HAEPAKABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMA y m. KHEBI

nipoe. Hanil Ceitnuunoi, 3, 02099, Ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BHCHOBOK
Opo SIKICTH BBE3eHOro B Y Kpainy JiKapcsKoro 3acody
01.08.2024 Ne 39399/24/26
AETPAJIEKC®

{naiiMeryBaHHA NIKapCEKOTO 3acoby 3riaHo 3 peccTpaliliHiM MocniTyeHHAM)
TalJeTKH, BKPHTI NUIIBKOB0I0 000.10HK010, 10 500 Mr, o 15 Tabaerox y OaicTepi; no 4
GJicrepu B KOpoOIii 3 xapToHy

(bopma BuNyCcKy, N03YBAHHA, BUA MAKYBAHHA JiKapCEKOTO 32C00Y)
Homep peectpaniiinoro nocsimgenns UA/4329/01/01 crpox nif peectpartiiinoro nocimienns HeoOMexenui
Cepis nixapcokoro sacoby Ne 6104079 Kinbkicts BBE3€HOrO nikapcpkoro zacoby 13040

Bupobuux Jlabopatopii Ceps'e Ingactpi, Opaniiis

{HalfmenyraHHg BUpoOHNIKA Tikapeekoro 3aco0y, KpalHa MOXOAMEHHA)

BeeaeHo B Ykpaiuy TopapucTBo 3 00MexkeHOK BimnosigansHicTio "CEPB'E€
VKPAIHA", inenr. koa: 33643340

{naiimenyranna Ta kog 3a CAPTIOV wpuauaol ocobn abo npiznmie, in's, no GarLrosi
(izranol ocobu - nianpremud, i Micue NpoxMBaHHS Ta peecTpaliinui Homep obnikorol
KApPTKH THIATHAKA mo7aTkie afo cepis T2 HOMep macmopTa}

Mpotokon eizyaneaoero keutposmo six 01.08.2024 Ne 2579/5.

' KOHTPOJNEC BCTAHOBNEHO, WO Aikapcebkwi 3aci® Beeieno B Vipaliy 3

Mukoma XOJIOJEHKO

(iHiuians Ta NpizeKILE)




HEPKABHA CJHYIKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

mpog. Hanii Ceitnmunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €JIPTIOV 37079055

BUCHOBOK
Mpo AKICTH BBE3CHOro B YKpainy JiKapcbKoro zaco0y
01.08.2024 Ne 39399/24/26
JNETPAJIEKC®

(HalfMeRyBaHHA NiKapCEKOTO 3ac00Y 3rifHO 3 peecTpalifHM NOCBITHCHHAM)
TabMeTKH, BKPUTI ILIIBKOBOK0 00010HK0I0, 10 500 Mr, mo 15 TaGnerok y Gaicrepi; no 4
GJaicrepn B Kopobiili 3 xapromy

(bopma pHIyCKy, A03YBAHHS, BH/ TAKYBAHHA TKapCEKOrD 3ac00y)
Howmep peectpauiimoro noceimaenas UA/4329/01/01 ctpok aif peecTpauiinoro mocpizuenna BeoOMeAce i

Cepis nikapcskoro 3acoby Ne 6104079 KinbricTs BBe3eHOrO nikapebkoro 3acoby 13040

BrpofHux _Jlaboparopii Ceps'e [npactpi, Opanmis

{HaltMeHyBaHHA BHpoOHNKE JiKAapCLKOTO 38c00y, KpaiHa MOXOAKEHHA)

BreaeHo B Vipaiuy TosaprcTBo 3 0GMexenol0 BixnosifaneaicTio "CEPB'E€
YKPAIHA", igent. kon: 33643340

{nadiMenysanus Ta kog 3a CAPTIOY iopuaunuHoi ocobu abo mpiserwe, iM'A, no Sarsroni
thisnuno¥ ocobis - mignpueMus, I Miclie TpoXMBAHHA Ta peecTpatliitiiil Homep obaikesol
KapTKH IUIATHHKA oJaTkiB aG0 cepid Ta HOMEp NacnopTs)

Nporokosn isyansporo kentpomo eia 01.08.2024 Ne 2579/5.

Mukona XOJIOAEHKO

(iniuianu Ta npizeyiLE)
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LES LABORATOIRES SERVIER INDUSTRIE

SERVIER*

moved by you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT AKOCTI JIKAPCRKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hazea Ta agpeca eupobHuxa

Name of Importer and Address/
Haapa Ta agpeca iMnoprepa

Which Consignment of product is delivered/
Bua npomymaiii, o nocrauaerecs

Pharmaceutical form/Jlikapcrka dopma

Name of the Product/Hassa nixapcrkoro sacofy
Dosage / Cumna pii

Type and size of packaging/Bun a posmip ymaxkosku

Finished product batch number/
Homep cepii rorosoro aikapeskoro 3acofy

Manufacturing date//JaTa supoGHuuTRa
Expiry date/Tepmin npunatrocTi
Batch size/Kibkicts y cepii

Mamufacturing Licence number/
Homep ninensii Ha BupofuuITso

Registration Number/Peecpaniiine nocsinaenss

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGopartopii
Cepe'e Ingactpi 905 pyr me Capan, 45520
Kini, @paumis

