LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JHKAPCHKOI'O 3ACOEY

Name of the Manufacturer & Address/
Hazpa 1a ajpeca Bupobruka

Name of Importer and Address/
Hassa ta anpeca imnoprepa

Which Consignment of product is delivered/
Bun npogyxuii, wo nocravacrses

Pharmaceutical form/Jlixapceka dopma
Name of the Product/Hassa nixapcekoro 3acoby
Dosage / Cuna nif

Type and size of packaging/Buz ta PO3MIp YHaxoBku

Finished product batch number/
Howmep cepii rotosoro nikapeskoro 3acoby

Manufacturing date/HJara supoGuuirsa
Expiry date/Tepmin npunaruocti
Batch size/Kinskicts y cepii

Manufacturing Licence number/
Howmep ninensii sa BHPOCHHUIITEO

Registration Number/Peectpauiiise nocsiguenms

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGoparopii
Cepn'e Inpactpi 905 pyt ne Capas, 45520
A, Dpanuin

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

By Habepesxno-Xpemarunska, 41

Kyiv, 04070/m. Knis, 04070

Ukraine/Vkpaiua

Pharmaceutical Product/Jlixapcrkuii saci6

Coated tablets / Tabzerku, BKpHTI 060J10HK0I0
ENERION®/ EHEPIOH®

200 mg /200 mr

10 tablets in the blister; 2 blisters in the carton
box / o 10 rabnerox y Bnicrepi; o 2 Gnicrepu

B kopobui 3 KapToHy

6102721

01/2024
0172027

60 000 boxes/ynaxosox

2022 188 1 2 dated 20.12.2022
2022188 1 2 Bix 20.12.2022

UA/2097/01/01

oo P
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‘ C

ce 3 080 000 oures - 40 223 483 RS Onéars
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LES LABORATOIRES SERVIER INDUSTRIE

Reference method / Mocunanus wa mevon : DTC_8005007 PF_T_CTR_[7472_EN 2.0
Refereace specifications / [Tocunanny e cemmpikouio : DTC_SU05007_PF N SPE_33972_EN_3.0

NAME / HA3SBA

ENERION % EHEPIOR®

Couted tablets / Tabnrevky, prpiri obononxoty
Sulbutiamine 200 mg / CanuByriastin 200 mr

Manuficturing produst bateh number / Hosep snpoBimioi cepii nixapchkoro sacoby 6494677
Amlysis/ ananis  19/06/2024
Finished product bateh number / Howmep cepii rotonoro miknpenkoro sacoly 6102721

TESTS / MOKAZHUKH

STANDARDS / CTANJIAPTH

RESULTS / PEIYIILTATI *

Characters / 3oswhwniit swrnan

Average mass (mg) / Cepenns saca {ny)

Disintegration tirne (rin /
Pozuansnos {xn.)

Mierabiologieal quality (skip-testing} /
MirpoGissorinng snerorn
(subiproae euupofysnuus)

fdentification of drug substance /
Frenrdisnuin giroun) pevony

Assay of dirug substnoce (LC) (mg) Kinskicue
wiviuauenng giowol pevosuwy (PX) (mr):

Control of purity (%) 7 Kowrposs anerorn
%)

- Individual content of impurities /

Tripsp tayanb a1l BMICT JOMIIOK

- Total content of impurities /

Saraeaull svicr NOMIWoR

Ldentifiention of colorants (f tested) /
Taesrrudizanin Gapsruxis (cam
SPOBOIITELR )

~ Bunset yellow FCF (E 110) / «@Kosmit saxia
FCF» (E1HD)

- Tianium dioxide (B 171) Turany pokesn (E
171}

Orange, lenticular sugar-coated tablet / Tadnerxa, skpirra
UYRPOROIO 0BONOHROIC NDMEPAHYEBOID KORLOPY, ABOCUYIIOT
dopan

430 - 550 (90 - 110% of theoretical mass: 500 mg/ 90 - 110% nin
‘Teopenanol mucn: 500 mr)

5 60

Total serobic microbial count (TAMC) / 3aransie rinsgicrs
aepobini Mikpooprawismis:
S 103 CFUg— < 100 KYO/r
Total eombined yeasts/moulds count (TYMCY
Saransug KinpRioTs BPICECOBIK To ncenesix rpubis: [P
CFUg - 5 10T KYO/P
Escherichin coit absence/lg ~ sigoyruiendir

The retention time of the sulbutiamine peak in the test
chromatogram is similar to that in the reference chromatogram /
Binnosigxicn, sncy yrpiaanin nica cunsByrinstiny na
XPUMRTOrPEAI JOCILUDICYRARHOIT TH STAHANITHOLO poasitiin

190-210 (95 « 105% of theoretical content/ 95 ~ 105% win
TEOPETHHHOTO BMICTY)

i
w2

Identified by visible spectrophotometry relative te a colomtion
reference / BH3uaiacTuen 38 000MOT010 BTN
crieTpothoToMeTpll BiRnoCHD CTREIApPTY Gapsyimn
Development of an ornge/yellow colour / Bisskuenim Koo~
NOMARAHYEROTO 3nTapaicHH

Pusses / Binnosinge

496

i2

Skip test - Passes
<10

Skip tesl - Passes
<10

Skip test ~ Passes
Absent/g

Positive / Hosrrtinno

.21

0.21

Passes / Binnosinne

Passes / Bignoninae

Batch accepled / Cepin npudingra

* Nor detected = He ounaneno - Not applicable = He nposadunocs - Skip test - Passes < Budipxose sunpotyaanss - Bidnosidae- dbsentcg -+ Bidcymuicme’de -
Skip test - Not applicable © BuBipiose eunpobyaasn - He nposodunvce

Responsible for Conformily Control Laboratories - Bignemdanswdi 3a Jocmosipricms JaGopamopiocs konspono
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moved

I 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/ LTy st 3acsinuyio, uio Hasenena nunte indopmartist € gocToBipHoIO Ta TouH010. L0 cepito nipoaykuit 6yso
BUPOGIIEHO (BIUTOHAIOUH NaKyBAHS/ MAPKYBAHHS) Ta TIPOBEACHO KOHTPOIE 1i AKOCTI Ha BALIE3a3HAYSHIH AlbHmIT ¥
roBHil Bianosignocti 3 Bumoramu GMP, BCTAHOBRSHMMY MicUEBHM PEryISTOPHEM OPraHOM, 4 TAKOXK BIZNOBIXHO no
crienmdirani, wo MicTaThes Y peecTpamiiftHomy J0Che. Hporoxonu sBupoBruuTEE, HAKYBAHHA Ta aHAi3iB 6y10
HEPErNAYTO T2 BCTAHOBISHO BignoBiggicrs GMP

Date of bateh release / [lara Burycky cepii : 20/06/2024
Name and Position/Title of person authorising the Batch Release/ Ipispunie Ta nocaga/ ssanns ocobu, sika BuAaka

RO3B HA BHITYCK cepif
Emmanuelle LORANS, Qualified Person/Vnosnosaxena ocoba

k e Date/J{ara: ng ‘/S:fmlf. 920 bt kg.

Signature/l"Iiunuc:C//C

Finished product batch number / Homep cepii rotosoro nikapcbkoro sacefy: 6102721
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