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LES LABORATOIRES SERVIER INDUSTRIE

e

—= SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHOIKAT AKOCTI IIKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hazsa Ta agpeca BupobHuKa

Name of Importer and Address/
Haspa Ta anpeca imnoprepa

Which Consignment of product is delivered/
Bun npoayxiif, uto nocrauaeThes

Pharmaceutical form/Jlikapcska opma

Name of the Product/Hasea nikapcekoro sacoby
Dosage / Cuna mit

Type and size of packaging/Bun ta posmip ynakosku

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JTaGoparopii
Ceps'e Inpactpi 905 pyr e Capan, 45520
Kini, Opanuis

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

Byn. HaGepexso-Xpewaruusxa, 41

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

Pharmaceutical Product/JTikapcbkuii 3aci6
Film-coated tablets/TaGneriu, BkpuTi
A1iBKOBOIO 0GONOHKO

DETRALEX®/ IETPAJIEKC®

500 mg / 500 mr

15 tablets in the blister; 4 blisters in the carton

box / no 15 tabnerok y Gmicrepi; no 4 Gnicrepu
B xopobui 3 kaproHy :

Finished product batch number/ 6013967

Howmep cepii rotoBoro sikapcekoro 3acofy

Manufacturing date/[ata BupoGHuLTBa 07/2020

Expiry date/Tepmin npuparHocti 07/2024

Batch size/Kinexicts y cepii 14 500 boxes/ynaxosox

Manufacturing Licence number/
Howmep ninensii Ha BupoGuuyTso

Registration Number/Peectpauiitne nocsiguenss

Siege social - 905, route de Sarun - 45520 Gidy - France - Tél. 02.38.23:87.00 - wwiwiservier.com

S.A S. au capital de 3.080.000 curos » 402 222483 RCS Orléans
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LES LABORATOIRES SERVIER INDUSTRIE
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Reference method / ocinanug na meron: DTC_S005682 PF_T CTR 22093 EN_3.0
Reference specifications / TTocunanns na cneundicauiio: DTC_S005682_PF_N_SPE 33970_EN_1.0

NAME / HA3BA DETRALEX®/ AETPAJIEKC® ;

Film-coated tablets / Tofremat, skpuri nninkoroto ofionoHkoio

Micronised and purified flavonoid fraction/ Mikponizonans ousmena duasosolia (pasatia

Diosmine (90%) 450 mg / Ziocnisy {90%) 450 mr; Flavonoids expressed as Hesperidine (10 %) 50-ng/ dnnsonoinin y

surniai Tecnepuainy (10-9%) S0
Manulecturing product batch number/ Honsep supoBunorl cepii nixupeukora ancoby o '60195’72
Analysis / assanis  03/08/2020
Finished product batch niumber/ Homep ceépii roronoro nirapeskoro ascofy 6013967

TESTS / TIOKAZHMICH STANDARDS / CTAHIIAPTH RESULTS / PE3YJIBTATH *
1.  Characters/3usnimnilt murang Salmon coloured, oval shaped film-coated tablet / Passes / Bignosizae
TaGnerxa onansKoT (Poprt, SKPITTA IAIBKORGIO 0GONOIKOIG
OPOHICED-POIKERDTO XONKOPY

2. Average mass (mg) / Cepeaun maca (vr) 627-693 684

3. Uniformity of mass / Oanopignicrs macn | Individual masses of not more than 2 out of the 20 tablets ray differ Passes/ Bianosinae
from the average mass by more then 5 %, but no tablet may differ .
from the nverage mass by more thea 10 %/
Inmminysneni Macy we Ginne, whik 2 rabnerok 320 MokyTs
ninpiasorrics nig cepeansol Meen Ginkwe, Hivk sa. 5 %, ane ne
nosnitso. Byty Tafinerok 3 Macolo; me BiapinAeTECy il cepeansol
Ginewre, nibkua 10%

4. Disintegration (min) / Poanagaung (xp.) s15 3
5. Microbiological quallty (skip testing) / Total sernbic microbial count / 3aransua ginuxicrs sepofiHix Skip test - Not Applicahlz
MikpoGicnoritua unerara sixpoopraniamin (TAMC): < 10° CFU/g - 10° KYOU
(suipkose sunpobysannn) Tolal combined yeasts/moulds eount / Jarnnura rinuiders /
phiumianix Ta nuiceseanx rpiGis (TYMC): < 10° CFUig~ 107 Skip test - Not Applicahls
K¥YO/r ,

Eschierichin Coli: nbsence/l g—nincyrnicrs/l r
Skip test - Not Applicable

6. Identification/ Iuewrndixanin phiowot The ratio of the retention time of the principal peaks from the test Passes / Bignonizae
praoBNIY solutionand front the reference solution must be between 0.95 and

1,05 / BiasoicHua Sacy yTpIMAKES DSHODHNK nikin Ha
APOKNIOTOTPEMAX AOCHTIBRYBEHOID POINIIRY T POSHIIHY NODIBHAKHN
sae croponirrs 0,95.1,08 1
7. Assay of drug substance (ng)/
KinLricue sisntagenuns alouof
pevosum (mrirabrery):

- Digsmine content / Byicr tiocminy 427473 447

~Total flavonoid content/ Saraneusit smict 475525 ) 506

{(imasonolnis

8.  Identification of colorants (if fested) /

---------- Taewrudinanin 6apsunkin (Rxcmo

_ nmposoguTuen):

- Titanium dioxide (E 171) /Turawy iokens  (E{  Development of yellow or yellow/orange colour / 3a6apaaensn Pusses / Bianonione
- 170) . MOBTOrG 300 IKOBTO-QPAIKENOTD ROKLOPY

=Tron oxide (E 172) / 3unizn oxciin (E 172) Development of a blue goloug/ 3abapoaenHa clLHLOrO KoALOpY ‘Pagses / Binnoninae

Batch accepted/! Cepia npufliants

| ¥ Not detected = He aivieneno - Not applicable = He npougdunocs - Skip test ~Pns.sc.r = Bubiipsnae sunpoGysaiia - Bidnosidae - Absent/1g = Bidcyiinicms? 1 2
| Skip test— Not applicable = Bubiprose sunpogysanss — He nposodunccy

Responsible for Conformity Control Laberatories/Bidnoeidassniii sa Hocinoeipricms JTabapamapuozo ;caumig

Sidge soclal -~ 905 route de Saran — 46520 Gidy - France - Tél. 02.38,23.87.00 - www.servier.com
S.A.5. au capital de 3 08B0 000 suros » 402 222 483 RCS Orldans
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LES LABORATOIRES SERVIER INDUSTRIE
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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/ ITum s 3acsiguyto, mo naseaeHa BuIe iHdopMaLtia € JoCTOBIpHOIO Ta TouHo. Lljo cepito npoxyxuii Gyno
BHpobnieHo (BRIIOYAIOYH NaKyBaHHA/MapKyBaHHA) Ta IPOBSACHO KOHTPOH ii AKOCTI Ha BuillesasHadeHil ainpruLi y
nosHil BixnosigHocTi 3 BuMoramu GMP, BCTaHOBNIEHHMH MiCLIEBHM DETY/STOPHAM OPraHoM, & Takodk BiATOBiRHO A0
cneumdixauii, wo mictateca y peecrpauiitnomy aocke. IIpoTokoIH BHPOSHALTRA, NAKYBaHHS Ta aHaNisis 6yno
NEPEerJIAHYTO Ta BCTAHOBAEHO BignmosignicTs GMP

Date of batch release / Jlara Bumycky cepii : 25/08/2020

Name and Position/Title of person authorising the Batch Release/ Ipissnnse Ta nocaga/ 38anus ocoﬁn, fIKa
BHAANA 10381 Ha BUNYCK cepil
Pierre GENOT, Qualified Person/YnoBHosaskeHa ocoba

intérimaire

e R

Signature/ITigmuc: :/,7 J (/ Date/[lara: g)/ A!(/Z)} g

Finished product batch number/ Homep cepif rotosoro nikapcexaro 3acoby : 6013967

Siege social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - ‘www.servier.com
S.A.S. au capital de 3.080.000 curos =402 222 483 RCS Orléans
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JEPXIIIKCITY)KBA
JEPKABHA CJIYXBA 3 JIKAPCbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

By.. bepeanakircrka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, e, (044) 550-20-55
E-mail: dls. kyw@dls gov.va,hitps://www.dls.gov.ua, Kon C,ILPIIOV 37079055

BACHOBOK
Npo AKICTh BBE3EHOr0 B YKpainy Jikapckkoro sacoby

18.09.2020 Ne 48970/20/26

JETPAJIEKC®

(HatiMenyBaHHS NKAPCHKOro 3ac0By 3riaHO 3 peccTpaUiiHHM NOCBiIYeHHSM)
Ta0JIeTKH, BKPUTi I1iBKoBO10 060a0HK010, 0 500 Mr; 1o 15 Tabnerox y Outicrepi; mo 4
OJticTepH B Kopobi 3 KapToHY

{dopma BUTIyCKY, HO3YRANHS, BWA NAKYHAAHHS NikapChkoro 3aco0y)
Howmep peectpanitinoro nocsixaerns UA/4329/01/01 crpox aif peecrpauistnoro mocsimaenns 11.01.2021
Cepis mikapcexoro 3aco6y Ne 6013967 KinsxicTs BBe3eHOTO Nikapcskoro 3acoby 13683

Bupobruk Jlabopatopii Ceps'e [ugactpi, Opannisa

(nubimenyBauns BupobHIKa NiKaPCHKOTO 38606y, KpalHA HOXOMKEHHA)

Beeseno B Ykpainy V TorapucTeo 3 06Mexenoro Binnosizaasnictio "CEPB'E YKPAIHA"
inenT, kop: 33643340

(HaliMeRYBaHHS T8 KOZ, 38 QJIPHOY KIPHAUYHOT 0cOBH 260 Tipi3BuLLe, iM'a, no 6amcom dizuHmof
ocolu - nianpuremMus, I Micue NPoXIBaHAA T4 peecrpauidnuit HoMep 06RIKOBOT KAPTKH INATHAKA
nonarkis abo cepis Ta HoMep nacropra)

Mporoxon BisyaasHoro koutTpomo sig 18.09.2020 M 2777/6.

3a pesynbTaraMu AGDRABHOTO KOHTPOMIO BCTRHOBNGHO, IO JNikapceKuit 3aci6 BBescHO B Yxpainy 3

AOTPHMMAHHAM sumor 3 Brix 3acobis,

ARCTBRA WoHo 3a0e3neueHHA KOCT niK

Mukona XOJIOOEHKO

(nimnc) (ininiany T8 OpisBHIE)
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JEPHIOKCIIYIXBA
HAEPIKABHA CIIYVKBA 3 JIKAPCHKHUX 3ACOFBIB
TA KOHTPOJIO 3A HAPKOTUKAMH y m. KHEBI

ByJ1. Bepesnskisceka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua, Kog €APIIOY 37079055

BUCHOBOK
npo AKiCTL BBe3eHOro B YKpaiHy JikapchKoro 3acoly

28.08.2020 Ne 44162/20/26

AETPAJIEKC®

(naftmerypasss Nikapeskoro 3aco0Y 3riAHO 3 pecCTpalifiHMM OCBi TYEHHAM)
Ta0JIETKH, BKPHTI IVIIBKOBOI0 060.10HK0¥0, 10 500 Mr o 15 Tabierok y OJricrepi; mo 4
Osticrepn B Kopobui 3 KapTony
(Qopma srnycxy, fosyenns, BHI DaKyBaHAK NiKAPCEKOTO 3ac00y)

Howmep peectpaniitoro nocsinuerns UA/4329/01/01 crpox aii peccrpanifinoro noceinuenns 11.01.2021
Cepis nixapcekoro 3acoby Ne 6013968 Kinexicts BBesenoro mikapeskoro saco6y 13800

Bupo6uux Jlaboparopii Ceps'e [mnacrpi, ®paniis
(HaitMeryBaRHT BHPOOHHKA TiKapCEKOro 3aco6y, kpaiHa TIOXO/KESHHS)

Beeseno B Yxpainy Tosapucreo 3 ofmewnceriorn rianosinansuicrio "CEPB'€ VKPATHA",

inent, kox: 33643340

(watiMenyBanns Ta xoa 3a €JPIIOY 1opuIMHoT 0co6R abo npizeuule, iM's, o Gatexosi GizHunol

©0COGH - MiANpReMUs, i MicUe NpoXuBanms Ta peecrpauifinmi HOMep 06/1ikOBOT KapTKH MnaTHuHKa
nofatkis abo cepis Ta HoMep macriopra)

Iporoxon sisyansHoro kontrposmo sin 28.08.2020 Ne 2572/7.

