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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/ I{um s 3acsiagyio, mo HaseneHa sume indopMaris e focToBipHOK Ta TouHoo. 10 cepiio mpomyxuii 6yno
BUpOGIeHO (BIIOUAIOYM NAKYBAHHA/MAPKYRAHHA) Ta IPOBEAEHO KOHTPONE fi AKOCT HA BUINE3a3HANEH ] QinkHuLi y
noBHiii Bianosigrocti 3 BuMoramu GMP, BCTAHORICHHMY MICIIEBUM PETYJIATOPHHM OPraHoM, 8 TAKOX BiANOBIAHO A0
criemiiranii, mo MicTATRCA Y peecTpaitifiHomy Aocke. [IpoTokonu BUpobHUIITEA, NAKYBAHHA Ta aHaNi3{B Gymo
NEeperMHyTO T8 BCTAHOBJIEHO BignoBignicts GMP

Date of batch release / Jlara sunycxy cepil : 29/08/2023
Name and Position/Title of person authorising the Batch Release/ Ilpissunte Ta nocaga/ ssanuas ocodu, Axa BHAANA

Ao3pin Ha BARyck cepii
Pierre GENOT, Qualified Person/YnosaoBaixena ocoba

3 0°auy 2023

Signature/ITiqrmc:

Date/Mata:
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Finished product batch number/ Homep cepii rorosoro nikapcsxoro sacoBy : 6083173

Sigge soclal : 906 route de Saran - 45520 GIDY - France : +33 (02 38 23 67 00 - www.sarvier.com
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Reference method / Mocunanng va meron: DTC_S005682 PF_T_CTR_34304_EN_2.0
Reference specifications ¢ Cocunaaus na caeundrixanipo: DTC_S005682 PF_N _SPE 32346 _EN_6.0

MAME ; HATBA DETRALEX" 1000 MG/ HETPANEKC? 1000 MI
Film-coated wblets ¢ Talnemin, BEPINT IWHRKOBGIC 030A0IHKDID
Purilfed micranised flavanaid fmction / Milmetizosana omnneens {irnnonoiasa paxuis
Diosmin {90%) Y00 mg / Jiocainy {90%) 900 ur. Flavonoids expressed as Hesperidine (10 %) 100'mg / dnupciofain y
rurnam Teenepnaony (10 %0) 100 ur

Manufocturing priciuet baich number / Eloseep napohinol cepif nikapctsars 10coby 604886
Analysis f minaix  29/08/1023

Finished produet batch number / Hosep cepif rotanoro sigapessore ancoly 6083173
TESTS / IOIKATHYKH STANDARDS / CTAIJTAPTH RESULTS / PE3YNILTATH *
1.Appearance Joaniwnid ssrm Salmon caloured, ablong shaped fim-coated tablet, scored on both Passes / Biananiznc

[aces Tadneria gonrveTod GDPAIL, DIpITa MIBKOB0I0 06DAOHKDI
DPHHIEEIO-POMEBDTD KOALORY, 3 HOCiMKOM 3 ofox Doxis

2, Average mass {mg/taklet) f Cepenna racu 1309 - 447 (95-105 Y% of the theoretical mass off six TeapeTutmo? 1379
(sirfrafiaeriy) maerr y 1378 mgf Mr)
3. Uniformity af mass / Onuopiguicre: sucsn The individun) mosses of nol mare than twe of {he 20 tablets may dilfer Pnsses / Binnosizac
[rom the average mass by more then 5 % and none devinles by more
then 10 %/

Inanpinyaresi sace ue Ginwme, nixe 2 Tofneror 2 20 sokyTs
HiEPIIHATICK Big cepranoT Mach Gimie, ik in 5 %, ane He fosmie
Dy TafNCToK 3 MACOKS, U0 BiAPiaNSeTLER Bin cepenkLoT Ginswe, N

tin 10 %
4. Disintegration time {min) / Poanaganim (su) £15 6
5. Microbislogicnl quality (skip teuting) / Total serobit microbial count / arankpe upcio wepoSuig ’ Skip test - Not Applicahle
MixpuBisaurivna smicreTn wiipoopranizais {TAMC): < 107 CFL/g - 1P KYOIr
{undiprane anipeGysannn) Tolal combined yeustsfmoulds count / Inranyuhe yncno aphROKOAIEK T Skip test - Nol Applicable
ruticenenix rputin (TYMC): < 10° CFU/g — 102 KYOIr
Eselierichia coli: sbsence/T g ~nineymiictd] r SKip test - Not Applicable
6, 1dentifieation of the drug substanee/ The rtio between the retention time of the malo peak in the test 1.00
Tuearvuirenndi pitoriel peaopsing salution and the refeption time of the mnin peak in the reference

solution must be hetween 0.95 ond 1.05 / Biauowenin uocia
YIPHAYBGNIY OCHOBEINK MTKIB 112 XPOMITOMPOMON SOCIIANY IO
PUIMHIY TH QOMNIKY NOpIiBIEEHIM Mae coxorirni 0,95-1,05
7. Drug subsstance content (me/taliet) /
Kisturiene syannyenwn aimuol pemguitum

(MriTAbARTRY):

- Diosmin - Baier dincsiny 8355 - 545 (95-105 %% of the theoretica] cantent / vij TeopeTiNHarm 893
oatlcTy)

