AEPKABHA CJIYXKBA 3 JIKAPCbKUX 3ACOBIR
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Caitimmunot, 3. 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon CJIPTIOY 37079055

BUCHOBOK
Npo AKICTHL BBE3eHOro B YKpainy Jikapehkoro 3acody

16.09.2024 Ne 47400/24/26

JAETPAJIEKC® 1000 MI'

(HaiMeHyBanis JHKapeLKaro 3aco0y 3rilHO 3 peecTpauifinum nocsiavennsy)
TabJcTKH, BKPHTI IIIBKOBO10 060s1011K010, 110 1000 M1, 110 9 TabsieToR y Baicrepi; no 2
Gaicrepn B KOpoOUi 3 KAPTOHY

(dopma BURyCKY, 03YBRIIA. B IAKY BAHUS JiKapChkoro 3acoly)
Homep peecrpauiitnoro nocsinyenns UA/4329/01/02 ctpok aii peectpauiiinoro nocsimieHis HEOOMEIKEHHH
Cepis nikapebkoro zacoBy Ne 6107056 KinbKicTh BBE3CHOrQ Jikapchkoro 3acoby 22464

BupoGHiti Jla6opatopii Ceps'e lnnactpi, ®panuis

(HaliMeHyBaits BUpoGHIKA NTKAPCLKOFD 3ac00y. KPaita NOXOJKEHIS)

TosapucTso 3 06Mekeno10 Bianosinanwnicrio "CEPB'C YKPATHA",
inent. on: 33643340

Baeseno B Ykpainy

(natimenysanns a kon 3a CIPTIOY wpnasuuoi ocoby abo npissriic, iM'd, 110 Garbrosi (hizwynol
0C0o6H - NATPHEMLL, T MICLE NPOKUBARNS T4 PECCTPANIRHWA HOMEP OBNIKOBOT KAPTKH 1IATHHKE
rioaarTkis abo cepis Ta HOMEP NAciopTa)

TpoTokoa Bisyansuoro kontposo sia 16.09.2024 N 3094/1.

3a  pesyibTaTaMH  JAEPKABHOIO  KOHTPOMIO  BCTAHOBJCHO, 1O JIKAPCHKY 7 saci® ssescno B Yepainy 3
JAOTPHMAHHSIM BMMOT 33KOHOAABCTHA WO 3a0e3rieuctiin axocti fikgpurux 3acobin.

Mukona XOJIOEHKO

fpn.'uo) (rtine) (ininiaas ra npizerme)

Havanpruk

~7
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT AKOCTI JJIKAPCHLKOI'O 3ACOBY

Name of the Manufacturer & Address/
HasBa ra azpeca supoGuuka

Name of Importer and Address/
Haspa 1a ajpeca imrioprepa

Which Consignment of product is delivered/
Bua npoaykuil, mo nocravaerses

Pharmaceutical form/Jlikapcrka dopma

Name of the Product/Hassa Jiikapcskoro 3acofy
Dosage / Cuna nit

Type and size of packaging/Bun ta posmip ynaxosxu

Finished product batch number/
Homep cepii rotoporo stikapeskoro zacofy

Manufacturing date//{ara sBupoGusirrsa
Expiry date/Tepmin npumarrocTi
Batch size/Kinpkicts y cepii

Manufacturing Licence number/
Howmep ninenzii Ha BHPOGHALTEO

Registration Number/Peecrpauiiine nocsiguenns

Y - France
483 RCS Oddans

i O0% routes dle Saran - 4
apttal de 3 D80 000 euros - 4

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGopatopii
Cepr'e Innactpi 905 pyr ne Capan, 45520
Kipi, Gpannis

Servier Ukraine LLC/TOB "Cepg'e Yxpaiua"
41, Naberezhno-Khreshchatytska St./

Bys1. HabepexHo-Xpemaruuska, 41

Kyiv, 04070/m. Kuis, 04070
Ukraine/Yxpaina

Pharmaceutical Product/Jlixapcrkni saci6
Film-coated tablets/TaGneTku, BKpuTi
TINIBKOBOK 0GONOHKOI0

DETRALEX® 1000 mg/ IETPAJIEKC® 1000 mr
1000 mg / 1000 mr

9 tablets in blister, 2 blisters in the carton box/
o 9 Tabnerok y Gricrepi; nto 2 Gaicrepu B

kopobui 3 kapToHy

6107056

07/2024
07/2028
23 000 boxes/yuaxoBox

2022_188_1_2 dated 20.12.2022
2022_188_1 2 pix 20.12.2022

UA/4329/01/02

#2307 38 23 BY 00 - wawws serviar oom
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Reterence methued :
Reference specifications  Hocunmun ma enewdpicauior DTC 50056

Doctaaie g sered DTC 5005682 PF

82 P

NAME  HAZRA

DETRALEN™ 1000 MG/ JETPAVIERC 1600 MU
Frim-cnated tablets

TadaeTsiL BEPIT DABKOROI 060.10HEDI0

Purified micratused flevonotd fraction 7 MiRpOINIOREHE 0UBICHIL e sonornn dipakins
Diosmin (90%) 900 my . Hivcany {90%) 900 st Flavonmds expressid e Hespuridine (10 %oy 150 my  GL@H0H01LE
sisrontn Vecnepistisiy (30 %0) 10U wr

Munulauturing product bateh pumber  Hoaep sipofinon Cepi Kapchroro sacodiy 616925
Analysis / araans G820
Fitushed product biteh number - § lonep eepii roTonoro _HRApeLiore 3ieody 6107056