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

Byn1. Habepexuo-Xpemarnuska, 41

Kyiv, 04070/m, Kuis, 04070
Ukraine/Ykpaiaa

Pharmaceutical Product/JTikapcekuii 3aci6

Film-coated tablets/TaGnetku, sxpuri
ITiBKOBOIO 00ONOHKOKD

DETRALEX®/ IETPAJIEKC®

500 mg/ 500 mr

15 tablets in the blister; 4 blisters in thic carton
box / no 15 Tabnerok y Grictepi; no 4 Gnictepu

B xopobui 3 kapTony

6104079

06/2024

Siage soclal | 905 route de Saran - 45520 GIDY - France © +33 (D)2 38 23 87 00 - www.servier.com

5.A.5. ou capltal de 3 080 000 eurgs - 402 222 483 RCS Drléans

Page 1 of 3



LES LABORATOIRES SERVIER INDUSTRIE

SERVIER}

et By

Reterence mathod “ Toowcanus wa meten: DTC_SU05082 PF_T_CTR_22093 EN 4.0
Reference specifieations Moot na comsnbixauio; DTC_SANa6Y2 PFN_SPE 33970 Eh_1.0

NAME - HA3BA DETRALEXY/ IETPAIEKCE

Film-enated tablels . Tafserir. nepuist mainsonoio odonmsion

Micrtmised and purified Navonoid fraction / Mispouionisia ounmena fuaaticiang ppaguin

Diasmine (8094} 430 mg / Riacatiny (90%) 450 mt, Flavonoids expressed a5 Hespendine (10 %) 30 mg ! thaasotoize v
BT Feeneprniy (19 %) 50 ar

Manulncuring product butel mumber -

Hosep ohpedhumot cepi nikapekgaro ancaly 6105330
Analysis f onaniz  04/0772024
Finished product balch number /. Howep cepil roTosora nikapohxoro 3scagy 6104079

TESTS 7 [NQKAIHHKH

STANDARDS / CTARIAPTH RESULTS { PEIYTILTATEH *

1.  Charoeters / 3vaniminil wircasia Sulmion coloured, oval shaped liim-zasted tablet ¢

ToB:1eTea onanbaal fops, napirma nhinkasoio efoionkan
OPRNRELDPOKEROTD KLORY

Passes ¢ Binowizae

2. Average moss {mg) / Céneann macn (vr) 627 - 693 61

3,  Uniformity of mnss / Qauepisnicrs saen | Individual mazses ol nol more then 2 out of the 20 tablets may dilfer [
fram the average moss by more Lhen § %, But no (ablet inay differ
from thie averpe mags by more than 10 % ¢
Iasnimyanuidi sacit ite Ginbwe, tisk 2 ToBneToR 3 20 MoryTh
BigpisATIEs biz cepensino? Micn Ginuwme, wis w5 %, ane we
NaGinm Oy TAGTETOR 3 MOCUID, M0 BiApiNIeTLEY M cepeatkei
disnie, e 1a 19 %

Passes f Biananinog

4.  Disintegration (min)/ Painagaunn (£8.) <15 12

5. Microbiologieal quality (skip testing) /
Mikpofipaorisita aiserari
{enfiiprone pnapodysaitn}

Tatal aershic microbial count / Jaranuia kinekicTs acpodux
minpoapranizsis (TAMC): < 10 CFU/E— 107 KYD/F

Tolal combined yeasts/moulds count / 3arihie KinexicTl,
IpIHCDKOBITS TG MAicereni rpivdis (TYMO): < 10 CFU/g - 102

Skip test - Not Applicable

Skip test - Mot Applicahle

Ko
Escheriehia Cali: absence!] p - nigcyTiiers/] r

Skip 1es) - Not Applicable

f.  [dentificatlan/ Grerriudrisentiin mioqay

The rilio of the retention time of (lié principal peaks from the test
PrUBEIIM

solution and (rom the reference salution must be bétween 0.95 and
1.05 / Blavowe ngn wacy yTRMMEINA seusisie ks na
NPIOMATOIPAMAX 0L GRYIUHOTE FOTULIMY T4 pO2YHNY TOpin U
sar cTgmniTi 0.95-1,05

Passes - Bixnosiaac

o

Assay of drng substance {mp) /
Kinukiene gasmautnan aiiogof
pesonnim (mrfradiaemey):

- Diosmine coment © Bmict Aisesiny

- Tota) Ravonoid conlent: 3uranuuitd aatict
fasonoizin

427 -473 446
473-525 496

§. Identification of colovants {EF tested) f
Laearndpiknul Gapmmeis (newio

. NpOBCINTECHY _ L
- Tilunium dioxide (C 171} Tivouy niescisn (E)  Development of vglihe Ar; i{“q%’ipr_vtlgfmbidﬁ% Sifiapgactun Passes . Bidnapizac
171} woavarf ol D-OPBHACROT KOEDRY S
- lron oxide (E 172). 3aaiza oxend (& 172) Development of aipiis colyue pi IM! Passes * Bisnoniiat
Butch aceepled Copid npnilnira “ "’!i i

* Not detected = He gitiwwens - Not applicable = He nposoorirocs - Sify
Skip test — Nowt applicable = Bubipkose sunpodyaaing — He nponodusacn

LCaraline PISTRE

Slipe soeind : YOS voule de Sadan - 45520 GIDY - Monce . 433 10)2 23 HT O - ww wuseviercom

