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.
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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




: . y
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
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