3a pesynsraramu HACPKABHOIO  KOWTPONMG BCTAHOBJNEHO, WO JNikapcekuit 3aci6  Beezeno = Vipalgy 3
JOTPHMAHHSM BHAMOT 3aKOHOABCTRA o0 3a6e3nCIeHAs SX0CTi JlikapChK he 3aco61n.

-

B.o. HavansHHKA e o Ty / Jromvuna CTOPOXXEHKO
(nocazopa ocoli OPrady AepKABHOID kottpoma) }';mng) ‘ (iniuiany Ta npissAme)
k C/,‘//

M.IT.
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LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT SIKOCTI JHIKAPCHKOIO 3ACOBY

Name of the Manufacturer & Address/
Hasea Ta agpeca supobuuka

Name of Importer and Address/
Haspa Ta agpeca iMnoprepa

Which Consignment of product is delivered/
Bua npoaykiit, wo nocrauaerses

Pharmaceutical form/Jlikapcsia dhopma

Name of the Product/Hassa nikapcskoro 3acaby
Dosage / Cuna nit

Type and size of packaging/Buz ta PO3MIp ynaKkosiH

Finished product batch number/
Homep cepii rotosore nixapcskoro 3acofly

Manufacturing date/Iata supoGunursa
Expiry date/Tepmin npuaaTHocTi
Batch size/KinukicTs y cepif

Manufacturing Licence number/
Howmep niuensii va supoBunureo

Registration Number/Peecrpauiiine nocsiguents

Sicge sociul - %05, route de Sarn - 45320 Gidy - France - T¢l. 02.38.23 87.00 - waww.ser ier.com

SA S aucapial de 3 080,000 curos = 402 227 183 RCS Ordéans

%Mﬂ//%/

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/Jla6oparopii
Ceps'e Inmactpi 905 pyT se Capan, 45520
Alini, Opannis

Servier Ukraine LLC/TOB "Ceps'e Vipaina"
41, Naberez]mo-l(hreshchatytska St./

Byn. HaBepesicro-Xpewarnupka, 41

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

Pharmaceutical Product/JTikapeskuii saci6
Film-coated tablets/Ta6nerku, skpuri
NNIiBKOBOIO 0GOTOHKOID

DETRALEX®/ IETPAJIEKC®

500 mg/ 500 mr

L5 tablets in the blister; 4 blisters in the carton
box / no 15 TaBnerok y Gnictepi; no 4 onicrepu

B KopoGui 3 kapToHy

6013968

07/2020
07/2024
14 500 boxes/ynaxkopok

MM 19/139 dated 10.07.2019
MM 19/139 Bin 10.07.2019

UA/4329/01/01

Page 1 of 3
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2 Referencemethod #Tocrmamm noseronDTC_S005682 PF— TCTR 22093 _ EN 30 R
SERVIER e specifications / Tlocknanns us cneandiauio: DTC_S005682_PF_N_SPE_33970 EN_I.0
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NAME / HAIBA DETRALEX®/ IETPAJEKC?
Film-conted tablets / Tanersn, uxpumi aninkosorn ofoio koo
Micronised and purified Navonoid frction { Mikpouizouaia eunuenn (nasoroiana ipakuia
Diosmine (90%) 450 me / Qiocminy (90%) 450 air, Flavoneids expressed as Hesperidine (10 %) 50 mg / thnauonoiaip y
i Tecnepuanny (10 %) 30 mr

Manufacturing product batch number / Hoxep anpoGrniod cepii nikapeskoro Jacody 6014244
Analysis / annnia 43/08/2020
Finished produet batch number / Homep cepii roronoro aigepelkoro meady 6013968
TESTS / TTOKAZHMIKH STANDARDS / CTAHIAPTH RESULTS / PEIVIILTATH #

L Charneters ! onnimniii sursanz Salmon coloured, oval shaped film-conled tablet / Passes / Binnooinac

Tabnerra ooanwio dopsiy, akpira Aniskosoo odonotikoo
DPOILKERO-PONEROTO Keanopy

2. Average mass {mg) / Cepeana muen (mr) 627 - 693 680
3, Unilormity of mass / Oustopinniers amnen | Individual masses of not mare than 2 out of the 20 tablets may differ
from the avemge mass by more then 5 %, but no tablet may dilfer
fram the average moss by more than 10 % /
Inansinyonei maei e Biaswe, Nisk 2 Tadnierok 1 20 MOMEYTL
iApiasmIcH Bil cepennLol Mt Sinsue, niv g 3 %, mz e
nonsite Oyni Tadierox 3 mocoio, wo BiapissmcTaen iy cepemibol
Ginuwe, Hin o 10 %

Passes / Biznoniaac

4. Disintegration (min) / Posnaunnnn (xo.) 215 3

5. Microbiological quality (skip testing) /
MixpaGionoriann wucrora
(sufiipkone sunpoGynanun)

Total serobic microbinl count / 3araaena kinukicrs aepodiny
Mikpooprsiamin (TAMC): < 10° CFU/g - 107 KYO/r
Total combined yeastsimoulds count / 3aransia KinnkicTn

APBRISROBIN T2 Naiceien iy qndin (TYMC): £ 10° CFU/g — 10° Skip test - Noi Applicable
KYO/r

Escherichia Coli: nbsenee!| g — nigcyniicra/l r

Skip test - Not Applicable

Skip test - Not Applicahle

6. Identification/ InenTndiirayin ailonoy

The ratio of the retention time ol the principal peaks from the test
peuaByH

solution and [rom (he reference solution must ba between 0,95 and
1.05/ Bimncwennn HACY YTPUMOHNS 0CHOBINN Nikis Ha
XPOMETDIRIAMAX NOCNIBKYBIHOTO pOIUSHY TO POtITHY nopisinim
Mie cTanonnm 0.95-1.05

Passes / Binnonizac

-

Assay of drug substance (mg) /
Kinnwicne snsnnuennn nimaoy
peonunn (urfrabnerky):

- Diosmine cantent / Batier niocatiny 427 -473 447
- Tatal Navonoid contenl 3aranuinii syict 475-525 485
Ihnaponoizin

8. ldentification of colarnnts (il tosted) ¢
LeenTudiitcuuin Gapsnnsio (nxugo
NPOBOANTLER):

- Titanium dioxide (E [71) (Tugany siokena  (E Development of yelkw or yelow/orange colour / Jubapoaesus
171)

IROOTOrG AG0 JKOBTO-OPRILKEBAro ROREOpY
Development af a blue colour / Jadapnnenin cupnoro KOmLOpy

Passes / Bianoninac

- lron oxide {E 172) - Janjg axcii (E 172)

Passes / Rignoninac

Bateh necepted’ Cepin npiitusa

* Not detected == He avsigrano - Not applicable = He nposodinocs - Skip test - Passes =
Skip test — Not upplicable = Budiprose sunpotyaamm — He Hpaeotuaoc
Responsible for Conformity Control Leaboratories Bidnosidansuui 3a Hocuoaipnicis Jdadopamopios

Budiproae eimpodyaanna — Bidnogidae - A bsent/lg = Bideymuicmn | o
0 KORmpONG gt
e

‘ /i

Pasesle MAZSON

Sizge social — 905 roule de Saran — 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
5.A.8. au capital de 3 080 000 euras * 402 222 483 RCS Orlsans
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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/ Ium st saceinuyio, wo Haseaena sHiLe iH(opMaLis € gocTosipHOIO Ta TouHol0. Lo Cepito MpoAyKUii Gyno
BHPOONEHO (BKIIOUAIOUH NaKyBaHHA/MapKYBaHH) Ta TPCBEACHO KOHTPOL Tf AKOCTI HA BHIIE3A3HAUEH I ALTLHULI y
MOBHIMA BiANOBiAHOCTI 3 BUMoramMu GMP, BCTAHOBAEHHMH MicieBHM PETYNATOPHHUM OPraHoM, a4 TAKOM RIAMOBIAHO 10
crietndikauii, wo MicTaTses y peectpauiiinomy goche. [TpoTokosti BHPOGHULTRA, MAKYBaHHS Ta aHANI3IB Gyno
MIePeriAHyTO Ta BCTAHOBNEHO Binmosignicts GMP

Date of batch release / Jara sunycky cepii : 06/08/2020

Name and Position/Title of person authorising the Batch Release/ IIpissinme Ta nocana/ 3panus ocob, aKg
BHAAJIA N03BIM HA BHTYCK cepii
Pierre GENOT, Qualified Person/YnosHopasiena ocoba

Sébastien ROBERT

Pharmacien Délégué fy rimaire

I S | T T 1
Signature/TTinnuc: '/\;J / / Date//Tara: 4. ’7/ PO fore

7 A

LJ

Finished product batch number/ Homep cepii rotosoro JNikapeskoro 3acofy : 6013968

Sicge social - 903, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - wwaw.servier.com
S A S uu capital de 3.080.000 curos « 402 222 183 RCS Orléans
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LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT SIKOCTI IKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Haspa Tta agpeca upofHHKa

Name of Importer and Address/
Hasgea Ta agpeca imMnoprepa

Which Consignment of product is delivered/
Bua npoaykuil, o nocTavasTaes

Pharmaceutical form/JTikapeska dopma

Name of the Product/Hassa nixapcbkoro 3acody
Dosage / Cuna ait

Type and size of packaging/Bun Ta posmip ynakosxku

Finished product batch numbet/
Homep cepii rotosoro Jixapebkoro sacoby

Manufacturing date/Ilata supobrnLrsea
Expiry date/Tepmin npuaarHocTi
Batch size/KinbkicTb y cepil

Manufacturing Licence number/
Homep niuensii Ha BMpoOBHLTBO

Registration Number/Peectpauifitne nocsinuens

%_ oy o b % 700752

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGoparopil
Ceps'e Innactpi 905 pyT ae Capan, 45520
Aini, Opanitis

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

gy, Habepenxuo-Xpewariibka, 41

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

Pharmaceutical Product/Jlikapcekuit 3acit
Film-coated tablets/TaGnetiH, Bkpuri
M1IBKOBOIO 000N0HKOI0

DETRALEX®/ HIETPAJIEKC®

5300 mg/ 500 mr

15 tablets in the blister; 4 blisters in the carton
box / mo 15 tabnerok y Gnictepi; no 4 tiicrepn

B kopobui 3 xapToHy

6013969

07/2020
07/2024
14 500 boxes/ynaioBok

MM 19/139 dated 10.07.2019
MM 19/139 sin 10.07.2019 /

UA/4329/01/01

Siége soctal - 905, roule de Saran - 415520 Gidy - France - TEL 02.38.23.87.00 - www.servier.com

S.AS. au capual de 3 080,000 euros « 07 222 483 RCS Orléans
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Reference method / Tlocunanan na meroy: DTC_S005682_PF T CTR_22093_EN_3.0
Reference specifications / [Mocinanus na eneusdicauiio: DTC_S005682_PF_N_SPE_33970_EN_1.0
NAME / HAIBA DETRALEX®/ JETPAJIEICC?
Film-coated tablets / TaGnemin, arpuri nninkopoio cSonatikoo
Micronised and purified flavonoid fraction / Mikposizosasia ouniuena quasouoissa (pasxuin
Diosmine (90%) 450 mg / Hdiocainy (90%) 450 mr, Flavonoids expressed os Hesperidine (10 %) 50 mg / (nasooinin y
siirnau Fecnepuangy {10 %) 50 mr
Manufacturing praduet batch number/ Homep nipebriyol cepii nikapseroro 3ocofy 6010404

