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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
5.A3. au copital de 3 080 000 euros - 402 222 483 RCS Oréans PageSofS



LES LABORATOIRES SERVIER INDUSTRIE SERVIE R_,
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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

‘”ﬂj M.

Responsible for Canformity Controf Luborataries Bidnoatoaswani 3a ﬂocmnamm’cmb Jabopamepnozo xonmpono

Cﬁ:&s—’;

Caroline PISTRE

Page2 of 3
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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

$.A.5. au copha! de 3 080 000 euros - 402 222 483 RCS Oréons

Page 1 of 3



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' §



LES LABORATOIRES SERVIER INDUSTRIE

moved by you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUBIKAT AKOCTL JIKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hasga Ta ajipeca BUpoOHUKA

Name of Importer and Address/
Hasga Ta ajipeca iMnoprepa

Which Consignment of product is delivered/
Bux npomyKuii, 1110 nocTauyaeThes

Pharmaceutical form/Jlikapceka dpopma

Name of the Product/Hassa nixapcskoro 3acofy
Dosage / Cyna il

Type and size of packaging/Bu( ta posmip ynakosku

Finished product batch number/
Homep cepii rotoBoro mikapehkoro 3acody

Manufacturing date//lata BupoSHUIUTEL
Expiry date/Tepmin npunarHocTi
Batch size/Kinbkicts y cepii

Manufacturing Licence number/
Homep niuensil Ha BUpOSHULTBO

Registration Number/Peecrpauiine rocsinieHus

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGoparopii
Ceps'e Ingactpi 905 pyr ne Capan, 45520
Kimi, Dpanuis

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

By Habepexuno-Xpeuaruupka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpaina

Pharmaceutical Product/Jlikapebkuit 3aci6
Film-coated tablets/Tabnerku, BKpuTi
IIIBKOBOIO OBOJIOHKOIO

DETRALEX® 1000 mg/ JIETPAJIEKC® 1000 mr
1000 mg / 1000 mr

9 tablets in blister, 2 blisters in the carton box/
1o 9 Tabnerox y 6uicrepi; o 2 Gricrepy B
KopoOui 3 KapTOHY

6089796

11/2023
1172027

23 000 boxes/yriaxoBox

2022 188 1 2 gin 20.12.2022
UA/4329/01/02
'j«b\ Q-/’/"’O 7 i\/a O b{ %{f
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LES LABORATOIRES SERVIER INDUSTRIE

SERVIE

Reference specifications / Tlocunonus ua eneundiranion DTC_S005682 PF N SPE_32246 EN 6.0

NAME: HA3BA

DETRALEX® 1000 MG/ DETPAJEKC® 1000 MT
Filim-coated tablets 7 TaGnerwi, Brpivi NAIBKOBOI0-080/01K0I0
Purified micronised avanoid fraction / Mikponiionana outituests hgsoneinun fipaxiin

Diosmin (90%) 900 mg / Tiocainy (90%) 900 ar, Flavonoids expressed as Hesperidine (10 %) [00 mg / Dnasonoinis y
suvssial Decnepiaminy (140 %) 100 8

Munufocturing product batch number / Hosep supoSutiuol cepii mgapenroro acody 6091113
Analysis / auani3 (16/12/2023
Finished product batch sumber / Homep cepii rotosoro nikapeskoro aacoly 6089796

TESTS / TIOKAZHIKH

STANDARDS / CTAHAAPTH

RESULTS / PE3VIILTATH *

1. Appearance/ 3osnivsiil surang

2. Average mass (mg/tablety / Cepenny mnea
{ac/TafineTry)

3. Uniformity of mass / OQinopiiicrs suien

4. Disintegration time (min)/ Posnani (xn)

S5.Micrebiological quality (skip testing)/
Mixpobionoriyua werers

(auGiprone snupobysanng)

