HAEPIKABHA CJIYVKBA 3 JJIKAPCHKHUX BAC‘OBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y M. KHEBI

npos. Haniil Ceituunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koz €JIPIIOY 37079055

BUCHOBOK
IpO SIKICTH BBE3EHOr0 B YKpainy JIKapCLKOro 3acody

06.10.2023 Ne 50745/23/26

AETPAJIEKC® 1600 MI'

(mafiMenyBanHA Nlikapcrkoro 3aco6y 3riano 3 pecerpaitanM oCBigUeHIsM)
Ta0JIeTKH, BKPATI IIIBKOBOIO o6ostonkoro, o 1000 mr, mo 10 raéierox y Gaicrepi; mo 3
Outicrepu B kopoGui 3 kapTony

(popma srnycky, rosysauns, By HAKYBAKHA NIKAPCEKOIO 3ac06y)
Homep peectpaniiisoro mocsinuenns UA/4329/01/02 CTPOK Al peecTpalliiiHoro moceixicHES HEOOMEK eI
Cepis nixapepkoro sacoby Ne 6085014 Kimexics BReseroro nikapeskoro sacofy 13683

Bupobmuic JlaGoparopii Ceps' ¢ Inractpi, Ppanmis

(uaitmenypauus BUpOBUMKA JHKAPCHKOTO 34¢06 s Kpalia NoxooKenHs
p o

Baeseno B Ypaiiy Tonapucrso 3 o6Mexenoro BimosinanbicTIO "CEPB'€
YKPATHA", inenr. won: 33643340

(1aitmenynanis ta kog 3a €JIPIIOY lopuamiHol ocobu abo npissuue, im'st, 10 GaThKoBL
(iznunoi ocobm - miaupuemus; il Micue TPOKMBAHHS Ta peccTpalifuull Homep o6iikopoi
KapTiu IIATHIKA nofatkis a6o cepin Ta HOMEp Nacnopra)

Ilporoxoan sisyansuoro xonrpomo sin 06.10.2023 N 3076/9.

3a. pesynsIaraMuH  JepKABHOIG KOHTPOMIO  BCTAHOBIEHO, IHMO JiKapchkHi 3aci6  BRE3GHO B Yxpainy 3
AOTPHMAHHAM BuMOr 3aKOHORABCTEA OO 3aBE3IEYCHHA SKOCT] HKAPCHKHX 3ac0biB,

Havansuux Muxona XOJIOJIEHKO

(mocatona 0606a oprany jepKasHore KOHTRONIO) (mianmc) (Ininiasm Ta npisname)

M.IT.




*
LES LABORATOIRES SERVIER INDUSTRIE SERVIER

moved by you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT IKOCTI JIKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/ Les Laboratoires SERVIER. Industrie 905, route
Hassa 1a afipeca supoGimka de Saran 45520 Gidy France/JlaGoparopii
Ceps'e Innactpi 905 pyr e Capas, 45520
XKigi, ®panuis

Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepr'e Vipaiua"
Haspa 1a anpeca iMrioprepa 41, NaberezhnoJ{hreshchatytska St/

Byn. HaGepexHo-Xpewmarnuska, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpaina
Which Consignment of produet is delivered/ Pharmaceutical Product/Jlixapeskuit 3aci6
Bun nposyxudi, mo MOCTAYAETLCH
Pharmaceutical form/Jlixapesa dopma Film-coated tablets/TaGnericn, Bipwri

IINIBKOBOIO 060NOHKOIO

Name of the Product/Hasga niKapesKoro saco6y DETRALEX® 1000 mg/ IETPAJIEKC® 1000.yr
Dosage / Cuna nii 1000 mg / 1000 mr
Type and size of packaging/Buy ta posmip yrakorky 10 tablets in blister, 3 blisters in the carton box/

1o 10 raGrerox y Gaicrepi; no 3 Giicrepy »
KOpobui 3 kaprony

Finished product batch number/ 6085014

Homep cepii rotororo nikapeskoro 3acoby

Manufacturing date/Ilara BupoGuumraa 08/2023

Expiry date/Tepmin NPHAATHOCTI 0872027

Batch size/Kinskicrs y cepif 13833 boxes/ynakooi
Manufacturing Licence number/ 2022_188_1_2 dated 20.12.2022
Howmep sinensiy na BUPOGHMLITRO 2022 _188_1 2 8in20.12.2022
Registration Number/PeecmauiﬁHe MOCBIHeHHS UA/4329/01/02

Sloge soclol : 905 foute de Saran ~ 45520 GIOY » France ¢ +‘33 (0)2 38 23 B7 00 - wwwi.tervier.com
$.A.8. au capital de 3 080 000 euros - 402 222 483 RCS Orléans




LES LABORATOIRES SERVIER INDUSTRIE

SE R VI ER ;i -

AL

Reference method 7 Hocusonns u METON: DTC“SO05682_,}’F__T’__CTRWMZ(M; EN_2.00

Referente specifications * Moen

aung ta cnenndisauiio: DTCMSOOSGSE_NPF“NNSP E 32246 _EN 6.0

NAME /TIA8A

DETRALEXY 104 MG LAETPASIEKC® 100D p1g°

Filin-couted tablews - Tabnersn, URPHTT nAiukonmo oliosonko
Purified micronised Mavonoid fuction / Mitipoutionaim onmwens fumuong s thpinin
Dinsmin ($0%) 900 mp, Hiaeatiny (90%) 900 atr, Flavonoids expressed s Hesperidine {10 %) 100 wy/ Maanonoinin y
mursnal Ceenupunnny (10 %) 100 s

]
[—_f\'hmuﬁmmring product bateh oupybry “Homeptpofumaf cupif sikapeskora socoby (045595
Awalysis s aain 06/09/202

Fimstued produet el nuehir/ Mosep cepil rprosney aikopcnkoro saendy - G0B5014

TESTS / HOCAIUMKIL

STANDARDS / CTAMMAPTH

RESULTS/ PE3VIILTATH *

LAppewrnued Snuninnin IR

L Averspe monss (nig/inblet) ) Cepenng smeit
(med rabaerry)

A Uniformity of mass / Qaunpianiero snen

S Dishutegention tipwe (robu} £ Pospnanng (sn)

S Microblologton! qanlity (skip testing) /
Mirpufiiwringg wierern
{uubipreune i poliysitm)

G Mdewtifiention of the dry 1t substance/
lnererlsnub ot peaosimi

7. Drug substince contunt (mp/tnledety /
ICianectene s astann oy pranotun
(mrfrabaeriy);

» Diosmin - Baier siveniny

- Total Mlavoavids. Snrasamu sgicr
fusonotnis

& deattfiontion of eatoranys (if tested) /
lnewaandissiudis Gapmuirio (g
NPHOBAITLEN )

- Titupium dioxjde (12 1711} Ptany aivkenn
(17N
= hanaxtde (1 192, wtisn oker (1 172)

Sulmon voloured, ablong shoped Gilm-comted tublet, seored on both
faves TTabnerna yoncaetor thapatir. prpTa Iainkonwto oBanmikorn
DIRUDICRO-NOIKEAOTD KOALDNY, 3 BaeikoI0 3 oGy Goxin

1309 - 1447 (95-105 % of the theoretivul mass off pin TCORETHHINT
saeiy ) 378 mys i)

The individual nsses of nol wore than Lo af the 20 tablets may differ
from the uvernge mass by more (han 2 Yiund none deviates by more
tmn (08¢
Tnsniayming aaer pe Ginnwe, wir 2 tubneror 3 20 MUIRY T
wiupiansmicn uin cepeanol muen Binwuse, ninc pa § B, 18 e nOuIHO
Ovrirainemg 4 MDEOIR, 0 npEmCTLe) By cepenoi Ginwue, nin
Hu 10 9%

29

15

i

Totud nerobie microbial count / 3nruie fmeaa aepoliurne
sdwpooprinimtin (TAMC): £ 107 CRUg ~ 10} KYO!r

Total coinbined yeasis/malds count / Jarwinnie iuenn agiraskonny m
mricerans rpnGie (TYMC): 5 102 CrUip ~ 10 KYO!r

Eseherichiv coli: ubsenee’] g siaeyrictn/l

The ratio botween (he retention time of the main peak in the test
solution and the retention time of the main peak in the refsrenee
solution-must be between 0.95 und LU5 /7 Bianowem vacin
YIpUNYBMIOLOCHONIIX 1iKkin Hy NPOMUTOrpUARY doeaianynangro
POTURLY T podumy nopinamim swe cramang 0.95-1,05

KR53 - 945 (95-105 "4 ol the eoretica] canlent " ui teoperipnior

nniery) 3
950 ~ 1050 (95-105 % of the thearetical content 5 nin TEOPUTHHMNOr
nsicry)

Pasitive / owrimig

Positive / Slonrrgnno

Passes / Bignouinne

; 1376

Passey  Bianonigne

¢ 8
Skip test - Not Applicsble
SKip test- Nol Applivable

Skip test - Not Applicable

1.0

894

29

Positive / Uoanruono

Pasitive ! Tlosirr

Bawh seewpreds Cepin opitiira

Ao deteitd
8ip ot -

e twstuzena - Notupplivable = Ha upoueaRsey « Skip tuse - Passos 1 RuGiprous
Not upplicubie » Budiprone ormpodsianm - He npusLDILIOL

Responsibite for C anformity Control Laborarorvies Rionoeidann) f

watpodvemms - Biopotioae - Absent/lg = Bjdcymricmy: § »

Pfg’ Y 760/)011w[zmaenwmmmnfmﬁ\\'\

Gl seela) A rnge de S an « S55H0 GIBY - Penee 2 133 {012 38 23 57 00 - wavw gerviereom

5.5 ccapital die YO0 00 vy, - 402 332 483 RCS Orheana

e *

|

Poge 2 af 3
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER

moved by you

1 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

enenudiauiit, wo mictarees ¥ peectpauiiinomy nocse, TIporoxonu BUPOOHMLITRA, axyBsarns Ta aHanisls Byno
NICPCMIAHYTO Ta BCTAHOBIECHO sipnosignicts GMP

Date of batch release / Hara Bunycky cepii : 13/09/2023
Name and Position/Title of person authorising the Batch Release/ Hpiseume ra nocaga/ apanus ocolm, siiea Bayxaa

AO3BIN Ha BHNYyCI cepiy
Pierre GENOT, Qualified Person/Vnosrosaxena oco6a

Shruti BORRIEN

1 i % “"\\) » 3. ) .
Signature/Minrwc; F';f’] %{%f%ﬂ AdJOI Nt Date/lura: __43 (09) / 2073,

,.a-«’-""ﬂ‘“"""

Sloge soclal : 905 route de Saran - 45620 GIDY - Frunce +'33 (@2 36823 87 Q0 - www . servlgr.com
5.A8, au copltal de 3 080 000 euros - 402 222 483 RCS Qrléans Pag'e 3 of3




NEP)KABHA CJIYKFA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIQ 3A HAPKOTHKAMH y m. KIEBI

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

BACHOBOK
Npo AKICTH BBE3€HOT0 B Y KpaiHy JikapchKOro 3acody
08.12.2023 Ne 63120/23/26
JETPAJIEKC® 1000 MI'

(HaliMenyranusa NKAPCHKOro 38c06Y 3TIHO 3 PEECTPAIITHAM NOCB{TIEHAM)
Ta0.1eTKH, BKPHTI ILTIBKOB010 060/10HK010, 10 1000 Mr, mo 10 Tabaerox y GmicTepi; mo 3
6mcrepn B KOpooIi 3 KapTOHY

(dopma srITyCKY, HO3YBAHHS, BY AKYBAHHS JiKAPCHKOTO 2acoby)

Homep peccrpaniitsoro noceiguerns JA/4329/01/02 cpox xit peecrpaniiimore nocsizuenns BeoOMexeHM

Cepis nikapcrkoro 3acofy Ne 6088025 Kinbkicts BRE3EHOTO NiKapeskoro sacoly 13504
Bupo6emk Haﬁ_b,pﬁbijif Cepp'e I8nacTpi, Dpantis

(HalimMeHyBaHHA BHpOGHUKA Nikapckkoro 3acofy, kpaTHa MOXOLKCHHA)

BeezeHo B Yxpalhy Tonapyc'mo 3 oOMexeHolo BinnoBinansuicTio "CEPB'E
YKPAIHA", inenT. kon: 33643340

(valtMeHyBaHud Ta koA 3a CHPTIOY wpumiioliocobu abo npissume, iM's, no Garekoni
disHarol ocobn - ninnpuemns, i Micue MpoxuBaHHR Ta peccTpaniifimil Homep o6nikosol
KapTKH IUIaTHHKA ogarkip abo cepis Ta HoMep nacmopra)

Ipotoxon sisyansnoro xoutpomo eig 08.12.2023 M 3882/1.

3 peayNsTATAMH JEPKABHOTO XOHTPOMIO BCTAHOBNEHO, IIo Jikapchkuii 3aci6 Beesero B VkpafHy 32
AOTPHMAHHAM By BHMOT 3aKOHOJABCTEA INOAG 3abe3neueHH AKOCTI :..:, apSEKER 3ac00iB.

| Mmcona XQJIO}IEHKO

{iniuianu Ta npisexme}

gy
Yirp: “‘I,‘ i ,.r sl



LES LABORATOIRES SERVIER INDUSTRIE

SERVIER *

moved by you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI JIKAPCBKOT'O 3ACOBY

Name of the Manufacturer & Address/
Haspa Ta anpeca BupoOHMKA

Name of Importer and Address/
Hasea 1a anpeca immoprepa

Which Consignment of product is delivered/
Bup mpomyxaiii, 1o nocTagaeThes

Pharmaceutical form/Jlikapcsxa dbopma

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

Type and size of packaging/Bun a posmip yrakoBku

Finished product batch number/
Howmep cepii rotosoro jnikapcekore 3aco0y

Manufacturing date//ara supobauirea
Expiry date/Tepmin npuaaTHocTi
Batch size/Kinekiets y cepii

Manufacturing Licence number/
Howmep nivensii Ha BupoGueurao

Registration Number/Peectpaujitne nocrixaenma

Les Laboratoires SERVIER Industrie 903, route
de Saran 45520 Gidy France/JIaGopaTopii
Ceps'e Impactpi 905 pyT ne Capan, 45520
Kigi, Ppannin

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

Byn. HaGepexso-Xpemaruuska, 41

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

Pharmaceutical Product/Jlikapcekuii 3aciG
Film-coated tablets/TaGneTxn, Bxpuri
TLTiBKOBOIO 0BONOHKOIO

DETRALEX® 1000 mg/ AETPAIIEKC® 1000 mr
1000 mg / 1000 Mr

10 tablets in blister, 3 blisters in the carton box/
no 10 TaGnerok y Guicrepi; mo 3 GuicTepu B
kopobuj 3 kKapToHy

6088025

ZRCHOl P

~f,

ok /;‘, N\
023 114 \g\
JOKY MEHTIB %\

ol e 13
R Iy I

2 8 20.12.2022

UA/4329/01/02

Sl&ge sociol : 905 route de Saran - 45520 GIDY - France ; +33 {0)2 38 2387 00 - wwwsanvier.com

5.A.5, u capital cie 3 OB 000 euros - 402 222 483 RCS Créans

Page 1 of 3



LES LABORATOIRES SERVIER INDUSTRIE

SERVIER*

incverd by e

Referenve method : [ociaamis va neto: DTC 5005682 _PF_T_CTR_34304_EN_6.U
Reference specifications « Mociawmy fa oncunizanito: DTC_SON5682_PF_N_SPE_32246_EN_6.0

NAME HA3BA

DETRALEX™ 1000 MG/ IETPAJNERC™ 1000 MIT

Film-coated tablels  Tadmetin, pepitri nAiRxoeoi0 oGonn)ikoo
Purified micronised fuvanaid Fuction / Mikposiiopana ounaiens aponol i gipaxuis

Diosmin {2]%) 900 mg  Niocsiny (90%) 530 mr. Flavangids expressed os Hesperidine {10 %) 100 mg ¢ duiasonoiais ¥
sicanm Cecnepiynmy (10 243 100 s

Manulizturing product baich number  Hosep snpo@ivmoi cepif Jikapcskore jacady

60HTEY3
Analysis / alwit 272023
Finished produet butch smber £ Hosep cepif roTonorp sikapenkoit sacoGy 6088025

TESTS / [TOKAIHHKH

STANDARDS / CTALILAPTIH

RESULTS / PEAVNILTATH =

. Appearance! 3nsnimmiff anriaun

2. Average mass (mg/tahict) / Cepeann maea
{srfrafineriy)

3. Uniformity of mass / Oanoplanicts stace

4, Disintegration time (min) / Poanuaanng (x5)

5. Micrablelogicnl quality (skip testing) /
Migpofluaoriena aperoru
{unfipkuee Bungelysanna)

. ldentifieation of the drug substanee/
Laerrrudsienala aiiwnol penounnn

7. Drug substance content {mg/tablet) /
Kiawiicne suanamenis yhoiol peunsiun
[Mr/TulneTRy):

- Dipsmin  Baict diocMiny

= Todal Naxonoids * Jarnasoud suict
(rnsmoiain

R. Mdentification ol colorants (if testod) /
Lieoondiranin Gapgpiankin (R
H[MHOUMLNT LCW):

- Titanium dioxide (E 171 Tumuy Jiokeia
L 171)
- lron oxide (€ 172} 3iniza oreos (E 172)

Salmon colourer, obinng shaped Nihn-conted abled, scored on both
faces Tad:ierka yonracteT fopkil, UKPNTE [inkosolo oGORONKOI0
OPRIGREN0-PIMENATD KOILDPY, 3 Hacinkoio 3 ofox Gokin

1309 - 1447 {45-105 % af the theorelics] mass off pid TeopeTmmi
Muen ¥ 1378 mgr mr)

The individual 1nusses of not more than two af the 20 tablcts moy difTer
from the averupe mass by more than § % and none deviaies by more
than L0 %
hrumiayawei saci sie Ginsue, ik 2 Tainevok 3 1 sokyT
giapneamites gia cepemiboi sach GLbwe, nix va 5 %, me ne nosiblio
O¥TI TADNLTOK 3 MALOIO, IO MARI3INCTLER il cepearmot Ginnwe, nik
Hu 10 %

£15

Tainl aemhie microbiol count / Jaransne yicap sepadix
stipoopranizmin {TAMCY; € 108 CFU/g- 107 KYQIr

Totnl combined yeasts/moulds count / Joran.ne Hneao aptRIRODNK T4
unieencsny rpnbin (TYMC): £ 10 CFUig- (0% KYO/r

Escherichia coli; absencer { ¢ - piacymaicTadl ¢

The mtio between the retention time of the muin peak in the test
solution ond the retention Lime of (e maln peak in the reference
solulion must be between 0.95 and 1.05 { Bianotevog vacin
FITHUMYBAINIE QENOHALES NIKIL HI XOMITOMPAMAY. AOLTLIRY RONGTO
POILELY TR POAKILTY TRRIHEINIA Mat eTmionTh ,95-1,05

#3535 - 945 [95-105 %)
L€ H OB
3-*ial thee tiwéu‘r:}; anicht | kil TEOPETIMUGTO

T eeiEnds

. NOKYMEHTIB \F_\\
] M" L\_E.