Analysis / anania 03/08/2020

Finished product batch number/ Fowmep cepit rotosore nikapesxoro sacofy 6013969
TESTS / NNOKA3ZHUKH STANDARDS / CTAHIAPTH RESULTS / PEIVIILTATH *
1. Characters/ 3onniwuiit surnag Salmon coloured, oval sheped film-coated tablet / Passes / Binnosinae

Ta@nersa onanuiol hiopsit, tipuTe nnickosoio o6onoxsKoio
0paINKeno-PUAEROro KoLOpY

[

Average mass (mg) / Cepesnst maca (i) 627-693 . 680

3. Uniformity of mass / Ogunopianicts saen | Individual masses of not more than 2 aut oF the 20 tablets may differ Passes / Binnosinae
from the average mass by more then 5 %, but no tablel may differ
{from the average mass by more than 10 % /
Inguaiayanuri Macy te Ginwwe, Hik 2 TaGaetok 3 20 Moyt
sinpizwrmuce nig cepeannol Mech Ginble, nic a3 %, wre Be
nosiHEo GyTil TABNETOK 3 MACOID, 11O BIAPITHIETLEA Bil copeanLoi
Ginewe, i Ha 10 %

d.  Disintegration (min}/ Poansganun (xn,) <15 8
5. Microbiological quality (skip testing) / Total serobic microbial count / 3aranuia kinbkicts acpobnin Skip test - Not Applicable
MikpoGionoriuia unerora Mikpoopraniamis (TAMC): £ 10* CFU/g — 10° KYO/r
(suBipkone sunpoGynainm) Total combined yeasts/moulds count / 3aransun kinskicrs
Apbicmkonx T8 niiceresiix rpiGin (TYMC): < 10° CFU/g — 10° Skip test - Not Applicable
KYOir

Escherichia Coli: nbsence/] g — nineymiticts/|
Slip test - Not Applicable

6. Identiliention/ Inerrriniwennin pinuny The ratic of the retention time of the prineipoi penks from the test Passes / Binnosigae
PESORININ solution and from the reference solution must be between 0.95 and
1.05 / Bianoweinn uacy yIpusManHs ocHOBHITX MiKia #a

XPOMITOIPAMaX JOCALLIYRaNore po34iHY Ta pO34NAY NOPIBRAHAA

nae ctanoontin 0,95-1,035

7. Assay al drug substance (mg) /
ICianriene Buznauennn aiovuoy
peuonmnn {mr/yabnerky):

- Digsmine content / BuicT niocainy 427 -473 443
- Total lavonoeid content/ 3uranuunii naicr 475 - 525 499
(|InepoHoidin

8.  Identification of colorants (If tested) /
Ingnridicanin Gopoikio (w110
NPOBORNTLeN):

- Titanium dioxide (E 171) /Tutany piokesa,  (E Development of yellow or yellow/orange colour / 3aGapnaciun Passes / Binnosinae
171) WOBTETC 200 JKOBTO-OPAIEEBAro KONLOpy
- Iron oxide (E 172) / 3anizn oxcup (E 172) Develppment of a blue colour / AaGapanenus cuHLOr0 konLOpY Passes / Binnosinac

Balch accepted/ Cepin npilinira

* Not detected = He annaneno - Not applicable = He nposodinocy - Skip test - Passes = BuGiprose aunpobyaains — Bidnogidae - Absent/] £ = Bidcymnicr | 2
Skip test — Not applicable = Buiproge aunpofyeansn — He nposedinocs

Responsible for Conformity Contral Laboratories/Bionosidanswuit sa Hocmesipuicms Jabopamopyozo connpss e

i

Flarenes QUERU

Siege social — 905 raute de Saran — 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
S.A.S. au capilal de 3 DBO QU0 euros « 402 222 483 RCS Orléans
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LES LABORATOIRES SERVIER INDUSTRIE

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 g 3acsiguylo, 110 HaBegeHa BHLle iH(OopMaLiis € 40CTOBIpHOK Ta ToHHo. 1o cepiro rpoaykuii 6yno
BHPOBIEHG (BKTIOUAIOYH NAaKyBAHHA/MAPKYRAHHA) Ta MPOBEAEHO KOHTPOINE 1T #KOCTI Ha BHLUe3a3HaueHiH AinbHUL Y
NOBHIHM BiAmoBinHoCTI 3 BUMoraMy GMP, BCTAHOBISHHAMM MICIIEBHM PErynsTOPHHM OPraHoM, a TakokK BiAMOoBigHO A0
cneuudikalliif, 110 MicTATECH Yy peecTpauifiHomy nocke. [IpoTokonu BUpoSHHUTRA, MaKyBaHHA Ta aHanizie Gyno
NEeperfisiHyTO Ta BCTAHOBNEHO BignosiaHicTe GMP

Date of batch release / [lata Bumycky cepii ; 12/08/2020

Name and Position/Title of person authorising the Batch Release/ Ilpizsumte Ta nocaaa/ 3ganns ocoGn, axa
BHAJIa 03B HA BHIYCK cepil
Pierre GENOT, Qualified Person/YnosHosaxkeHa ocola

: :
Pisrrs-Yves PIGNED

Ph}/{g?/;ei)n Adjo}

7 / - o/ ) ﬂm i
(/ Date/ITara: ‘/(L/J gx//{u O

Signature/ITinnuc:

Finished product batch number/ Homep cepif rotosoro nikapeskoro zacoBy : 6013969

Sicge social - 903, route de Saran - 43320 Gidy - France - Tél. 02.38.23.87.00 - www.serviercom
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JEPKIIKCITYXBA
AEPKABHA CJIYXBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KUCBI

By bepesuskincroka, 29, Kuis, 02098, ren./dake: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €APTIOY 37079055

BIUCHOBOK
PO AKICTh BBE3EHOI0 B YKPaiHy JikapebKoro 3acody

11.09.2020 Ne 47510/20/26

JAETPAJIEKC®

{uatiMenyBaHHA NiKapcsKOro 3ac00y 3TIAR0 3 PeECTPAUIMHMM TIOCBIAYEHHAM)
T20/1€TKH, BKPHTI IULIBKOBOI0 06010HK010, 10 500 Mr; mo 15 Tadaerok y 6uicrepi; o 4
duiicrepu B Kopolui 3 KapTouy

(thopma BunyCKy, JO3YBAHHS, SHI NAKYBAHHS NiXapCLkore 3acofy)
Homep peectpauiitoro nocsiguenns UA/4329/01/01 crpok ait peecrpauitinoro nocsinuenns 11.01.2021
Cepis nrikapepkoro 3acofy Ne 6013969 Kinskicts sBe3esoro aikapesxoro sacofy 13560

Bupofiuk Jlaboparopii Cepr'e Inmactpi, Opanuis
(HafiMenyBaHus BUPOCHHKA AIKApCHKOTE 3acofy, KpaiHa NOXOMKEHHS)

Beesero B Yipaiky TosapucTso 3 omexencro Bimnosinaasuictio "CEPB'€ YKPATHA",
inenT, kox: 33643340

(nafimenysarna Ta koa 3 €IIPTIOV 1opuansHoi ocobu abo npissuine, iM's, no Gatbxosi Bisusnol
0cobw - nianpuesmns, T Miclie NPOXKHBAHHA Ta PEECTPALI AN HoMep 06MiKOBOT KAPTKY MNaTHHKA
nogarkin abo cepig Ta HOMED MACTopPTA)

MpoTtokon BisyansHoro kowrposo sin 11.09.2020 M 2699/1.

3a  pesyibTaTAMHM NEPNABHOTO KOHTPONIO BCTAHOBNEHO, W10 Jikapehkuif 3acif BBeseno s Vipaimy 3
AOTPHMAHHSM BHMOr 32K0HOABCTBA MO0 3a0€3MEUEHHS SKOCTI JIiKapehkux 3acobis,

Hauanemmk Muxona XOJIOLEHKO

(isiviany Ta Npi3BKLe)

{riocaaora ocoba ¢ {mamue)
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LES LABORATOIRES SERVIER INDUSTRIE
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUQIKAT SIKOCTI JIKAPCHKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hazpa Ta agpeca BupofHHKA

Name of Importer and Address/
Hasga Ta agpeca iMmoprepa

Which Consignment of product is delivered/
Bux nipoaykuil, Mo mocTayacTses

Pharmaceutical form/Jlixapceka ¢opma

Name of the Produet/Hasga sikapcekoro sacoBy
Dosage / Cuna nii

Type and size of packaging/Bu Ta posmip ynakosku

Finished product batch number/
Homep cepii rotooro sikapeekoro 3acoby

Manufacturing date//laTa BupoGauLITBA
Expiry date/Tepmin npugaTHocTi
Batch size/Kinskicts y cepii

Manufacturing Licence number/
Howmep nitensii Ha BUpoOHUALITEO

Registration Number/Peectpatiiine nocsiadenns

Siége social - 903, route de Saran - 43520 Gidy - France - Tél. (2.38.23.87.00 - www.servier.com

S.A.S. au capital de 3.080,000 curos + 402 222 483 RCS Orléans

/.
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Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGoparopii
Cepe'e Inpactpi 905 pyt ne Capan, 45520
XKini, Opanris

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

By, Habepesxno-Xpematunska, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Ykpaina

Pharmaceutical Product/JTikapcskuif 3aci6
Film-coated tablets/Tabnerku, BKpHTi
ITiBKOBOIO OBOTOHKOIO

DETRALEX®/ IETPAJIEKC®

500 mg /500 mr

15 tablets in the blister; 4 blisters in the carton
box / o 15 Tabnerox y Gricrepi; o 4 Gnictepu

B KopoOili 3 KapTOHY

6021834

09/2020
09/2024
14 500 boxes/ynaxoBok

MM 19/139 dated 10.07.2019
MM 19/139 Bix 10.07.2019

UA/4329/01/01

Page 1 of 3
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LES LABORATOIRES SERVIER INDUSTRIE

== SERVIER

Reference method / Tlocknanss #a meron: DTC_S005682_PF_T .CTR._22093_EN_3.0
Reference specifications / ITociuinyiis Ha cneumbmamm' DTC 8005682 PF N SPE 33970 EN_L0

NAME / HAIBA

m«:mmx“/.mmuc@

Film-conted tablets / TaBnenicy, pipieri naitkosoio oGanomiaio
Micranised and purified flavoneid faction / Mixpouisonoxs owmnena hrasonoinan fiptsdis

Diosmine (90%) 450 mg / Diocminy (90%) 450 T, Flu\!ononds expmsed s Hesperidinu (IU %) 50 mg/ dhnanonu’fmn ¥y
o purma )‘ecnnptmxmy (10 %) 30 M-

5, Microblological quality (skip testing) /
Mirkpolioncriang ynerori
(subipicone BunpoGysnire)

6. Identification/ Iaewrndisnuin itouof
PeNOBIUIT

7. Assay of drug substance (mg)/
Kinsricie snanasenng siouol
pesosngn (ar/ralnericy):

- Dinsmine content / Buior gloemiiy

~'Total flavonoid content/ 3aransuni smicr

thnanokninis

8. Identification of colorants (if tested) /
Inewrndiirauin Gapounkis (ixwo
NPOBOSNTHCA}S

- Titanium dioxide (E 171} /Tirrany piokein  (E|

171)
- Iron oxide (E'172) / 3inizd oxeun (E 172)

Tolal serobic microbidl count { Hmmaua winbkicTs aepofui
sikpooprasianis (TAMC): € 10" CFU/g— 10° KYOIr

Total combined yeasts/moulds count/ Saransua mxmmm
IpiskmroBi T nuicerenix rpibis (TYMC):< 10° CFU/g— 107
KyO/ir