6. tdentificntion of the drup substance/
Lnenvadieanis ginvo’ pesosuny

7. Drug substance content (mp/tablet) /
[Chrniciene suananenn giovol pessunnn
(mr/ratneryy):

- Diosmin / Baicr moeany

< Total flavonoids 7 3aramimit saner
YmasoHoTAls

#. 1dentification of colorants (i tested) /
Inenrnpisauia Gapounkin (s
NREOBOANTLCR):

- Titunium dioxide (B 171) /Turaiy toncin
(E171)
- fron-oxide (£ 172)/ 3aua oxenn (I 172)

Salmon coloured, oblong shaped fitm-conted tablet, scored on both
faces (Tabnerka popractol Gopats, BRPYTA MIRKOROIO 080N0HKDIO
OPAINKEBO-POREROTO KONBOPY, 3 Haciukolo 3 oBox Boxin

1309 -+ 1447 (95-105 % of the theoretical mass off sl TeopeTioy
maciy 1378 mg/ vir)

The individual masses of not more than two of the 20 tablets wmay differ
{rorn the avernge mass by more than 5 % und none deviates by more
than 10 %

Tumsinyanuni staen se Ginswe, ubie 2 tabnerow 3 20 Moxyt,
BiApIBHATHCH Bil cepenunoi Mact Ginuie, (K ua 5%, wWie ne nonimo
Gyri TaBleToR 3 MACOI0, IO BiRpiMACTLER 8in cepelnal Binsue, nik
na 10 %

<13

Total aerobic microbial count/ Jaransie sucno nepolim
mikpoopranizmin {TAMC): £ 10% CFU/g ~ 103 KYO/r

Total combined yeasts/moulds count / 3aransme (heno ApUokonix T
naicenenix rpibio (TYMC). $ 10° CFU/g - 10° KYO/r

Escherichio coli; absence!l g - siacyriicrs/l r

The mtio between the retention time of the main peak in the test
solutionand the retention time of the main peak in the reference
solution must be between 0.95 and 1.05 / Binnowens gacin
VIPUMYBAHISE QCHOBIIX NI 12 NPOMBTOLPAMAN JOCHUDIYBUHONG
POy TA po3MIy nopimims Mac cranarirrn 0,95-1,05

% of Lhe theoretical content/ w1l Teoperiunoro
BMicTY)
Nof the thearetical content & gt TeopeTHHITOND
BMICTY)

Passes / Bianonigae

1380

Pisses 7 Bintiostaie

6
Skip test < Not Applicable
Skip test - Not Applicable

. Skip test « Not Applicable

1.00

898

1000

Positive / TIoaivtimuo

Pogitive / [Tonrmnng

Bateh accepted! Cepre opufiuara

* Nort detecied

He wusisrena - Not applicable = He nposoduaoce - Skip test - Passes = Budipkoase aunpodysan ~ Bidnogione ~ Abseut/lg = Bidcymnicms/ 1 2
Skip test - Notapplicable = Buiprose aunpodysanns -~ He npogodunocs

Responsible for Conformity Control Laboratories/Bioncaioansnun 3o fJocwioaipuicimy Jabopan, 20 ROUMPONIO

.

Caroline PFISTRE

908 route de Sira
e OO DA e,

5500 GIDY - Francis 33 (U2 38 2387 00 - www.servizeaom
NS T Q1 DI Aieliung
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER_,

moved by you

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/ Llnm s 3acBinuyro, 110 Hasesena suute indopmauis € focToBipHOIO Ta Touro0. Lo cepiio npomyxuii Oyno
BHPOBJIEHO (BK/IIOUAIOMH NTAKYBAHH/MAPKYBAHH) T4 MPOBEIEHO KOHTPOL 1T AKOCTI Ha BUue3a3HaueHiH AibHull y
noBHiH BinnosigHocTi 3 BuMoramu GMP, BCTAHOBIEHMMM MICLIEBHM PErYJIITOPHUM OPIaHOM, & TAKOX BIZNOBIAHO 1O
cnetmixaniii, wo MicTaThea y peecTpaiiitiomy nocke. [lpoTokoiy BUpOOHHLITEA, TAKyBAHHS Ta aHanisis 6yno
NeperisHyTO Ta BCTAaHOBIEHO Bijnorigricts GMP