4 Positive_ Tmiriig
A H}\‘ .4

retical cantent B TEOPETHMIIOMD

Passes - Blanowigac

1382

Passes { Bianoawaac

]
Skip test - Not Applicoble
Skip test - Na Applicable

Skip test - Not Applisable

1.00

908

LV

Posilive : MostTimng

Pasitive, Monrmumne

Bawch uecepted Cepist npniftusma

T e~ T N
Naing w0

= Aok idereered - He aneeaena - Nor applicable = He aposeotioce - Skip resr - Passes = Budipiowe aunpoovemms - Bldnosidar - Absears g = Ridevmicns 10
Skip test - Noi upplicable = Brudipwone suipedyeanns - He npeasditiocs

Responsible for Conformity Control Laboratorles Bionugioeinat 3a Rocmonipiicme Jefiopanioproco rommputio W

Pascole MASSON

Sitwe soeial : YUF route de Saran 5520 GIDY - Trance - 3% (002 38 X3 B7 Y - wowservior con

S.A.5, s capital de 3 OKU D00 cures —-102 127 483 RCS Or)dun
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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/ Ilum a 3acrimayio, mo HasemeHa sulle iHdopMaLis ¢ FocToBipHOO Ta TouHo!0. Llio cepito npoayxuii 6yno
BUpofineHo (BKMOYAIOYA NAKYBaHH/MAPKYRAHHSA) T IPOREJEHO KOHTPOIb i SKOCTi Ha BHIIE3a3HAYCHIH ALTLHULI y
noeril BifmosimuocTi 3 BUMoramMu GMP, BCTAHOBICHHMH MIiCLGBMM pery/aTOpHAM OPraHOM, & TAKOK BiAIIoBigHO 1O
cnewppiranii, no MicTATECA ¥ peecTpauiiinomy gocse. IIpoToxonn BRpoOHHLTEA, MAKYBAHHA TA AHANI3IB Gyno
TICPETIIAHYTO Ta BCTAHORIERO BiANOeBiAHicTE GMP

Date of batch release / Jlara sumrycky cepif : 09/11/2023

Name and Position/Title of person authorising the Batch Release/ IIpissunie Ta nocaga/ 3sanun ocobn, axa BEAAIA
N03RiNM HA BEAOYCK cepil
Pierre GENOT, Qualified Person/YmosnopaxkeHa ocoba

; ; / 1 3 NOV. 2023
Signature/Iliamuc: Z Date/IlaTa;

-z,}\

11&1 \ca,\
LLH‘\\ VEHTI

Finished product batch number/ Homep cepii rorosoro sikapeskoro sacofy : 6088025

Siage soclal : 705 route de Saran - 45520 GIDY - France : +33 (0)2 38 23 87 00 - www.senver.com
5.A.5, ou cophal de 3 080 000 eurcs - 402 222 483 RCS Organs Page 3 of 3



LES LABORATOIRES SERVIER INDUSTRIE

moved by you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT SAKOCTI JIKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hasea Ta agpeca BupoGHuxa

Name of Importer and Address/
Hasga Ta ajpeca imroprepa

Which Consignment of product is delivered/
Bua nponykitii, ino mocTavaeTees

Pharmaceutical form/Jlikapcexa opma

Name of the Product/Hassa mnikapceioro 3acoby
Dosage / Cuna gif

Type and size of packaging/Bun Ta posmip ynakoBkH

Finished product batch number/
Homep cepii roTosoro nikapceKkoro 3acoby

Manufacturing date/Ilara BupobHHLTEA
Expiry date/Tepmin npuaaTHOCTI
Batch size/Kinbkicts y cepif

Manufacturing Licence number/
Homep nitensii Ha BUpOGHHUTEO

Registration Numbet/Peectpaniiine nocsifuenHs

%@Q&O‘% M

O

Sigge social ; 906 route de Saran - AB520 GIDY - France : +33(0)2 3823 87 00 - wiwrw servigr.earn

5.A.5, au copiial de 3 080000 euros - 402 222 483 RCS Qriéans

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGoparopii
Ceps'e Iupactpi 905 pyt ne Capan, 45520
Wini, Opantis

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

ayn1. HaBepexro-Xpemaruupka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpaina

Pharmaceutical Product/Jlikapchiunii 3aci6
Film-coated tablets/TaGneTkH, BKpUTi
iBKOBOIO 0OOIOHKOIO

DETRALEX® 1000 mg/ JETPAJIEKC® 1000 mr
1000.mg/ 1000 mr

10 tablets in blister, 3 blisters in the carton box/
no 10 tabnerox y 6nicrepi; no 3 6nicrepu B

kopobili 3 KapTOHY

6104189

07/2024
07/2028
13833 boxes/yniakoBoK

2022_188_1 2 dated 20.12.2022
2022_188_1_2 pix 20.12,2022

UA/4329/01/02

Page 1 of 3




LES LABORATOIRES SERVIER INDUSTRIE

Reference moethod ¢ Moewanis na serox: DTC_S005682_PF T _CTR 34304 _EN_0.0
Reference specifications ! Mocuaaning na cnewsdikauiio: DTC_S003682_PF_N_SPE_322406_EN 0.0

NAME HAIBA DETRALEXY 1000 MG/ HETPAJEREC* 1000 MU
Film-conted tiblets 7 Tabacrri, nupii naisxosoo 0Gon0IKOG
Purilied micronised {Tavonoid fraction / Mikponizonana oxutitena franonoian dipakuis
Diosmin (0%} 900 me/ Mioesiny (90%) 900 mr, Flavanoids expressed as Hesperidine (10 %) 100 mp/ daaxosoiuin y
pirasai Feenepnasy (10 %a) 100 s

Manufacturing preduct balch number / !'lnuch uitpadHnoi écpi?:\impcuxnm siendy 6106566
Analysis / ananis  24/07/2024

Finished product batcl number ¢ Honep cepil rorasoro dikapesgora sicoly AIN4TRY
TESTS 7 NOKA3ZHHKY STANDARDS / CTAHIAPTH RESULTS / PEIVIILTATIA *
1. Appearance! Jopniwniil surann Salmon coloured, oblong shaped film-conted tablet, scored on bath Pasyes / Bianonizae

taces A THBneTRa AORFracTal Hopai, BKPNTAAAIRKOROID aboNKOR
OPDIEKRERO-POIEHOIG KOMLOPY, 3 HaciuKoo 3 odox Gowis

2. Average mass (mg/tablet) / Cepeann sea. 1309 - 1447 (95-105 % of the theoretical mass of pia Teopermod 1381
{arr/ rGaeriy) Mact y 1378 mgd ar)
3. Uniformity-of muss/ Oanopiuicrs suen The individual musses ol not more tan two of the 20 1wblets miy diller | Pusses / Bianoniuw

from the average mass by more than § % and none devimes by more
than {0 %/
hugisiaywinni soen ie Siaswe, 1 2 TuBlieror 3 20 MowyTe
BiapisisTiis piz cepeantol maen Giste, (it S Y, ane ne nonwine
Gy Talnerok 3 Macoo, wo siapinscney sl cepeantof Gine, nis

wa 10 %
4, Disintegration time (min) / Posminain {xs) <13 6
5. Microbiological quality (skip testing)/ Total nerobic microbinl count / 3armbne weno sepobinN Skip test- Not Applicable
Mixpobionoringn wueror stixpoopraytiasin {TAMC): < 103 CFU/g ~ 103 KYOI
(subiprone sunpofiysanns) Total combined yeasts/moulds count / 3urantne uicno ApiALmoniN va Skip test« Nol Applicable
figiceneniy rpuGin (TYMC): s 10° CFU/g~ 10° KY Qe
Escherichia coli: absenve/] g ~ sincyriicti/l ¢ Skip test - Nat Applicable
6. tdentifiention of the drug substance/ The mﬁu hetween the reléation lime ol the main peak inthe test 1.00
[nenruipivauin ahievol-peaonimin salution and the refention time of the main peak in the reference

solution must be between 0.95 and 1.05-/ Bizuoweinnl saciy
VIPINCBOHIN OCHOBIIX 1KY 4 XPONETOrPAMAY AOCHLTRYRAION0
POSIIIIY T POUINY HOPINIANEN MUC CTRROBITY NYs-1.05
7. Drug substance content (mg/tablet) /
Kiankiene gimmacnus ginvol perosini

(e enbarerry):
- Dinsmin / Buicr gioesity 8355 D45 (95-105 % of the theoretical content / six Teopenriiary 597
MICTY)
- Totul Oavonaids " 3uramsunlt et 050 « 1050 (95- 105 % of the theoretival content / B TROPETHHIOIG 9oy
(annonoiain BAMIETY)
8. 1dentifiention of colarants (if tested) /
Frenmdinauis Gapouukis (aKuwo
upummmucn):
- Titanium-dioxide (E 171) “Tirrauy diokend : Positive / [loanrimio Positive Hositionn
1E 171
- ronoxide (8 172)7 Janizs ogena (B 172} Pogitive? Flogirtio Positive - oairmie

Baeh accqptudf Cepis upuiinara

¥Not detected = He minarens - Nol applicable = He npecaduaoce - Skip test - Passes = Buiiprone annpodyaqmm  Bionomdac - Absenr’ly = Biocynpuenns 1=
) Fi. _ pies
Skip test - Narapplicable = Budiprase sunpooyuainit - He-nposedniocs

‘ Puge 2 of 3
Sioge coial {905 raute de Suray - 15370 GIDY - Frapee s 13 (01238 Z3AT (0 - s sorvir, cog
Fo5. s capitad e 3050 000 cuvos - 402 22481 RS Orldans



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/ Llpm 5 3acBiauylo, mo HaseeHa sume indopmais e goctoipuoo Ta Tourow. Lo cepito npoayxuii Gyso
BUpoGIIeHO (BIITIOYAIOMH MAKyBAHH/ MAPKYBAHH) Ta TPOBEACHO KOHTPOJTE 1i AKOCTI Ha BULIe3a3HaveHIH AiMbHALI y
nosuiit pinnosinmocti 3 sBuMoramy GMP, BCTAHORIEHHMH MICLUEBUM PETYIIATOPHHM OPraHOM, a TAKOX BiMOBiAHO 1O
crenudikanii, mo MicTsTses y peecTpatiiiHomy focke. [IpoTokonu BUpoGHMLTEA, MaKyBaHHs Ta aHanisis Gyito
fIepersHyTo Ta BCTaHOBIEHO Bifnosiguicrs GMP

Date of batch release / Jlata Bumycky cepii : 25/07/2024

Name and Position/Title of person authorising the Batch Release/ Ipissume ta nocana/ ssannst ocobu, fixa BHAAN
JO3BiN HA BHAYCK cepil
Emmanuelle LORANS, Qualified Person/¥Ynosgopaxkena ocoba

Shruti RPORRIEN ?

Fharmacien Adjoint

%
oot b7 I
Signature/TTinnue: - Date/JTata: L9 ot Lo

Finished product batch number/ Homep cepii FOTOBOTO Jiikapebkoro 3acoly : 6104189

X 3893 B7 O = wwwsendencom
Sids woeial : Y05 toute de Saran - 48520 GIDY ~ France: 5?33 (238238
S,AQ.JS. au copiial de 3080 000 suos - 402 222 483 RCH Oreans Page 3 of 3



JIEPYKABHA CJIYIKBA 3 JIKAPCHKUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hapii Ceitnuumoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IIPTIOY 37079055

BHCHOBOK
NpO AKICTH BBE3eHOro B YKpainy JIKapCBKOro 3acody

07.08.2024 Ne 40293/24/26

_IETPAJEKC® 1000 MT

* (HalimMeHyBaHHS NikaPCHKOr0 3ac06Y STIANO 3 peecTpatiAHIM TOCBiMHEHHAM)
Ta6aeTKH, BKPHATI IUIBKOBOIO 060/108K010, 10 1000 Mr; 1o 10 Tabnerox y Guicrepi; o 3
Outicrepu B Kxopobni 3 KapTony

(dhopma Bunycky, 103yBaRHs, BUX TAKYBaHHS NIKAPCHKOTO 3aco6y)
Howmep peecrpaniittoro nocsinzenns UA/4329/01/02 crpox aii peecTpaniftioro noceixaents HEOOMeEXKEHIE
Cepis nikapcskoro aco6y Ne 6104189 KinskicTs BBE3CHOTO NNiKAPCBKOTO 38006y 13673

BupoGuuk Jlaboparopii Ceps'e Innactpi, Opanmisa

- (naliMenyBanus BUPOGHUKA MiiApCEKOro 3acoby, xpaina noxomuetHs)

ToBapucTso 3 06Mesxenoro Bignosinanenicrio "CEPR'E YKPATHA",

Breseno B Vipainy inent. kon: 33643340

(HaiMeHYBaHHA T2 KOJ 32 €IIPTIOY 1opumuuHol 0coby a6o upissuie, im's, no Gatekosi (isuurol
ocobH - ninnpuemuy, it micue nposxusanns Ta peectpaniftauii Homep o6nikoroi KapTKy NNaTHuKa
TozaTkin aGo cepin Ta HoMep nacnopra)

IIporoxon sisyanenoro xontpomo six 07.08.2024 No 2692/6.

3a pgsym:x;aqa" BHOTO  KOWTPOJIO  BCTAHOBAGHO, 1IN0 JIiKapChKAMid 34 3
T A EIE TA Koy

Muxona XOJIOJEHKO

Ry Rotirposiio) © (mimmme) (initiany Ta npissiue)




L

HEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

opos. Hagii Ceitnrunod, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €EAPTIOY 37079055

BHCHOBOK
Npo SKiCTh BBE3¢HOro B YKpainy Jikapcekoro 3acoly

24.09.2024 | Ne 48585/24/26

AETPAJIEKC® 1000 MI”

(HatMeHyBanHs TIKAPCHKOTO 38c00y 3riHO 3 peECTpaLifinmM NOCBAYCHHAM)
rabieTkn, BKPHTI ITiBKOBOI0 00010HK010, H0o 1000 Mr; mo 10 Tabnerox y Gaicrepi; no 3
Gaicrepn B Kopodui 3 KAPTOHY

(fhopMa BHIIYCKY, JO3YREHES, BRI NAKYBAHREA JIKBPCLKOrO 3acofy)
Howmep peectpangifizioro nocsimaensn UA/4329/01/02 c1pok aif peectpanitisoro nocsiryenrs HeOOMeKeHHHA
Cepia mikapchkoro 3acoby Ne 6107810 KinskicTs BBesenoro mikapeekoro 3acoby 13489

BupoGuux JlaGoparopii Ceps'e Innactpi, Ppaunig
(madMenyBanns sHpoGHIKE JTKAPCHKOTO 3aC00y, KpaiHa NOXOUKEHHA)

Bhesero B Yipail TorapucTBo 3 06mekenoo signosinaxsuicTio "CEPB'E VKPATHA",
Pty ient. kon: 33643340 -
(natiMeryBanus Ta koa 3a €JIPTIOY wpuauirol ocobu abo npizeuue, im's, o Garskosi dizuunol

0coGH - mampreMug, i Micue NpoKHBAHNS T2 peecTpaniinilt HoMep obnixopol KapTKN ATHAKA
noparkip abo cepis Ta HOMCP nacropTa)

IIporokon Bisyansuore Kontpomo six 23.09.2024 2 3262/1.

3a pesyALTATAMM JAEPAKABHOTO KOHTPOMIO BCTAHOB/CHO, INO nikapcekuil ~RaciG BBezeHo B YKpaiHy 3
AOTPHMAHHAM BAMOT 3aKOHOJABCTBA IIOJ0 3a6e3reTeHHA AKOCTI NiKapC sacobis.

Mhkona XOJIOJTEHKO

HE) (ininiana Ta npispnule)

WCHOF
ﬂf‘f,..._ £

— B
/.

ot _
TOKY MEHTIB Y\
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SERVIER}

moved by you

LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTAPIKAT AKOCTI JIKAPCBKOI'O 3ACOEY

Name of the Manufacturer & Address/
Haspa Ta agpeca BHpoOHmKa

Neme of Importer and Address/
Hazsa Ta agpeca iMmoptepa

Which Consignment of product is delivered/
Bun npoayxnii, me nocragaeThes

Pharmaceutical form/Jlixapcrxa gopma

Name of the Product/Hassa nikapcskoro 3acofy
Dosage / Cuna aii

Type and size of packaging/Bux ra poamip ynakosku

Finished product batch number/
Howmep cepii rotororo nikapcekoro sacody

Manufacturing date//IaTa BupoOHHIiTEA
Expiry date/Tepmin mpugaTHocTi
Batch size/Kinekicts y cepif

Manufacturing Licence number/
Homep niuensii Ha BupoGHULTEO

Registration Number/PeccTpaniiiie nocsinieHHs

LES LABORATOIRES SERVIER INDUSTRIE

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGopaTopii
Cepr'e Inpactpi 905 pyt e Capan, 45520
IKipi, ©panuis

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

Byn. HaGepexmo-XpemaTHipka, 41

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

Pharmaceutical Product/Jlikapcrkuif 3aci6

Film-coated tablets/TaGmeTky, BKpHTI
IUTiBKOBOIO 0OCIOHKCIO

DETRALEX® 1000 mg/ AETPAJIEKC® 1000 mMr
1000 mg / 1000 Mr

10 tablets in blister, 3 blisters in the carton box/
mo 10 Taﬁ.rxe'rok y 6aicrepi; no 3 6nicrepu B

2022_188_1_2 dated 20.12.2022
2022_188_1_2 rix 20.12.2022

UA/4329/01/02

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

5.A.5. au capiol de 3.080.000 euros = 402 222 483 RCS Orlsans

Page 1 of 3



LES LABORATOQIRES SERVIER INDUSTRIE

SERVIER}

et by

1['

Reference method / [Tocynanns wa mevoa: DTC_S005682_PF_T_CTR_34304_EN_6.0
Reference specifications / Iocknauus ua cneundikaniio: DTC_S005682 PF N_SPE_32246 EN 6.0

NAME /HAIBA

DETRALEX® 1000 MG/ AETPAJICKCY 1000 MI
Film-coated tablets / ToGrerkn, axpuTi nniokonowo ofonoxikoio
Purified micronised flavonoid fruction / Mikponizosaua oumuesn finoeoHoTIA fipaxiin

Dinsmin (90%} 900 mg / Qiocmivy (20%) 900 mr, Flavenoids expressed os Hesperidine (10 25) 100 mg / ©nanoyoiain ¥
mirnani Tecnepnamry (10 %) 100 mr

Munufacturing product baich number/ Homep supoGHiuoi cepil Mikapcsxoro sucoBy 6107697
Annlysis / awania  20/0872024
Finished product batcls number / Homep cepit ravosoro nikapesxkaro agcoy 107810

TESTS / NOKAIHMICH

STANDARDS / CTAHIAPTH

RESULTS / PEIVIILTATH *

1. Appensancef Soouiwuiili mirang

2 Avernge mass (mg/tnblet) / Cepenana maca
{mtr/rafineTicy)

A Unlformity of mass / Oanoplaniern macn

4, Disintegrotion time {min) / "'ornnaans (xu)

5. Microblological quality (skip testing) /
MirpobGintoriaim wncrora

{enliipiope RuNpaGyRNIIR)

i Identification of the drug substance/
Ineirmdiknuig aitaof pesoosum

7.Drug substance content (mg/toblet} /
Kinuxicne anzuasenin nionol peyoaunin
(Mr/TafineTsy):
- Diosmin / BuicT giocMiny

- Total flavonoids / 3aranuniii naicr
ibnanouainis

4. 1dentification of coloronis {If testad) /
Inenrodsivn iy Gupaumxin {(mxuto
NpOROANTLER);

- Titanium dioxide (E [71) /Tirrany giokcua
(E171) '
« lron oxide (E 172) / Jwiisa oxcan (B 172)

Salmon coloured, chinng shaped film-coated iablet, scored on bath
faces /Tognetw gooracTol NopMiL, BXPUTA MIigkosan afonuHro
ORIKEDa-PONERD MO KOMBOPY, 3 HIciMEOIO 3 ofox GDRin