Escherichin Coli: absence/l g~ nincyricrs/l v

The ratio of the retention time of the principal peaks from the test |
solution and from the reference solution must be between 0.95 and |

1.05 / Bijsiowesing uacy yTpiManHa OCHOBHI, NiKiD Ha

| XPOAATOrpAMIX HOCAIAHNTYBIORT PO3TINY TH pO3UitHy nopiausmin

mue cradoatirit 0,95-1,05

427-473
475-525

Development of yellow or yellow/orange calour / 3n6apnnesn
WorTOra-a60 MONTO-0PAIIKEIOrD Konbopy
Develapment of a blue colour/ 3nGapnnetnn cHHLOro xoNsopy

Munufacturing produet bateh number / Honep supoSnnmol cepii nikipcskoro sucoBy 6010463
Annlysis / avani3 15/09/2020
Finished product batch number/ Homep cepii roTonaro sikapesisoro ascoty 6021834
TESTS / TTIOKA3ZHHKH STANDARDS / CTARZIAPTH RESULTS / PE3VIILTATH *
1. Chargcters /3opwimmili Bnrima Salmon coloured, oval shiaped film-coated tablet/ Passes / Bignosizge
TobGneTka opausol Gopan, aKpITA NAIBKOBOI0 0GANOHKOIO
OpUIGIEBO-POREBOTT KONLOPY
2. Averapge mass (mg) / Cepenun saca (amr) 627 - 693 683
| 3. Unlformity of mass / Onoprinnicrs maen | Individual masses of not more than 2 out of the 20 tablets may differ Passes / Bianosinue
g from the dverage miss by maore then 5 %, but no tablet may differ
from the average mass by more than 10 %/
Inniminyansyi sacy ke Sinniue, nbe 2 Tabnerox 3 20 MoxyTs
sigpiaHaTies Bia cepeansol Macn Binsme, wixena 5 %, e ue
fonHAo ByTi TADNETOK 3 MAt0I0, o BINPITHAETLCA Hi cRpEAHLOT
Binsue, s va 10 %
4,  Disintegration (min}/ Poinagaiin (x8.) <15 6

Skip test - Not Applicable
Skip test - Not Applicable
Skip test - Not Applicable

Passes / Binnosigne

446
495

Passes / Bianosigne

Passes / Binnominag

Batch accepted/ Cepin npuiitima

* Not detected = He awnaneno - Notapplicable = He npoaootinocs - Skip test - Passes = Bubiprage aunpoGysanss — Bidnoeidae - ;Ibséhi)lg =='beiacyumff::rm:/ 1z
Skip test—~ Not applicable = Buiiprogé eunpobdyeania — He nposoditiocs

Responsible for Conformity Control Laboratories/Bidnosidansnuit aa Jocmosipnicms TaGopamopnozo KkoHHip

Slege social -

805 routs de Saran — 45520 Gidy - France ~ Tél. 02.88,23,87.00 - www.servier.com

8.A.S. au capital de 3080 00U suros * 402 222 483 RCS Oridans

Page 1/1




LES LABORATOIRES SERVIER INDUSTRIE

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 3acifuyio, mo HaBexeHa Buine iHpOPMaLLis € HOCTOBIpHOIO Ta TouHO0. Ljo cepito npoxaykuii 6yno
BHPOGIeH0 (BKITIOHAIOUHN NAKYBAHHS/MAPKYBAHHS) T4 NPOBEAGHO KOHTPOIb i sikocTi Ha BHLle3asHavueH i JinbHMLI ¥
noBHiit BianosinHocTi 3 BuMoramu GMP, BCTAHOBIEHUMH MiCLEBHM PEryJISTOPHHM OPraHOM, a TAKOX BiZIOBiHO 10
cenmdikanii, o MicTaThCs y peectpauilinomy nocke. [TpoTokonn BHPOGHULTEA, NTAKyBaHHA T2 aHanisis Gyno
TepersHyTO Ta BCTaHOBAEHO Bianosiaxicts GMP

Date of batch release / Jlata sunycky cepii : 14/10/2020

Name and Position/Title of person authorising the Batch Release/ IIpissnme Ta mocana/ 3sanns oco0u, siea

BIAAJA J03BiJ HA BHIYCK Cepii
Pierre GENOT, Qualified Person/YnosHosasxeHa ocoba

o

RQBERT :
gug Intérimaire

Sébastie
Pharmacien Dé

Signature/Tlinnuc: £) Date/Jlata: A 57 /Zé / Z:Zo

Finished product batch number/ Homep cepii roTosoro nikapesioro 3acoBy : 6021834

Sidge sucial - 903, route de Saran - 43320 Gidy - France - Tél. (2.38.23 87.00 - wiww.servier.com
S.A S au copital de 3.080.000 curos « 402 222483 RCS Orléuns

é’m-m g
Page 3 of 3
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TIEPHUIIKCITY KBA
JNEPKABHA CIYKBA 3 JIIKAPCBKHX 3ACOEIB
TA KOHTPO.JIIO 3A HAPKOTUKAMM y m. KHEBI

pyi. Bepesnsxiscbka, 29, Kuis, 02098, ren./dakc: (044) 550-23-55, ren. (044) 550-20-55
E-mail; dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €[IPTIOY 37079055

BACHOBOK
Ipo AKICTH BBe3eHOro B YKpainy JiKapchKoro 3acofy

19.11.202¢ Ne 63552/20/26

JTETPAJIEKC®

(HafvenysanHs Tikapchkoro 3acody 301AH0 3 PEECTPaUIfiuM NOCBIAYEHHAM)
TabJeTKH, BKPHTI ITIBKOBOI0 000/I0HKO0, 110 500 mr; mo 15 Taduaerok y Gaicrepi; no 4
faicTepn B KOopoGIi 3 KAPTOHY

{{opma rumycKy, A03yBaHHA, BUI NAKYBaHHI NiKapCLKOTO 3aco0y)
Howmep peectpariiaoro nocsimuenss UA/4329/01/01 crpox aif peecTpauiiinoro noceimier s 11.01.2021
Cepis nixapcskoro 3acoby Ne 6021834 KinexicTs BBE3eHOrO ikapebxoro sacoby 13680

Bupo6uux Jla6Goparopii Ceps'e Inpactpi, Opaniiis

(HaliMeRyBaHHR BupobHHKA ikapcbkoro 3acoby, kpaiha TTOXOPKEHHA)

BBesexo B Yipaity ToBapucTo 3 o6mexenoro BimnosixanpuicTio "CEPB'E YKPATHA",
inear. kou: 33643340

(HalMeHyBaHHA Ta Ko 38 CAPIIOY ropuaniuol ocobu abo npizsuine, iM'a, 10 HaTekoOBi diznyHol
OCOGU - REANPHENLK, 1T MiCIe NPORNBANNS Ta PEECTPALIHHIE HOMEP 00nik0BOT KAPTKY MIATHHKA
OIATKIB 400 cepis T4 HOMEP NACTIOPTA)

IlpoTokon BizyanbHoro kourposo six 19.11.2020 M 3629/2.

3a  pe3ysNBTATAMH AEPWAEBHOTO KOHTPONIO BCTZHOBNIEHO, IO NIiKapChKuM 3aci6 BBE3eHO B YKpaiHy 3
AOTPHMAHHSAM su WagCTRE OO 326831 deHHs SKOCH) NiKapebKiX 3aco0iB.

—

HaganpHAK Muxona XOJIOJEHKO

(nignuc) (iniuians ta Npi3BHILE)

{nocanoa oco

Page 1/1



LES LABORATOIRES SERVIER INDUSTRIE
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHOIKAT SIKOCTI JIKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hasea Ta agpeca BupoSHuka

Name of Importer and Address/
Hasea Ta anpeca iMroprepa

Which Consignment of product is delivered/
Bt npofykuil, 1o nocTavaeTses

Pharmaceutical form/Jjlixapcbka dopma

Name of the Product/Hasea nixapcekoro 3acofy
Dosage / Cuna aii

Type and size of packaging/Bun Ta poamip yrnakoBku

Finished product batch number/
HoMep cepii roToBoro NikapcsKoro 3acoby

Manufacturing date/Jata BupoOHALTEA
Expiry date/TepMiH IpHAaTHOCTI
Batch size/Kinsxicts y cepii

Manufacturing Licence number/
Homep niuensii Ha BHPOOHHUTEO

Registration Number/Peectpaniiine noceifue s

Siége social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com

S.A.5. au capital de 3.080.000 euros » 402 222 483 RCS Orléans

-~

el SN
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Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JIaGoparopii
Cepr'e Inpactpi 905 pyT ne Capan, 45520
Kipi, Gpanis

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

ey, HaGepexno-Xpewaruuska, 41

Kyiv, 04070/m. Kuis, 04070

Ukraing/Yxpaina

Pharmaceutical Product/Jlikapcbkui 3aci
Film-coated tablets/TabneTkH, BKDHTI
MTIBKOBOIO 060NOHKOIO

DETRALEX®/ JETPAJIEKC®

500 mg/ 500 mMr

15 tablets in the blister; 4 blisters in the carton
box / no 15 Tabnetok y Gnictepi; no 4 Gaictepr

B KOPOOLI 2 KApTOHY

6021838

09/2020
09/2024
14 500 boxes/ynaxoBok

MM 19/139 dated 10.07.2019
MM 19/139 Bix 10.07.2019

UA/4329/01/01

Page 1 of 3
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LES LAB ORATOIRES SERVIER INDUSTRIE

Reference method / Tlocknanng va mevon: DTC_S005682_PF_T_CTR_22093_EN_ 3.0
Reference specifications / Hocunamn ra cresugrixauio: DTC_S005682_PF_N_SPE_33970_EN_1.0

NAME { HASBA

DETRALEX®/ RETPAJIEKC®

Film-conted tablets / TaGnevki, nkpirmi nHiRKORO0 060AOHEDIO
Micronised and purified flavonoid fraction / Mixposizasaun ourtmesa thragokoiiha HpakLis

Diosmine (90%) 450 mg / Jliocminy (90%) 450 mr; Flavongids expressed as Hesperidine (10-%) 50 mg ¢ drasonofain y
sirnagi Necnepioanry (10 %) 30 Mr

Manufacturing product bateh number/ Hoaep srpofrIMOE cepil aikapenkora 3acoly 6010484
Analysis/ onamia  23/09/2020
Finished product batch number / Homep cepil rotosoro nikapcbkoro saceby 6021838
TESTS / NOKAIHHKM STANDARDS / CTAHJAPTH RESULTS / PE3VIILTATH *
1.  Characters / Sogmiuzmiii Bnrasz Salman coloured, oval shaped film-coated tablet / Passes / Binnoainae
Tabrerra orantHoT (hopmil, BKpHTA WiBKOBOIC 0BONOHKO!0
OpAHIKEEQ-PHKERONO KONbOPY
2,  Average mass {(mg)/ Cepeans maca (vr) 627 - 693 686
3, Unifprmity of mass / Qpuopianicts saen | Individeal masses of not more than 2 out of the 20 tablets may differ Passes / Bignoaiane
from the average mass by more then 3 %, but no tablet may differ
from the dvernge mass by more than 10 %/
Igaiminyansdi Maca He Ginete, ik 2 Tatnetok 3 20 Moy Ts
RIBPIZHATICH GiA CEpEAHBOT mucH Gittslue, Hbx HA 5 D%, e He
nows1HHO 6yTH TABNETOK 3 MAC0I0, WO AIAPIIRNETLEN Bil CepenHbLOY
Ginowe, wix sa 10 %
4,  Disintegration (min) / Poanagaansa {xs.) %15 7