Page 2 of 3
5.4.5. aucupital dz 3 090 000 eums - 402 222 183 RCS Oekduny




. SERVIER}
LES LABORATOIRES SERVIER INDUSTRIE Rt 3 RJ

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/ Llam 5 3acsinuyro, mo Harenexa Bune indopMallis € JOCTOBIPHOK Ta TOUHOI. [ro cepiro nponyxkuil ymno
BHPOOIIEHO {BICHOUAIOTM NAKYBaHHA/MapKYBaHHES) TA NPOBEAEHO KOHTPOJIB i1 AKOCT] Ha BULE3a3HAYeH ) AinEHuI ¥
noBHi# BignoBinHOCTI 3 BUMoraMu GMP, BeTAHORISHUMH MICIIERMM pEryAasTOPHUM OPraHoOM, a TAKONM BIAMIOBIAHO A0
crieuudikauii, moe MicTaTECH Y peecTpauiiinomy focse. IIpoTokot BUPOBHINTEA, MIAKYBAHHS Ta AHATIIB ByJto
NEPEer/HYTO TA BCTAHORNEHO Bimnorianiets GMP

Date of batch release / Jlata sunyexy cepii : 04/07/2024

Name and Position/Title of person authorising the Batch Release/ Ipissame Ta nocaaa/ 3asns ocobu, sika BAAAAA
A03BLI Ha BANYCK cepii
Emmanueile LORANS, Qualified Person/VnosxoBaxena ocoba

Signature/TTi xnmc: C/‘Q{[@L" e Date//{ara; “ ﬂ'h g 09_0 M/

' SO
s )
TOKYMEHTIB

Finished product batch number/ Homep cepif rotosoro sikapeskoro 3acoby : 6104079

Siege social : 905 route de Saron - 45520 GIDY - France @ +33 (02 38 23 87 00 - www.sanviar.com
S.AS. au copifal de 3 080 D00 euros - 402 222 483 RCS Orleans .Page 3 of 3



JIEPJKABHA CJIVKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npos. Hapii Caimmubol, 3. 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon CHAPITOY 37079055

BUCHOBOK
Hpo AKICTH BBE3CHOIO B Vipainy JiKapcbroro 3aco0y
08.08.2024 No 40585/24/26
JETPAJIEKC®

(naitmenyBapHA siapeprore 3acoby 3T 3 peecTpatifnmm [OCBITEHHAM)
raGaeTicn, BRpUTE MUIBKOBOIO oG ononKo0, 1o 500 mr, no 15 tabaerox y 6aicrepi; no 4
Gicrepu B KOpOOUI 3 KAPTOHY

{opma BUIYCKY, HO3yBaLiHA, B Ky BAHI JIKAPCHKOTO sacoQy)

Homep peccTpaiiifHoro nocieHHs UA/4329/01/01 crpok 1ii peccrpatiinoro nocsinxenns HEOOMEKCHAH

Cepis nikapebkoro 3acoy Ne 6104580 KistekicTh BRe3eioro Nikapeskoro 3acoby 13800
BupoGni Jla6opatopii Cepr'e Tupactpi, Ppaniis

(naiivienynaites supoSHRKa nikapebkoro sacody, kpaiifa MOXO0KEHIS)

Beeaero B Yipainy TorapucrBo 3 oOMeRenoro BiUTORIATBHICTIO "CEPB'E€

VEKPAIHA"Y, inent. kol 33643340
(naliMeHyBaHHS T KOA 38 CJIPIIOY 1opuumanol acoBH a00 TIPI3BRELLE, iV, 110 Garbosi
izuanoi ocodu - prizmpuenint, T MiCUE IPOIKUBATHA ta peecrpaitiinni HoMep oBnikosot
KAPTKH TIRTHIKE nojarKin abo cepist ta HOMEP nactopTa)

T1poToKos BI3yaiLHOI0 KOHTPOIIO sin 08.08.2024 Ne 2702/1.

3a pesysprarami JePKABHOTO KOHTPONIO  BCTAHOBIEHO, wo  nixapebkHi 3aci6 BBE3EHO B Yxpaiuy. 3
I!OTpHM'aHHﬂNI BYMOT 32KOHOLABCTEA WIONG 330631 UCHEA sgocTi sikap

HauansHHuK Muxkona XOJIOHEHKO
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®DIKAT SKOCTI TIKAPCBKOT'O 3ACOBY

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

Hazsa Ta appeca BupobHuKa de Saran 45520 Gidy France/JlaGopatopil
Ceps'e lupacrpi 905 pyr ae Capat, 45520
Aini, Opanuis

Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e YkpaiHa"
Hassa Ta agpeca imnoprepa 41, Naberezhno-Khreshchatytska St./

py . HaGepexno-XpelnartnupKa. 41
Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpaina
Which Consignment of product is delivered/ Pharmaceutical Product/Jlikapcsicuii 3aci6
Bug npoAyKuil, Lo NOCTavacThes
Pharmaceutical form/Jlixapcbka (hopma Film-coated tablets/Tabnerku, BKpUT

naiskoBoK 060A0HKOI0

Name of the Product/Hassa nikapcbkoro sacaby DETRALEX®/ IETPAJIEKC”
Dosage / Cuna nii 500 mg/ 500 mr
Type and size of packaging/Bnx ta pO3IMIp yTIAKOBKH 15 tablets in the blister; 4 blisters in the carton

box / 1o 15 TabneTok y Gnicrepi; no 4 Gaictepy
B kopobui 3 KapTOHY

Finished product batch number/ 6104580

Homep cepii roToBOro NiKapeLKOro 3acoly

Manufacturing date/[arta BipoOHuLTBA 06/2024

Expiry date/Tepmit npuAATHOCTI 06/2028

Batch size/Kinskicts y cepii 14 500 boxes/ynakoBok
Manufacturing Licence number/ 2022_188_1_2 dated 20.12.2022
Homep niuensii Ha BHPoGHIUTEO 2022 188 _1_2 Bix 20.12.2022
Registration Number/Pecctpailiiiie nocsiA4eHHs UA/4329/01/01