1309 — 1447 (93-103 % af the theoretical mass off iz Teopenniol
maciy 1378 mg/ mr)

The individual masses of not more than two of the 20 tablets may differ
from the average mass hy more than 35 % and none deviates by more
than 10 % /

Tuaunigyansni smacy He Ginsrue, Aine2 ToGnerok 3 20 MOKYTE
BiaphHATICL BIA cepeAHLOT MacH Binkwe, nix ua § %, ane we noanHng
ByT TalineTex 3 Macoo, Wo BiARITUAETLCN Bia cepensnol Ginuwbe, Hi
Hall %

=13

Total aerohic micmbial count / 3aranune uncao sepobnix
mikpoopraniamvia (TAMC): £ 103 CFU/g - 1(P KYO/r

Tolal combined yeastsimanlds count / 3nransHe MiECHD OpIGTHROBIY T4
naicenenitx rpubis {TYMC): < 102 CFU/g — 102 KYO/r

Escherichia coli: absence/1 g — piacymiicru/l r

The mtio between the retention time of the main peak in the test
solution and the retention time ol the main peak in the reference
solution must be belween 0.95 and 1.05 / Biguowennn vacip
YTPUMYBIAHHA 0CHOBHIIX MiKIB HA XPOMATOrpasiax AncHiysaHorn
POYMINLY TA POIYIHY NOPiBEHEA MoE cTaHonim 0,95-1,05

11‘11 an
TOKY VEHTIB

‘_'EaﬂM

Pasitive / l'loal 1

e/ 1 503013 ino

Puslv
J\‘ u\’\\"

Passes / Bianonisae

1373

Passes / Bianoginae

8
Skip test - Not Applicable
Skip test - Not Applicoble

Skip test - Not Applicable

1.00

801

594

Pasitive / [Taurtusia

Positive / Toznmimne

Haich sccepted/ Cepin npuifuam

WJ M. /"

* Not detected = Fle antweneno - Not applicable =
Skip test— Not npplicable =

Responsible for Conforniity Control Laboratories/Bidnoeidonsniii 3a Jocmasipnicmn JIa6opamopuaza conmpono W

= He nposodnaocs - Skip test - Pam.-s = Bubiproae cinpodysauns — Bidnosidac - Absent/lg = Bidcynwicme’ | 2
Bufiprose sinpobysanng — He nposoduroce

-

4

Pascale MASSON

Siags social . B3 rouic de Saran - 49520 GIDY - Cianes . #3302 3 24 67 OO - wawv.serviersmn
5 A5, au capirel de 3 (40 0GG eurus - 402 232 483 RCS Orléaas

Page 2 of 3




LES LABORATOIRES SERVIER INDUSTRIE SERVIER}

moved by you

1 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 2 3acBinuyro, mo HaBenena BRme indopmanis € AocTORIPHOIO Ta TouHOI. Lo cepiro mpogyxuii 6yio
BAPOGIEHO (BKMIONA0TH NAKYBAHH/MapKyBaHHA) Ta IPOBEACHO KOHTPOIS 1i axocT! Ha BuUINesasHAYEHiH AUTsHAI] y
noBHi# BignosigHoCTi 3 BUMoramMu GMP, BCTAHOBICHHME MIiCLIERHM PETYASTOPHHM OPraHOM, & TaKox BiInoRizHo Ao
cnewdikaniii, mo MicTaTscs y peectpaniitHomy nocse. ITpoTokomt BUPOSHHIITBE, HAKYBAHHS Ta AHATI3IR Gyn0
NIEPerJIAHYTO Ta BCTaHOBNEGHO BignoBigaicts GMP

Date of batch release / JIata Brmmycky cepii : 02/09/2024

Name and Position/Title of person authorising the Batch Release/ IIpisauine Ta nocags/ 38anHs ocoH, AKa BHAAIA
HNo3Bia Ha BETYCK cepil
Emmanuelle LORANS, Qualified Person/Ynosrosakena ocoba

| LOMBARD
Signature/Tliamue: 7] ¢ %/ Date/flara: 0y [0 12 Y4

harmaclen Adjoint

- v
s 180
”“‘fﬂa ) B8 2

Finished product batch number/ Homep cepii rotop ipcEKOro 3acoby : 6107810

LES LABORATOIRES SERVIER INDUSTRIE ]
sidége social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
5.A.5. au capital de 3,080.000 euros = 402 222 483 RCS Crléans

Page 3 of 3



NEPXABHA CJIYIKXBA 3 JIIKAPCHbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
1npo siKicTh BRE3EHOro B YKpainy JiKapehKoro 3acody

24.09.2024 Ne 48915/24/26

JETPAJIEKC® 1000 MI'

(HaiiMeHyBans NiKapesKoro 3acoBy 3rinHo 3 peccrpauiinmm TMOCBIMCHIAM)
TaBJIeTKH, BKPHTI IUIBKOBO10 06010HK010, 110 1000 mr; no 10 Tabaerox y 6aicrepi; no 3
Guicrepu B Kopobui 3 KapToiLy

(hopma BETIYCKY, A03y BT, BUL NAKYBaHHS J1iKapcLKOro 3acoby)
Homep peecrpauiiinoro nocsimuents UA/4329/01/02 erpok i peectpauiiinoro nocsindetins HeoBMex eH i
Cepin nikapcbioro 3acoby Ne 6108213 KinskicTb BeseHoro jikapebkoro sacoby 13635

Bupobuuic Jla6oparopii Ceps'e Innacrpi, Ppanmis

(natimenyBaniis BUpo6HUKa NikapcLKOro 3acofy, KpaTHa HOXOMKCHN)

TosapHcTBo 3 o6Menenolo BinnosinambHicrio "CEPB'E€ YKPATHA",
inenr, won: 33643340

Beezeno B Ykpainy

(natimenynauua ta koj sa €/IPTIOY 1opuanynoi ocofn abo npizsuLie, iM's, 110 GaThkosi (hiznboT
0COBH - T NPHEMUS, TT MiCLC 1IPOKHBAIINIS Ta PECCTPALiRHKMI HOME OGNIKOBOT KAPTKH NILITHHKA
nogarkin abo cepis Ta HOMEP (1acnopTa)

MNporoxon Bisyansuoro kontpomo sig 23.09.2024 Ne 3262/3.

3a  pesynbTaTamy  EPXABHOIO  KOHTPOMO  BCTAHOBICHO, O aikapebkuil  3aci6  psesedo B Ypainy 3

Gicnx 3acoGiB,
e

/

JOTPHMAHHSM BHMOT 3aK0HOIARCTEA OO saBe3ncueHHs FKOCTi nika

o *BP;CO:LB?*O
Lt S /7/)0

]
%?V" o
Y SR v
Hauansugs 5 ff"«»w@”b\

(nocay]

Muxkona XOJIOALEHKO

e e bt ;
(nipme) (iniuianu T8 Npi3BHIIC)
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LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
- CEPTHOIKAT SAKOCTI JJIKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hazpa Ta anpeca BupoSHuKa

Name of Importer and Address/
Hasea Ta anpeca imroprepa

Which Consignment of product is delivered/
Bua npoaykuif, 1o nocrayaeTses

Pharmaceutical form/Jlikapcnka dopuma

Name of the Product/Hassa nirapcskoro sacofy
Dosage / Cuna aii

Type and size of packaging/Bun ta po3mip yrnakosku

Finished product batch number/
Homep cepii roTosoro jiikapeskoro 3acoby

Manufacturing date/ara BupoGHHLITEA
Expiry date/Tepmin npuaatHocTi
Batch size/KinskicTs y cepil

Manufacturing Licence number/
Homep nittensii Ha BUPOOHULTBO

Registration Number/Peecrpautiiine rocsigdens

LES LABORATOIRES SERVIER INDUSTRIE

Les Laboratoires SERVIER Industrie 903, route
de Saran 45520 Gidy France/JlaGoparopil
Ceps'e Inpactpi 905 pyr ne Capan, 45520
Kini, Dpanuis

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

Byn. Habepexro-Xpewariusxa, 41

Kyiv, 04070/m. Kuig, 04070

Ukraine/Yxkpatua

Pharmaceutical Product/Jlikapcbiuit 3aci6
Film-coated tablets/Tabnerku, BRpuTi
iBKOBOIO 060NOHKOIO

DETRALEX® 1000 mg/ JETPAJTIEKC® 1000 mr
1000 mg/ 1000 mr

10 tablets in blister, 3 blisters in the carton box/
no 10 tabnerok y 6nicrepi; no 3 Guicrepu B

kopobui 3 KapToHy

6108213

08/2024
08/2028

13833 boxes/ynakorox

2022_188_1 2 dated 20.12.2022
2022188 1 2 in 20.12.2022

UA/4329/01/02

s Tel DR38.23.87 .00 - veww SErasr Comm

he an VAR {(/Zﬂ/wﬁf



LES LABORATOIRES SERVIEL

Refereaes methad
Reference specilieatnons Hot s g ciensdiventio, DTC SO0S082 §

Plocir s masero e D10 S0D56K.

P ot i3l DETRALEN 1008 MG/ AETPAJTEKCY 1000 ML
Filmsconted thlets TalacikiG BRPIOT ILABROBOIO 0D IONHKOI)
Purified misronised (uvonoid (action F Migposiosana asinmenafoaneitie, g s
Diosunn t30%0 906 nue ioesing (90%6) 900 s Flavonoids exg richiae FHE OO0 e dmasotenLin
puasa §eenepamy (1) 100 air
Muantaciutzng praduct bateh nuinber Vonep supodnmaos copti Asapeero o @aeoiiy [ UL :
ARSI 04092024 :
Frasited product bateh number - Hossep cepii toraiure iiapesiaro meody [ZLEEARS

TESTS - QKA

STANDARDS / CTATLIAPTH

RESULTS . PEIVHETATIE

LA ppenrance: Jounintiii oo

2o verage mass (mgdtablet) - Cepeans sien
Brcafiaciry)

Ao aiformity of nass 2 Oanopianicis asen

S Disterration time (min) 7 Poiwaiaanng (xs8)

S Miervbiotogienl quality {skip testing) ¢
MikpoGinaovistmn uncioTn
teubiprone snnpolyunaio

G bdentilention of the drug substanee!
P e uin AROKOT petiisinng

2. Drup substance content (mptulilet)
IWELITEIE BIERCO T 10T peaminn
(uraliavns )

Diosnun e s pocens

Pan Ravanmds  Sasaunii nsnoy

di sopai

4 Wdentification of colorants {if tested)
Ligspisauin Saposuanin fnmg
(POBIAETLUR):

Firamum dioswde 11 170
EEREN
Ponoade sl 1T

PR ek

Fanwtonon il 1T

Sulman colourad, vblong shapud (lm-coated whlet, seored an buth
fuees . Tadae i 2oncactof opstsn. BEPIIS IARKOROD 000301K0G
QPATREHD-POECBONQ KOABORY. 3 HACIMROIO T obux Guiin
1309 17 (95103 e of the theenstica] mass of 12 capa o

sy 378 my am)

The idividduad wasses ol notmore tan oeo sl the 20 aiblen imay difte
o the sverage mass by more than § % and nose devites by nare
than 10 %

Bneryvane ssen ne Gioage. uek 2 rabacron 5 20 voskis
REAPIRTICL BLECEPEIHBOT AUCH GLane, i e § %u e e pomtuin
Gy o i oR 1 MACOID, (O BIANTSHRETLUS R COPRAMOT HEane. i

n L

S 13

Cotal erobie microbial count / 3arwiniie e sepobuns
stkpoopranisin (TAMC) = 10V CFU - 107 1KYOx

Toted combined yensts moulds count ¢ M RapHe Qe pEcsmse
waneereme rpndin (TYMC) - 102 CRU 1KY O
Eseharielia colr absence Ty macyinicnn ) o

The mtio between the retention time of the mwn peak in the tesg
solvticn and the retention time of the main peak in the relerence
solution st be betwees 395 snd 103 7 BLaouiems s
AIPHLSSY ISHTE QCHONHEN HIRU 10 SPOMITUPPRMIN J0C 8, RN BT
PRIEY T PO ORI M Ccrtionin i §.45- 103

S35 (US-T0E Yol the theoreties) content
ey}

oof the theoretical comtet
HAIETY)

BLE feuepuiiriiia o

S OS50

[T S TNRIAT S TR AT

Pastive  Hospninne

Positive Towmuioe

Pasacs Bramow gt
1171
Pisses Bianoni s

Skip test - Nt Applicable
Skip tues - Not Applicable

Ship e St Applicable

100

S8

S

P

o T

Pawaree flomnnie

Batch aveepaad Cepi npuiiimi

[ i et senn

Nest stpgid i

Vat ppliculle © idnGiproie GUnpoo s

il t Al tesi s Passes - Bugiipiene st

Bespousibic tor Conformite Conrved Latoratarics orocioa seiud s focssvepssan

foo Badevnancione 0

Caraline PISTRL

SARCH O

Tramos e dRegd %

rage 2 ol

x
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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/ L{um 5 3acsinuyo, o rasegena suile iHbopmauis € noctosiproio Ta Toukoto. Lo cepito npoayikuii 6yso
BUPOGCHO (BIITIOMAIOTH MaKyBaHHA/MapKyBaHHA) TA MPOBEJEHO KOHTPOIIb [T AKOCTI Ha BHINE3a3HAUCHIH AlTbHULI Y
nosHiH sianosignocti 3 BuMoramu GMP, BCTAHOBNEHHMH MICLEBUM PEIYISTOPHUM OPraHOM, & TAKOXK BIUIITORIAHO 10
crienubikaliiil, o MicTATECH y peecTpaliiiHomy focke. [Tporokony BUpoGHULTEE, MaKyBaHHs Ta ananisis Oy10
MIEPErNsIyYTO Ta BCTAHOBIEGHO BijU10BiHIcTH GMP

Date of batch release / lara sunycky cepii : 04/09/2024

Name and Position/Title of person authorising the Batch Release/ Ilpissnme Ta nocajaa/ 3panns ocobu; sica Bujana
A03BIN KA BANYCK cepil
Fmmanuelle LORANS, Qualified Person/YniosHosaxeta ocofa

Date/fera:____0S™ {slmlm Al

Signature/Tligmc:

Finished product batch number/ Homep cepii rotosoro mikapeskoro zacofy : 6108213

LES LABORATOIRES SERVIER INDUSTRSF

Sisge social - 905, route de Sararn - 45520 Gidy
S.ALS, au capitol de 3.080.000 euros » 402 222 483 RCS O

Page 3 of 3






NEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Caitnmanoi, 3, 02099, Tea. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
npo AKiCTH BBE3EHOr0 B Vkpainy JiKapcbKoro 3aco0y

24.09.2024 Ne 48917/24/26

JIETPAJIEKC® 1000 MI'

(uaiivery BatHst stikapeLKoro 3aco0y JriI0 3 pECCTPatiiinM [1OCBIMHCHHAM)
pabseTicn, BKPUTI IIIBKOBOIO o6oonKo10, o 1000 mr; o 10 Tabaerox y GaicTepi; 1o 3
gaicrepy B wkopoOui 3 KapTOHy

(opMa BHIIYCKY, A03YBAHIL, BAL JaKyBAHI HKAPELKOTO 3aco6y)
Homep peecTpauiinoro nocsinuensa UA/4329/ 01/02 crpok xif peecTpaLifioro qocninueHHa HEOOMENEH HH
Cepis nixapebkoro 3aco0y Ne 6108217 KibKIiCTb BBE3EHOTO AiKapeLKOro 3ac06y 13543

BupobHuK JlaGopatopii CepB'e IHpactpi, Opaniis

(naiimenysanis prpobIHLKA iKapehKOro saco0y, kpaiHa HOXOJKESHES)

ToBapuCTBO 3 00MEKEHOIO BiIIOBIXATLHICTIO "CEPB'E€ YKPATHA",

Beeseno B Yipainy inenr. on: 33 643340 o
(HoFiMCHYBatHS TA KOJL 38 capPrnoy 10pHIUHOT oco6H abo pI3BHILS, iM'st, 110 BaTHKOBI izpanof
ocoBu - ianpuemist, 1 MicLe NPOIKHUBAHHS T2 pee'&:rpauiifumﬁ pomep 0S:ikanol KapTKy e R
onatkis ab0 cepis Ta HOMEP nacnopra)

TpoToKon Bi3yaabHoro KONTPOSTIO BiL 23.09.2024 Ne 3262/5.

jaci6 BBEleHo B Yxpaiy 3

ysacoGiu.

Muxona XOJIOJEN KO

(migrmc) (iniiany Ta TpisBHILe)

3a  pesyibTaTaMu AePKABHOTO KOHTPONIO ~ BCTAHOBJICHO, 1IN0 JTKapChK
,ﬂOTpﬂMﬂHHﬂM BHMOT 3aKOHO/IABCTBA 100 saGesneucnis AxocTi MiKkapy

HauanbHHUK

(nocajona g







LES LABORATOIRES SERVIER INDUSTRIE  SERVIER.,

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHU®IKAT SIKOCTI JIKAPCHKOT 0 3ACOBY

Name of the Manufacturer & Address/ Les Laboratoires SERVIER Industrie 905, route
Haspa Ta agpeca BHPOOHHKE de Saran 45520 Gidy France/JlaGoparopii

Ceps'e Inpactpi 905 pyt Ae Capan, 45520
XKini, Opanitis

Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e ¥V kpaiva"
Hazpa Ta ajpeca imMroprepa 41, Naberezhno-Khreshchatytska St/

yn. HabBepexuo-XpeuaTHibia, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpaita
Which Consignment of product is delivered/ Pharmaceutical Product/Jlikapcnkuit 3aci6
B npoaykuil, Wo nocTaiaeTbed
Pharmaceutical form/Jlikapcbia Gpopma Film-coated tablets/TaGnetiu, BipuUT

LIiBKOBOIO 0BONOHKOIO

Name of the Product/Haspa sikapeproro 3acoby DETRALEX® 1000 mg/ [IETPAJIEKC® 1000 mr
Dosage / Crna aii 1000 mg/ 1000 mr
Type and size of packaging/Bun ta pO3MIp YNAaKOBKH 10 tablets in blister, 3 blisters in the carton box/

1o 10 Tabnerox y Gnictepi; no 3 biictepn
kopobili 3 KapTOHY

Finished product batch number/ 6108217

Homep cepii roToBoro NikapcbKoro zacoby

Manufacturing date/Jlata supoGHuiTEa 08/2024

Expiry date/Tepmin NpHAATHOCTI 08/2028

Batch size/Kinbkicts y cepii 13833 boxes/ynakoBok
Manufacturing Licence number/ 2022 188_1_2 dated 20.12.2022
Homep ninensii va BUPOOHULTBO 2022 188_1_2 1in 20. 12.2022
Registration Number/PeecTpauiiine nocsigueHHs UA/4329/01/02

LES LABORATOIRES SERVIER INDUSTRIE ‘
Siage social - 905, route da Saran - 45520 Gidy - france - TEL 07.38,23.67.00 « WwwW SEIVIercom
§.A5. au copifol de 3.080.000 muros » 402 222 AB3 RCS Qridans
Page 1 of 3
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BORATOIRES SERVIER INDUSTRT

OTC SA05682 PF T OR300 BN a0

~ SPEO32MG

Referenve method - Uow g g wetoss ]
Refereive specifications - Uocitiays s chetnisadio: DTC 5005687 p

G0

DETRALEX" F00U MG/ IETPATERC = 1000 3M)

Film-vouted tablets Vadierg BEBUT (IBRORIO aloionmon

Purified nueronised Navonoid fraction . MRpOnEIORA OO oo [HRRIRIT
Dinsmin (9020 D00 mg - Hiecanin (904%) 900 M Flavonnids expressed as Hewperidine ¢
B | eehepiznmy (1 0 a) 100w

EE OO e b swonoi e \

Manmfaciunng priduet batel minb Hosep snpodiivio cepn ABIPCLEOE fcady (14849

Analyas anan 03092024

Fandied preduct bateh monber Hosep cepi rotonarm R INARC R H NS 14217

TESTS S TTORAIHINCH STANDARDS 7 CTAHAANTH RESULTS " PIVILIATI

L Appearance’ Jounimsdii nuran: Sulmon colowed, ablong shaped Slm-coated Lublet, seomed on both Pusse B
tsees Tadaeinn o e i dopan, mipHTH agiiganan O oo
PRUERCRO-IOREBOIT KOIROPY, | IICINKOM 1 ofas i

2. Average mass (mg/tablel) 7 Cepenn anes I B4 (93103 2% ol the thearetical mass of a1y WOpLT R 1362
{wreentioe rey) MacH Y 1378 my s )
A Unifwrmity of mass 7 Q) HpLitic L saen The indsvivual iasses of 7ot mare thaa 1w of the 20 tblets iy difte Passwe. Bimastaa

frem e svermge mass by mare tan $ % and none deviites by more
than 10 4.