Date of batch release / Ilara Bunycky cepii © 19/12/2023

Name and Position/Title of person authorising the Batch Release/ Hpizsume Ta mocana/ 3sanus 0cobu, sKa Buana
03811 HA BHIYCK cepil
Pierre GENOT, Qualified Person/Yiosrosakerna ocoba

Emmanuelle LORANS

Phar ac;er@es;ﬁgﬁﬁahbe intérimaire
/?: £ T JQ § [« L ,{%}’f{}v\g

/ i’ ALK ’ AN e T T I R
Slgnature/[lmnnc e j f) \ Date/Ilara;
w/ "

W Dowsber 2092

Finished product batch number/ Homep cepil rotosoro nikapeskoro 3acoby : 6089796

0373823 87 00 < www seivier.com

Page 3 of 3



NEPKABHA CJYKBA 3 JJIKAPChKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npon. Haaii Coitauunol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
npo sikicTh BBE3eHOro B YKpainy JiiKapesKoro 3acoly

29.01.2025 Ne 3930/25/26

AETPAJIEKC® 1000 MI”

(HafMCtly BAHI NTKAPCLEOro 3ac00y 3rijine 3 PECCTPALIFHUM FOCRIAMCHIAM)
TaBaeTKH, BKPHTI NAIBKOB0I0 00010HKO0I0, NO 1000 mr, o 9 Tabnerox y Gaicrepi; no 2
Gaicrepy B Kopobui 3 KapToHy
(hopma BUTTYCKY, JOSYBUHHS, R/ NAKY BAHIS sikapeukoro aacody)

Homep peecTpauiiiHoro nocsindenHs UA/4329/01/02 crpok aii peecTpatlifHoro nocBiueHHs neobMexeHu
Cepis nixapebkoro sacoby M 6115940 KinbxicTy snesesoro xikapebkoro sacoby 5000

Bupobuuk JlaGoparopii Ceps'e lnpacrpi, Gpandis

(naiimery sanis supolfrnka fikapeskoro sacoly, kpaina NOXOJKCILIA)

BaeseHo B Ykpaiuy TopapucTro 3 00MEKEHOIO pignosiganenictio "CEPB'€
VKPATHA", ineut. won: 33643340
(saitenywating Ta koa 3a €APTIOY iopuantiiol ocobu abo apisemu, iM's, 110 GarKoBi
(iznsipoi 0codH - nignpHEMLE, T MiCle IPONHBARH T4 pecerpauifiini HoMep ofnikosol
KaPTKHM NAATIHHES HOARTKIB 200 Cepis Ta HOMED NAcHopTa)

ITpoToKes Bi3yaNbHOTO KOHTPOIIO Bia 29.01.2025 X 217/01.10-25/20.

Ja  pesyNbTaTaMi JIEPIKABIOIO  KOHTPOAIO  BETANORACHO. mo  Jikapcwknit 3aci  meeseno s Yipahly 3
o

JOTPUMAHHSIM BUMOF 32K0HONABCTRA OO saGesneuciis AkocTi Bpgpesrux sacobis.

Mukona XOJIOAEHKO

HavanpHuik

;e

any LlQ[’))l(aIHJDI"O I

(nianuc) (iniuiann Ta npisninie)

opf

i

(nocanona o

| MUIL







LES LABORATOIRES SERVIER INDUSTRIE

SERV

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SKOCTI JKAPCHKOTO 3ACOBY

Name of the Manufacturer & Address/
Hasna Ta agpeca supobunka

Name of Importer and Address/
Haana Ta anpeca iMnoprepa

Which Consignment of product is delivered/
Bua npoayKiuil, o nocTavaeThes

Pharmaceutical form/Jlixapcenka Gopma

Name of the Product/Hazsa Jikapenkoro 3acoly
Dosage / Cuna ail

Type and size of packaging/Bun ra poOsMIp YNIAKOBKH

Finished product batch number/
Homep cepii roT0BOTO NIKAPCHKOIO 3ac00y

Manufacturing date/J{ara supoGumirea
Bxpiry date/Tepmin npupartocti
Batch size/Kinpxiers y copil