LES LABDORATOIRES SERVIER INDUSTRIE
Siege social - 905, roule de Saran - A5570 Gidy - france - TéL (172389367 00 - www.SEIVIer.com
S48 ay capilal de 308000 euros 407 200 483 RCS Dridons

Page 1 of 3




LES LABORATOIRES SERVIER INDUSTRIE

Reference method / Mocknatns na meron; DTC_ 5005682 PF T_CTR_22083_EN_6.0
Reference specifications / Hocinaina na enedidixatiio: DTC 5005682 PF_N_SPE_33970_EN_|.0

NAME £ HA3BA DETRALEN®{ JETPAJGKC?
Film-conted (ablets / Tatiteria, niprm nniskosmo ofononkon
Micronised and purified flavanoid frction / Mikponizonana ousunens Jutanonoiaa hpakuix
Diogmine (90%) 450 tng / Liocaisy (90%) 450 nr, Flavenaids expregsed as Hesperidine (10 %) 50 me / Guawonorain ¥
st Peenepinumy (10 %) 30 mr

Nlﬂnufﬂt}tllr’ing product bitch minber / Honep wupotinnot cepii nikapenioro sacoby 6105327
Analysis / anania 110712024

Finished product batch number/ Hosep cepii rotonoro nikapeLxare sacody G104380
TESTS / NMOKAIHMKH STANDARDS / CTAHIAPTH RESULTS 7 PEIYNLTATH «
1. Characters / Jonuiundif sierasgy Salmon coloured, aval shaped film-coated tablet / Passes / Bianonigac

Tabferia onunnuo fopa, srpiTa ainkonoo obotonkaa
OPRIGREBO-PUKENOD KOAKAPY

2. Average mmss (i) / Copedns saca (s 627 - 693 682
3. Uniformity of muss / Ognopisuicrs saen | Tindividual masses of not more than 2 out of the 20 tablets may differ Passes / Bianasiane
from the aversge mass by more then 5 %, but no tablet may differ
from the average wags by more than 10 % /
lzniiynanii e e Sianwe, wise 2 Tabneror 1 20 MORYTL
BiApiINATICH NiA CEPEANLOT MACH GiltLiie, 1t 1o Y, iute ne
R nosmnic Gy ralnerok 3 auepio, wo siapismneries nig CEpEMHLOT
Ginntwe, nix m 10 %
4. Disintegration (rin) / Posuagntom (xa.) <13 6
5. Microbiolagical quality (skip testing) / Tatal servbic microbial count / Jaranni winnsticrs fepoluig Skip test - Not Applicable
MirpaGinnorioma wucrors sticpooproniain (TAMC): £ 10° CFU/g - 10} KYO/r
(subiprane punpobynanun) Total combined yeasts/moulds count / 3arwi winsricrs
APPRILROBIN Ta naicetenx rpnGis (TYMC): < 10 CFU/p -~ 10* Skip test - Not Applicable
1KY O/
Escherielia Coli: absence/1 g - nisteyriicnd] r
Skip test - Not Applicable
6. ldentification/ Inewnupiciuis giouor The ratio of the reterition time of the principal peaks from the test Pagses ¢ Bisnonizac

fesoni solution and from the refirence solution wmust be between 0,95 pnd
1.05 7 Binnomerus vacy YIPHAQHI ocHoBrnx fikin ha
XPONATOrPAMGX AOLATBRYBANATD POTUIRY ‘T POTHINY HOpiBHILIN
mue eradosuti 0.95-1,05
7. Assay of drug substonce (mg) / .
Kisnkione piuadcoun waoi
prestoninng (Mr/rafinerey):
- Diosmine content / Byict soesiny 427 - 473
- Totul flavonoid content? 3nranLunti smicr 473~ 325
ihaanonoiuis

449
493

8, ldentifieation of colorants (il tested) /
Inenrudhcauin Gapnnniin (ncwo
HPOBORNTLCN):

- Titanjum dioxite (E 171) Turany sioxeny, (B Devetopment of yellow or yellow/orange colour / Jalnpuienns

170 k RONTOF 680 wOBTO-ApAIEnorn ROSLOPY
= lron vxide (B 172) ¢ Swiisn okenn (£ 1723 Development of i blue colour / JaGapsaesim enoro KONLOPY

Passes / Bianonizae

Passes : Binnoniaue

Bateh aceepted’ Cepin npiifisrta

* Nordetocted = He ansiameno - Not applicable = He npagoanaecy - Skip test - Pasyos = BuBiprase aunpodvaanns - Bidnodivac - Absent? 1 o= Ridoviuican: § o
Skip test - Not applicable = Budiprage anpadyeanns - He npocaduaoce

Responsible for Conformity Contral Laboratories: Ridnosidassnud s Hocmosipuicms Hadopamopn