Benayainii sacu ue Giane, g 2 Taacror 120 MO
BUPEHUOIGG 1L cepuansol Macu Gimme 1w ng 5 WA HE andite
Gyt vadiae ok 1 nacoto, wo HLAPEACTLON BLY Cepeztinni e ok

e 10 %5

A OBistntegeation fime (min} / Posnaauuny (xn) v |5 hi
3. Microliulogieat quatity (skip testing) / Latud serulze micrabial count ¢ Jaraanie wirean depodny SKip test- Not Applicuble
Mikpobiozurivas v AEpROpELEAUL (TAMU) 5 A CFU - |0V KYOn
Isnbiproue nynpofiysann) Total combined veasts moulds count 7 3aranne nieaa APLRBROIIN 151 Skip test - Nal Applicahic
eenesnx rpadin (TYMCL < 105 CEUp 105 KY Dy
Eueheceli coli. absence | £ nieynend SKIp tess - Nt Applicable
6. Ldentification of the drug substance The ritio between the retention time of the main paak in the (el 100
Liewrudisamin wnof pesaunnn stbution and the retention tme of the main peak in the reforence

solution must be hetween (095 wnd |05 Biauowerms viein
MIPHMYERHI QUIOBHNN 118ED B NPOMZTOUPIMIN ARLALLE BT
PO T pUSHBY HOpisnsisg va sianoueyg 04951 03
T Dvuy substance content (mypithlet)
Wiocicne suyaconn tingoi peaonmn
urabaeneyy

Dhosmin Bawer ioeatings A3 105 "y ol i theoretical comtont BLE fLopes e §93
IALivTy)

Fnas Uavenoids 3o asne U5 FESO (93005 “4 of the theoretical eomten RULTCOPC by U838

F IRV AU )
B.tdentilicaion of colorants (i tested)

Liewrvmpiwauin Gapumicin (s
HpumLnETLen):

Dranaens dioxide (0 170y i Heeheie g Pasiive 1ot o gt
T
Slrmonide b 172 g saci ili7n Pesilive Hoan s Posivee {lommne

Bateh avespied Cepia umnitnm
i f f

i - Ny

B g - test - Passes = Budipsage sanpniyne Benpoogin - |F

Fu s ’
4 .’I/[:’,‘fx'ii/”l #

ved appfical

Cvive i

EL

OGN G s

Respensibile for Confurmice Contred Lahoratoricy Bionomidannaas aat Jocmanipnicn, fadpaas

Caroline PISTRE

Mage 2 ol 3




LES LABORATOIRES SERVIER INDUSTRIE ~ SER

| hereby declare that the abovementioned information is veliable 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/ LM s 3acBifuyI0, WO HaBE/AeHa BUINE iHQOpMALls € JOCTOBIpHOIO Ta TOYHOI0, Lljo cepito npoaykLii 8yJo
sHpobreno (BRIIOHAIOHH TTaKyBaHEN/MapKYBaHHS) Td NPOBEAEHO KOHTPOJIb i SKOCT! Ha BHIE3a3HaueHiH ATbHILI Y
nosuill inosinsocti 3 Bumoramu GMP, BCTAHOBNGHUMM MICLIEBHM PEryJISTOPHUM OPraHOM, a Taxox BIANOBIAHO [10
criewmdiKaliif, o MICTATECS Y pecCTpalliifHoMYy A0CEE. [IpoToKkois BUPOGHHLTEA, NAKYBAHI T2 ananisis 6yno
NeperyiiliyTo T BCTAHOBIEHO BIANOBIAHICTH GMP

Date of batch release / [{ata urmycky cepii : 04/09/2024

Name and Position/Title of person authorising the Batch Release/ Hpisnume Ta nocaga/ 3sanus ocobu, sika BIXanNa
A03Bia nd BuIycK cepil
Emmanuelle LORANS, Qualified Person/Ynosnosaxena ocoba

-Date/Jara: A “ﬂ\( k{)tﬁfs’ﬁj\’?}ﬁf?..ﬂ 420 A {/

Signature/Iligmue:

Finished product batch number/ Homep cepii rotosoro stikapebkoro 3acoby : 6108217

LES LABORATOIRES SERVIER INDUSTRIE
Saae social - 905, raule de Sarar - 45520 Gicly

] France - Tél, 02.38.23.87.00 - VWWWLSETVIRE LT
A5 o caphial de 3.080.000 euros » 402 922 483 RCS Oddans

Page 3 of 3






NEPKABHA CJYXEBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hauit Ceitnnunot, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €PTIOY 37079055

BUCHOBOK
Npo sIKiCTL BBe3eHOro B YKpainy JikapcbKoro 3acoby

24.09.2024 Ne 49017/24/26

AETPAJIEKC® 1000 M
(ualiMeny BAHHS AiKapCLKOTO 3ac00y 3riAHO 3 peecTpauiinuM nocsiadeHsM)
TafaeTkN, BKPHTI NiiBKoB0oI0 060J10HK010, N0 1000 Mr, o 10 Tabaerox y Gaictepi; o 3
Gaicrepu B KOPOOILi 3 KAPTOHY
(hopma Buriycky, A03yBais, BU NAKYBaHHS NiKApChKoro 3acoly)

Howmep peecrpauifinoro nocsinuenns UA/4329/01/02 erpox aii peecrpauifitoro nocsimienns HCOOMEKCIHHA

Cepis nikapcbioro 3aco6y Ne 6107807 KinbkicTh BBE3EHOr0 Nikapcbkoro sacoby 13420
Bupobuk JlaGoparopii Ceps'e [anactpi, Ppanuis
(uaitMenyBanis supodiiKa xixapeskoro 3acoby, kpaina TIOXQUKEHHS)
Baeseno B Y kpaiiy Tosapucrso 3 o6mesxenolo sixnosinansnicrio "CEPB'€ YKPAIHA"Y,
inenr. kom: 33643340

(naitmeitysaniis Ta ko 3a CJIPTTIOY ropuawnoi ocobu abo npisautie, iv's, 110 Garbiconi phizuunod
0coBu - nignpuemus, T Micue npoxcHBaKts Ta peccrpauiitiui nomep 06 KOBOT KEPTKH NARTIHKS
noxatkis abo cepisn Ta HOMEP NACroptTa)

TIpoTokon Bisyansuoro konrposmo sin 24.09.2024 Ne 3261/8.

3a  pesynbTarTamH  ASPXKABHONO  KOHTPONIO  BCTAHORIEHO, 1O niKapcbKui 3a96 BBE3EHO B Yikpainy 3

AOTPHMAHHAM BrMOT 3aKOHOAABCTBA 100 3a6e3neu entis sKOCT JIKapchknX 3aCobis.

Muxona XOJIOOEHKO

(minnuc) (iniuianu Ta npissuie)

/A?" Cee 0{;{@

VL G2 p sz

—







LES LABORATOIRES SERVIER INDUSTRIE ~ SERVIE

iy

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHDIKAT JAKOCTI JIIKAPCHBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Haspa ta anpeca Bupobinka

Name of Importer and Address/
Haspa Ta afpeca imMmoprepa

Which Consignment of product is delivered/
Bua upoaywuii, 1o rocravacTses

Pharmaceutical form/Jlikapceka dopma

Name of the Product/Ha3sBa nikapcekoro sacofy
Dosage / Cuna gii

Type and size of packaging/Bua ta posmip yriakosku

Finished product batch number/
Howmep cepii rotosoro nikapeskoro sacoy

Manufacturing date/I{ata Bupo6uuirsa
Expiry date/Tepmin npugaTHocTi
Batch size/KinbkicTs y cepil

Manufacturing Licence number/
Homep ninensii va supoBumiTeo

Registration Number/Peecrpauifine nocsiguens

LES LABORATOIRES SERVIER INDUSTRIE

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

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

syn. Habepexuo-Xpewarinpka, 4|

Kyiv, 04070/m. Knis, 04070

Ukraine/Ykpaiua

Pharmaceutical Product/Jlikapcexuit 3aci
Film-coated tablets/TaGneriy, sxpuri
TUTiIBKOBOIO 0GOIOHKOIO

DETRALEX® 1000 mg/ JETPAJIEKC® 1000 mr
1000 mg/ 1000 mr

10 tablets in blister, 3 blisters in the carton box/
no 10 tabnerok y 6nicrepi; 1o 3 Gaicrepu 1

ropabui 3 KapTOHY

6107807

07/2024
07/2028
13833 boxes/ynakosok

2022_188_1 2 dated 20.12.2022
2022_188_1_2 Bix 20.12.2022

UA/4329/01/02

Siege social - 905, route de Saran - 45520 Gidy - France - Tél, 02.38.93.87.00 - www servier.com

S48, o capitul de 3.080.000 euros » 402 222 483 RCH Ordans

Page 1 of 3



LES LABORATOIRES SERVI

Reference method / Tocuaaus g verop DT
Reference specifications 7 [Toeinanns ua cnewndirauio: DTC_S005682_PF

AR INDUSTRIE

" §O05642_PF T_CTR, 34304 EN_6.0
N SPE_32246_EN 6.0

NAME ¢ HAZBA

DETRALEX® 1000 MG/ AETPAJEKCY 1000 MI”

Filim-conted 1ablets 7 TafacTii, nipiTi HAGKDBOIO OBONOHKOM

Purified micranised flavonoid frction / Mikponisonass ousenst guiasouaia pokiuin

Diostoin (90%) 900 my 7 [lioeminy (90%) 900 arr, Flavonoids expressed as Hesperidine (10 %) 100 my ¢ hasvonoidis y
paensad Feenepnawy (10-%) 100 ne

Mamulacturing product bateh number / Homep supodiisod cepli aikapenkoro Jacoly 6107694
Analysis / anania 2070812024
Finished product bateh number / Hosiep cepii rorasord Apehrore 3acaby 6107807

TESTS / TOKAZHHIKH

STANDARDS / CTAHUAPTH

RESULTS / PEIYJILTATI #

1. Appearance! Jonnimniil wirang

2, Avernge mass (mgftablet) / Cepeitnn atites
(mrfralaeTiy)

3. Uniformity of mass / Quuopiauicrs stacn

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

5. Microbiologival qualily (skip testing) /
Mikpobionorisin ancrovi
{wnGipieone nunpoliynnim)

=

ldentifiention of the drug substanee/
Lacrpiianis pirouel pesoanug

-~

. Drug substanee content (mgitablet) /
Kiswicne susnnaenn aiouol penosi
(arralinersy):

- Diosmin / Baier aioeminy

- Total flavonoids / Iaranvinifi saicy
(ansoneinis

=

ldentification of coloramts (il tested) /
Lirenrudiandin Grpounwis (wrino
HPUBOANTHLLR)Y
- Titanium dioxide (E 17 1) 7Timany giokeny
(17
- fran oxide (1 172) 7 3ania oncun (B 172)

Salmon coloured, ablong shaped fim-couted tablel, scored on both
{nees /Tainerka xonractor opas, skpita makssosoto ofonankao
QP ACHO-POIKCIOTD KOALOPY, 3 HACIMENO 3 abox. fokin

1309 ~ 1447 (95-105 % ol the theoretical mass off rig renpetinol
ageity 1378 my? ar)

The individunl masses of not more than two of the 20 tablets may differ
from the average mass by more thin § % und none deviates by more
(han 10 %/

Trnuyansti saen ne Sinue, i 2 vadaeror 3 20 powyTh
BiApPHINTICH BiX cepeaILOT Muck Ginnine, Hin i § Yo, tIC HE NIOBINHO
Byt TuBACTOR 3 MOCOIO, WO pinpisHACTLER /in cepemino fnile, ik
w10 %%

<15

Total acrabic microbial count / Jaranene MHeao aepobnmy
sixpoopranizais (TAMC): £ 10% CFUR ~ 10% )KYOIr

Total combined yeastsamoulds count / 3aranniie \HICAO APBIILKOBIN TiL
agticencsits rpndin (TYMC): « 102 CFU/z - 107 KYOlr

Escherichia coli: absence! g - niacymuicn/ | r

The ratio between the retention time of the main peak in te test
solution and the retention time of the main peak in the reference
salulion must be between 0.95 and 1.05 /7 Bimoweiny wacis
VTPOAY LRI GCHDBIMK ki 1A SPOMATOIPIMAX AOCAUDRYBAION
POIMIUEY T PO NOPIAUIHEI MAC CTIORNITH 1,95-1,05

855 - 045 (95-105 % of the theoretical content ¢ Bizt TCOPLTIIIOID
BMiCTY)

950 - 1030 (95-105 % of the theoreticn] content 7 sl Teopenisnoro
fviCTY)

Positive 7 Toanrinua

Pasitive 7 Tlosisunio

Passes / Blanauizac

1372

Passes / Bianouinac

Skip test - Not Applicnbie
Skip test - Not Applicable

Skip test - Nat Applicable

1.00

908

999

Positive / Tloasinio

Positive . [losimimio

Rarch aceepted’ Cepin npuiisiia

YNt dorected - He slurreno - Not applicable = He npasedusocn - Skip test - Passes = Butiipsose sunpodyeanin - Bionoaidne - Absentilg = Bidcymmicme | ¢

Skip test — Not opplicable = Budiprose sunpodyGans - He uposoduaocs

Responsible for Canformity Control Lahoratories/Bionosidazunuit sa Jocmosipuicmy Jadopauopnors kodmpono

LS

Pascale MASSON
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LES LABORATOIRES SERVIER INDUSTRIE SE

SERVIE

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 autherity 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 5 3acsinuyio, uo Hasenena suie indhopmaltis e JoctosipHoIo Ta TouHoio. Lo cepito npoaykuii Byno
BHPOOJIEHO (BIUNIOYAIOUN NaKyBaHMHA/MAPKYBAHHS) Ta NPOBENCHO KOHTPOMb ii IKOCTI Ha BULIE3a3HAYeH R AinbHuu y
nosHif sinnosinocti 3 sumoramMu GMP, BCTaHOBNEHUMH MICLIEBHM PEryISTOPHHM OPraHoM, a TAKOXK BiAfOBIAHO N0
cnenydikalliih, o MicTaTses y peectpauiitnomy gocke. [IpoTokonn BUPOGHALTEA, NaKyBAHHS Ta aHali3iB Gyio
NepersisiHyTo Ta BCTaHOBIEHO Bianosindicts GMP

Date of batch release / lata sunycky cepii : 02/09/2024

Name and Position/Title of person authorising the Batch Release/ ITpizpuue a nocaga/ 3sannsi 06, 1Ka BHAaIa
AO3BiI WA BROYCK cepil
Emmanuelle LORANS, Qualified Person/Ynosnosaxkena ocofa

Isabelle LOMBARD

P
"X S ., q - f {
Signature/TTianuc: 1 Date/[lara: __ ) 5] 00/ Yy

< %‘uarmacien Adjoint

Finished product batch number/ Homep cepii rorosoro nikapcbkoro 3acofy : 6107807

LES LABORATOIRES SERVIER INDUSTIRIE N _
Sigge social - 204, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87 .00 - www.servier.com
SAS. au capital ce 3.080.000 suros » 402 222 483 RCS Orléars
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JEPKABHA CIIVIKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KMEBI
npos, Hauit Critnnynoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua. Kon CIPIIOY 37079055

BUCHOBOK
[P0 AKICTL BBE3CHOro B Ypainy JiKapebroro 3acoly

16.10.2024 Ne 54122/24/26

JNIETPAJIEKC® 1000 MI
(naliMeHyRauLs AIKapChKOro 3aco0y 3riano 3 peccTpatiity T ECIGHIERY)
rabueTicu, BRPHTI IJHBKOBOIO 0601011010, 110 1000 M1, 110 10 rabieror y daierepis 110 3

guicrepu B KOpoOUi 3 KAPTOHY
akyBanis JiKAPCLROTo 30c00Y)

(hopma BUIIYCKY, A03YBaN, BHAT

Homep peecTpauiiiHoro nocsiauenis UA/4329/01/02 crpox aii peceTpauinoro Hocsintenna HeodMeneHni

Cepis sikapenkoro 3acofy Ne 6107808 KinbKicTh BEEIEHOTO NIKAPCHKOrD 30cehY 13501

Bupobiik JlaBopavopii Ceps'e Inpactpi, Ppatiis
(naimeny BaliHs BUPOOHNKA HKAPCRROIC sacofy, Kpaliia HOXOUKCHIH)
Beeseno B Ykpaity Tosapucrso 3 00MEAKCIOI0 BLIOBIAANLHICTIO "CEPR'E€ YKPATHA"Y,

ineirr. woa: 33643340

(HalMely BARHS T KO 32 CIPTIOY jopstanHot ocolu abo ppisBHULE, DS, 110 Garkrosi (izynol

OCOBH - npHEMILE, T MiCIE IPORABAHNIA TR peecTpauifinsit nosep QUBATKOROT KAPTRY (TATHHEY
forkis abo cepis Ta nosMep [ACnopTa)

2024 Ne 3510/10.

[1poTOKOJI BI3YaNLHOTO KONTPOIO sin 16.10.