Manufacturing Licence number/
Homep nivensii Ha BUpoSHALIBO

Registration Number/Peccrpauiiiue nocsiieHns

LES LABORATOIRES SERVIER INDUSTRIE
Siage sociyl - 905, roule de Saran - 45520 Gi
5.4.5. au capiial de 3.080.000 euros ¢ 402 222 483/

dy - Fronce -
8 Qriéans

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGopatopii
Ceps'e Inpactpi 905 pyt ne Capan, 45520
JKip, Ppauuis

Servier Ukraine LLC/TOB "Cepa'e Yxpaina"
41, Naberezhno-Ihreshchatytska St./

pyn. HaBepexwo-Xpemaruubia, 41

Kyiv, 04070/m. Kuin, 04070

Ukraine/Yxpaina

Pharmaceutical Product/Jlikapeniuii 3acit
Film-coated tablets/Tabnerku, BKpUT
1BKOBOIO 0BOJIOHKOKD

DETRALEX® 1000 mg/ JIETPAJIEKC® 1000 mr
1000 mg / 1000 mr

9 tablets in blister, 2 blisters in the carton box/
1o 9 TaGuerox y Guicrepi; no 2 Guicrepy B

xopabii 3 KapToHy

6115940

1172024
1172028

23 000 boxes/ynaxoBox

2022188 12 bix 20.12.2022

VUAI4329/01/02

) % ol

Tél. 02.38,23.87 00 - wwiw SeIvier.com
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R INDUSTR

LES LABORATOIRES SERVI

EN 6.0

Reterence method # Uoeaamm na serog: DTC 8005682 p G
2246 _EN 6.0

Reference specifieations * Mocusmumy na creuwhikadio: 1

DETRALEXE 1000 MG/ AETPANERCT 1000 M1

Filmecoated tablets * Tadermg, BRI Hatakonolo afiononspio

Purified micronised Qavonoid fraction / Mikpanisosars ounmena gimsonoi hparcus

Dinstnn {90%) 900 mg Alocasiny (90%) 960 mr, Flavonaids expressed ag Hesperidine (10 %) 100 il
L sucasud Feetepazmuy (10 45) 100 s

NAME - HATE

RHEHIEAY

et batel munber © Hoep DUPOSHINOL Cepit mikapsbEOro Faendy GLI4HA0
82712/2024

Manufaetoring prog
A

Fintshed product buteh aumber - Hosep cepii roranara BKEpGLIrD WMoy 115940

S 1 TIOKAIHIKH STANDARDS / CTAHARTE

. Appearance! Jonsandd pnragy Salmon coloured, oblong shaped film-canted tablet, scored on both
faces /Tabneria zowrnoo) (OpsE, BEDHTR IAKOBOIC OT010! A
DFHARCHA-PORLBOTO KONLOPY, 3 HACIHKOIO 3 GTax Finin

2o Average mass (myg/tablet) £ Copesus mrcs 1309 . F447 (95105 % of the theoreticn! mass off wig CROMN 110 1367
(mreeatinericy) Matsry V378 g/ ar)
A Uniformity of soass / Gauopianicr, sracn The indivsdual masses of not more tin twa of the 20 tablets may difler Passes / Riznosiiae

from the average mass by mare than § ¢
than 10 %
Inmstmuyannsi s e Ginnug uiwe 2 raaemr 3 20 SOAHYTH
BLEPIBTNGL BN CEpEAnLG Macy Ginvute, 1% 0 5 % are e BOAIGIG