5.  Microbiolegical quality (skip testing) /
MikpeGienoriuna ynevoTa
{enGipxoac sunpobysannn)

6.  Identification/ Igeutiirania gitotot
pefosLn

7. Assiy of drug substance {mg) /
Kinnricue smsuswenis xirowol
peuosunn {(mrfrabaeTry):

- Diosmine content / Bmict iocsiny

- Total flavonoid content/ Jaransmsnit smier

(aBoroTLs

8. ldentification of colorants (if tested) /
Laewrirpireauin Gapennkis (nemo
NPOBUANTBCR):

- Titanium dioxide (E 171) /Turany aiokcun  (E

171)

- [ron oxide (E 172) / 3anisa oxcua (E 172)

Total aerobic microbial count/ 3aransHa kUIkKiCTE aepoGHIX
aikpoopradianis (TAMC): < 10? CFU/g - 107 KYO/r

Total cambined yeasts/moutds count / Jaransna KinexicTs
RpiNILKGBHX Ta nnicedenx rpibie (TYMC): € 10? cFu/g — 10?
KYO/r

Escherichia Coli: absence/1 g — siacymhicts/[ r

The ratio of the retention time of the principal peaks from the test
solution and from the reference solution must be between 0.95 and
.05 / BiaHDIIEHHR YaCY YTPUMINHEA OCHOBHUX OIKiD Ha
XPOMATOPAMEX JOCHI HKYBEHOID NOIYNKY TA POIYHHY NOpiRHAHES
mee craosimi 0,95-1,05

427-473
475-525

Development of yellow or yellow/orange colour / 3aGapancus
FOBTOr0 460 KOBTA-DPRIDREHOIO KOABAPY

Development of a blue colour / 3a6apsheHHa CHiHLOMO KDRLOPY

Skip test - Not Applicable

Skip test - Not Applicable

Skip test - Not Applicable

Passes / Bianonizae

431
499

Passes / Bianopinae

Passes { Bianosinae

Batch accepted/ Cepin npstitrgma

* Not deiected = He anaancro - Not applicable = He npasodurocs - Skip lest - Passes = Bubipxoge sunpobysmms - Bidnasidae - Abseniflg = Bidcymunicnie/ 1 2
Skip test — Not applicable = Bubipxose eunpofysanws — He nposodurocs

Responsible for Conformity Contro! Laboratories/Bidnoaidarsuuii 3a focmosgipicis JTabopamopiozo k

Siage soclal — 905 route de Saran— 45520 Gidy - France - Té). 02.38.23 87.00 - www.servier.com

5.A.S. au capital de 3 0B) 000 eurps » 402 222 483 ’RCS Orléana
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LES LABORATOIRES SERVIER INDUSTRIE

%ﬂ"p

I hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured
(including packaging/labeling) and its quality contro} 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/ L{um # 3acBiAuyIo, IO HaBeieHa BHLlE iHpOPMANis € JOCTOBIPHOO Ta TouHotO. L{fo cepiro npomykuii Byno
BUPOGIEHO (BKMIOUAIONM MAKYRAHHA/MAPKYBAHHA) TA POBEAIEHO KOHTPOJTB if AKOCTI Ha BHULIE3a3HAUCHIH AITBHULI Y
[OBHil BiAMOBiAHOCTI 3 BuMoOraMi GMP, BCTAHOBNEHHMHE MiCLIEBUM PErYJISTOPHHM OPraHOM, 8 TAKOXK BiAIOBiAHO 0
criermdikaili, Mo MIiCTATECA y peecTpalliiiHoMy Aocke. [IpOTOKONN BHPOGHHITEA, NaKYBaHHS Ta aHanisis 6ysio
NeperisHyTo Ta BCTAHOBIEHO BiamnosiaxicTe GMP

Date of batch release / [lata Bumycky cepii : 09/10/2020

Name and Position/Title of person authorising the Batch Release/ IIpizeume Ta wocaga/ 3seanus ocobu, fika
BH/ana Jo3Bin Ha BHIYCK cepii
Pierre GENOT, Qualified Person/YnornosaxeHna ocofa

Aot

Signature/Ilianuc: Date/[ara:

Finished product batch number/ Homep cepii roTosoro nikapeskoro 3acofy : 6021838

Si¢ge social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
S.A.S, au capital de 3.080.000 euras » 402 222 483 RCS Orléans
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IEPKIIKCITYKBA
TEPKABHA CJIIYVKBA 3 JIKAPCBKHMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH y M. KACBI

Byl Bepesnsxiscpka, 29, Kuis, 02098, Ten./daxc; (044) 550-23-55, ren. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua,https://www.dls.gov.ua, Koz CHOPIIOY 37079055

BHCHOBOK
1po AKicTHL BBeseHoro B YKpainy Jikapeskoro 3aco0y

05.11.2020 Ne 60029/20/26

JETPAJIEKC®

(MaiiMeRyBaHHA TKAPCHKOTO 22c00Y 3riAHO 3 PeeCTPAIIIMHHM I10CBITFEHHAM)
TabJeTKn, BKPHATI INTiBK0BOIO 06010HK010, 10 500 MI 1o 15 Tabaerox y Gaicrepi; mo 4
Gaicrepd B KOpooui 3 KapTOHY

(Gopma BHITyCKY, AOSYBAHHS, BIJI IaKYBAHHA JKaPCHKOTO 3aC06Y)
Homep peectpanisiroro nocsigacrrs UA/4329/01/01 crpox aif peccrpaniiinoro nocsimgerms 11.01.2021
Cepix xixapcpkoro sacofy Ne 6021838 KinsKicTs BBCISHOTO JiXapcbkoro 3acoby 13638

Bupo6uux v JlaGopatopii Ceps'e Iaxactpi, ®pannis

(HaliMenyBaHHA BUPODHYKA TIKAPCEKOTO 3ac06y, KpaiHa MOXOAKCHHS)

Bneseno B YkpaiHy ToBapHeTBO 3 06Mexenox0 BinmopizansaicTio "CEPB'C YKPATHA",
inenr. xon: 33643340

(rativeryBanss Ta koA 3a EJPTIIOY opuanrnof ocobu abo npissume, iM'a, 0 GarsxoRi (iswanol
0CO6H - NiXIPREMIIS, T MiCIIe IPOKUBAHES T2 PEECTPANiHMIA HOMEP 0ONIKOBOT KADTIO! IIATHHKA
noziaTkis abo cepis Ta HOMEp NAcIopTa)

TpoTokon sidyansuore kontpomo sin 05.11.2020 N 3406/4.

32 pe3yNBTATAMH JEPXKABHOTO XOHTPONKO EBCTAHOBICHO, MO Jmikapcekwif 3aci6 BBeseHo B Yxpaimy 3
JOTPHMAHHAM BUMOr 32KOHOHABCTBA IOJI0 3a6e3neTeHAL sixoCTi HiKapoebkux 3acobiB.

REOBIB T
x*\;'. WA g ot

Muxona XOJIOJEHKO

{miamuc) (ininians Ta npiseHme)

Page 1/1
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LES LABORATOIRES SERVIER INDUSTRIE

—= SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHU®IKAT SKOCTI JHKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hazsa Ta agpeca BupobHuka

Name of Importer and Address/
Hasba Ta anpeca imnoprepa

Which Consignment of product is delivered/
Bua npogyxuil, o nocra4acTeeA

Pharmaceutical form/Jlikapceka dopma

Name of the Product/Hazea nikapcrkoro 3acofy
Dosage / Cuna aii

Type and size of packaging/Buza Ta poamip ynakoEKH

Finished product batch number/
Homep cepii roTooro nikapcbkore sacofy

Manufacturing date//ata supoduuurea
Expiry date/Tepmin npuaatHocTi
Batch size/KinskicTs y cepii

Manufacturing Licence number/
Howmep ninexsii Ha BupobHHUTBO

Registration Number/PeccTpauiiide noceiguenns

Sicpe social - 905, route de Saran - 43320 Gidy « France - Tél. 02.38.23.87.00 - www servier.com

548 au capial de T OR0 00 eures - 402 233 483 ROCS Orléans

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGopatopil
Cepe'e Ingactpi 905 pyr ne Capan, 45520
Higi, Ppanxuin

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

ByN. Habepexno-Xpemarnueska, 41

Kyiv, 04070/m. Kuig, 04070

Ukraine/Ykpaina

Pharmaceutical Product/Jlixapcsiuit 3acio
Film-coated tablets/Tabnerky, BKpHTI

NI BKOBOK) O0DIOHKOH

DETRALEX®/ ,[IETPAHEI{C®

500 mg / 500 mr

15 tablets in the blister; 4 blisters in the carten
box / no 15 taGnetok y Gnicrepi; no 4 Hnicrepu

B KOpODLUI 3 KapToHy

6038581

07/2021
07/2025
14 500 boxes/ymakoeox

M 20/156 dated 25.09.2020
M 20/156 Bing 25.09.2020

UA/4329/01/01
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LLES LABORATOIRES SERVIER INDUSTRIE

SERVIERRcfcrence method / Tacenanin 12 MeTod; DTC_S005 ﬁSZ_PF_T__.C"[.‘}-i;‘_il-{]“%-_EN_S.U

Reference specifications / [Tocunanss #a cnewsshirediio: DTC_S005682_PF_N_SPE_33970_EN_L.0

NAME ¢ HAIBA

DETRALEX?®/ QETPAIIEKCY

Film-coated tablets / TafineTrit, nEpIM RORROBMO DOONARKEDD
Micrenised and purified flavonoid fraction / Mikponizosana cuguenn (aauonotana qpaxuis

Diosmine (9095) 450 mg / Hiocsitty (50%) 450 mr, Flavanoids expressed as Hesparidine {10 %) 50 mg { daogaokoinio y
sucnati Decrepumuny {10 56) 50 vr

Manulewring product batch number ¢

Analysis / anania G4/08/2821

lonep sipe@unyoi cepii nikapcskoro neoby

6034539

Finished product hatch number ¢ Homep cepii ratoeoro nikapcusoro 3acody

H03RSA1

TESTS ¢ NOKAIFIMKI

STANDARDS f CTAHFAPTH

RESULTS / PEIVABTATH *

1. Characters/ Iosnitoniii snrang

2. Average mass {mg) / Cepeniss Macs {ar}

3. Uniformity of mass / Oauppiniiicrs aacu

4, Distntegralion {mia) / Powmansmin (x.)

5. Micrpbislogical quafity (skip testing)/
Mixprofionoriuna aucrora
(nubiprose BnnpoGyBANIR)

6, [dentifications Incumidirennin sioaoi
peHoanin

7. Assay of drug substance (mg)
Kinbxicne Buinascunn gl
pESSHINN {MTiTadneTiy):

- Diosmine content / BuicT niocaitly

_ Total flavonoid comtent! 3araauHsil sMicT

(pnanonoidis

8. l1dentification of celorants (if tested) /
Loentudikauin Gapeiuwkin (o
NPEoOAKTHCR):

- Tilanium dioxide {E 171) /Turany aipresa (B

P71
- lron oxide {E 172) / 3aniza oxenn (E 173}

Salmon caloured, oval shoped film-coated tablet /
TufneTia opansiol Gopasl, BEpiTa naivkosoto nfonaHkECIo
D[}i]l!?l(l.’.llﬂ‘[lﬂ?lil!ﬂﬂl’ﬂ ROALOpY

627 - 893

Individual masses of not more than 2 out of the 20 inblets may differ
{iom the average mass by more then 3 %, bt no tablet may differ
from ihe average mass by more than 10 %4/
Tnuisinyasssi Maci e Giawiue, Wik 2 Tafnetox 3 20 soikyis
giApizaATICH BiA cepensiboi macn Ginslue, Nix a5 %, ane He
nossinso Gy TA6NETOR 3 MECOLD, 1D BiAPIMACTECA Bill CEpeLILAT
GinLwe, nix ita 0 %

<15

Total aerabic microbial count / 3orgauna cinbsricTs acpoBu
sikpoopraniasis (TAMC): £ 107 CFU/g - 10° IEYOrr

Tetal combincd yeasts/mouids count f 3aranviia RiNbRICT.
Apikakanx T2 noicenemry rpilin {TYMC). £ 10* CFU/g - 10
KYOir