-~

KOHTPOSIO  BCTAHOBACHO. 1O nikapepkmit  3acid  epeneno B Vipainy 3

Ra pe3YAbTATAMM  AEPIKABHOTO

JOTPHMAHHIM sumor 3AKOHOAABCTBA WOAC 3abesneuctts 8 KocTi nikzx/gc BRUX 32C0011,

Murkona XOJIOAEHKO

(it Ta upisiee)

HauanbHuK

(nocanona ocoba opry



LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/

CEPTU®IKAT SIKOCTI

Name of the Manufacturer & Address/
Haspa Ta appeca BHpoOHHKA

Name of Importer and Address/
Hassa Ta agpeca iMnopTepa

Which Consignment of product is delivered/
Bua npoayKuii, o MOCTaHaeThCs

Pharmaceutical form/Jlixapcbia jopma

Name of the Product/Hazpa fikapebkoro 3acoy
Dosage / Cuna aif

Type and size of packaging/Bun1a pO3MIp YIIaKOBKH

Finished product batch number/
Homep cepil roToBoro niKapcbLKRoro 3aco0y

Manufacturing date/Jlara pUPOOHKLTBA
Expiry date/Tepmin NPUAATHOCTI
Batch size/Kinskicts y cepii

Manufacturing Licence number/
Homep niueHsi’ Ha pHPOGHMITEO

Registration Number/Peccrpauiite OCBIAHEHHS

LES LABORATOIRES SERVIER INDUSTRIE

 caeial - 905, route de S - 45520 Gidy - france -
o capital de 2.080.000 suros ¢ 405 9070 483 RCS Orléans

JITKAPCHLKOI'O 3ACOBY

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGopaTopit
Cepr'e lumactpi 905 pyt e Capan, 45520
WKini, panuis

Servier Ukraine LLC/TOB "Cepp'e Yipaina
41, Nabc:rezhno—I(hreshchatytska St/

pyst. HaBepeskro-Xpetaribid, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Ykpaina

Pharmaceutical Product/Jlikapcbkuii 3acid

Film-coated tablets/TabneTkn, BKPUTI
MNiBKOBOIO 0OOJIOHKOIO

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

10 tablets in blister, 3 blisters in the carton box/
1o 10 Ta6nerok y Gaictepi; no 3 Gnictepu B

xopoBui 3 KapTOHY

6107808

07/2024
07/2028
13 833 boxes/ynaKkoBoK

2022_188_1_2 dated 20.12.2022
2022 188_1_2 Bin 20.12.2022

UA/4329/01/02

Ao v w AFG

2402, L L(i’i

Tel (02,368,223 857 () - WWAY SEIVIE T
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"OIRES SERVIER INDUSTRIE

Reference methed - Tlucigumo i aero.: DTC Su0ses2 PP T CTR X204
Referenve speettivations Tociiain 1 eneunhirai: DTC shnses2 P~ SIE

VonAME 11A3BA DETRALEN 1006 MG PACTPAJERCH e MU
\‘ Fiimevamad tablegs Lataeiin. sEpiT SR QO HHIROI0

i Purificd micronised Pavenoid Traction § Migpouriosi QUEHICET o asos S e pan ity :
& d s Huspurndime 4 2ot ang b rapolin s i

. Diosmin (90 50 ng Sioesiy (O H00 ME Fhivanoils expes
i s D eeneprengny (10 %) 10wt

JSE—
Manuinewring produet pateh munbur Tlowep nipoiniied cepi BRApCLROTY sucofh

Anulysiy St 12082024
SN

e St e A

Frutshed prdut hisich iher 7 L ieniep cept roianuig Arapeikun 3o

e e Bt Tt

S 18 - HORABHHIKH

- s et et R T T

STANDARDS 7 CTAL LIAPTH RESLLTS  PEIYAL ATH

IR ety

- R S

1, Appuearnice/ Jonnitn it uneani Sulmon caloured, oblong shped Bhm-enated piblet, seared on bath ! Panees o

{arirafaeTiey) wacn v 1378 mg s}

faces Tafiesia JoRmeTor iepsin BRpET FEHBREOROIL BLITReT |
APAIRBO-PORETNT KUALORY. 3 (s Ra ¥ ndoy B !
2. Average mass (mpftablet) / Cepeius s 1300 - 1447 (Y5103 Sof e {heoreticist mass pf AL COpCTII i L ‘
: |

!

The mdividual masses of ot wore Ut oof the 26 Gblets may it Pasae - rationriia
[rom the uverage miss by more than § % and pone Hewiaies by oy
than 1) %

JHLTIY LRI SR e Gratdipe. g S 1adRIOR 20 AN
REAPCAIITIES B CUPRAUROY MHCH Giante, 1 i S e Wi e e
TV eI AU ALTOR 1 MBTORL. IO nepiReLe K Cepe I DL

3, Uniformity of mass QanopianicTs ey

TR i

!

‘.

A, Disintegration time (miin} / Py (xu) < {5 i
3. Microbiologivs] quatity {skip testing) / Tot! aerubie microbul counts ERITIRI ane RInGIITTEY l Shap teat s ot Apphuihie

MirpoGioauringn aneioTa AHRPOOPEAHEY CEAMCY © 107 CFUR 1 KYOn %

Tota) comhined yeasis monlds counl 7 danebhe wiea APEAIALS 1 Ship teed - o Apphicable
(Lcesenis o (TYMC P CFL g 10 IRYOR
Enchenchin coli absenee’ty pracy el ! Shap ot N Applisahle

{nudipione prnpoiiyuans}

The rntio hetweeen the fetention time of the wan preith i the just :y i
colution snd the retention U ol the main peak i the relueney ‘
sotutinn must be butweea O 95 and 1E DML D i
VIPHMYBAE OEHORININ s 1) X al sy et IRRSTHTHIIE
PO Til Pt ROpINEHRI K Spanpui HE08

6. Jdentification of the drug substanee!
Lrentaudinin sinol peanoim

i

7. Druy suhstance enntent (mp/tablet) /
FCLILIICIE T e i iRt perongs
(i iaiactey ) '
~ Divsimin - Baic goeunn

%53 045 (95-105 %y of the (heprotical contenl BLETEapeToie:
SITR :

030 - TUSD (95-108 9y of the \henretica content ALy ope i i ot
HAICTY)

- Total favoroids 3o il st
[HERIGITURIY

4. tdentification of cotorants (i tested)
Lewrinhieain Ga punnkin (Ao

| TINEIRIAEIE .

‘l L Titninm dioxide (0 PTHY Tty CHuKS Posipve Plosnsizee ; P, Hhorinte
O N l

\ Bun oside 11172 T okei (K720 Postiny Plapraie Pooen Hoariont
} S __________.,,,_,,.—-—v——-—"“——‘ e e e e e A 0 442

i

C Batch weeepteds Leprrupuniig
S —

Nt apgicid:

oo ot

e
T s i - Skip s Timaes - Bttgidvss ot i

The atisnis

| p o r

i jasiteubiv Jagcs ey aRnpvioN sen e ppoBesniion s

| .

i HResponsible for Confortie angrot Lahaianrics facie st 5 Jniie:is
'

|

|

|

Pus T ab



1 hereby declare that the abovementioned information is reliable and accurate. T his 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/ LM g 3acBiauylo, 110 HAREACHA guize iHpopmattist € JOCTOBIPHOIO Td TOUHOIO. [lio cepilo nposyxuil 6yno
BHpPOGIICHO (BRIIOHALOHH naKysaHHs/ MapKyBaHHs) Ta NPOBEACHO KOWTPOAb Ti AKOCTI HA BiLe3a3HAteHIA ninbHMIA Y
[OBHIM BIANOBLAHOCT] 3 BHMOTAMH GMP, seTaHoBICHAMNA MICIHIEBHM PErysisTOpHnM OpraHOM, a TarOIK BiATOBIAHO A0
crienudixalii, 1o MicTATBCA Y PEECTpaLifiHoMy A0CKE. TpoTokonu BUpOOHULTRA, NAKYBaHA T4 aranizis Gyno
flepersiaHyTO Ta BCTAHOBJICHO innosignicts GMP

Date of batch release / [larta BrrycKy cepil : 10/09/2024

Name and Position/Title of person authorising the Batch Release/ IIpispue Ta ocaia/ sBanust 0cofi, sika BUIALA
A03B1J Ha BUOYCK cepil
Emmanuelle LORANS, Qualified Person/YnoBHOBKEHA ocofa

 Date/Jlata: JS_)_'_}_\;__ j

: \Jf) i 2‘:’] ,Mf,

Finished product batch number/ Homep cepii roToBoro JikapesKoTo 3acody 6107808

LES LABORATOIRES SERVIER INDUSTRIE o o
siege social - 905, route de Saran - 45590 Gicly - France - Tal 07.38.23.87.00 - WWW,SETVIEE GO
5 A%, au capitol de 3,080,000 etros v 409 277 483 KO Qrtéents
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AEPACABHA CJIIYIKBA 3 JIKAPCBEKWX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMA y m. KHEBI

npos. Hagii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog EOPIIOY 37079055

BHUCHOBOK

NPO SIKICTH BEE3EHOr0 B Y KpaiHy JikapchKoro 3acoby

24.,09.2024 Ne 48914/24/26

JETPAJNEKC® 1000 MIT

(naiimenypaius nixapeskoro 3acoly srinwuo 3 peccTpaniiiurM MocaiRuenngm)
TalierKH, BKPUTI IIBKOBOI0 060r0HK0N0, 1o 1000 Mr; mo 10 Tabnerox y Guicrepi; mo 3
OmicrepH B KXopobui 3 KapTOHY

{thopma ounycky, Ro3ynaniid, BHA Ky BaHIS JIKapCEKOTO 32C06Y)
Homep peecrpauiiieoro nocsinuenus UA/4329/01/02 crpok it peecrpauiiinoro noceifuenss HeobMeKeHHH
Cepin nixapcbkoro sacofy Ne 6107811 KinekicTs Boesenoro nikapcskoro sacofy 13720

Bupo6unk Jlabopatopil Cepr'e Ingacrpi, Opauiis

(Halivenynauns supodHuKA NikAPCEKOTO 3acoby, KPRILA 11OXOLKEHIA)

ToeapucTRo 3 00MexkeHoI0 BignosiganenicTio "CEPB'E€ YKPAIHA",

Bresero b Ykpaitly inenr, xom: 33643340

(natiMeHynanua Ta kof 30 €JIPIIOY opuanunol ocoby abo nplssHwe, im'd, 1o GaTexoni (iizwanni
ocolu - mianpHesuy, i Mictle NpokuBaiHg Ta peecTpauiiinui HoMep oBnikonol kapTey MEITIHIKL
nonarkis aGo cepis ra HoMep nacnopta)

TlpoToxen Bizyansuoro konrpomoe sin 23,029.2024 Na 32.62/2.

3a pesyaLTATAMH ASPHABHOMQ KOHTPONIO BCTAHOBAGHO, 110 JKAPCHK 3aci6 BBe3eHO B VipaiHy 3

KX 3acoBib.

—

AOTPHMANMAM BuMOr 32KOHONABCTEA 10RO 3a0e3neuenHs axkocT| nixa

Mixona XOJIOHALEI IO

(nianuc) (ininiany ra npizskte)




LES LABORATOIRES SERVIER INDUSTRIE

¢

SERVIER ¥

moved by you

CERTIFICATION OF QUALITY PHARIVLACEUTICAL PRODUCT/
CEPTUOIKAT SIKOCTI JAKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hasra Ta azipeca BupobHuKa

Name of Importer and Address/
Hasea Ta agpeca imMnoprepa

Which Consignment of product is delivered/
Bun nponyxuii, mo nocrauaersca

Pharmaceutical form/Jlikapcska dopma

Name of the Product/Hasea nixapcekoro sacoby
Dosage / Cuna nii

Type and size of packaging/Bua Ta posmip yrrakorkn

Finished product batch number/
Howmep cepif rorororo nixapcnxoro sacofy

Manufacturing date/Iarta supoGuuirrsa
Expiry date/Tepmin npugaTHocTi
Batch size/Kinexicts y cepii

Manufacturing Licence number/
Homep ninensii va supoBHHITEO

Registration Number/Peectpariiine riocriguenss

LES LABORATOIRES SERVIER INDUSTRIE

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGopatopif
Cepr'e Inpactpi 905 pyT ne Capan, 45520
Hini, Opanria

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

Byn. Habepexuo-Xpemariunka, 41

Kyiv, 04070/, Kuis, 04070

Ukraine/Yxpaina

Pharmaceutical Product/Jlikapcekmit 3aci6
Film-coated tablets/Ta6Gnerku, Brpri
NAIBKOBOIO 0BOMIORKOIO

DETRALEX® 1000 mg/ JETPANEKC® 1000 mr
1000 mg / 1000 mr

10 tablets in blister, 3 blisters in the carton box/
no 10 rabnerox y Gnictepi; no 3 Gnicrepu »

Kopobui 3 KapToHy

6107811

08/2024
08/2028
13833 boxes/ynakoeok

2022_188_1_2 dated 20.12.2022
2022_188_1_2 Bix 20.12.2022

UA/4329/01/02

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

$.A.8. au capital de 3,080.000 euros = 402 222 483 RCS Orléans

Page 1 of 3
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LES LABORATOIRES SERVIER INDUSTRIE

Reference method . Hovianme na veso - DT 3003682 PF T CTR A3 BN o

SERVIER

raved Dy you

Reterenee specifications Hoer wnmg aa covmsgisamer ITC 0030472 PE > SPE 32240 PN o

NAME 11A3BA

DETRALEXN® 1000 MG/ IETPAIERC 1000 MIT

Film-coated tablets  TaBiacns. wepun nnskonum odoI0i0m0

Furifted micronised Javonoid faction ) Mispanizena outmena RO F (ppil KU

Diosmin (90%6) 900 mg  Iiocsrins (Y0%) 900 sr. Flavonoids expressed as Mesperdine (10 Yu) B0 mg o mpiniainy
un i Ceencpiemuy (10 363 100 w

Manutaetanng product bateh number  Hovep SOOI Cepli aRapeLiono tmendy

Aumnbysis unwm 03/09:2024

GRS

Fuushed produet bateh aumber 1osep ceptr 1o70n0ms UIIPERIOLD Ty

0107811

TESTS - HOKASINGKE

STANDARDS - CTAFI AP

RESULTS . PEIYIILTATH -

L Appearsaee Yomrinoiil nueang

L Averape nvass (mg/tabler) 7 Cepetnm s
{3 Tal.teiRy)

3, Uniformity of mass 7 Qanopianicrn sien

d. Disintegeation time (min} / Buwmgaaung {xu)

5. Microbiological quality {skip testing) /
MikpoBin:iaritog uncrata
[undipruue omrpaby sanun)

0. Identificatlon of the druy substance’
Liemndinadin donoi peansin

7.Drug subsisice vonient {nipablot) ;
Ki.tkicue musiaseennn Jiwsoi peaoemim
[T TGRS SN
Dwsmin Baee toeann

= Toal Nuvonoids  3acitbamii nvics
I RRTERITIR

B, dentilication of colorants (if tested) -
Lacumdisnztin Gapoiiiin (o
HPUILINTLERN )

- Totamium dioxide (£ 171 Ty ooken, o
=17y
- o axidetk E72) Jansa ogene (b 1723

Sulman eotnured, oblonyg shuped Mm-coated tablet, seored on buth
Faces [afaeven onracron hopsi, DREUTA NABROBOO OF trmwoIo
OPIIGECAU-PHEECROT 0 KUALOPY, 3 HacidRoe 3 afox dokip

£30% 1347 193-105 %o o the theoretival mass of BLL reape ramon
siwn v 1378 mz s}

The individual masses of not more than twe of the 20 wblets may dilfer
from the avermpe muss by ware than 5 % and none deviates by mone
than 10 %
IRy I stien te Guinute, ik 2 TaGaerok § 20 AN
BLIBIATIEL DI COPeInnoT Sach Sismre, 1 i 5 o, 2 1e o
GyTr FIGIErOK 1 MAC0. W0 BIPESTMCTLE ML cepe.nhoT B mae, i
ma 11 %%

15

Tatu] acrbic microbial count / Jarisnne siczo aepofin
sikpoaptauiyin {TAMCY: £ 10° CFU g - 107 KYO#r

Total eombined yeasts moulds caunt f Jarunsie wicho Jpiesrons a
naiceneans muGin (TYMCE £ 100 CFU g 10 KYO!r

Escherichia coli: sbsence 12 nizcymient ¢

The ratio hetween the relention time of the main peik in tie et
snlulion and the retention time of te wigin peak in Whe relerence
sofution mugt be between 0.95 and £.05 ° Bimowenis i
YTRIMVEINIB GCHOMENN KB A XPOsBTOITRIMGY L L0GTH, Lavaanarn
PRI T ROASINY ORISR M3E cragenn e D,95-1.03

355 O45(93-105 “, ol the thearetical contens 614 TeopeTianul g
nmictyd

50 - H5H (U5-105 . o the theoretigal coment 111 1copein oo
nMicTy }

Positive  Tloair msng

Pusitive  Lloanroang

Passes (3t mon e

1305

Passen  Bianomaw

Skip test - Not Applicnble
SKip test - Not Applicable

Skip test - Not Applicable

1 (M}

SY1

90y

Posatine  Flosnnmg

Positise oy

Buieh accepted Copiy nipudiima

“Nordaeend  He wumgwny - Nacapplicebde — e npaandn wies - Ship s - Passs - Buiprose sanpmiveary Buhoaiog

Shyricst Nopapplieadsh, = Budgmone sunpaivmnms He npenodunoce

Itwene Ty - Ridevoueme 1

Respomsble fur Conjoramty Conrrel Laboratsrics Banosmainig sa docmosipicins hlﬁ”f’“’””ﬂw‘—'-’.—'-u'__.\

.

3 e

Carohne PISTRE

L Yl zeate g Saran 45520 GERY - Frpea - 433 (52 38 23 87 00 - waseseruocr vonn

S5 o Lapit o JEENERI0 ey — 402 332 433 RCS Oclians
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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/ I{um 1 3aceinyro, mo HaBexena ume indopmanis e KocToBipHOO T2 TouHow, Lo cepiio npoayruii 0yno
BHpOONIEHO (BIUTIOHAIOUH NIAKyRaHKs/MAPKYBAHHS) TA IPOBSHEHO KOHTPOND il AKocTi Ha BHme3asHaueHii AinpHAL] ¥
noBHiH Bignosinocti 3 Buvorami GMP, BCTaHOBIEHAMH MICUEBHM PErYIIATOPHEM OPIaHOM, @ TAKOX BIATIOBIIHO KO
crienuikanii, wo micrarsea y peectpaniinomy socse. IIpoTokony BHPOGHEIEA, TAKYBaHHS Ta aHANI3IB Oyno
NepernsHyTo Ta BCTAHOBICHO Bignosiguicrs GMP

Date of batch release / fata surryciy cepii : 04/09/2024

Name and Position/Title of person authorising the Batch Release/ Ipispume Ta mocaia/ 3BanHs 0co0H, K2 BHAANA
H03BiN Ha BHOYCK cepil
Emmanuelle LORANS, Qualified Person/YnoBroBakera ocoba

SignamreMinnncq@\m “ Date/[{aTa: OG A (;:Qo;’- [@ﬂﬂ/&ﬂ DQO,,? (/

Finished product batch number/ Fomep cepii rotosoro nikaperxoro 3acoBy : 6107811

LES LABORATOIRES SERVIER INDUSTRIE .
Siége social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
5.A.8. au capilal de 3.080.000 eurcs » 402 222 483 RCS Orléans
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JEP)KABHA CIYXKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Hanii Ceitanunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
npo siKicTL BBE3eHOro B YKpaiHy JikapchbKoro zacoby

24.09.2024 Ne 49018/24/26

AETPAJIEKC® 1600 MI”

(Hafimeiy Banns J1iKapcbKors 3acoby 3rimno 3 pecerpauiifinum nocsiuensm)
TabueTKH, BKPUTI MIiBKOB010 060/10HK010, o 1000 Mr, mo 10 Tabaeroxy ousticrepi; 1o 3
gaicrepu B KopoOLi 3 Kaprouy

(popma BUIYCKY, A03YBAHHS, BHIL NTAKYBAHHS NiKAPCHKOro 3aco0y)

Howmep peccrpauiiitoro nocsinuenns UA/4329/01/02 crpok nii peectpauiiinoro roceijuenns HeobMexeH i

Cepis nikapewkoro sacofy Ne 6107809 KinbkicTs BBe3enoro jixapebkoro sacoby 13580
Bupo6uuk Jla6oparopii Ceps'e Ingactpi, @panuis
(Haitmenynanist BupoBuuka stikapebkoro 3acoly, kpaina TOXOJKSHHS)
Baesero B Yipainy TosapucTro 3 obMexenoio sianopinansnicrio "CEPB'E YKPATHA",
inent, xon: 33643340

(maiimenysauns Ta kol 3a €JIPTIOY ioprayHOT 0co6H abo npissrie, iM', 10 Garprosi (izutiol
0coBu - nianpuemus, 1 MiCHE NPOKHBAHKS T2 peccTpauiiinuit Homep 061iK0OBOT KAPTIH FUETINKA
noparkis abo cepis Ta HOMEp racuopTa)

TMpoToKo Bi3yasLHOTO KOHTPOIO BiA 24.09.2024 Ne 3261/9.

