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0 /¢ o: 104950 - 104952
pHARMA Kourposns Ne /Control N

Buinyckaiomus ko
TaGoparopin PO3A-ODUTODAPMA /
Laboratoires ROS -PHYTOPHARMA
Alpec nnowanku /|Site address:

2, anewi0 o Tpere ae Pom 78400 Waty, Ppanups /
2, avenue du Traité/de Rome 78400 Chatou, Frunce

TECTbBI/
ANALYSES

Onucanne / Description

NOAJIHHHOCTS / IDENTIFICJ‘\TION

Nh kayceTsa / Batch releaser

Chophytol®, 60 coated tablets

Cpoxk roanocts 1o / Expiry date:

HOPMBI
NORMS

Kpyraste ta6nerku ABOAKOBLIMYKIOMH (hopmar,
NOKpLITEIC 060/104K0I KOpHUHEBOTO usera /
Round tablets of biconvex form, covered with
a coat of brown color

ApTHIIOKa nonesoro JTHCTLER 3KCTPAKT Cyxofi (somumii) /
Dry (aqueous) extract of artichoke (Cynara scolymus L.) leaves

Lpetnan peakuma ¢ FeCly/
Color reaction with FeCl,

TCX/
TLC

B3XX/HPLC

XunHas kucnora / Quinic acid
lseTHas peaxuus ¢ THOGapGHTYpoBBIM

peaktuBom / Color reaction with thiobarbituric
reagent

OnxoponrocTs maccs: /
Uniformity of mass

|
1
Pacnamaemocrts / }
Disintegration }

RO-F-CQ-PF-0032- Révision n°8 dy 28022020 RU&I‘S."E

3enenonaro-kopinenoe OKpaurusauue /
Greenish-brown coloration

[laTHa na xpomatorpaswme ueneITyeMoro
PAacTBOpa J0JDKHEL 110 N0M0KeHHI0
COOTBETCTBOBATH NATHAM Ha XpoMaTtorpamme
CTaHAAPTHOTO pacTBOpa / Spots on the
chromatogram of the test solution should match

by position the Spots on the chromatogram of
the reference solution

Bpemst ynepxupanus ocuosiuix THKOB
XJIOPOreHOBOH KHCIOTSI H JIOTEONHH-T-ITIHKO3 R
Ha XpoMaTorpamme ucnmTyemoro pacTsopa aomkHo
COOTBETCTBOBATH BPEMEHH YEPHHBAHHA OCHOBHEIX
[TMKOB X/IOPOreHOBOM KMCAOTH H JHOTEOHH-T-
THKO31Aa Ra XpOMaTorpaMyme CTAHIAPTHOrO
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

Po3osoe okpaumsanme/ Pink coloration

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

He Gonee 60 mun b soge npy TeMnepatype 37 °C
/

Not more than 60 min in wa

ter at the temperature
of 37 °C

[Tpoussonurens AdC / API Manufacturer;
Ixetpn a’ Anxcy, Opanuns / Extraits d'Anjou, France

CEPTHO®UKAT AHAJIM3A / CERTIFICATE OF ANALYSIS
' Xopuroa®, rabnerkn, MOKPBITbIE 000.104K0iT, No6( /

Cepust N / Batch number: VN18§94

Hata npoussoncrea / Manufacturing date: 03/2020

03/2023

PE3YJIRTAThHI
RESULTS

Coortsercrayer /
Conforms

Cootsercrayer /
Conforms

Cootsercrayer /
Conforms

Coorpercrayer /
Conforms

Cootsercrayer /
Conforms

0;0

25 MHIY/

min

12



TECTbI/
ANALYSES

Ankpobuonornueckag 4MCTOTa /
Ticrobiological contamination

HOPMb]
NORMS

Kateropus 35 / Category 3B

VIHYECTBEHHOE ONMPEIAENEHHE / ASSAY

10poreHoBas kucnora (BS}I{X)I
orogenic acid (HPLC)

~

1aKOBKg /
ickaging

‘apkHpoBka / Marking

Yanenne/ Storage

OK FOTHOCTH / Shelf |ife

320/01-220817 (Var. 1, 2) and

ITa aHanu3a /

07/04/2020
ite of analysis:

Laboratoires ROSA PHYTGPHARMA
2, avenue dy Tralte de Rome - 8.p. 51
78401 CHATOU Cedex

'ToN®, rabnerxy, MOKpbITHIE oGonouxoi, cepua No IVN] 8§94 cootaercrs
L,L2) u 0a00pena k BBIITYCKY / Chophytol®, coated tabl

§ approved for release.

01 0,5 o 5,0 Mr B ostHOII Tabnerke /
From0.5t0 5.0 mg per one tablet

30 Tabnerox p Onucrepe ((IIBX-amomumﬁ),
(I BX/I'IBILX/I‘IS—amommmH)), ABa 6ncTepa

TOM@LIEHR! B KapTOHHYEO MavKy BMecTe ¢
HHCTpyKumel no NpuMenexmo./

30 tablets in a blister pack ((PVC-aluminium),
(PVC/PVDC/PE- aluminium)), two blisters

along with an instruction for uge are placed in g
carton

B cootrercrany ¢ HI/ According to ND

Ipu TEMNEpaType He Bhimre 25 %/
At a temperature not more than 25 °C.