TESTS 7 [TOKAIHWKH

STANDARDS ¢ CTAHIAPTH

RESULTS " PERYIHTATH »

{ Appeasanzy Jounimnii nurang

2oAverape mass (mgftablet) 7 Cepeorg saen
(urfpnbineriy)

3, Uniformity of mass/ Guruophnicns saen

4. Distntepration time (min) / Pojunanans (xu)
1

S Microbiolagical quality (skip testing)/
AMigpofiosorisug uncror
(uufiprose sunpolysaing)

6. 1dentification of the drug substance/
Lienrudisuuda skl peaonuuy

1, Druy substanee content (mg/tablet)
ILinaciene nosesseninn ool praogu
(srfiafaerry
- Diosmin . Bader qeesuny

- Total favonoids 3 wmnndt v
hasoneltr

o

dentification of colovants (if tested) !
faewrndirauin Gapsunkio (Ko
HPUBOITLON);

Titagiuta dioxide (L 171 Vovuey nowkeng
(17D
- trom oxide (5 E72Y Saniso oxen (F 17

Salmuon coloured, oblong staped fitm-coated tablet, scored on both
faces Tofinerka 20sracrot Gopast, HKPIT IHRROMIO 0G0 IHKOR
GPOIRKCBO-NEENOIT KOABOPY. % HHCIMKOID 3 000K BoKIR
1309 1447 (93-105 % of the theoretical moss ofr s seaperudio

vaes v 1378 mp sr)

The mdividual mosses of not more than twa of the 20 tablews may difle
from the avesge wass by more than § % and none deviates by moee
than 10 %

(RanBiAymILIn sten e Gimmue, ubk 2 vadneror 3 20 wouay i
BUIPTHBTL Bl cepaansor vack Ghasiie, ues Ha 3 2 ane ue o
By 1aGAETOR 3 MACOIO. IO RIAPIIHACTECR B12 COpLatibut BLILLIC. 1

1 1) e

515

Tetal aerobic microbial count 7 3urarnre wiean sepodiin
stikpoopragiavin (TAMCY: 5 100 CPUR 1P YO

Towal combined yeasts: moulds count 7 Jaraasie 93ca0 ApURIKOBIN Ta
maticenennx rpn@in (TYMCY < 10° CFUig 107 KYQxr

Eseherielna coli: abyenee g nizeywsicndd v

The ratio between the retention time of the main peak m e test
solution and the retention Lime of the main peak i the reference
solubun must be between 0,95 and 1.03 ¢ Biowenns vaun
VIPIAMYBUNIE QEDOMHN RIS 113 NPOMITOUPANIAX 0T Gy i ¢
POIHHY T POIULY ORI Mac cranongrn 0.95-1.08

BE3 945 {93105 "4 of the theoretical contunt
BMICTY)
950 - 1050 (95-105 95 of the theoretical conten

BAIRTS

L TeOpRInYHoTe

BLLTCOPRT IO

Positive  Tozuruano

Poginve  Homrango

Passes  Bianonizan

1383

Pitsse- - Biasonisan

Skip st - Nat Applicabie
Skip test - Not Applicable

Skip teat - Not Applicable

1.0

G900

1007

Pambee Honmisio

Posiing Hosumigin

Batch aceepted Cepm tpadine G

* Nptdereesed
Khip rest

Responsible for Conformity Contral Laboratorics Bionoeidaesni s Jovmosipecins Sagopanopineg

Hy stwgreno - Nor applicable = He uposeowiocs - Skip 1051 - Passes
Not applicaldc = Bubprose aunpobyeam

Budtprose Gunpoii susis
He npowooviowy

Bedanorged ~ Ao Jg Bidevanncme |0

wﬁﬁ?}‘uo

Tutic BERNARD

J05 roote die Saran - 5520 GIY
s <fe 3 080 ONG enros HI2 2

Vease

4733 (N2 AR 23 RT 06
4873 REE Orfdans

FIRRY

Page 2 of 3
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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/ Llum s sacsinuyto, o HaseaeHa BuLIe inQopMaNis € KOCTOBIPHOIO Ta TouHOW0. Lo cepilo npoykuit 6yso
BHPOGIEHO (BIUOHMAIONH NAKYBAHHS/MAPKYBAHHA) TA ITPOBECHO KOHTPOIE if AKOCT] Ha BUMEsasHaveHii AinbHm v
NOBHIA BILNOBIAHOCTI 3 BEMOramMu GMP, BCTaHOBAEHHMH MiCLIEBM PErySIHTOPHIM OpraHoM, a TaKoX BILTOBIIHO 10
crietudixalii, o MICTATLCH Y peecTpaniiinoMy tocke. TTpOTOKOTH BUPOBHULITEA, [IAKYBAHHS T2 AHATI3IA 6yno
MePerasHyTO T4 BCTAHOBAEHO BignoBiadicTs GMP

Date of batch release / lata sunycky cepii : 20/08/2024

Name and Position/Title of person authdrising the Batch Release/ Ilpissune ra nocana/ 3ssanus ocobu, siika BHRaNa
AO3BIJI HA BANYCK cepil
Emmanuelle LORANS, Qualified Person/YoBHopaxena ocoba

Signature/Ifinnuc: / i /’\ ﬂ Date/Jlara: __&uﬁzuo\/o(}é o 029 J \7

Finished product batch number/ Homep cepii rorosoro siikapeskoro 3acoby :6107056

SIDY - Fronces © 333 ()2 38 23 87 00 - waww.psaniern com
222 4683 RCS Cildans Page 3 0f2