3a  pesynbTaTaMH  GPXKABHOIO  KOHTPOJNKO  BCTAHOBNCHO, IO nikapebkyl 3aci6 BBeseno B Ykpainy 3
g

AOTPUMAHHSIM BUMOT 3aKOHOAABCTBA IHONLO 3aGesneueHHs aKkocTi Nikapgbkux 3acobis.
2

7
// Mukona XOJIOUEHKO
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LES LABORATOIRES SERVIER INDUSTRIE ~ SER W%

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHO®IKAT AKOCTI JIKAPCHBKOI'O 3ACOBY

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

Hasza Tta anpeca supobrrka de Saran 45520 Gidy France/JlaGoparopii
Ceps'e Inpactpi 905 pyr ne Capan, 45520
AKini, Opanuis

Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepn'e Ykpaina"
Hazsga Ta agpeca iMmmoprepa 41, Naberezhno-Khreshchatytska St./

Byt HabepesxHo-Xpewarnubia, 41

Kyiv, 04070/m. Knis, 04070

Ukraine/Yxpaina
Which Consignment of product is delivered/ Pharmaceutical Product/Jlikapcekinit 3acid
Bun npoayxigi, 110 NnocTaduaeTses
Pharmaceutical form/Jlikapceka dopma Film-coated tablets/Tabnerkn, BkpuTi

[U1BKOBOIO OBONIOHKOIO

Name of the Product/Hassa nrikapcekoro 3acofy DETRALEX® 1000 mg/ JIETPAJIEKC® 1000 mr
Dosage / Cuna gif 1000 mg / 1000 mr
Type and size of packaging/Bnn ta posmip yrnaxosku 10 tablets in blister, 3 blisters in the carton box/

no 10 Tabnerok y 6nicrepi; rio 3 6nicrepu B
kopobui 3 KapToHy

Finished product batch number/ 6107809

Homep cepit rotosoro aikapceekoro sacoby

Manufacturing date/[Tara supobuuurea 07/2024

Expiry date/Tepmin npupatuocTi 07/2028

Batch size/Kinbxicts y cepii 13833 boxes/ynakoBok
Manufacturing Licence number/ 2022 188 1 2 dated 20.12.2022
Homep niuensit Ha BupoGHHIITBO 2022 188 1 2 8ig 20.12.2022
Registration Number/Peecpauifine nocsiguenus UA/4329/01/02

LES LABORATOIRES SERVIER INDUSTRIE ) ) ) ‘ ‘
Siege social - 905, roule de Saran - 45520 Gidy - France - Tel. 072,38,23.87.00 ~ www . servier.cam
5.45. au capilal de 2.080.000 euros « 402 222 483 RUS Ortéans
Page 1 of 3
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LES LABORATOIRES SERVIER INDUSTRIE

Reference method / Mocnaanug na setoa: DTC_S005682_PF T _CTR 34304 _EN 6.0
Reference specitications ¢ Moensanny na enemuicaniio: DTC_S005682 PF_N_SPE_32246_EN_6.0

NAMIE 7 [AZDA

DETRALENY 1000 MG/ AETPANEKCH 1000 MI™

Film-coated tablets / Tuaersn, srprri mutinionomn odoaonkon

Purified micronised Hlavonoid fraction /7 Mikponizosen ounmenmy prasonoizsa fpakiin

Diosmin (90%) 900 my 7 Hiocsiny (90%) 900 ar, Flavonoids expresacd as Hespevidine (10 98) 100 my / hsasouoiain y

sitrstaai Teenepisniy €10 %) 10U s

Manufacturing product bateh number / Hoawp snpofinmor cepil aikapeskoro sacoly 6107696
Amnalysis / ananiy 1270872024
Finished product bateh number / Hosep cepii rotosoro nikapentoro sacofy 6107849

TESTS 7 TIOKAZHEHKH

STANDARDS 7/ CTAHIAPTH

RESULTS / PEIYALTATH *

L Appesrancel Jonuiunii nnrang

2 Average mass (mg/tablet) / Cepejing seq
(Mrirnfaeriy)

3. Uniformity ol mass / Oanopinsicrs aten

4, Disintegration time (min) / Poanaanung (xu)

5. Microbiologicnl qunlity {skip testing) /
MixpoGionoriung nuetorn
(nafiipone BunpobysRintg)

6. fdentification of the drug substance/
Taenridieniis it pesonyun

7. Brug substance content {(mpltablet) /
Kisnricne pioysasenus giniol peuonistin
{mr/ralaeriy):

- Diosmin ¢ Baticr alocainy

- Total Havanoids 7 3aranuinit sudcr
Inaponiaiais

§. dentification of colorants (if tested)/
Facirrndiicindn Gapomnis (mewo
NPOBOAHTLER):

- Thaniun dioxide (B 171) /Turany siokcua
E1in
- fron axide (£ 172) 7 Janiza osena (B 172)

Salmon entoured, oblong shaped film-conted tablet, scored ou bath
faces STatnerra sauractol Gopa, WRpHT NAinkonoio odononkoin
OPRMBREND-POIKCIOTD KOALOPY, 3 HACIMKQ 3 ohoN Gakin

1309+ 1447 (95-105 %4 of the theoretical mass o/ si reopetitunoi
nacity 1378 mg/ M)

The individuad masses of not more than two of the 20 ablets may differ
frou the sverage mass by moré than 5 % und none deviates by more
than 10 %/
lihniayaastt socn ue Ginswe, ubr 2 ralueror 3 20 mowyTu
BlapimeTHes 8l cepeantol mack Giante, nuk ga 5 %, wie e o
Oy it TaGALTOR 3 MACOIO, MO BIAPIZHRCTLEN Bil Cepeanbai Dinue, tin
i 10 9
135

Total aerobis microbial count / 3urumae wieso sepobunx
stigpoopratastis (TAMC): < 103 CFUrg -~ 103 KYQ'r

Total combined yeasts/moulds count / 3araanie Siea0 apbraukonis a
naicenenix rpndin (TYMC): 5 102 CFU/g - 107 KYO/r

Escherichio coli: absence/l g ~ gigeynictu/] ¢

The ratio between the cetention time of the main peak in the test
solution and the retention time of the main peak in the refecence
solution st be between 0.95 and 1.03/ Bianowsenns vicin
VIPIMEBARHS QCHOBINN (iKiB 16 XPUARITOFPAMAN AOCALDRYBANOI0
POIULHY TA POIMHNY AOPIBHALT MOC cTalon 0,93-1,05

853 - 943 (93-103 % of the theoretical content 7 8i reoperasiorn
HMieTy)

930 - 1050 (95-105 % of the theoretical conleat / nin Teopenimnoro

HAHCTY)

Positive / Tloaurusig

Pasitive / [Tosirensuo

Passes ¢ Binnositac

1378

Passes / Bianonigac

Skip test - Not Applicable
Skip test - Not Applicable

Skip test - Not Applicuble

100

902

999

Positive 7 TTonrmuio

Positive / Tosurinio

Bateh aveepted: Cepin npufingra

* Nt ddetec:
Skip rest

wd + He miaszens - Not applicable = He npesodusocs - Skip test - Passes = Bubiprose aupodyeanns - Bidnoasdae - Absentfly = Bideymnicing: |
Netapplicable = Budiprose sunpodyeanns - He aposodutocn

Respousible for Conformity Contral Laboratories Bionosideasnit 3a Jocmosipiions datiopamopuozo xoumpoean

Pascale MASSON

Page 2 of




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 5t 3acBinuyro, Wo HaBeaera Bulie iHdopmalis € nocToBipHoto Ta Touxoro. Lo cepito npogyxuii 6yno
BHPOGIIEHO (BRIIOUAIOUH NAKYBAHHA/MAPKYBAHHA) TA NPOBEACHO KOMTPOIIL 1T SIKOCTI Ha BMLIe3a3HAMSHIH HinbHUL Y
nosuili Bignosiguocti 3 sumoramy GMP, seraHoBIeHHMI MICLIEBHM PEryJIATOPHHM OPraHOM, a TAKOXK BIAMOBIAHO 0
crieurdikanii, wo mictaTbes y peecrpauiiinomy gocse. [porokonu supoSHULTEE, NaKyBaHHs Ta aHaisis Oyno
NepernaHyTo Ta BeTaHopieHo sigmosinuicts GMP

Date of batch release / Hara sumycky cepit : 02/09/2024

Name aund Position/Title of person authorising the Bateh Release/ Hpissnure va nmocaga/ sgannst 0cofn, SKa BRARIA
/103811 112 BUNIYCK cepil
Emmanuelle LORANS, Qualified Person/YnossopaxeHna ocoda

e

|sabelle LOMBARD

o =
e
A

T
c‘/ﬁ’harmacien Adjoint

Signature/ITinnuc: Date/JTata; O 1) Jo oy Z L{

Finished product batch number/ Homep cepii rotooro nikapeskoro 3acoby : 6107809

LES LABORATOIRES SERVIER INDUSTRIE - ‘
Siege social - 905, route de Sarcr - 45520 Gicly - France - Tél. 02.38.23.87.00 - www.sgrvier.com
S.AS. ou caritol de 3.080.000 euros « 402 222 483 RCS Orléans

Page 3 of 3
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LES LABORATOIRES SERVIER INDUSTRIE

. ,y

SERVIER *

moved by you

CERTIFICATION OF QUALITY PHARMACEUTICAY, PRODUCT/
CEPTHRIKAT AKOCTL JIIKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hassa Ta agpeca supoBuuxa

Name of Importer and Address/
Hassa Ta ajipeca iMnoprepa

Which Consignment of product is delivered/
Bun nporykuil, o nocrayaerses

Pharmaceutical form/Jlixapcexa dhopma

Name of the Product/Haspa rikapeskoro 3acoby
Dosage / Cuna gii

Type and size of packaging/Bug Ta posmip ynakoeku

Finished product batch number/
Homep cepil rorosoro sikapeskoro 3acofy

Manufacturing date/Jlata supoSuuiraa
Expiry date/Tepmin npugataocTi
Bateh size/KinpkicTs y cepit

Manufacturing Licence number/
Homep ninensit Ha BHpoBHALTBO

Registration Number/Peectpauiiite nocpigues

LES LABORATOIRES SERVIER INDUSTRIE

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JIaGoparopii
Ceps'e Inmactpi 905 pyr ne Capan, 45520
ACini, Opanitis

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

Byn. HaGepexuo-Xpewaruupka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpaina

Pharmacentical Product/Jlixapcskuii 3aci6
Film-coated tablets/Tabnetku, Biepuri
IJ1iBKOBOIO 060MIOHKOI0

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

10 tablets in blister, 3 blisters in the carton box/
no 10 rabnerox y Gnictepi; ro 3 Gaicrepy B

kopobui 3 KapTouy

6108218

08/2024
08/2028

13833 boxes/ynaxorok

2022 188_1 2 dated 20.12.2022
2022_188_1_2 Bix 20.12.2022

UA/4329/01/02

Sigge social - 905, rouie de Saran - 45520 Gidy - France - Tél, 02.38,23.87.00 ~ www servier.com

S.A5. au copital de 3,080.000 euras » 402 222 483 RCS Orléons

Page I of 3
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LES LABORATOIRES SERVIER INDUSTRIE

Refereove method  Hoeenaanns m sictee: DTC_SO0U5682_PE_T_CTR 34304 _EN_ o0

| SERVIER

et ey

Reference specifications . Moeuzanmsg oq enewnicsuio: DTC_S005682_PF N SPE_32746_EN 6.0

NAME LIATBRA

DETRALEX?® (008 MG/ TETIAJIEKCY 1000 MU
Film-coated tablets  Tadaersin mepini ninbkopaia aGoiwrno
Purifivd mieronised Navonoid Iraction / Mirpoks sonam osmmenn Limunoi.ns qipasain

Divsmin (90°0) WH mg Nioesiny (9824 900 s, Flavonoids expressed us Hesperidme (10 "ap 100 me aapomoran v
meana eenepaciny (H0%) 100 mr

Munulacturing produet baweh number |losep nupodimeT ceplT alizpenkore 2acody GIOBAS
Aunlysis £ i s LRl B
Finished product hateh number / Hostep cepit rotonorn aikipenkare saceiy 6108214

TESTS /1 ITHCASHEIKI

STANDARDS / CTANMUAPTH

RESULTS - PEIVILTATH =

LAppearanee! Jovnitnii surasn

. Avernge mass (migftabler) 7 Cepeann maen
{so/rnfineriy)

3, Cniforinity of mass / Opnophanlern siien

4. Disintegration time (min) / Piaanss (xu)

S.nlierabiological quality (ship testbg) /7
MigpoGiosaorism yneraTi
(il o e sonpufiyones}

o ldentifienlion of the dewg subslunee!
Lreas rinitsuunin dimant pesmnnnt

7.Drup sulistance eentent (myftahiet) /
K msTene wiesusaeinmm el peasnzin
[sr/rabieriey):
- Biosmin  Buyicr giocsuny

- Fotal Mavaneids  Jarciasnit naler
et ToNuTLN

8 tdentificalion of colornnts (I tested) /
Lennriccindy Gopuimiis (somn
HROROALTLE)S
- Titanivm dioxide (E 1713 Tuiuny ajoxenz2
7rh
-bonoxide (C 172} Fmaizaoxena (L 17

Salmon caloured, oblong shaped [ln-coated table, seored an bt
faces Tubnesu oncueral fopsil, REPITY NTIGEONMHD ADINRNN
OPUISKENG-POAKEIDTD KOXLOPY, 3 Upeirtam 3 ofos Gokin

1309 - 1447 (93105 % of Ui theoretieal mass o sl reopenenio
moch y 1378 my ar)

The individual inusses of not more kan Lve ol'the 20 wblels may Jifler
from Lhe avermpe mnss by more than 3 24 nnd none devises ly more
o 10 %%,

Bimmnyiemni smcu e Gianwe, wim 2 sadieran 5 20 sty
NiSRTENITICN Biz copemILeT Mucy Ginne, it 1 3 Y, 1 e notw
Gyta rafiieTon 3 Maeaio, wo papimeri win cepemnot GLie. i
ua 15

£l

L=

Total sermbic mierabial count / 3urtme o depodtrs
Migpaopranisin (TAMCE s 110 CFe - (13 KYO

Toral combined yeusis moulds count / Joruaniie sucno dpiscbrons v
unicentenns rpusin {TYMC): < 10F CFUw - 10° KVO#

Eschuerichia eoli: nbsence 1 g - giaeyricrn/1 ¢

e st between the petention time o e main pk in U test
solution und (e retention thne of e ntin peak fu e eleenes
snlution must be between 0.95 and 105 /£ Biotmenng i
YTRIIALY SIADT QCNORIEX NiKiD 11 XPOMATAOrPUAAN J0UE:BEN WGt o
PUTEIIY Tit PO NepiMsng Mac crayomin 0.935-1 03

835 - 045 (95- 103 % of the theareden) content  wiz reope il o
naticTy)

950 = 1050{93-105 %4 of the thearetical contem UL TECOPETIBILRITG
waieLy)

Pasitive  Tosimunno

Positive  TToanrsoi

Pisses  Bizonizme

13a0

Passes © Bianoni;uu:

g
Skip st - Not Applienble
Skip test - Mot Applicitble

Skig test - Not Applicable

£0n

Pasitive  Tlonatmin

Pasinve Tloanrguio

Batch siweepled Cepst npaiting

Mip et

“Nordeicend He st - Not gpplicable = He nposuduancs - Skip tesr = Passes = Budiprome sunpodviams
ur appalicahle = Bndipiose mimpodvamn - He upoaodiecn

fnnenaenne - Misent by = Rgcvmmicnn 1.

Responsitle fir Conformite Comvol Laboratories Bidnoaidamsniii s docmomyndemn fudupanapioen sononn

(\\
(‘:——:ﬁ-’

Cuarnline PISTRE

Siope rechel K03 rouie e Sean - 45320 GIDY - Trance £33 (033 30 23 K7 O - www.seevierncom

5.5, 2u  pital gz 3T50 00D cuens - 02 230 JRS RCS Orlduns
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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 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/ Llum s 3acpinuyo, mo Haregena suie iHpopManis & NocTOBIpHOIO Ta TouHOK. 1110 cepio npoyiuil Gyno
BHPOOIEHO (BIINOYAIOUH NTaKYBaHHA/MADKYBAHHS) T4 IPOBEAEHO KOHTPOIE 11 SIKOCT] Ha BHImIe3asHaueHiH AinsHuLi y
MoBHiH BignopinxocTi 3 BuMoramut GIMP, BCTAHOBNEHMMH MiCUERHM PeryJIsiTOPHKM OpraHoM, a TakoX BignoBinHo Ko
crenudixauii, wo MicTaTECs ¥ peectpaniiinomy focse. Mporokonu BHpOOHMITEE, MAKYRAHHS Ta aHanisis 6yno
TISPEerNAHYTO Ta BCTAHOBAEHO Binnosinuicts GMP

Date of batch release / ata sumycxy cepii : 04/09/2024

Name and Position/Title of person authorising the Batch Release/ IIpissume Ta nocaga/ 3pamis ocobit, Ika BHgana
A03BiN 1ta BHIycer cepii
Emmanuelle LORANS, Qualified Person/YrosHoraxena ocoba

Signature/ITinnue: C/é \@/\_ e Date/[Jara: s &R\L@m}a& 9@&({

Finished product batch number/ Homep cepif roTosoro nikapeskoro sacoby : 6108218

LES LABOGRATOIRES SERVIER INDUSTRIE _ . .
Siege social - 705, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
5.A5. au capital de 3.080.000 euros = 402 222 483 RCS Cleans

Page 3 of 3




AEPZKABHA CIYXBA 3 JIKAPCBKIX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KIIEBI

npos. Hapif Critnmunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €OPIIOY 37079055

B CHOBOK
PO SAKICTH BBE3eHOro B YKpaiHy JikapchKoro 3acody

24.09.2024 Ne 48918/24/26

AETPAJEKC® 1600 MIT

(nafinMenyBsaius rikapenkoro 3acoGy sTiAHO 3 peecTpauifiHuM nocniaeIHAM)
Tabyercy, pepaTi nuisxosore 06001010, 0 1000 M1y o 10 TaGnerox y fuicrepi; o 3
Gaicrepn B KopoOui 3 KapToIy

(popma BHNYCKY, A02YBANRLM, BHI RAKYBANNS NiKAPCEKOro 3acafy)
Homep peectpaujiinoro noceinuenns UA/4329/01/02 crpox zit peecrpaniitnoro nocsizuenns HeobMexxeHit
Cepia nikapcbkoro 3acofy Ne 6108218 KinbxicTn BrezeMOre Nixapcskoro saco6y 13779

BupoBuux Jlaboparopii Cepr'e lumactpi, @pagnis

(naiimenysaiing srpobiika Aikapesxoro sacoBy, Kpaina NOXOMKCHHS)

Tosapucreo 3 ofMexenolo Bignosixansuicrio "CEPB'E€ YKPAIHA"Y,
imenT. xoa: 33643340

Beeseno B Vipaity

(naitmenyhauus Ta ko 28 EAPTIOY 1opravunol ocobGu abo npizsuuie, iM', 1o Garerasi (hizkynol
ocoGu - HianpremL, i Micue npokHBans Ta peccTpauilingii nomMep 06nikonol KAPTRY KM ER
nozarxis aGo cepis Ta noMep nacnopTa)

IMporoxon siyansuoro rontpono oin 23.09.2024 Xe 3262/6.