O KUNIpon

R ey

Caroline PISTRE

Page 2 of 3
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LES LABORATOIRES SERVIER INDUSTRIE ~ SERVIE

1 hereby declare that the abovementioned information is reliable and accurate. This batch of products was marufactured
(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 anthority as well as according to the specifications contained in the
registration dossier. Protacols of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ Lum s 3acBifuyto, 1O HaBe/\eHa BHLLE indopmauis € Z0CTOBIPHOIO TA TOYHOL0. Lo cepito nponyxui'i Oyno
BHpo6IeHO (BKIHOUAIOH natcysaunx/mapxyaaﬁHn) Ta NPOBEASHO KOHTPODL i sKoCTi Ha BUile3asHaYeHIl ainsuaud y
[OBHiH BIANOBIAHOCTI 3 BHMOTaMH GMP, BCTAHOBIEHMMH MICUEBHM PEryJATOPHHM OpraHoM, & TaKOX pignosinHo [O
creupdikauif, wo MicTaTeed y peecTpauifioMy 10ChE, Tpotokony BUpOGHHLTBA, MaKyBaHHA Ta ananizis Byno
fleperyiAHy TO Ta BCTAHOBIEHO pinnosinuicTs GMP

Date of batch release / Hara BunycKy cepii : 12/07/2024

Name and Position/Title of person authorising the Batch Release/ IIpizpiie Ta flocaia/ 3panst ocobu, IKA B
103BiJ HA BHAYCK cepil '
Emmanuelle LORANS, Qualified Person/YnosrosakeHa 0coda

Signature/Ilinmuc:

Date/Jlata: )_Ksﬂ\ P %QL(

=

Finished product batch number/ Homep cepil roTOBOrO JiKapehROro 3acofy : 6104580

LES LABORATOIRES SERVIER INDUSTRIE ‘
Sizge social - 905, route de Sarem - 45520 Gidy - France - Tél, 02.38.23.87 .00~ WWWLSEIVIETCOM
$,A.5, au copital de 3080000 euras « 402 153 BOS Ordeans
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NEPKABHA CJIYXKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJYO 3A HAPKOTHUKAMM y m. KUEBI

ripos. Haaii Ceitnuunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €APTIOY 37079055

BUCHOBOK

Mpo sIKICTH BBE3eHOro B YKpainy jikapebroro 3acody

08.08,2024 Ne 40587/24/26

JNETPAJIEKC®

(HaiiaeyBanust JiKapehkoro 3aco8y 3TN0 3 peecTpalifiiiM NOCRIAMEHTIAM)
TabJIeTkH, BRpHTI ITBKOBO0IO 0601011010, 110 500 M, 1o 15 Taduerox y Guicrepi; no 4
dJaicrepu B KOpoOIi 3 KapTOIy

{hopaa BHITYCKY, ZO3YBanHsl, BI AKy BaHus HKkapenroro 3acody)

Homep peectpauiiinoro nocsinuenns UA/4329/01/01 crpox aif peectpauiinoro nocsiguens HEOOMEKEH T

Cepis nikapebkoro sacofy Ne 6105004 Kinskicts peesesoro nikapeskoro sacoby 13740
BupoGHHK JlaGopatopii Ceps'e lnpactpi, Ppaniisa

(maiiMenynanis spoBHIKa AIKapCLEOro 3acody, KPAiHa NOXOKCHNS)

Breseno B Yrpainy TonapucTno 3 06MeKEHOI0 BIATOBIAAIBLHICTIO "CEPB'C€
YEKPAIHA", inenr. von: 33643340

(maitmenysauns Ta ko 3a CJIPTTIOY opuawunol ocolu afo npisminie, is's, 1o Garbrosi
(iznunol 0coGit - nipHEMUA. 1T MiCLE NPOKUBAHIS T2 PeeCTpalifiMi HoMep OBRIKOROT
KAPTKE HHATHHKA NOAATKIB 860 cepis Ta HOMep nacropra)

[poToxos sisyaaskroro konrposio six 08.08.2024 Ne 2702/2.

3@ pesyNbTaTamM  HEPKABHOLO KOMTPOMO BCTAHOBIEHO, IO JIiKAPChKIH 3;e/xgi6 ppe3eHo B Ykpainwy 3

Havanenux Miuxkona XOJIOHAEHKO
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LES LABORATOIRES SERVIER INDUSTRIE  SERVIE

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SIKOCTI JUKAPCHKOI'O 3ACOBY

Name of the Manufacturer & Address/
Hasea Tta agpeca BHpoSuuKa

Name of Importer and Address/
Hasma ta agpeca iMmoprepa

Which Consignment of product is delivered/
Brj npoaykuii, WO nocTavaethes

Pharmaceutical form/Jlikapebia dopma

Name of the Product/Hazsa nikapeskoro sacoby
Dosage / Cuna aif

Type and size of packaging/Bna ta po3mip ynakosiu

Finished product batch number/
Homep cepii rovoBoro fAikapeskoro 3acoby

Manufacturing date/Hara Bupobruursa
Expiry date/Tepmin apupaTHocTi
Batch size/KinskicTs y cepil

Manufacturing Licence number/
Homep nitensi’ na BHpoOHULTBEO

Registration Number/Peecrpauiiine nocgiguesHs

LES LABORATOIRES SERVIER INDUSTRIE

Sizge social - 905, rovie de Saran - 45520 Gidy - France

Les Laboratoires SERVIER Industrie 903, route
de Saran 45520 Gidy France/JIaGopatopii
Ceps'c IngacTpi 905 pyT ne Capan, 45520
Himi, Dpanuis