Eschenichin Coli: absence/1 g - pincythicTs/1 1

The rtio of the retention time of the principal peaks [rom the test
solution and from the reference solution must be between 0.95 and
i.05 / Binnowenia vacy YTPIMIHLA oCHosiLx mikip He
APOMATOIPAMAY A0CTLIYBAHATG PO T POIHEHY NOPIRIAIEA
Mo cTalosir: 0,95-1,05

427-413
475- 3515

Dievelopment of yeliow or yellow/orange colour / 3adapsneisg
FODTOrD a0 KOBTU-DEIDKERBNID KOALORY
Development of o biue colour / Jadapanenya Citieoro KONLODY

Passcs / Bianosinor

682

Passes / Binnosiane

L1

Skip test - Not Applicable

Skip test - Not Applicable

Skip test - Mot Applieable

Passes / Binnokinae

443
491

Passes / Binnopinag

Passcs / Bianonigae

Bateh accepted’ Cepin npultista

* Nal detected = He swrereno - Not applicable = He npoaeonsacs - Skip test - Passes = Butiiprose ewnpodysaim - Bidnoaidae -dbsent'le = Bideymiicne. 12
Skip test — Not applicable = Budiproue eunpoyeauus - He nposoditiocs
Responsible for Conformity Contral Laboratories: Bionoaaidarsinit 30 Jocmosipricnty Jabopmmnopnozo Konmpong

Siege social — 905 route de Saran — 456520 Gidy - France - Tel. 02,38.23.87.00 - www.serviar.com

S.A.S. au capilal ds 3 080 D00 suros = 402 222 483 ACS Organs

Page 2 of 3




LES LABORATOIRES SERVIER INDUSTRIE
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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 conirol 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 a 3acBigayto, ulo HaBesena Buie iHhOpMaUis € 10CTEBIPHOW Ta Towko0. LIk cepito apeaykuii fyno
BUPOGIEHO (BKAICUAIOYH AAKYBaHHA/MApKy BaHHA) TA NPOBEASHO KOHTPONE 1 AKOCTI HA BULIE3a3HAYEHI AlTbHUL Y
noBaiit BiiNoBiAHOCTI 3 suMoramy GMP, BCTaHOBNEHHMY MICUEBHM pEryIATOPHUM OPraHoM, a TAKOXK BiANOBIAHO 10
cneuudikauiit, 1o MicTATECS ¥ peecTpalliiiioMy Aocke. [TpoTokony Bupo6HiNTSa, NakyRaHHS Ta aHanisie 6yno
NEPETNAHYTO Ta BCTAHOBNEHO BignorianicTe GMP

Date of batch release / Jlata BURyCKy cepil : 04/08/2021

Name and Position/Title of person authorising the Batch Release/ IIpizsuine ta nocaga/ 3saHHs ocoln, AKa BRAANA
J03BiN HA BHMYCK cepil
Pierre GENOT, Qualified Person/¥Ynopdoraxcena acoba

Jdéroms DEYGLUN
Pharmacien Adjoint

/.

Signature/[Tinnuc: TII A Date/Hara: Ao /oY / 2024 ..

Finished product batch number/ Homep cepii retosoroe nikapebkore 3acoby : 6038581

Siege social - 905. route de Saran - 4552G Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
S5AS avcapnal de 3.080.000 euros + 402 222 483 RCS Orléans




AEPKABHA CAYIKBA 3 JJIKAPCBKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMU y m. KHEBI

Byn. bepesnaxisceka, 29, Kuie, 02098, Ten. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHCHOBOK
PO AKiICTH BBE3€HOTO B Y KpaiHy JikapcbKkoro 3acoby

25.04.2023 Ne 19404/23/26

AETPAJIEKC®

(nafimenyBaHHs Nikapcekoro 3acofy IriAHO 3 peccTpaUiAHMM MOCAI IYSHHAM)
TabJIeTKH, BKPHTI DNIiBKOBOI0 06010HK01W, no 500 mr, no 15 Tabaerok y Haicrepi; no 4
OaicTepn B KopoOni 3 kapToHY

(dhopma unmycky, AO3YBAHHA, BHA NAKYBAHHS NikapckKoro sacoby)
Howmep peectpanitinoro nocsizgenns UA/4329/01/01 ctpox ait peectpauiiivoro noceisuenns HeoBMexeHHH
Cepis nikapcekoro 3aco6y Ne 6076464 KinbkicTh BRE32HOrO Nikapchkoro 3acoby 13776

Bupobunk _Jlabopatapil C-?e‘pn*' ¢ lupactpi, Opaniis

(naliMeryBanHs BUpoOHHKA NikapcLkoro 3acoby, KPaiHa MOXOAKEHHS)

Baesero B Vxpainy Tosapucrso 3 o6MexxeHo10 BiamopinanbhicTio "CEPB'C YKPAIHA",
inenT. kox: 33643340

(vafiMenyeasna Ta kox 3a CJIP[10Y wpuauynoi ocobu abo npisedwe, is'a, mo Garbkosi hiznunol
ocobu - nianpuemns, T Micle MPOXKHBAHHA TA peecTpauikHni HoMep oBMKOBOT KAPTKW NAATHUKA
nenarxie afo cepis Ta HOMEp nacnopra)

IpoToxon BisyansHoroe kontpoaw sin 25.04.2023 M 1139/4

3a pesyxbTaTaMu nepmasﬂoro KOHTPONKO  BCTAHOBJIEHO, ;'0 nikapcekuit 3acié  Beeleno B Ykpainy 3

ﬂOTpHMaHH/M q{qr FakOHONABCTAA WOA0 3a0e3neYeH Y &
Pl = A ]
¢ o PR ¥ L

K _C"N .mKapcmux 3&00618

ki
H oy

_ 1B JRRORHIX

- {niznuc) {iniuianu Ta npisenwe)




LES LABORATOIRES SERVIER INDUSTRIE

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 compllance was
established/ ITin 1 3acBimdyto, Mo Hapenexa pume indopmania e gocTosipHOK Ta TouHOH0. ko cepilo rrpo,rwxml ﬁyno
nnpoﬁneﬂo (anmqmorm TIaKYRAHHA/MApKYBaHHA) Ta NIPOBE/IEHO KOHTPOME 1i axocTi Ha aneaaauaqemu ALMBHUL Y
noBHil BimoBiTHOCT] 3 BEMoraMu GMP, BCTAHOENEHUMH MiCIIEBUM PeryJIATOPENM OPTaHOM, a TaKOXK Bi/INOBIAHO A0
crrermdikatif, me micraTecs y peecTpaiiiizomy gocse. [IpoToxoH RUPOGHHITES, NAKYRAHHS Ta aHAI3IB Gyno
TepernsaHyTO Td BCTAHORASHO Bianosignics GMP

Date of baich release / Jlata sumycky cepii : 05/04/2023

Name and Position/Title of person aunthorising the Batch Release/ IlpizBame Ta mocaga/ 3sauns 0co0H, AKa BAAMIL
A03BiN Ha BEIyCK cepil
Pierre-GENOT, Qualified Person/Ynosrosaxena ocoba

Emmanuelle LORANS
Pharmacjen Adjoint

Signature/TTixnue: w E Date/Iara: _(ﬁjﬂm

Finished product batch number/ Homep cepif roTosoro nrikapcskoro 3acofy : 6076464

Sidge social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com -
S.A.S. au capital de 3.080.000 eures = 402 222 483 RCS Orléans




LES LABORATOIRES SERVIER INDUSTRIE
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUPIKAT AKOCTI JIKAPCHKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hazsa Ta agpeca BHpoOHUKA

Name of Importer and Address/
Haspa Ta aapeca iMmoprepa

Which Consignment of product is delivered/
Bug npogyKilii, 0 MocTa49aeThes

Pharmaceutical form/JIikapcbka thopma

Name of the Product/Hazra nikapcbkoro 3acoby
Dosage / Cuna xif

Type and size of packaging/Buz Ta poamip ynakoBku

Finished product batch number/
Homep cepil rotororo nikapcskoro sacoby

Manufacturing date/Jara BizpoSHIITEa
Expiry date/TepMin npuaaTHocTi
Batch size/KinexicTs y cepil

Manufacturing Licence number/
Howmep sniner3ii Ka BHpOOHHLTRO

Registration Number/PeccTpanifine nocaiqderH»

Sizge social - 905, route de Saran - 45520 Gidy - France - Tél, 02.38.23.87.00 - wwwserviercom *

8.A.S. au capital de 3,080,000 euros » 402 222 483 RCS Orléans

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JIaGoparopii
Ceps'e Inpactpi 905 pyT ne Capan, 45520
JKini, OpaHuis

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

Byn. Habepesso-XpemaTuubka, 41

Kyiv, 04070/m. Kuig, 04070

Ukraine/Yxpaita

Pharmaceutical Product/Jlikapcrxuii 3aci6
Film-coated tablets/TaGneTxu, pxpuTi
MI{BKOBOIO 00OMOHKO0

DETRALEX®/ JIETPAJIEKC®

500 mg / 500 mr

15 tablets in the blister; 4 blisters in the carton
box / no 15 Tabnerok y 6aictepi; no 4 Gnicrepn
B xopobrii 3 kapToHy

6076464

02/2023
02/2027
14 500 boxes/ynakopox

2022_188 1 2 dated 20.12.2022
2022_188_1_2 mix 20.12.2022

UA4329/01/01




x4  LESLABORATOIRES SERVIER INDUSTRIE

== SEMVIER Reference method / llocumansn wa evop; DTC_S005682_PF_T_CTR 22093_EN_3.0
Reference specifications / Tocunannn wa cneundikanito: DTC_S005682_PF_N_SPE_33970_EN_1.0

NAME/HA3IBA DETRALEX®/ TETPATEKC®
Film-conted tablets f Tofnetsy, Bxpirti naisxopoio nboiaapkom
Mieronised and purified flavonoid fmction / Misponisosana oynmens inesounoizye dipaknis
Diosmine {90%) 450 mg / Hiocariiry {80°%) 450 wmr, Flavonoids expressed as Hesperidine (10 %) 50 mg / dnasoxoinio y
unrnan) Necricpumniy {10 %) 50 ar

Manufictutng product batch nomber / Homep aupoSmimot cepil nikopckiard 1acoGy 075511
Anslysis f ananiz . 20/03/2023
Finished product baich number/ Homep cepii roTosor sikepeskoro agcofy 6076464
TESTS / NOKASHHKM STANDARDS / CTAHIAFTH RESULTS / PEIVJILTATI *
1. Characters / Soonriwwiii surmso Salmon toloured, oval shaped flm-coated ahlet / Passes / Bimosizne
TafneTra osanesof Gopwil, BEPHTE MIEKOROW DODACHKDMD
OpAMKEE0-POACEAOND KONBORY
2.  Avernge maxs (mg) / Cepenns niaea {mr) 627 - 693 673
3. Uniformity of mass / Oonopianicrs macn | ndividus] messes of not more thon 2 ant of the 20 tbleis may differ Passes / Bimrosigae

from the sverage mmss by more then 5 %, but no tablet may differ
from the avernge mnss by more than 10 %/
lnonninyansri Macr ne Ginswe, nix 2 TabreTok 3 20 Mosyts
BiapianFmich Bi cepennnol Much Ginpie, vim Ha 5 %, e ge
nomkno yri TalineTok 3 Macoio, 1o siapiskserses aia cepeatol
Gineme, riee pa 10 %

4, Disintegration (min) / Pozzagamns (xn,) =15 10
5. Microblological goallty (skip testing) / "Total arrobic microbisl count / Inrantva Kinkkicmn aepobik Skip test - Nat Applicable
Mixpobiomorisana wueroTu uinpocpraitiasmis (TAMC): £ 108 CFU/g— 103 KYO/r
(oubipxkonc Bunpolysannm) Total conribined yensts/moulds count / 3arankin kinexicTu
ApikIoEOtIK TA nniceness rpubis (TYMC): < 102 CFU/g - 107 Skip est - Not Applicable
KyOir