3a pesynbTaTaMy AEPKABHOrO KOHTDONO BCTAHOBAEHO, WO JHKApCh sacid BBeseHO B YKpaiHy 3

JOTPHMANHNM BUMOL 3aKOHOHABCTEA [LOAO 3abesneueHts AKocTi i y&x 3acobis,

\\1‘3;\805!8 A
Mirkona XOJIOIEHKO

Kt 1 >
fo) 1 Al WHi 5 049,
l.'I‘pOJlIO) (Ri}lﬂ"ﬂ) (i}liuiﬂ.ﬂl—[ Ta ﬂpiSBll[ch)

s




CERTIFICATION OF QUALITY ‘?HARMACEUT{CAL PRODUCT/
CEPTUDIKAT AKOCTL JIKAPCBHKOTO 3ACOBY

Name of the Manufacturer & Address/
Hassa Ta ajpeca pupoOHIKa

Name of Importer and Address/
Haspa Ta ajpeca iMrioprepa

Which Consignment of product is delivered/
Buz npoayxuii, mo [OCTAYACTHCS

Pharmaceutical form/Jlixapenia Gopma

Name of the Product/Hazea FIKapCHKOro 3acoby

Dosage / Cuna Aif

Type and size of packaging/Bri Ta PO3MIp YHAKOBKM

Finished product batch number/
Homep cepil roToBOIO AIKAPCHKOTO 3ac00y

Manufacturing date/flata BHPOOHMLTEA
Expiry date/T epMid [pUAATHOCTI
Ratch size/Kinskicts y cepii

Manufacturing Licence number/
Homep niuensii Ha BUpOGHULITBO

Registration Number/Peccrpailifine nocBiAMeHHs

LES LABORATOIRES SERVIER INDUSTRIE

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGoparopii
Cepn'e Inpactpi 905 pyT e Capan, 45520
Wiz, Gpanuis

Servier Ukraine LL S/ TOB "Cepp'e Yipaina"
41, N’absrezhn0~I<;hrcshchatytska. St/

BYIL. HaGeperno-Xpearilprd, 41

Kyiv, 04070/m. Kyie, 04070

Ukraine/Yxpaiua

Pharmaceutical Product/ﬂilcapcmcui/‘x 3aci6

Film-coated tablets/ TabneTkH, BKPUTI
[1iBKOBOIO ODOIOHKOIO

DETRALEX® 1000 mg/ )LIETPAJIEKCGD 1000 mr
1000 mg / 1000 mr

10 tablets in blister, 3 blisters in the carton box/
rio 10 TabneToky GricTepi; ro 3 GricTepy B

kopoOui 3 KapTOHY

6108219

08/2024
08/2028

13833 boxes/ynaxkoBox

UA/4329/01/02

siege sociol - 005, route de Saran - 45520 Gidy - France - 181, 02.38.23.87.00 - WWW SErvier.com

§.ALS, qu capifal de 3.080.000 euros ¢ 407 222 483 RCS Oriéoms
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ERVIER INDUSTR

Referenie meted oo ann AN

How

LJY{‘,.UM’.H?':;

SR8 A
THILUREEBOR 05, 1085010

nised flavonig 1 i Mikpoimonang SN hassonioing (ipatnis
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| hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured
(including packaging/labe’ling) 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/ Hum & 3acBiUYIO, 110 HABEACHA pue indopmatiis € JIOCTORIPHOMO 12 rouno. 1o cepito Moy KT 6yi0
prpobIeHO (BIINOHAIOHH rxaKyBaHm/mapmyuamm) T4 TIPOBEJIEHO KOHTPOIL i skoeri Ha BHIIE3A3HAYCHIH] ALTBHALL Y
nosHid BiAMOBIAHOCTI 3 BUMOraMHt GMP, BcTaHOBIEHUMHU MICHEBAM PeryJsiTOpHIM OpraHoM, & TaKoK BiOBIABO A0
cneldikanii, mo MICTATBES Y peecrpatlifHoMy nocee. IIpoToKOIH BUPOOHMLTEA, flaKyBaHHSA Ta ananizis 6y5o
epersHyTo Ta BCTAHOBIICHO pignosianicrs GMP

Date of batch release / lara BAITYCKY cepii 04/09/2024

Name and Position/T itle of person authorising the Batch Release/ Tipispmue T2 pocana/ 3BaRHM ocobn, MKa BppaId
[03BLI 1A BUIYCK cepil
Emmanuelle LORANS, Qualified Person/V1oBHOBAKEHE ocoba

Signature/TTimac:

__ Date/fla Mﬁﬁfﬁéf}m[x 209(,

Finished product batch number/ Homep cepil roToBoro JKAPCHKOTO sacoBy : 6108219

LES L ABORATOIRES SERVIER INDUSTRIE
siege social - 905, route de Saran - 45590 Gidy - France - Tél 02.38.23.87 00 - www servier.com
5 A6, au capital de 3.080.000 euros * 402 222 48B3 RCS Orléans
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JNEPKABHA CJYIKBA3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMU y m. Kuesl

npos. Hanii Cairnpunof, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kylv@dls.gov.ua, Kox €PIIOY 37079055

BHCHOBOK
npo sKicTh BBE3EHOro B Vipainy JiKapebKOro 3aco0y

24.09.2024 No 48919724126

JETPAJEKC® 1000 MI
(valiMenyBanis RIKAPCHLKOTO sacoBy 3rifHo 3 peccTpaniiHiM TIOCHBIUEHNM)
raBieTIH, BKPHTI IUIIBKOBOIO 0GosoHK010, 110 1000 mr; Mo 10 Tanerox y Gaicrepi; 1o 3
gaicrepd B Kopobui 3 KapToHy
(hopma BUNYCLKY, 103y Baisl, B ITAKY Baiis NIKAPCLKOTO 3ac00Y)

Homep peecTpaLifHoro NOCBiAMeHHA UA/4329/01/02 crpox aii peectpauiitHoro NOCBiEHHA peobMexeavit

Cepis nikapebioro 3aco0y Ne 6108219 KifbKiCTh BBEIEHOFO J1IKAPCLKOTO sacoGy 13565
BupoGHuK Jla6opatopii Ceps'e Tupactpi, @pasuis

(nakimery pants prpoGHKKa niKapchKoOro 3acoby, KpaiHa HOXOJUKEHHN)

ToBAPHCTBO 3 o0MemenoIo ninnoaiuanmﬂcno "CEPB'€ YKPAIH A,

iCHT. KOS 33643340

(adiMeity BaiHs Ta KO/ 34 €JPTIoY (oprimuHol oeaby 460 npisBHLLE, iM%, 10 Garbroni (Gizmiol

oco6H - ianpresis, i Micie npOXM Bt T2 peecTpattiiniit Homep oB:icosol KapTIY NI
[ogaTkin abo cepis Ta HoMeEp nacioptTa)

Baeseno B YKpainy

YpoToKost Bi3yajbHoro KOHTPOJLIO BiA 23.09.2024 Ne 3262/7.

3a pesynbraTami AepPKaBHOIro KOHTPONO geTaHoBiieHo, o sikapcbKuit saci6 BpeleHo B Vipaidy 3
ChKux 3acobiB.

JLIOTpHMﬂHHﬂM BYMOT 3aKOHOABCTBA LOJ0 3abe3feucHH scocTi Ni

(nianuc) (iniudany 12 npi3pUILe)







JNEPIKABHA CJYIKBA 3 JIKAPCBKINX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMUA y m. KHEBI

ripos. Hanii Caitnuunol. 3, 02099, ten. (044) 295-26-85
E-mail; dis.kyiv@dls.gov.ua, Kon €IPIOY 37079055

BUCHOBOK
PO SIKICTH BBE3CHOTO B Ykpainy jikapchKoro 3acody

31.01.2025 No 4432/25/26

JETPAJEKC® 1000 MI

(naliMeryBamis 1ikapehkoro 3ac00y 3riit0 3 peeCTPaLikiiM TIOCBLAYCHHSIM)
TabJIeTKH, BKPATI IIBKOBOI0 060/10HK0I0, 110 1000 mr, o 10 Tadaeroky faicrepi; o 3

paicrepu B KOPOOLI 3 KAPTOY
(ropma BrIYCKY, JOBYBARIA. BHA nakyBanms nikapeukoro 3acoly)

Homep peecTpauiifHoro nocsinuens UA/4329/01/02 crpok aii peecTpawtiiHoro nocsisierts HeoBMENEHHH

Cepis stikapcbroro 3acoly Ne 6109399 KisibKiCTh BBEICHOTO AKAPCLKOTO 3a¢00Y 13557
BupoGuuk JlaGoparopiil Cepn'e luyacrpi, Ppanitis

(uaitmery nanns RUPOGHHKD ATRAPCLKOTO 3aco0y. kpaiia NOXODKCHHA)

Breseno B Ykpaiiy TopapHCTBO 3 00OMEKEHO010 pianosinaneuicrio "CEPB'E YKPATHA",
inent. kon: 33643340

(aiiMciyBatiug Ta Ko 3a C/IPTIOY iopuanssoi 0CcoBM al0 npizBHIC. M. NO Garproni Piznunol
ocoBu - nianpremus, T Micie nposuBaHNId Ta peectpauinui nomep OBHIKOBOT KAPTKH TAATHHKA
fojarkin afo cepist Ta HoMep f1acnopTa)

MpoToKOs BI3YaNbHOIO KOWTPOIO BiA 31.01.2025 N 219/01.10-25/6.

3a  pesylbTaTamu  ACPIKABHOIO  KOHTPONIO BCTAHOBNENHO, WO NiKapChKUi jacié  mseseno 8 Ykpainy 3

IlOTpl/lMallliﬂM BUMOT* 33KOHOAABCTBA LHONO aaGezneuel s AKoCTi JKapChiKHX 3acobis.

Bikrop MAXHOBELD

(niAnHe) {ininianm ra npizurie)

B.o. navaibiuka

(riocanond Ycoa Opritry JACPIABIOI0 KOITPOAIO)

ML







LES LABORATOIRES SERVIER INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHU®IKAT JAKOCTI JHKAPCHLKOI'O 3ACOBY

Name of the Manufacturer & Address/ Les Laboratoires SERVIER Industrie 905, route
Hasga Ta ampeca supoGruxa de Saran 45520 Gidy France/JlaGopaTtopii

Cepe'e Inpactpi 905 pyr ne Capan, 45520
Kini, Gpanitis

Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepg'e Vipaina"
IHaspa Ta agpeca imMnoprepa 41, Naberezhno-Khreshchatytska St./

syn. Habepexno-Xpemaruipsia, 41

Kyiv, 04070/m. Kuig, 04070

Ukraine/Yxpatua
Which Consignment of product is delivered/ Pharmaceutical Product/Jlixapeskuit 3acib
Bun npoaykiii, to nocravacrhes
Pharmaceutical form/Jlikapcrxa dopma Film-coated tablets/Tabserin, BRpUTI

IIBKOBOIO 0B0NOHKOIO

Name of the Product/Hassa nikapcukoro sacofy DETRALEX® 1000 mg/ JETPAJIEKC® 1000 mr
Dosage / Cuna nit 1000 mg / 1000 mMr
Type and size of packaging/Buz Ta posmip ynakosku 10 tablets in blister, 3 blisters in the carton box/

no 10 rabnerox y 6nicrepi; no 3 Gricrepy B
kopobui 3 kapToHy

Finished product batch number/ 6109399

Howmep cepii rotosoro sikapeskoro sacofy

Manufacturing date//ara supofuuLTsa 08/2024

Expiry date/Tepmis npunarHocti 08/2028

Batch size/Kinbkicrs y cepif 13833 boxes/ynaxopok
Manufacturing Licence number/ 2022 _188 1 2 dated 20.12.2022
Homep ninewsii va pupoSHUUTEO 2022 188 1 2 Bin20.12.2022
Registration Number/Peccrpaiiiine nocsiguenns UA/4329/01/02

Page 1 of 3
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ES LABORATOIRES SERVI

ROINDUSTRIE

Reference specifications / Tlociaans va eneundisaiiio: DTC_3005682_PF_N_SPE_32246_EN 6.0

L ASRA DETRALEX 1000 MG/ JETPANEKC¥ 1000 MD

Film-conted tablets / TuBaersn, mepnti naiBroaco abofoNKoIo

Purificd micronised Mavonoid Ffraction £ Mikpouizonana oswena daanouoizusi dpatiis

Diosmin (90%4) 900 mg / Qivesiny (90%) 900 vr, Flavonoids expressed as Hesperidine (10 %) 100 mg / hrasouwizis y
wirita Veenepnasiny (10 %6) 100 mr

Manulueturing produet batch number / Houep supolnusol cepi aikapeukoro jacoby 6109200

Avalysis / anaiiz 1240972024

Finished product bateh number 7 Hoaep cepii roronaro sigapeskoro sacoby 6109399
TESTS ¢ NOKASHIKH STANDARDS / CTAHAAPTH RESULTS 7 PEIYIIBTATH *
1. Appearance/ 3onuitaniil nprang Sulmon coloured, ohlong shaped flm-coated tablel, scored un both Passes / Biztnoninac
faces /TaGaetia aosracTol opae, BRPITa IEHIKoRNI 00A0IK0:0
OPUIGREBO-PORCHOTD KOILOPY, 9 HACIHMKOIO 3 000X Tokin
2. Average mass (mg/tnblet) / Cepeiis sacs 1309 - 1447 (95-105 % of the theoretical mass of? ain reoperispai 1384
{(mr/rafinerky) sacn y 1378 mg/ mir)
3. Uniformity of mass / Qanopiguiern pmcn The individual masses af not mare than o of the 20 tablets may differ Passes / Bianosinue
Trown the average mass by more than 5 % and none deviates by more
than 10 %/
Hpynuiyans it Macs e Siane, ubs 2 rafneror 3 20 Moy b
BLAPIIMATIICE BEAL cepeanhat Mach Ginnie, 1t ua 3 %, e e qommino
Gy ralac o s SucHio, 1o BiapieTLen ni cepennhol Ginnwe, nin
1a 10 %%
4. Disintepration time (min} / Posunannus (xu) £15 9
5. Microbiological quality (skip testing)/ Total werabic microbial count / 3aramae wicno sepobini Skip tesi - Not Applicable
Mirpoehinanrivus aueToTa sigpooprasianin (TAMC): € 10° CFU/g ~ 10° KYO/r
(sufiprooe piypobysiim) Total combiined yeostsimoulds count / 3aranuie eao APHRILKOBIN Td Skip lest - Not Applicable
nuiceneniy rpuGin (TYMC): < 107 CFU/g - 102 KYOrr
Escherichia coli: absence/ ! g~ wineytuictn/] r Skip tesi - Not Applicable
6. hlentification of the drug substanee/ The miio belween the retention time of the main peak in the test 1.00
aeirudiranin gironod pesoming sofution und the ratention time of the main peak in the reference
solution must be hetween 0,95 and 1,03/ Bisuowenny waein
FTPUAYBDHNA DEUGHIIIX WK B2 XPOMATOrPAMAX DOCHLLKY BAHOTO
PIROLY T po3viny nopiniimyia mae crasoniry (,95-1,05
7. Drug substance content (my/tablet) /
Kiapricne swigaienns ginyel peaannnn
(Mr/Tafiierry):
- Diosmin ¢ Buicr gioesiny 455 - 945 (95105 %% ol the theoretical content / nia reopeinore 901
namicTy)
- Total flavonoids ¢ Jarasniodi ssicr 950 - 1050 (95-1015 % of the theoretical content / sia veoperimnoro 1004
dranononn saery)
B. Ldentification of colorants (if tested) /
Laewrnikanis Gappoukio (nKwo
HPOBOAHTLEN):
- Titantum dioxide (B 171 {Turany giokens Pasitive / Mozumisiio Positive ¢ Tiosurinio
(E170)
- fron oxide (B 172) 7 Jasinn okenn (B 172) Positive / flesntimne Positive / Hoananune

Batch accepted? Cepin npuitngTi

* Not detecd = He aunaaeno - Not applicable = He nporoourocs - Skip test - Passes = Budiproce aunpodyeame - Bidnoaidar - Absent:Ig = Bidcymmicnn | ¢
Ship test - Not applicable = Budiproge sunpodysams - Hi nposedirecs

Responsible for Conformity Conirol Laboratories Bidnoeidaavhnit 3a Juemosipnicin fluc’ropumpp
Pt
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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 st sacsinuyio, wo Hasegena suiie indopMatiis € L0CTOBIPHOIO Ta TouHow. Lo cepito nipomykuil 6yno
BUpobeHo (BIIIOYAOUH MTAKyBAHHA/MAPKYBAHH) TA MPOBEAEHO KOHTPOJIE 1f SIKOCTI Ha BUIe3a3HadeH il KinsHUL Y
noBHif BignosigHocTi 3 suMoramu GMP, BCTAHOBICHHMMH MICLEBHM pPeryJiSTOPHHM OPTaHoM, a TAKOXK BIANOBIAHO 10
crieymikauifl, wo MicTarbes y peectpaiitomy gocse. Ilporokony BupobHULITEA, NAKYBAHHS Ta aHaisis 6y/o
HeperfisiiyTo Ta BCTanoBiIeno signosigicts GMP

Date of batch release / fara sunycky cepif @ 17/10/2024

Name and Position/Title of person authorising the Batch Release/ Hpissuuie Ta nocaga/ spauns ocolu, sxa sujaana
Ao3sin na panyer cepi¥
Emmanuelle LORANS, Qualified Person/Ynosuosakena ocoba

Signature/TTignuc:

Finished product batch number/ Homep cepii rotosoro liikapeskoro 3acoby : 6109399

Y PABT 00 - v sTvisr Com
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JHEPJKABHA CJIVKBA 3 JIKAPChKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Ceitauunoi. 3. 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €/IPTIOY 37079055

BUCHOBOK
npo sikicTh BBesenoro B Ykpainy sikapenkoro 3acody

31.01.2025 Ne 4434/25/26

JETPAJIEKC® 1000 MI”

(waiiMenyantis HKapeLroro 3acoby 3rimo 3 pecerpalifim noepiadcins)
Ta6aeTKH, BKPUTI ILTIBKOBOI10 000J10HIK010, 110 1000 mr; no 10 vabaerox y daicrepi; no 3
Gaicrepn B KopoOuUi 3 KapTOHY

(opMa BAITYCKY, JOSYHAHUS, BIUL HAKYBAHI JIIKAPCHKOTO 3acoBy)
Homep peccrpatiiinoro nocsinuenis UA/4329/01/02 crpor aii peECTPALIHIONO HocsiueHis HEOOMENHEH ]
Cepis nikapcwkoro 3acoby No 6110588 Kinbkicto see3enoro sikapeskoro 3acody 13440

BupoGHik JlaGoparopii Ceps'e lunactpl, Ppanis

(HaAMCHYBaKHs BUPOSHHKA iKapCLEOro 3acoly, kpaina AIOXOIKEHIA)

Baeserio 8 Y kpaiHy ToBapucTBO 3 0OMEKCHOIO sinnosifaasuicrio "CEPB'E YKPATHA",
inenr. won: 33643340

(nadimerypaius ta ko 3a CAPTIOY opuaritol ocobu alo npiseuLLe, im'st, no GaTukoni (izkanoi
0000y - nianpuemu, i Mictie NPOKHBANHR T8 pecerpauiiinuii Homep 00ATKOROT KAPTItH HIATHHKA
noaarkin abo cepis Ta HoMep nacnopra)

TpoToKoN Bi3yaLHOTo KOHTPOSIIO Bt 31.01.2025 N 219/01.10-25/8.

