LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SAKOCTI JIKAPCHKOI'O 3ACOEY

Name of the Manufacturer & Address/
Haspa T4 anpeca supoBauka

Name of Importer and Address/
Hassa ta anpeca imnoprepa

Which Consignment of product is delivered/
Bua npoxyxuii, mo nocravacrses

Pharmaceutical form/Jlikapcska hopma
Name of the Product/Hassa sixapcekoro 3acoby
Dosage / Cuna nii

Type and size of packaging/Bux ta PO3MIp YIAKOBKH

Finished product batch number/
Howmep cepii roTosoro nikapceskoro 3acoby

Manufacturing date/Jlara supoGuuirsa
Expiry date/Tepmin npugataocti
Batch size/Kinsxicts y cepii

Manufacturing Licence number/
Howmep ninensii Ha BupoGumLTeo

Registration Number/Peccrpauiiine nocsiguenms

3 RUS Oniéars

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGoparopii
Cepn'e Inpactpi 905 pyr ne Capas, 45520
Hip, Dpanuis

Servier Ukraine LLC/TOB "Ceps'e Vpaina"
41, Naberezhno-Khreshchatytska St./

By Habepesxno-Xpetarunska, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpaiua

Pharmaceutical Product/JTixapeskuii saci6

Coated tablets / Tabnetku, BrpyTi 060510HKOIO
ENERION®/ EHEPIOH®

200 mg /200 mr

10 tablets in the blister; 2 blisters in the carton
box / o 10 rabnerox y Gnicrepi; no 2 6aicrepu

B kopobui 3 kapToHy

6102721

0172024
0172027

60 000 boxes/ynakosox

2022_188_1 2 dated 20.12.2022
2022188 1 2 Bixn 20.12.2022

UA/2097/01/01

poes L (ITY

: C
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LES LABORATOIRES SERVIER INDUSTRIE

Reference method / Tocunanus wa meron : DTC_S005007_ PF_T_CTR_17472_EN 2.0
Reference specifications / [ocunanus va cnenmikouito : DTC_SO05007_PF_N_SPE_33972_EN_3.0

NAME / HASBA

ENERION® EHEPIOH®
Couted tablets / Tebnerkn, srpiri obononxow
Sulbutiamine 200 mg / CanuByriastin 200 mr

Manufucluring product boteh number / Hosmep supoBiioi cepii nikapeskoro sacoBy 6494677
Amlysis/ ananis  19/06/2024
Finished product bateh number / Homep cepil rotonoro nikopeskoro sacofy 6102721

TESTS / NOKA3HHKH

STANDARDS / CTAHJIAPTH

RESULTS / PEIVIILTATI *

Characters / 3opwiwaiit enraan

Average mass (mg) / Cepesen saca (my)

Disintegration tme (min) /
Pozpanams (sn.)

Mierabiologieal quality (skip-testing) /
Mirpotiosorinna wneror
(subiproae spupobysnuis)

fdentification of drug substance /
Frenrudixauin givouoy peaonuy

Assay of deug substance (LC) (mg)/ Kiaskicue
wiviuaaenng xliowol pevosuy (PX) (ar):

Control of purity (%) / Kowrposs wuerory
%)

- Individual content of impurities /

ripsn tayanneidt BMICT AOMIIOK

- Total content of impurities /

Saraeaili naMicr NOIIOR

Identitiention of colorants (if tested) /
Taesrrudicanis Gapsmisis (o
BPOBOIITHLR )

~ Sunset yellow FOF (E 110) 7 Qowmit saxia
FCF» (E110)

- Tianium dioxide (E 171) Torany aiokeun (B
171}

Orange, lenticular sugar-coated tablet / Tafinersa, skpirra
UYRPOROIO 0BONOHROID NOMAPAHYEHOrD KOALOPY, ABOOUYKIOT
dopam

4350 - 550 (90 - 110% of theoretical roass: 500 mg/ 90 - 110% iy
‘Teopentnol smen: 500 mr)

< 60

Total aerobic raicrobial count (TAMC) / 3aramaia rinsxicns
aepobinix Mikpouprawismie:
5 103 CFU/g~ < 10° KYO/r
Total combined yeasts/moulds count (TYMCY
Saransig KinerioTs APHCENOBIXR Ta nHcenesty rpubis: < 107
CFU/g - 5 10T KYO/P
Escherichin coi: absence/lg ~ sinoyriicni/ir

The retention time of the sulbutiomine peuk in the test
chromatogram is similar to that in the reference chromatogram /
Bignosignic, uscy yrpusanin nika cunsByrinstiny na
XPOMICTOrPEAIY JOCAUDIYBAHOTD T) CTIHANTHOIO PO3Mnin

190-210 (95 - 105% of theoretical content/ 95 ~ 105% nix
TEOPETIMHOTO BMICTY)

n
w2

Identified by visible spectrophotometry relative te a colomtion
reference / Biiuasactues 32 S000MOr010 BUATNMOT
criexTpodioTomeTpil BigHDCHD CTARRApTY Gapsuimn
Development of an omnge/yellow colour 7 Bisstruenis koo
NOMAPAHYEROIG 3RGApRIGHHR

Pusses / Binnosinge

496

12

Skip test - Pagses
<10

Skip test - Pagses
<10

Skip test - Passes
Absent/g

Positive / Mosrisig

197

Passes / Binnopinoe

Passes / Bignoninac

Batch accepted / Cepin npidinsia

Responsible for Conformity Control Luboratories - Bidnasidanstdi sa Jocmosipnicus Jaopamopiozs conmpomo

* Nor detected = He swnaneno - Not applicable = He nposodunocs - Skip test - Passes < Budipxose aunpoéyoanns - Bionosidas- Absent:g -+ Bidcymuicmede -
Skip test - Not applicable : Buiprove eunpobyaanus - He npoaodunvcs
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LES LABORATOIRES SERVIER INDUSTRIE

['hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured
(including packaging/labeling) and its quality control was made at the abovementioned site in full compliance with the
GMP requirements provided by the local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ Llum st 3acsinuyio, uio Hasenena sune indpopmanis € gocrosipuolo Ta Tounoo. 1o cepito npoaykuii 6yso
BUPOGIIEHO (BRIOUAIOUH NAKYBAHKS/MAPKYBAHES) Ta TNPOBEACHO KOHTPOIE 1i AKOCTI HA BHLIE3a3HAYCHIN AibHm y
MOBHIA Bignosinuocti 3 Bumoramu GMP, BeTaHOBREHUME MicLeBIM PErynsSTOPHEM OPraHoM, a TAKOXK BINOBIAHO 10
crienudixauiif, wo MicTATHCS y peecTpaniifHoMy JOChE. Hporoxonn supoGuuLrBa, IAKYBaHHS Ta anaizis Gyiio
HEPEeryiayTo Ta BCTaHOBACHO Binosiaicts GMP

Date of batch release / [lata Bunycky cepii : 20/06/2024

Name and Position/Title of person authorising the Batch Release/ Hpiseume Ta nocaga/ 3sanng ocobu, sika BUAANA
AO3BLI Ha BHOYCK cepi¥
Emmanuelle LORANS, Qualified Person/Ynorrosaxena ocoa

Signature/Tligmuc:

Finished product batch number / Homep cepii rotosoro nikapcekoro 3acoby: 6102721
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