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

sy, HaGepesxno-Xpewarnubka, 41

Kyiv, 04070/m. Kuiz, 04070

Ukraine/Ykpaina

Pharmaceutical Product/Jlikapcekuit 3aci6

Film-coated tablets/Tabnetkn, srpuri
niBKOBOIO 060N0HKOK

DETRALEX®/ JETPAJIEKC™

500 mg/ 500 mr

15 tablets in the blister; 4 blisters in the carton
box / no 15 tabnerok y Gnicrepi; no 4 6nictepn

B kOpoObii 3 KApTORY

6105004

06/2024
06/2028
14 500 boxes/ynakoBok

2022_188_1_2 dated 20.12,2022
2022_188_1_2 8in 20.12.2022

UA/4329/01/01

L Tél 0238923 .87 00 - www SEIviercom
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S LABORATOIRES SERVIER INDUSTRIE gE )

WIER

NG
Reference specilications * Tlocisisun wa enewidgixanio: DTC_SOU5G682 PF N SPE 3970 N 1 0

Reference method ¢ Mocugann ua veroe DTC_S005682_PF T CTR 22093 £
3

NAME 11A3BA DETRALEX "/ JETPAMERCE
Filme-coated tablels - TaGaersn, sspirti haiprosoio 00u3ouroo
Micronised ard purificd Tavonoid fraction 7 Misponiorima omnuten quighonatan RRIRALE
Diosmine (90%) 430 g Hiocxiny (90%) 450 ar. |
wnrae Ueenepsnny (10 %) 30 ar

onoids expressed as Hesperidine (10 % 50 me . diaatoneiam v

Munulactunmy product bateh awimber Fosep mipodiisod cepii sikapeurora sacoiy 6105670
RTCELE 1170742024
Fnished product bateh number - Hosep <epit o ronoro sikapetaors yaeody 6105004
TESTS ¢ TTOKAZHIKI STANDARDS 7 CTAHAAPTH RESULTS : PEIYABIATIE Y
I Charncters ¢ Jontinmuniil vyt Salmon coloured, oval shuped [ilim-coated tublet Passes  Bianunizac

a0 TR QULIGT OPAIL BIRITIL HTEIBOIO ASBAOHKLIO
ORILRE-POIREBOD KOIIMOPY

20 Averapge muss (mg)/ Cepe:org aen (mr) 627 - 693 79

3o Uuiformity of mass ! Oauopianicon saen | Individual masses of not mare than 2 out of the 20 whlers nay differ
from the average mass by mare then § %, but no tabley may differ
from the avertge muss by more than 10 %5
Tanniayaasni sac ve Gianne, uisk 2 radneror 3 20 ssky
PEAPTFBITIC BT cepeannoT st Glaume, nins pa 3 % wie i
POt Gy0CTAGNETIR 1 A, 110 REAPFIMETHEN B cepranai
Guabtne, i nn H %

Pises i monae

. Disintegration (mifn) 7 Posmannn (Xa)

<13 ¢
S, Microbiolagicsl quality (skip testing)/ Total uerobic microbial count / Jarannua ginkicrs oepoin Skip test~ Not Applicable
Migpubiosuriv useerorit sispoopradain (TAMC): € 10° CFUg - 107 KVO/r
(unfiprone npapolysnnnn) Tatal combined yeasts/maulds count./ 3ariimbng RLKICTH
AptkRas T naiceneuny rpudin (TYMC): £ 10 CPU - 1(F SKip test - Not Applicable
KYOnm
Eseherichia Colis absenee’l g - gineytnicrs/} v
Skip st - Now Applicable
6. Nentification/ Lavnrudistin dionov Th ratia af the retention tme of the principal peaks fron gie west Passes Bianoa
prusBig salution and from the reference solution must be bevween 0,95 and
1,03 Bianowenns ey VIpUNTHe ocoonuns. piki o
SPOMTOIPUNES JOCATLRYRIIOTO PIIHHHY Ti POITINIY 0PIt
A cranosnye 0.95-1 035
7 Assay of drug substance (myg)}/
INF SN TRR TSGR G
praostine (aefraferey)
- Dipsimhse conent Baicr aioesing 427 - 47% 448
- Totud Havonoid content Jaricninsd) amicy 475 - 515 493
(L rnenonin

§.  ldentificntian of colornuts (if tested) 7
Lienvuissdn Sapuomsin (wimo
UPOBHLITLEN):

< Titardum dioxide (& 171 Tiecany aiokensy (I

171
- bran oxide (8 122) - 3uaim axena (B 172)

Development of vellow ar yellow:ornge colour - 3adapuienim Passes  oanos e
KUATOrO RGO OBTA-OPIINEROIY ROTBOPY
Development of g blue colour * 3aGupuieni ciubory KuLepy

Passes  Hioniaw

Bateh uceepted Cepin nprilonta

s Nardeteeted Mo awiaene - Notappheable = He npoeomcocs - Skip st - Paxses s Budipeote sunpoavea

Siaptest Notapplicabk: = Budgone gunpodyaanns - He nposoouic
Responsible for Conformity Control Laboratories Bidnacidaasmid so Tocmoaipuicas  Tadopuanic