Bgcherichin Coll: ahsencef] g — pincymiers/] 1 )
Skip test - Mot Applicable

6. IJdentification/ Inewrehirania gisovor The ratie af the retention time of the principal peaks from the test Pogses { Bignowinne
pEMoBIIL solution ond from the reference solotion miust be between 0,95 pod
105/ Bimiomesny qacy yrpismasis acHasmix nikia pa
NPOMITOrpaMax ACHiGRYRINOMD FOIUIHY TR POIHITHY NORIBAMNE]
wae oradosstn 0,95-1,05
7. Assay of drug substanee (mg) /
Kinsiticue suangneing oot
peunsanu (mrfrabneTky):

- Diosmine content / Batict aiocsiny 477 -473 448
- Total flavonoid coiitent Iaranminil aMicr 475 - 525 502
(mnonolnia

8. Ideniification of colorants (if tested) /
Taenuiicanin Sapenniie (axup

NPOHOANTLERY:
- Titanium dioxide {E 171) /Tuvasy aiokena  {E Development of yellow or yellow/orange colour / 3aGapanenia Passes f Bianosinae
171) IHOBTONC OG0 MOBTO-OPAIKEROrD KONBOPY
- Iron oxide (E 172) / 3aniag pkona (E 172) Development of o blue colour / 3ofapaneins cHRLDI KOALOEY Pogses / Bignoninne
Batch accepted/ Cepis npstilirg

* Not detected = He annasenc - Not npplitable = He nposoduiocs - Skip test - Passes = Bubipkoee anunpoGysaunt — Bidrosidae - Absent/Ig = Bidcymnicme’ ] 2
Skip ress— Not applfcable = BuSiprose eunpodyaina ~ He nposeduiocs
Responsible for Conformity Control Laboratories/Bionoeidaseiii 3a Jocmogipuiens ﬂaﬁapamm’mm\

Caroline PISTRE

Siége moclal — 205 route de éarm — 45520 Gidy - Frances - T4l, 02,38,23.87,00 - wwiv.servier.com Page2 of 3

5.A.8. au caplial du 3 0AD DDO qurns « 402 222 483 RCS Drisans




HNEPIKABHA CJYIKBA 3 JIKAPCHbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

sy, Bepeanakinebka, 29, Kuls, 02098, Test, (044) 295-26-85 ven, (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua, Kon CIPIIOY 37079055

BUCHOBOK
npo uKicTs BBE3EHOro B YKkpainy aikapchroro saco0y

12.07.2023 _ © Ne 35485/23/26

JETPAJIEKC®

) (HaJAMOHYBAHHA TIKAPCHKOTO 3800y SPLAHO 3 peecTpauifHIM NOCBIAHeHHAM)
TaGaeTky, BRPUTI DIIBKOBOXO 060J0HKO0I0, N0 500 mr, o 15 TaGuerok y Guicrepi; xwo 4
: Gaicrepn B iopoGui 3 xaprony

(hopma BUIyCKY, AO3YBAHH, BHIL HTAKy BaLHs nixaposkoro 3acoly)

Howmep peectpaniitroro nocsintents UA/4329/ 01/01 crpok mil peecTpauifHoro NOCKINHEHHS HeoOMeXeHHH

Cepis nikaposkoro 3acoby Ne 6079666 Kinbkicts 8BBE3EHOIO Nikapeskoro 3acoby 13660
Bupobuuk JlaGoparopil Ceps' ¢ luactpi, Opanuis v
(HatiMeny Bakus BUPOGHUKE JIIKAPCHKOrO 3a¢00y, KpaiHa NOXOMKEHIA)
Breseno 8 Vipainy TosapueTno 3 06MEKCHOW0 BiANOBIAANBLHICTIO "CEPB'€ YKPATHA",
inent. eon: 33643340 -

(srativenysauns Ta oy sa EAPTIOY 1opunmiHol acobu a6io mpizautie, im's, no Barekosi Gisnunol
ocobit » nignpueMuy, ¥ MicLe NPOXUBANKE T8 peectpalifuuii nomep oBaiionol KAPTKH NAATHHKA
noxatkis abo cepis Ta HOMEp HACHOPTa)

Tporokon isyanknore wontposo sin 12.07.2023 N 1949/6.

3a  pesynpraTaMu JEPKABHOTO  KORTPOIIO  BCTAHOBJICHO,
110'1‘pHM21HHﬂM BAMOT 34KOH

o

nikapewkui  saci6 Bpeseno B Vipainy 3

B.o. 1-1&%.{511‘51-{3 Isan 3AIBOPHUX

(iniuiany Ta npissuuie)




LES L ABORATOIRES SERVIER INDUSTRIE | SERVIER S

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
GMY 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 5t 3acsijiayio, mo Harejena pue inpopmartis JOCTOBIPHOIO Ta Touro0. Lijo copiro nposyxuii 6yno
BUPOG/IEHO (BRITIOUAIONH IAKYBANHS/MAPKYBAHHS) T4 NPOBEJIEHO KOHTPOITh §i skocTi HA BUILIE3a3HAYCHIH JHinbHAN Y
ToBHii BiroBiocT 3 BuMoramu GMP, BOTAHOBJICHUMH MICLEBAM PEryJIATOPHAM OPLaHoM, a TaKoK BIANIOBIZHO 10
crenpdixaniii, mo MicTTRCs Y peecTpatiiHoMy N0Cke. Tporoxony BUPpOOHMITBA, NAKYBAHHA Ta anaiisis 6yno
NEPCIVIAHYTO Ta BeTaHoBNeHo pinrosikicTs GMP

Date of batch release / [lara Butycky cepii : 21/06/2023

Name and Position/Title of person authorising the Batch Release/ Ilpispuue Ta nocana/ ssanns ocolu, AKa puxana
20381y Ha BHNYCK cepil ,
Pierre GENOT, Qualified Person/Ynopaopaxena ocofa

99 JUIN 2023

V7
Signature/Hipmuce: _“4}“”7‘” Date/lara:

Finished produet batch number/ Homep cepii rotosoro mikapebkoro aacoy : 6079666

Siege soclal: 2035 route do Sarce - 45520 GIDY « France 133 ()2 3823 87 150 « AW SRIVIGLCOM

S G, o coplicl e 3 080 DX Gures - 402 292 483 RCS Orlbans Page.3 of 3



LES LABORATOIRES SERVIER INDUSTRIE SE QV? ER
. . &3 3

e WG

T

EN_ 3.0
33970 EN_LO

Reference method  Hocionuos mosieieas DT V5682 PF T CTR
Rufurence speeifications - Hoewgans nueneundivagin: DTC_SO05682 PF N SPE

NAKE  (IABBA DETRALEN 2 A TPAJERC?
| Filimecouted whlets ToGAEIOL SRPITTILIBRUBOIG OBUAVIKOIN
Micranised und purifiend Oevinoid Baefon  MiKpoursopsin o i prasouoii diparas
Diosmine (90%) 450 g Jioesioy (0% 450 sr, Flavonoids expressed as Hespaiding {10 00 50 mg / dusonoinig y
s b Peenepissmuy £10 % 80

Manulacuaring product haseh nnber Hosep supodaiuol cepll mrapehion gieody 6080694
Anstysis /s 1970672023

Fimshesd product butel mimher/ Foasiep cepii 1arono o Aikapenkory sieody . 6078666
TESTS £ HOKAZHMKIH STANDARL’)R SOTAHBARTH ’ © . RESULTS/ PESYHLTATH *
oo Characters / 3psninadil nurasg Sulmon coloured, oval shaped filmeconted tublet Pusses - Bianoninae

TuBALTRR OBANLLOT GOPALL ARPITH HATBKOADIO BEDA0IRWIL
OPHUECRO-PORBOLT KOINIPY

2, Avernge mnss (mg) / Cepeaus snen (Mo} 617 - 693 3 6L

“t

o Lintformity of auwss / Qauopianicn stnen | individual masses of nol more than 2 out of the 20 wbleimay differ Passes £ Blanonisae
. troms the averge mass by more thien 5 %5, but no tablet may il
from the sverage mass by more thin 10 Y%
DEASIMAYIIL T Stier e BRI, taoe 2 aabae roR 5 20 Ay i
BLAPFSIINRD Bi3 cepeino Maen Glapwe. s § Y e
URBIHE0 DY TG TOR LARIEOIO. 1O HEAPIIRCHS 020 Cepeiainot
Hranie. ning i 10 % '

4o Divintegeating Omin) / Posaannmy (o) | 15 8
4 Mierobiologleat quulity (shdp testing) ¢ | Towd nerobic mivrobinl count 3arushia kiRicr sepodinis SKip west-« Not Applizatide
Afipobioanringg s sispoupriutiavin (TAMC) = 100 CFUy I KYORL
(nuBiprose murpobynini) 1 Total combined yeasts moulds count/ Saraangn ginnkicr :
APERAKUBIS BETUseRens spubin (TYMER < 108 CFU g 108 Skip test « Not Applicable.
KYOh

Bseherehin Calicabsence | g wiacytwg /) ¢ :
Skip test « Not Applicuhle

6o dentiffention Diewendignady adnsnt Thie mio of the reenton-tme of the principal peaks front the test © Pussest Blaomac
perosung : sulutiotund Trom gie referemee soliton piu e betwyen 0.95 und
LS £ Blanosenin ey SIpusginphocionisy. msm ug

NPONRTOUPOMAN JOCALLRY URIOIO POIMIIY 10 pOS I OpIIHing

Mae costomr L YE- 108

T Assuy of deuy subistanee (mp) / )
IianRicne marpernn ouoy
pramnny (frafaerey )y s i

- Dok content  Baies moesiny ' 4237 - 473 : 446

- Towt favonaid content. Saram i naicy 475 - 815 y 493

hansnnori

8. tdentification of colorants (if tested)
Lenriinanin Gopounwio Gtemo
HEODBHANELEH)S

~ Tuonran dioxide {8 171 Parauy dsokena 1k Development of yellow ur yellow ornge colour . utupuacium Passes Bianostune
17h SROTOIY A0 SHOKTO-OPRBRLIOND KOILQPS
= dron eode (10 V27 S okena (£ 172 Devedopment of s blue colour 3aGapracius 21010 KuALOpY : Pagsien  Bhanonsaac

Betch neeepted Cepia npnfiiig

*Notdereeted  He wmvigena - Notupplicable = He nposstuiocy-- Skip st - Passes = Buipkone quapodysmosm - Bionedac < Asenrtl g = Siachmici 1y
Skyrtest Notapplicalle - Budpwows sunpodyeanms - T iposustands

e el
v S g

Caroline PISTRE

bt

Paged ol 3

S570 CHDY . Pranoes 9837012 M82% B2 00 dawd atvist s om
T ARA RS Qrbdam

B ranud de3
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LES LABORATOIRES SERVIER INDUSTRIE

SERVIER
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT SKOCTI MIKAPCHKOT'O 3ACOBY

Name of the Manufacturer & Address/
Hazsgra 1a ajpeca supolunka -

Name of Importer and Address/
Haspa ta agpeca iMmoprepa

Which Consignment of product is delivered/
B niposy ki, 10 mocrayaeTses

Pharmaceutical form/Jlikapeska dopma

Name of the Product/Hassa nixapcrkoro 3acofy
Dosage / Cuna nil

Type and size of packaging/Buny Ta poamip yrnakoBis

Finished product batch number/
Homep cepil rorosoro nikapeskoro sacoby

Manufacturing date/I{ata supofuuursa
Expiry date/Tepmin npuparaocTti
Batch size/Kinbkicrs y cepii

Manufacturing Licence number/
Homep ninensii na supoBunirso

Registration Number/Peectpanifine ocBiHents

s Reran - 45520 GIGY ~ Franee : +33.(0)2 38 2387 (0 - www SeIGroonm

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/Jlaboparopil
Cepr'e Inmacrpi 905 pyr nie Capan, 45520