and oene devisws by o

GYTH TABACTOK 1 8650010, 10 WIRPIIBIETHCA Bik Cepemsiuul Sinnime, 1
un 10 %
4. Distategration time {min) / Posuspnimn {xps) %15 9
5. Mierobintogiesl quality (skip testing)/ Total aceobic microbial sount / 3aranpie wienn aepodni Skip test - Not Applicatite
BErpobloaoriang unergra Mispeapraiiasin (TAMC), £ 10} CFUg -0 YO
(wuBipsenne sunpoByummny Tatal combined yeasts/moulds cosmnt / Fransne weeno apbroronny Skip test - Not Applicable

naticeteniy ipuGin (TYMO):
Escherichia coli absen

5104 CFU - 107 1KY 0y
~ BLACYTHICTH | ¢ Skip lest - Not Applicable

6. $dentification of the dreug sabstance? The ratio betweeo the relention Gme ol the muin peak in the 1eu 1O
Ineuyusrivanio shipugy PO solution and the retention time of the main peak in the reference
solation most be between 0.95 and 1 45 / Bianonsenim aaein
VEPHRYBRUIS GEUOIIN BIRIG 19 XPOMATOrPAMIE Ror IVBRIOEO

POISRIY TR BOSIIY NOPIRIBII MAC CrasomITg 1,95-1,05
FBrug substnnce content {mgftablet) /
Kisvwiene suatescnnn aisgagy PEsoBILY
Owrrebrery
- Diosiun - B RS5 - 945 (95-105 % of the theoretical LORIENL - B TOAPLTHYIONG 816
AMicTy)
= Toral Havonowds - Sarwmitmi nstic 950 - 1030 (95-105 9 of the theoratical COMENt 1 reopeTieuw o YR
RS VIHTHY AMETVY
8. Hdentifteation of wlerants (if tested) ¢
ineprndiisemiia o punnis {usmy
HpeneRTLeR):
= Tivanium dioxide { 74y vy siosong Positive - Noirrnaug Posiive Dovrrimng
(51T
- o axide (B 172) - Saniza akeun (X7 172 Pusitive : fosrsoug Positive | Tosimmag

Batch accepted. Cepin sptitisTa

ted - He aitnoaenc
Not upplicable - Ry

=Not det
Shap 1ess -

Not applicable - He yposadiromy - Ship test . Possps Budiproge aunpais oo Hionaaioac - -
se ppodvsanes - Me npeeopurocs

Responsible for Conformity Comrol Lahoratories Bidnosidnammi 5o Hremaogipsacing, ladupamoprony KORBIPO U0

P
Teddy H

KR LRI
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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/ LiuM st sacsinuyro, mo HaseneHa suwe indopmalis € focToBipioio ta rounowo. Lo cepito npopyxuit 6yno
BUPOBIEHO (BINHOYAIOHH [TAKYBAHHS/MAPKYBAHHS) Ta NPORSACHO KOHTPOME If AK0CT] Ha BHINesasHauenii innuuui y
nosnid sinosigHocti 3 sumoramu GMP, BCTAHOBICHHMH MICHEEUM PECYASTOPHAM OPIraHOM, 2 TAKOW BUTIOBILHO 10
cnewmQianiit, wo micTaThea y peectpalifinomy pocke. TIporokoin BrupobHMLTBa, AKYBaHHS Ta analisis 6yio
NEepersiayTo Ta BCTAHOBACHO sionianicty GMP

Date of batch release / [ara uniycexy cepii : 03/12/2024
Name and Position/Title of person authorising the Batch Release/ Ypissume ra nocana/ ssamist ocobn, sxa sijana

JO3BLI A BUITYCK cepil
Emmanuelle LORANS, Qualified Person/VYnosuosaxena ocoba

Signature/[Tinnme: 7 // jrg) Date/J{ara; 'WQ\{,“)&O&
= it
i V)N,w""/w»

e
el
ot

Finished product batch number/ Homep cepii rorosoro nikapeskoro zacofy : 6115940
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