CBidsosie -

Adevmniene o

S T

Caroline PISTRE
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LES LABORATOIRES SERVIER INDUSTRIE ~ SERVIE!

| hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured
(including packaging/labeling) and its quality control was made at the abovementioned site in full compliance with the
GMP requirements provided by the local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ Llum s 3acsiguyio, 1o HaBeacHa BuiLe iHdopmauia € JocToBipholo Ta Touroo. Lo cepito nponyxuil’ Byno
BHPOGIEHO (BKITIOUAIOUH NaKyBaHHA/MapKy Bants) Ta NPOBEACHO KOHTPOIb 1T akocTi Ha BuLle3azHauenift ginsHuui y
noBwiit BianosiaxocTi 3 Bumoramit GMP, BCTaHOBNEHHMA MiCUEBIM PErYJISTOPHIIM OPraHoM, a TAKOK BIANOBILHO 10
creundikauiil, o MicTATLEA y peccTpauifinomy gocke. Tpotokoni BHpOGHULTBEA, NaKyBakHs Ta aHanisis 6yno
rieperviaHyTo Ta BeTaHosmeHo Bianorianicte GMP

Date of batch release / [lata Bunycky cepii: 11/07/2024
Name and Position/Title of person authorising the Batch Release/ TIpissuuie Ta nocana/ 3zannug ocobn, sixa BIAaIL

J03Bin Ha BIOycK cepil
Emmanuelle LORANS, Qualified Person/Ynosrosaxera ocoba

Signature/ITianue:

Date/[lara: AQ ﬂ\f Q CQQ :)_L(

D

Finished product batch number/ Homep cepii rotosoro nikapcnicoro 3acody : 6105004

LES LABORATOIRES SERVIER INDUSTRIE
3 sociol - 7085, rouie (‘J(« Scramn - 45520 Gidy - france - Té
o capital di sn e 402 222 ARZ RCS Ol

2387 00 - www servier.com







LES LABORATOIRES SERVIER INDUSTRIE

SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHO®IKAT SIKOCTI JIKAPCHKOI'O 3ACORY

Name of the Manufacturer & Address/
Hassa Ta appeca supo6unxa

Name of Iinporter and Address/
Hasga Ta agtpeca imnoprepa

Which Consignment of product is delivered/
B npoayxuii, wo noctavaeThcs

Pharmaceutical form/Jlikapeska (hopma

Name of the Product/Hazea AiKApeLKOro sacoby
Dosage / Cuna niy

Type and size of packaging/Bng ta po3mip ynakosic

Finished product batch number/
Howmep cepii roTosoro nikapeskoro 3acoby

Manufacturing date/Hata BHpoGHHILTE]
Expiry date/Tepmin npugarnocri
Batch size/Kinuxicts y cepii

Manufacturing Licence number/
Homep niuemsii va BupoGuHLTEG

Registration Number/Peectpauiiine nocsinuenus

LES LABORATOIRES SERVIER INDUSTRIE

Siege social - 905, roule de Saran - 45520 Gidy - France - Te
SRS e Lupdal de 3.080.000 euros « 402 2722 487 RS Ciléans

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGoparopit
Cepe'e lupactpi 905 pyt ge Capan, 45520
AGini, Ppauuin

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

By HaGepescHo-Xpemaruubica., 4]

Kyiv, 04070/m. ICuis, 04070
Ukraine/Ykpaina

Pharmaceutical Product/Ilikapcekuit saci6
Film-coated tablets/TaBnetku, BrpuTi
nniskosoio oGonsonKoio

DETRALEX®/ IETPAIEKC®

500 mg/ 500 mr

15 tablets in the blister; 4 blisters in the carton
box / 1o 15 raBnetok y Gnicrepi; no 4 Gnicrepy

8 kopobui 3 kaprouy

6108932

09/2024
09/2028
14 500 boxes/ynakosok

2022_188_1_2 dated 20.12.2022
2022_188_1_2 8in 20.12.2022

UA/4329/01/01

|. 02.38.23.87.00 - www.seiviel.com
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LES LABORATOIRES SERVIER INDUSTRIE 1S E' RVIER_,

Reference method / Nocunannn ua merop: DTC_S005682 PF_T_CTR_22093_EN_6.0
Reference specifications / [oenaantis nu cnewnpirauiio: DTC_S005682_PF_N_SPE_33970_EN 1.0

NAME HA3IBA DETRALEXN®/ DETPAJILILCS
Film-conted tableis / TaBnersn, BEPHTE ONjIEONMIO ofitonENID
Mieronised and purified Navanoid Kaction £ Mirponisonana avnuwser Qmanonotmm dipaitis
Diosmine (5034) 450 my / Hiocariny (90%) 450 mr, Flavonoids expressed as Mesperidine (10 Y4) 50 me / nasoncizip y
oiriak Ceenepuaney (10 %4) 30 mr

Manufacturing produet buich number / Hoarep anpoGinue cepit nirapeurera Jneoly 6110074
Anitlvsis /7 anmnis 03/10/2024

Finished product bateh number / Homep eepii rotonuro miipeskorn neoly 6108932
TESTS / TIOKAZHMICH STANDARDS ¢ CTAMAAPTH RESULTS / PEIVALTATIL =
L. Charreters ! Jounimmniis nurspg Satmen eolaurcd, aval shaped film-coated 1ablel / Passes ¢ Rinnoziane