- Tt Mavoneids . Saramimil ssmicr 950 - 1050 (95-105 % af the thearatienl conienl/ niz TeopeTIcnioro 92

diaanoliniais amicTyl —r

8. ldentification of colornnts (if tested) /
[acuTudiznnin Gapprukio (s

nad
DPOLIETLEN): HTIB
- Titanium divxide (E 171) /Tereany aiseenn ey :]'i{l'l)llkl}\ e Pasitive / Tonrmmuo
(1

" 1“9'-_
- lron oxide ¢(F 172} 7 Junisn oxcua ( 172) TPMIE @ LL M } =. Posilive { [Tostmisia

Batch accepled: Cepin npuilitata

® Not detected - He anaryeno - Not appliceble = He nposodietocs - Skip test - Pass:
Skip test - Not applicable = Budiproae anmpodvamns — He npogednnocs

= WW q:m@uﬁgyﬂfmrmmm Absonitle = Bidevmicnne’ I 2
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Responsible for Canformity Controf Luborataries Bidnoatoaswani 3a ﬂocmnamm’cmb Jabopamepnozo xonmpono
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Caroline PISTRE
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT AKOCTI IKAPCBKOT'O 3ACOBY

Name of the Manufacturer & Address/
Hazpa Ta anpeca BUpoSHuKa

Name of Importer and Address/
Hazpa Ta afpeca iMnoprepa

Which Consignment of product is delivered/
Bup fipomykuil, o nocTa4aeTECH

Pharmacentical form/Jlixapcria Gpopma

Name of the Product/Hazsa sixapoekoro sacofy
Dosage / Crna aii

Type and size of packaging/Bux T4 po3mip yrmaxork#

Finished product batch number/
Howmep cepii rorosoro aikapcsxoro sacoby

Manufacturing date//Tata riupoGHMLITBE
Expiry date/Tepmin npuaaTHocTi
Batch size/KinskicTs y cepii

Manufacturing Licence number/
Howmep srinersil Ra BUpoOHULTBO

Registration Number/Peectpaniiine nocpigdeHHs

Les Laboratoires SERVIER Industrie 909, route
de Saran 45520 Gidy France/JIaGoparopii
Cepr'e Inmacrpi 905 pyt ae Capawn, 45520
XKigi, Cpanuis

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

Bys1. HaGepesxuo-Xpemaruipka, 41

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

Pharmaceutical Product/Jlikapcskuii 3aci6
Film-coated tablets/Tabnetru, BkpuTi
TUIBKOBO 00ONOHKOIO

DETRALEX® 1000 mg/ JETPAJIEKC® 1000 mMr
1000 mg / 1000 yr

9 tablets in blister, 2 blisters in the carton box/

no 9 rabnerox y Gnicrepi; no 2 Gnicrepu B
kopobui 3 kapToHy

6083173

Siage social ; 905 route de Soran — 45520 GIDY - France | +33 ()2 38 23 8700 - www.SBnvier.com
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AEPKABHA CJIIYVBA 3 JIKAPCHBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHECBI

npos. Hanii Ceimmasxoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APIIOY 37079055

BHCHOBOK
Npo SKiCTL BBe3eHOTo B Y Kpainy Jlikapcbkoro 3acoly

22.09.2023 Ne 48191/23/26

)IETPAJIEKC@ 1000 MI'

(Haﬂmeﬂynauux RIKAPCHKOro 3acoBy 3FIAHY 3 PECCTPALIAHMM NOCBLIYEHHAM)
TabaeTKH, BKPRTI ITIBKOBOIO 060/10HK010, 10 1000 Mr, no 9 TabaeTok y Gaicrepi; mo 2

Guicrepu B Kopobf 3 KAPTOHY

(dopma BunyCKy, A03YBEHHA, PUA, NEKYBAHHA NIKAPCEROTO 33G6Y)

Homep peectpauiitoro nocsimuenns UA/4329/01/02 crpox it peectpaniiiroro noceimenns HCOOMEKESHUH

Cepia nikapcrkoro sacoby MNe 6083173 KimexicTs BBE3€HOTO Nikapeskoro 3acoby 22400
BupoGunk JNafapatopit Ceps’ & Tunacipi, Gpania
(HaiiMeHyPaHHA BHPOOHHKA NiKAPCEKOTO 3200y, KPATHA NOXOLKCHHA)
Beeseno B Ykpainy ToeapucTso 3 06Mexenotw BianosinanbuicTio "CEPB'E€ YKPATHA",
inenT. kon: 33643340

(HalimeryBanua Ta kon 3a €PTIOY opuaruHol ocobu abo npiaeune, iM', NO OATEKOBI DIBKHHOT
ocofH - niznpHemi, T miciue MpoxMBAHHA Ta peECTPALIIAHKEH HoMep 0GnikoPOT KAPTKY NIATHKKA
noaarkie abo cepis Ta HOMEp NACTIOpPTa)

IIpoTokon Bisyansnoro Kontpomo six 22.09.2023 M 2876/1.

3a pesyiLTaTaMH [EpPXaBHOTO KOHTPOMO BCTAHOBIEHO, MG JHKADCHKHH _38.015 BBE3CHO B VYKpalny 3
AOTPHMAHHAM BHMOT 3aKOROJABCTRA OO 3a0e3nedeHHs AKOCT] RiKRPCEKI

Havansuux

(nocanopa ocofa QYN ERERARANGD (iniciann Ta nplznume)
",f' §
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