~ Kini, Gpanis
Servier Ukraine LLC/TOB "Ceps'e Yrpaiua”
41, Naberezhno-Khreshchatytska St./
Bys1. Habepeskro-X pemaruubka, 41
Kyiv, 04070/m. Kuie, 04070
Ukraine/Yxpaina
Pharmacentical Product/Jlikapeskuii saci6
Film-coated tablets/Tabnerin, sxpuri |
TBKOBOIO 00OJIOHKOIO
DETRALEX®/ IETPAJIEKC?
500 mg/ 500 mr
15 tablets in the blister; 4 blisters in the carton
box / o 15 rabnerok y Guicrepi; o 4 Guicrepn

B Kopobui 3 KapToHy

6079666

06/2023
06/2027
14 500 boxes/ynaxonok

2022_188_1_2 dated 20.12.2022
2022_188 1 2 min 20.12.2022

'(.JA/4329/01(()1
Sy akt e Y
v 4% 0905, 2

Page 1 of 3




MEPKABHA CJTVIKBA 3 JUKAPCHKIX 3ACOBIB
TA KOHTPOIIO 3A HAPKOTUKAMM y m. KHEBI
npoe. Hagil CeitaniHol, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Koa €PTIOY 37079055

BUCHOBOK
Npo AKiCTH BBE3EHOTO B YKPaiHy JiKapcLKoro 3acoby

01.09.2023 Ne 44574/23/26

HETPAJEKC®

(HaliMeHyBaHHS Nikapchkoro 3acoBy 3riHo 3 peecTpaLifHIM NOCBUIMCHHAM)
TabieTKH, BKPUTI MIiBKOBOI 000JI0HKOI0, NI0 500 mr, mo 15 tabaerox y Guicrepi; mo 4
Gaicrepu B KopoOLi 3 KAPTOHY

{(popma BANYCKY, AO3YBAHHA, BHA NAKYBAHHI nigapesxore 3acoby)

Howmep peectpauiituoro noceimenia UA/43 29/01/01 crpok nii peectpauifinore MOCBiAMEHHS HeoOMexeHU

Cepist tikapepkoro acoBy Ne 6082225 KinsKicTh BBE3EHOTO JMiKapCEKOFo 3200y 13560
BHpoGHAK Jiabopatopii Ceps' ¢ Tuuactpi, Opannis

(RalimeHYBAHAS BEPOBHAKE NiKAPCEKOTO 3acoby, KpalHa NOXODKEHHS)

Baesero B Ykpainy TopapuCTEO 3 00MEKEHOIO signosigaapnicTio "CEPB'C VKPATHA",
inenT. kon: 33643340

{nafMEHyBaHNAA TA KOX 38 CAPIIOY opuanyHoT ocoGH abo npisBuuE, iM's, no GaTbrosi dizuuHoOl
ocobH - mianpremud, T micue NPOXHUBAHKA T2 peecTpauiiiHnik HoMep 0GAIKOBOT KapTKH NIATHUHKA
MoaaTkis abo CEpiA TA HOMEP NACTIOPTE)

TIpoToKaJ Bi3yaNbHOro KOHTPOIIO Bia 01.09.2023 N '26132'6.

3a pe3yNbTATAMH [EPXKABHOTG KOKTPOIIO BCTAHOBAGHO, Lo | nikapcekni  3acié BBeacHO B Ykpainy 3

JOTPHMAHHAM BHMOT 3aKOHONABCTEA moae 3abe3neyennd AkagT JikapCoKux 3acobie. .,

(iHiuiany Ta npizeuwe)
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHPIKAT SIKOCTI JHKAPCHKOI'O 3ACOBY

Name of the Manufacturer & Address/ Les Laboratoires SERVIER Industrie 905, route

Hassa Ta afpeca supobrmka de Saran 45520 Gidy France/Jla6opatopii
Ceps'e Irnactpi 905 pyt ae Capan, 45520
AGzi, Opanmia

Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Vipaina"

Hazpa Ta agpeca iMnoprepa 41, Naberezhno-Khreshchatytska St./

syn. Habepexno-Xpematuupka, 41
Kyiv, 04070/m. Kuis, 04070

Ukraine/Vxpaina

Which Consignment of product is delivered/ Pharmaceutical Product/Jlikapcskuii 3aci6

By, npoayxuii, o mocrauaerses

Pharmaceutical form/Jlikapceka (opuma Film-coated tablets/Tabnerku, Bxpuri
INTiBKOBOIO 0B0IOHKOI0

Name of the Product/Hassa nixapcekoro sacoBy DETRALEX®/ AETPAJIEKC®

Dosage / Cuna aii 500 mg / 500 Mr

Type and size of packaging/Buxn ta posmip ynaxoeku 15 tablets in the blister; 4 blisters in the carton

: box / no 15 Tabnerok y 6nicrepi; mo 4 GmicTepu

B KopoOLi 3 KapToHY

Finished product batch number/ 6082225

Howmep cepif roTororo nikapcekoro sacofy

Manufacturing date/JIara supoGxurea 07/2023

Expiry date/TepMin npagarsocti 07/2027

Batch size/Kinsxicts y cepif 14586 .boxes/ymaxoBok

Manufacturing Licence number/ : 12022 188, ]
Homep niuensii Ha BEpoSHMITBO &/ JJOKY ”202{‘1& \4.\@ Bix 20.12.2022

Registration Number/Peectpanitise nocpinuersy ¢

Slége seclal : 908 route de Saran - 45520 GIDY - France : +33 (0)2 3823 87 00 - www serdar.com
5.A.5, o cepital de-3080 000 suros - 402 222 483 RCS Qréans Page 1 of3



LES LABORATOIRES SERVIER INDUSTRIE SERVIER S

moerd by yon

Reference methad ; Mlacy. s ne seto: DTC_S005682_PF_T_CTR_22093_EN 3.0
Reference spocifications ¢ Moo na enennipivanio; DTC_S005682_PF_N_SPE_33970_EN_I.0

NAME " [1A38A DETRALEXY/ 1ETPA.IEKC"
Film-conted tablets . T sersr, spuri iincason oboo mkolo
Micranised and punified Mevonoid fraction  Mikponizonuiyg ommueimn drupaioime Qipegiis
Diosmine (90%) 450 mp  Miocsiey (90%6) 430 wr. Flavanoids expressed as Hesperidine (10 %) 50 mg / dranonoinis v
nirnzm Nectepasiy (10 %) 50 ar

Manucioring produst batch number Hosep sipobinyyoi ceplt Akipenkoro 1acoly 6083357
Arnlysis 7 aungiz  08/08/2023

Finished praduet botch number ! Homep cepil rotonare sikepeneor @ tacndy 6082225
TESTS / NOKA3IHMKH STANDARDS / CTAHAAPTH RESULTS / PE3VIILTATH *
1. Characters / 3omtitniifi nitrann Salmon coloured, ovat shaped (flm-conted whlel - Passes - Bixnoniaac

Taf:AeTRa ouanuiol fapmis, BEPITY KB afon0ken
DPEIKEHO-POMLBOTO KOTLOPY

2. Average mauss (mg) / Cepeatig sacy (ar) 627 - 693 &80

A, Unilormity of moss / Ognapignicrs simen | Individua) masses of anl more than 2 aut af the 20 tobicts may differ Paszes / Bianokinac
[ (b nvemge mass by mane then 5 %%, bul no lablel muy dilfer
from the average mass by more thon 10 %/
lnagiming aanen amen e Sianmw, it 2 tolaerok 3 21 MOKYTL
aimpims nen aig cepeainod stach Guanwe, tiz g 3 %o, ane ne
AOBINNIO G471 raENETOR 9 MACOIO. WO BiIpMHCTLEN Bid cepenti.ol
Binbise. wiz nit [0 %

4.  Disintegration {min) / Poanugunnn (Xe.) + |5 b
5  Micrehiolegicul quality (skip testing) / Total aerobic mlcrobiol count / aram.sg Kinukier sepoGinx Skip test - Not Applicable
Mikpabitanrisng unerern mikpoapronitvie (TAMC): 5 §0° CFWip - 108 KO/
{unfiprese sniepobysanny) Totn] combinud yeastsfmaounlds connt / Jiransua kwekem
Apimndiniy yo nofceseny rpnfite {TYMC): < 10* OFUg - [0? Skip test - Not Applicthle
K¥Oir

Escherichin Coli: absence!1 ¢ - nineyTiieT/| r
Skip 1e51 - Nat Applicable

6.  ldeatifteations Ixemroudisanin aiwyof The mtio althe retention time pf the principal penks fmm the st Posses ; Bianoninoe
PeuoBIIE solution und trom the reference solutjion mus) be between (.95 and
i 75 1MANIA DEHORIME MiRED 1

7. Assay of drug substanee (mg) /
Kiruxiene sinnattenny aiwnuof
penopann (Mrfrabaersy):

- Diosmine content  Barier aiocasilry

444

= Tot) Bovonoid content: 3areanseh oaict 491
ianponainia
8, ldcntification of colorants (i tested) /

Leyendiknuin fuperankio (mrmo — A

UpNBOLUTLEN): Ha ™.)> =
- Titanium dioxide (E 171) /Turasy giokena (B Develapment of YERGW or yellow: vrange colour - 3uGnpanennn Posses ' Binnonisac

171) SKOBTOro ado KeNTU-0PUIGRELONT KOILUPY

- lron oxide {E 172)  Janim okcna (B 172) Development of'a blue colour  Jafupaneiits cunmoro RonLopy Passes / Bianoainac

Butch acvepled! Cepin npidinema

* Not deiected + Tle sunatens - Nop applieable = He apevadirwes - Skip wyr - Passes = Budipkooe snapodveanin — Bidnogidge - Ahsewi/d g = Biveymmicme | 2
Skip wst - Nut applivable = BuGiproae aunpodyvacsns — He npudoiisiock
Responsible for Conformity Contral Lahorutorics Bidnoeioatuni 20 Zoemogipwicinn Jadopamopuoce sonmpoiio

Paseale MASSON /

Popelof 3
Sidpe social : 95 rute e Soran 45520 QIDY « France - +33 (M2 34 23 k7 00 - W horvize.mn
5.A.5. uu capiral de 3 Q80 0O0 curas — 402 223 203 RCS Cridans
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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/ ITum x saceinwyio, mo Hasenena pume indiopmanis € gocToipHO Ta Touro, Ilio cepito poxyxuii Gymo
BUpobiieHO (BKII0UAIOYH TAKYRAHHA/MAPKYBaHHA) TA IPOBEAEHO KOHTPOMS if AKOCTi Ha BHINe3asHAYeHil ALMbHML y
DOBHiH BignosigHOCT 3 BHMOoramMu GMP, BCTAHOBICHHMHE MiCLIEBEM PETrYIATOPHHAM OPraHoM, & TAKOK Bignosiano o
cneipdiraniii, mo MicraTscs y peecTpanifinomy nocse. IIpoToxoim BApoGHMITTRE, MAKYBAHHA Ta aHaMi3iB Gya0
TePEr/IAHYTO T4 BCTRHOBNCHO Bifnorigricts GMP

Date of batch release / [lata summycky cepii : 09/08/2023

Name and Paosition/Title of person authorising the Batch Release/ Ipiseame ta nocaaa/ 3sanas ocoln, AKa BHAANA
H0o3Bil AA BANYCK cepil
Pierre GENOT, Qualified Person/YnosrnoBaxeta ocoba

1 r————

Cﬁarl_utt_e BELLEWLLE-VARACHAUD
Pharmacien Responsable intérimaite ‘|~

| S— =

Signature/ITiqmic:

: b &1 64!
TOKYMEHTI

slage sockal : 905 route de Saran - 45520 GIDY - France | +33 ()2 28 23 87 00 - www.servier.com
5.A.5, o copifal de 3 080 000 suros - 402 222 483 RCS Orléans Page 3 of3
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