3a  pesynbTaTamMi  ACPKABHOIO  KOHTPOMO  BCTAHORICHO, wo  aikapebruit  3acid  BReseio 8 Yipainy 3

NOTpuMausiM sumor FAKONOAABCTEA 11010 3aGCINe s AROCTI NIKAPCLRIX sacoBis,

B.o. HauasibHuKa b ‘ //2\ Biktop MAXHOBELD

i = - & < - . V okl . e, ) 14 -
(nocanoBa DCoBA OpraiLy ASPIKABIONO KOPOIIO) (nianuc) (iniwiaam ra npissiaig)

M.IT.







LES LABOR;

RES SERVI

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTURIKAT AKOCTI JIKAPCBKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hasea Ta aapeca BUpoOHUKa

Name of Importer and Address/
Hazea ta anpeca imnoprepa

Which Consignment of product is delivered/
Bua npomyxuif, o nocravaeThes

Pharmaceutical form/Jlikapebxa gopma

Name of the Product/Hazsa nikapesioro sacoby

Dosage / Cuna nif

Type and size of packaging/Buy ta posmip yriaxoBiu

Finished product batch number/
Howmep cepil roToBoro aikapeskoro sacofy

Manufacturing date/dara supoSunnrsa
Expiry date/Tepmin ripuiiatiocti
Batch size/Kinsxicrs y cepil

Manufacturing Licence number/
Homep nivensil va supoBHULTEO

Registration Number/Peectpanifine nocsiuesns

LES LABORATOIRES SERVIER INDUSTRIE

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

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

pyn. Habepexuo-Xpemarnupka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Ykpatna

Pharmaceutical Product/Jlikapcebxuii acib
Film-coated tablets/TaGnerin, skpuri
1iBKOBOIO 0BONOHKOIO

DETRALEX® 1000 mg/ JETPAJIEKC® 1000 mr
1000 mg / 1000 mr

10 tablets in blister, 3 blisters in the carton box/
no 10 rabnerok y Gnicrepi; no 3 Gricrepu B

kopobui 3 KapTOHY

6110588

09/2024
09/2028
13833 boxes/ynaxkoBox

2022_188_1 2 dated 20.12.2022
2022188 1 2 min 20.12.2022

UA/4329/01/02

Siege social - 908, route de Saran - 45520 Gidy - France - T8l 02.38.23.67.00 - www.servier.com
S.ALS. au capilal de 3.080.000 aures « 402 222 483 RCS Oréans
Page 1 of 3
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Reference method / Hoenaani wa merox DTC S005682 PF T CTR 34304 EN 6.0
Reference speeifications 7 Mocuaanus na mem*lmcau.to DT, S(‘OS()X” PF N SPE. 3224{ EN 6.0

NAME

HAZRA

DETRALEXY 1000 MG/ BETPAAERCY 1000 MP

Filmn-noated tablets 7 TaBaerkn, wrpiri raipkonoio ooaoiron

Purified minronised Havonoid frastion / Mirgonizouam ouismesns Prasosoiinn hpaxws

Dosmin (90%) 900 myg 7 Dioeniny {90%) 900 e, Flavenoids expressed as Hesperidine (10 %) 100 mg / ©aasonoimn y
pursal Ceeoepirmngy (10 %) 100 ar

RS

Manufaciunng product bateh sumiber - Howep snpoGunaot cepil nikapeukore 30c0iy 6110342

srais

4871002924

2y 4 Honep cepil rorenore AkapehEore 30c00y 6110584
SHMKH STANDARDS / CTAHIAPTY RESULTR / PEIVALTA
1o Appenrsues/ Jonuiveeil vurnn Salmng coloured, ablong shaped film-conted tablet, scored orboth Passes / Rianoaigas

LoAverage mnss
(arfradaerry)

A Uniformity of

4. Bisintegration

faves /Tabneren seprocrol opas, DRpITH NAiskonoIo 0BOARIKDIO
APRIDEERG-PMILHOIO ROSLOPY, 3 HEckor 3 olox Goris

{eng/tabloty / Cepepns waes 1309 - 1447 (95-105 % of the theoretical mass off sin Teoperyaiol 1482
maci y 1378my/ mr)

mkss /Do piauiors saen The tadividual masses of not more than twa of the 20 tablets may differ Passes / Bianogiuae
{rom the average mass by more than $ % and none deviates by more
than 10 %/

Taasininyansnt staen ge Slsie, wie 2 mafacror 3 20 Momyts
niapisaerre /i cepesinol macn Sinnae, ok s 5 %, ane 1e nossuno
Sy Tabneren 3 Macoio, DO SEpIIRETRes Bia cepeabol Sinnte, i

12 10 %

tisne (mind / Posnngaunn {x8) % {8 9

Wicrobiclegical gundity (ship testing) / Total aerabic microbial count/ Jaraapne uueno wpodunx Skip test - Not Applicable

it mpn Giosorisgg vace

Ea e atwpoopranizin {TAMCY, % 103 CFU/g - 10V Y0y

{vuliiprone punpobysnunn) Total combined yeaste/moulds count 7 Sarusne uneno qpisntosiy 1 Skip test - Mot Applicable
rutsesiss rpuBis (TYMC) 5 107 CFUA - 107 KYOir
Ereherichia coll absenee/! g - plavyruicod] r Skip test - Not Applizable

6. Jdontifieation of the drug substance/ The ratio between the retention time of the main peak in the i 108

Laewruphesain aionol pedosuny selution and the sotention time of the muin peak in the reference

sofution must be between 0.95 and 103 / Blamsoweiin uacis
VTPHMYBEHI QCHORHIX GIKH HA XPOARTONPAMEY A0CALIGYBRICTD
POBINY TR PO BOPIBHAHNS MAC cranosrm 0.95-1,05
7. Drug substance content (mylabie) /
fene saasaneon ghosol pesonin
Garersy)e
josmin S Baiey oumigy 835 945 (95-105 % of the throretizal content 7 2 TeopeTHUHONO 854
BRicTY)

- Totod lavonuids / Jarannnd spicy 930 - 1030 (95105 % of the thearatical conteat 7 pig reoperiniorn 992

[IERVEUIN BT aMicTy)
B Hdendifieation of colorants (if tested} /

fnepradikanie Saponswrin (e

HEOBOMETHLRN)

- Titaaium dioxide (15 171) FTirany jnoreis Positive 7 Moaterisio Positive / IToaunmso

(£ 171

~dvon oxide (2 172) ¢ Swaina okenn (5 172) Positive - Uosyrimig Positive ! [Momrnsuo

1 gueepied/

Cep apniisTa

* Not deteeted

He gimsnens - Not appiteably = He npogodwioes - Skip test - Passes = Bufiipronse sunpodyeauus - Bidnoridas - Abseni/ig = Bideymmiony. 1 o
Skaps iest - Notapplicable »

Butiiproge gunpobyvsanns He uposodunosi

Responsible for Conformity Control Loboratories/ Bidnoeidaasnit sa Jocmoaipmioms Jabopamopnozo konnpoiio

Pasceile MASRON




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 4 3acBinuyio, o HapeseHa Buuie iH(popMalis € 0cToBIpHOIO Ta ToHHOI. 110 cepito nponykuii Gyio
BHPOOICHO (BKIOUAKOUM NAKYBAHHI/MaPKYBaHHs) Ta NPOBEIEHO KOHTPONL If SKOCT] HA BUINE3a3HAYEHIN HiNbHUL Y
noBHiM BianosyHocri 3 Bumoramn GMP, BCTaHOBNECHHUMU MICLEBUM PErYLTOPHMM OPraHoM, & TakoXK BiITOBIAHO 110
cneundixauiil, mo micrarees y peectpariituomy jocse. [poroxony BupoGHUITEA, NaKyBaHus Ta anatizis Gyno
NEPergHYTO Ta BCTARHOBACHO Biznonimuicts GMP

Date of batch release / [fara suuyexy cepii : 24/10/2024

Name and Position/Title of person authorising the Batch Release/ Hpizsume Ta nocana/ anamis ocobu, sSika BUAAKA
no3siin Ha sEnyer cepil
Emmanuelle LORANS, Qualified Person/Ynossosaxena ocofa

Date/Jlara: ;} S{vﬂ\ W{\i,{}g}u

Signature/TTignue:

Finished product batch number/ Homep cepii rorosoro nikapesxoro zacoby : 6110588

LES LABORATOIRES SERVIER INDUSTRIE ' ‘ -
Siege social - 908, rovte de Saran - 45520 Gidy - France - Tél. 02.38.23.87 .00 - www. servier.corm
S.AS. au capital de 3.080.000 euros » 402 222 483 RCS Oréans
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JIEPJKABHA CIYIKBA 3 JUKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMHU y m. KUEBI

npoe. Hanii Caitmausoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
PO AKICTH BBE3CHOTO B Vipainy AikapcbKoro 3ac00y

14.02.2028 Ne 6975/25/26

JETPAJIEKC® 1000 MI"

(nalimery Banns JiKapeLKOro 3aco0y 3riaHo 3 peecTpauiinuM NOCBIRYEHHAM)
£26/1eTKH, BKPHTI MIIBKOBOIO 060101K010, 110 1000 Mr; N0 10 Tabaerok y Guicrepi; no 3
Guicreps B KopoOui 3 KapTORY

(hopma BATIYCKY, O3YBAHHS, BUIL MKy BAHLA AIKAapCLKOTO sacoGy)

Homep peecrpauiittoro nocsinuesms UA/4329/ 01/02 crpox il peccTpaiiiHoTo nochinuenns HCOOMEKERUH

Cepin nixapeskoro 3acoBy Ne 6110590 KiUibKicTs BBCICHOTO JKAPCHKOTO sacoby 5040
BupoGHHK Jla6oparopil CepB'e Inpactpi, @panuis

(nalivMedyamms BUpOGHMKA JliKapCLKOre 3aco0y, kpaika THOXOUKCHIHH)

Beesetio 8 YKpaiHy Topapucrso 3 0GMEEe 010 BiANOBINANLHICTIO "CEPB'€
YKPATHA", ineut. K01 33643340

(1afiMeHYBAHHA T2 KOL 3a CAPIIOY HOPHARMHOT ocobu abo npiasuLe, iM's, 1o 6aTbKOD
isnunol ocobit - FiATpHeNML, T Micle npoXuBaHiLs Ta peectpatinmil HOMEP o6nikoBoi
KapTKy IIaTHUKE nojarkin abo cepis T8 HOMEP flacropra)

flpoToko BisyansHoro KOHTPOJIIO Bl 14.02.2025 Xe 363/01.10-25/11.

Ja pesynbraTamu [EpIKaBHOIo KOHTPONO  BCTAHOBNCHO, wo nixapcs}(yﬁ 44ci6  BBeeno B Vipainy 3
. ” .
ﬂOTpHMaH“ﬂM BUMOT 33KOHO/BCTBA WO sabesneucHis aKoCTl m/u/épcny«x 3ac00iB.
A

Havasnbupl

ZEN i _ [ e e e

ABUGTS CQUTPOSIO) (nijnuc) (iniuiam Ta pi3BULIC)

|







LES LABORATOIRES SERVIER

INDUSTRIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT KOCTI JIKAPCBKOT' O 3ACOBY

‘Name of the Manufacturer & Address?
Hasga Ta agpeca BHpoOHHKa

Natme of Importer and Address/
Hassa va alipeca iMnoprepa

Which Consignment of product is delivered/
Bz npogykuil, o nocTavacTses

Pharmaceutical form/Jlikapebra dopma

Name of the Product/Hasa nikapcbkoro 2acoly
Dosage / Crna it

Type and size of packaging/Bu ta posmip y nakosici

Finished product batch number/
Howmep cepii rotosoro stikapebkora sacoly

Manufacturing date/Jara Bupobruursa
Expiry date/Tepmin npupataocTi
Batch size/Kinoricts y cepii

Manufacturing Licence number/
Homep nitensii va BupoSHNLTBO

Registration Number/Peectpauifine nocsiaen s

LES LARORATOIRES SERVIER INDUSTRIE
; | =

Les Laboratoires SERVIER Industrie 903, route
de Saran 45520 Gidy France/Jlabopatopii
Ceps'e Ingactpi 905 pyt se Capan, 45520
i, Dpauis

Servier Ukraine LLC/TOB "Cépa'e Yipaina”
41, Naberezhno-Khreshchatytska St/

yJi. Ha6epeskuo-Xpewmathitbia, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Ykpaina

Pharmaceutical Product/Jlikapciiiii 3acid
Film=coated tablets/Tabnevky, pepiri
MIBKOBOIO 0G0AOHKOIO

DETRALEX® 1000 mg/ JIETPAJIEKC® 1000 mr
1000 mg 7/ 1000 mr

10 tablets in blister, 3 blisters in the carton box/
no 10 tabnetox y Guicrepi; no 3 Saictepn 8
Kopodill 3 KapTony

6110590

0972024
(972028
13833 boxes/ynakonok

2022_188_1_2 dated 20.12.2022

UA/4329/01/02

SERVIER_

&

Be co n 098/

C{ oF. —2

-/




Reference method / Tlocioimi ia sicio: DTC
Reference specifications / [Tocivaiau i cnemnfigauin:

NAN

O HABEA

Dic

DETRALEX® 000 MG/ AETPAAEKCY 1000 MI
Film-cunted tablc
Purified micronisud 1
i1 (90%) 900 p

ACTHH-GERRTE AIKQNGI0 abuionkoe
nnid fraciion / Misponienana ouwes daasonst ipanuds
Hioessiy (964 9003, Flavonnids expreased as Hesperidine (10 4% 100 10y 7 dhanonginis ¥

e Cecniepseanny (10 40) 100 wre

Manufucthring product bately sumber / Haniep nupatisiie cepii tikaperkore aacoly GLIAYYS
Analysis / ananis OB/10/2024
Finished product baleh number / Honep cepii rotonoro AEBPCLROTG Tacaly G1H0390

TESTS 7 TTOKASHHKM

STANDARDS 7 CTAMAARTH RESULTS: |

ALTATH *

L Appearanee/ Junuitoniii i

ZoAverage moss (mgtabled) s Copeany sae
{(arifraliacy)

X Uniformity of mass/ Omnopimticrs maen

L Disintegration tine (ogi) / Pomaaanng (xn)

3. Microbiglogival quality (skip testing) /
MikpoGioaoriamn yucrors
(uutliipense snnpolyoamim

G.Identification of the dritg substawce!
Lewrisauin aitouni peosnim

7. Deug substance content- (mp/eabiat) /
Kintcicne Buanavenst ainaed praosiii
(arefrabaery):
- Piosmin ; Bae

iy

- Vel Bavonoids  Savsstsifi asiic
ARG

8. entifivation of tolorants Gl tested) /
Lueorudisauin Gnpostnsin (semn
BPOBOAKTLES):

- Titanivm dioxide (I3 2 Tovany
(17D
- fron oxide (1 172} 7 3anisa orena {17 173)

(VRGHE

Salmot cofoured; oblong shaped {ihn-coated ablet, scored an hoth Bianosize
faces Tudae o aonracrol Gupan, 5EpHTa RATNKOROO OBOAGIKOIL

COPRGELIO-RMKEDOFO ROAWOPY; L UICIRMO 2 0By Gokin
1309 1447 (95005 %% o tre theoretien) minss off sl eaper o 1338

pacty 1378 mgyd wr)

Tlhe tedividuat mia
from theav

5 ol notanee tian two of (he 20 tblii may differ
s by more than §2% aad none devistes by more
than 104/

Bmsevaan it st Sinnie, ubic 2 TBneron 3 20 S0y
TEARTINTICH DIA CePEaunoT MueH Gitsue. b 1 5 Sl W 0L GORiGID
Byt ratior o+ aucoo, e wiapivienes sh cepeansol Gianme, wig
ma L%

Pigses 7 Bianoniiin

13 7

Taral devoliv migmbial Coun(? Saramme Gieno depobniy
MIRROOEETLMI0 {TANMC): 5 10 CFUfe -« 105 YO/

Totalcombined yenstsnculds count 7 Jarasmie wicas APEEAOBHN T
tienenecorpidis (TYMCY. < W CRUG - 102 KV
Eschierichincali: ahsence!f g - ey e ¢

Skiptest « Nt Applicable

Skip test - Not Applicable

Skip st~ Not Applicable

The vaio betwesn Uie reteotios time of G inain peakiin the {est
salution and e retention time ol e main peak in the reference
salution must bie between 0,95 ind 1,05/ Bianowenit dacis
VEPERYBTHING OCHONIGIN RIKIY 12 XPOAH TOMAMAN J0CH Ry B0
FROUGHY T2 RO3MHRY aepistsmim sig cranomm 0,931,085

1.00

3% QT (D105 Yol the theorelival connt: iy TEOpETUIoTQ 894
ey

956 - LGS0 (95-105 o of the theoseiic
‘ Byiery)

al content 7 nizereeperitiaco 9n3

Positive / [y Posisvé s Iositnmie

Pasitive s Dlanrmisuo Positive 7 Unaummig

Bateh nceepted’ Cepin apisfinrra

“Notdeteeted = He gy
Stip tost - Nt upplicalile =

Respansible for Confarmizy Conral Laboratories-Bidnos i sa Hog

0 - Notapplicable = He o oes - Skip fest - Pusse
Busiprose aunpedyeus - He HEORBOUINND

Bubipmose mmpotvaasun - Dionasigar - Abseni-fa o Bidcvamici. | ¢

guicme Adatopantopios ieimioao

Pascale MASSON
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER,,

[ hereby declare that the abovementioned information is reliable and accurate, This batch of products was ariufactured
(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 1o the specifications contained in the
registration dossier. Protacols of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ Lium a1 2acBinuyto, U0 HaBeaeHa BHLIC iHhopnaLlisn € A0CTOBIPHOKO T2 TOUHOIO. 1410 cepilo npoayKuii-8yno
BUPOBIIEHO ( BIILOHALOUM AKY BAHHS/MAPKY BAHHA ) TA POBEACHO KONTROIIL Ti sicocti Ha BUilesasHaueHii Jiaprnui y
noswiit BlATIOBIHOCT] 3 BiMorami GMP, BCTAHOBACHIAMN MICUEBIM PETYIIITOPHIM OpraHoM, A TakoK BiANOBIAHO A0
ereunpixauiit, wo MicTaTses y peccrpaiiiiinomy gocke. fpoTokosy BHPOBUILTEA, TIAKYBAHHA T4 ananisis Syso
NeperigHyToO Ta BCTAHOBNEHO siamosignicrs GMP

Date of batch release / Jlata sunyexy cepii : 24/10/2024
Name and Position/Title of person authorising the Batch Release/ TIpiasunge 1a nocaaal 3panis OO0, SIKY BARRIA

A03BiA HA BANYCR cepii
Emmanuelle LORANS, Qualified Person/Ynosnosanena ocoba

isabslle LOMBARD

e

Pharmacien Adjoing,,;ﬁ”’
T R AIPAN

o J' ft
Signature/Nianuc: Cﬂ\/ sl Date/Jlara:
=

&
&

Finished product bateh number/. Homep cepil TOTOBOIY JKAPCLKOTO sacody : 6110590

LES LABORATOIRES SERVIER INDUSTRIE
i 5 Al
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