3 rona / years

YCT Tpedonauusam HI Ne
ets, batch No VN1804

PE3YIIBTATEI
RESULTS

Coomercmye"r
Conforms

2 ,3 MIn oo
Tabnerxke

mg per ot
tablet

Coorsercreyer /
Conforms

Coome’rcmye’r /
Conforms

Coornercmyer /
Conforms

Cooteercrayer /
Conforms

I N013320/01-220817
meets the requirements of ND Ne I1

Ynonﬁomoqeﬂnoe MU0 / Authorized person

Namc / Signature / Stamp

Bruno i\?l)tTIN DU PUYTISON

——
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Tél. 01 34 80 g5 80 - Fax 01 34 g0 55 81
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Bumyekatowmit KOHTpOR KavceTsa / Batch releaser :
JlaGoparopuu PO3A-OUTODAPMA /
Laboratoires ROSA-PHYTOPHARMA
Anpec naomanin / Site address:
2, aseino o Tpere e Pom 78400 Llaty, dpanus /
2, avenue du Traité de Rome 78400 Chatou, France

B e I S

TTOKA3ATETH /
PARAMETERS

Mapkuposka /
Marking

Jara ananuaa /
Date of analysis:

Koutpons Ne /Control Ne: 104950 - 104952

i.zz:‘:mmtoires ROSA PHYTCPHARMA
HOFCQ-PE-0043- Révision n*1 au RHNGE Weishll Traite de Rome - B.P. 51

T T

Ipunoxenne k Ceprudurary kaveersa /
Annex to Certificate of Analysis

Xopuroa®, TabJaeTKH, IOKPLITHIE 06010y Koii, Ne60 /

Chophytol®, 60 coated tablets

Ne / Batch number: YN1894

Hara nponssoscrea / Manufacturing date: 03/2020

Cepust

Cpox roamocry g0 / Expiry date: 03/2023

lponssoanrens A®C / API Man ufacturer:
IxeTpr o’ Ankcy, Opanuus / Extraits d’Anjou, France

HOPMbI PE3Y/IbTAThHI
NORMS RESULTS

Ha nepnimuon ynaxoske (6auctepe) yrassipator: CooTsetctayer /

TOProBO¢ HaHMeHOBaHKHe Tpenapara ¢ npeaynpeauTensoii MapKHpPoBKoO# ®; Conforms

fiexapeTaertyio dopmy; AO3HPOBKY, NOTOTHN BNanenbua PerucTpanHonHoro
YAOCTOBEPEHHS (Ha IATHHHIIE); HOMep ceph, A2ty npouspozctsa, aary
OKOHYAHMA CPOKA roaHOCTH; BOIMOMKHO HaNHYRE 3aBOaCKHX 3HAKOR W HAK
Komos. |

Ha sToprunoi YNaKkoBke (kapTonwuoit NAYKe) YKa3bIBAIOT:
TOProBoe|HaHMeHOBAHKe fipenapara ¢ npeaynpeaurensuof MapkHposko# ®;
TpynnHpgBouHoe HaHMeHOBalHe; IeKapcTReHHYI0 GopMy; koamecTso
TabneTok B ynakopke; HasBanwHe W conepxanue AeHCTBYIONMIErO BeuecTna B
OnHOH TabneTke; crocol MPHMEHEHHA W 103, «[Tonpo6ryro Hubopmaumo cum,
B HHCTPYKLHH Mo IPUMEHEHHION; IOrOTHN BhazebLa PerucTpausontoro
YAocTorepenus (Ha NaTHHULE); HAHMEHOBAH Me NPOM3BOANTENA (BBINYCKAIO L]
KOHTpO/Ib KayecTga), CTpaHy, «apTaioky; «WKEJIYETOHHOE 1

TEITATO POTEKTOPHOE CPEZICTBO»; YCMOBHSA XpaHeHHs; « Xpauuth a

MeTWnaparunpoxcubenzoar u STHINAparuapoxcubenzoary, ycnosis otmycka;
Homep cepuu («Cepua Ne:»), naty mirorosnenus («Jara H3IrOTOBNCHHA:»), faTy
OKOHYaHHA Cpoka rogHocTH («Tomen no:»): HOMEp perucTpaumonmoro
YROCTOBEpeHuU, NpenycMOoTpeHo HaHecenue CpeacTs HaeHtHHKaIMY ng
CHCTEMbI MOHHTOPHHIA 1B HDKe HHs /ICKAPCTREHHEIX Mpernaparos man
METHLUMICKOro NpuMeHenns B UHTAEMOM WM 3aKOaMpORaNHOM BH/E; LITPHX-
KOL; BOIMOXHO HATHUMe 3aB0cKIX 3HAKOB W/HAH KOO8, /

On the primary packaging (blister) indicate: the trade name of the preparation
with the w ing 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 secopdary packaging (carton) indicate: the trade name of the preparation
with the wamning marking ®; grouping name; pharmaceutical form; number of
tablets in a y'init; 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 HEP OPROTECTIVE REMEDY™; storage conditions; “Store out of
reach of chil ren”; “The tablet coat contains sucrose, methyl
parahydroxybenzoate and ethyl parahydroxybcnzoatc"; dispensing requirements;
batch numbe (“Batch No:™), 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 Ere printed,

Ynoaxomouennoe Jmuo / Authorized person
07/04/2020 Name / Signature / Stamp

Bruno MA%'_I;N DU PUYTISON

V7
78401 CHATOU Cedex

Tél. 01 34 a0 15 80 - Fax Q1 34 g0 55 81




