATHINAPArHAPOKCHEEH30ATY, YCIIOBHA OTITYCKa;
HoMep cephu («Cepus New»), maTy usroTopenus («/lata usroToBnenus:»), nary
OKOHYaHUA cpoka rofHocTH («["onen n0:»); Homep PerucTpaLHOHHOr0
YAOCTOBEPEHHSA; NPEAYCMOTPEHO HAHECEHHE CPENICTR HAEHTHGHKAINY U1
CHCTEMbI MOHHTOPHHIA JIBHKEHIA JIEKAPCTBEHHBIX NPENapaTos As
MEAULHHCKOTO MPHMEHEHNA B HTAEMOM HITH 3AKOMHPOBAHHOM BHIE; LITPHX-
KOA; BO3MOMHO HA/IHYHE 3ABOACKUX 3HAKOB W/HIH KOIOB. /

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 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 one 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.

Ynontomouennoe auuo / Authorized person
Mara ananuza / . 02/03/2021 Name / Signature / Stamp \
Date of analysis: Laboratoires ROSA PHYTOPRARM
Sébastien NICOLAS

Sébastien NICOLAY
Pharmacien Ren(aﬁnﬂdonfa?
N* 10000557856 i
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