Tadnerin onanwiod lops, vkpirrs miskonoio oBonyimoe
OPNBICHC-POIEHOD KoALODY

2, Average mass {mg) / Cepennn anen (ury 627 - 693 676

3. Uniormily of mass / Onuopinyicrs smen | Individual masses of not more than 2 oul of the 20 tabless may difier Pusses / Bianomnae
from the rvemge mass by morc then § &, but no tablet may differ
[roim the sverpe muss by more than 10 % ¢
Inauninyanusn mac e Ginvwe, 1in 2 Tadneror 3 20 MY T
ninpisTHeL Bin cepeaiLoi sincn dinutue, (s e 5 %%, ane e
1ontunto GyTi TRENETOR 3 MREOID, WO DipiBIACTHER Hin eepenngy
Ginnine, wine im 10 %

4. Disintegention {min} / Poamsanis {xn.) =15 6
3. Mierabtalogical qualicy {skip testing) / Toial nerobie micrabinl count / Jurannna i, uepaGux Skip test - Mot Applicable
dlipubivneric soweror sikpooprinizvin (TAMC): < 10? CrUmR - 10 KOOI
(vubipsone ounpofynnnm) Total epmbined yeustsinoulds eount / 3arasnin kimticT)
ApiHIamI T naicenenx rpuGin (TYMC): < 107 CFU/g - 10? Skip test - Nat Applicable
Yo/

Escherichiu Coli: absence/1 g - niacyreicrn/|
Skip test ~ Nol Applicubie

6. Hentilication/ iaewripisanin aiougy The miio of the reiention time ol the principal peaks Teom e st Passes - Binnoniaac
pesGnIne solution and fram the reference solution must be belween 0,95 and
L.05 ¢ Bisnomenns ey YTROMSUGE OENORHIS O 16

XPOMATOIPHAILE HOCHERYINIOFD POIHNHY T PO LY nopintmang

MBE CTmioentin 0,95-1,05
7. Assay of drug substanee (mig)/

Kianxiene susnavemn aiouof
penganni (aefraGiericy )

- Diosmine content  Batict Jocaniny 427 .473 EEN
- Tolal Muvonaid conlent 3aremnuni naticr 475 - 525 195
renonoinin

8 Idestifiention of colorants (if lested) /
[nenTudiruumin Gapmntsin (maigo
HPOIIThen):

- Tilnium dioxide (E 17 ). Turraty piokens (E Development of yellow or yellow/armnge colour / 3aGapnneting Passes * Bianoniane
17N HOUTOro ado JKOBTO-DRUHRETOLY lonsopy
- I oxide (I 173) / Janina okenn (B 172) Development ol'a blue colour/ InGapsneinn enimaoro KoLOpY Passes - Binnuninue

Baleh uceepied: Cepin npiiiisma

* Notdetected = He avsgmene - Not applicuble = He npogotiocy - Skip test - Passes = Budiprose aunpodyeann ~ Bidnoaidac - Absentide = Bidevimiicmy | -
Stip tost - Not applicable = Budiprase eunpodyaams - He npoceduitocy

Responsible for Conformity Cantrol Labarateries'Bignosioaruunit 3a Hocmogipnicun .ﬂuﬁnpmw ihexoTinp oo

Julic BERNARD

Page 2 of 3
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER 3

[ hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured
(including packaging/labeling) and its quality control was made at the abovementioned site in full compliance with the
GMP requirements provided by the local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ Llnm a 3acsinuyio, mo nasenena pinue IH(hopmantin ¢ gocToBipHOIO Ta ToUNOI0. Lo cepito npoaykuii 6yno
BHpofinena (Brnioualoun naKyBaHHs/MaPKYBaHHA) TA NPOBEACHO KOHTpONL 1f AKOCTI Ma BHLesasHaveH i AlRLuMLi y
nosuiit sianopiniocT 3 BuMoramMi GMP, BeTanoBREHMMN MICLIEBUM PEryNATOPHUM OPraHoM, a Tako BiANOBLIHO Ia
cneutithiraniii, wo aicrsrees y peecTpaniiinomy nocse. IpoToroni BHPOOHHLUTE], NAKYBaHHA Ta AHANIRIB Syno
IEPErNAHYTO Ta BCTAHOBARKO BignoBiHicTL GMP

Date of batch release / Hata BHEYCKY cepil ; 04/10/2024

Name and Position/Title of person authorising the Batch Release/ pizenwe Ta mocapa/ ssamus ocodn, stca BHgAa
H03BLT Ha BHOYCR cepii
Emmanuelle LORANS, Qualified Person/Ynosuopaxena acoba

Signature/Tlinmuc: - R0 . 202l

Finished product batch number/ Homep cepii rotosore nikapeskoro 3acofy : 6108932

LES LABORATOIRES SERVIER INDUSTRIE
?31-;](: szl - 905 route cie Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - WWAWL BT VIET.CONnT

YA sk cAacetal as 3.080.630 guros « 402 722 48B3 RCS ¢ rleans
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70

JAEPKABHA CIIYKBA 3 IIKAPCHLKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMWY y m. KHEBI

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

BUCHOBOK
npo AKicTL BBe3enoro B YkpalHy nikapesicoro 3acoby

09.01.2025 Ne 452/25/26

HAETPAJIEKC®

(nafiMchyBanig alkapchkoro 3acoBy 3rimio 3 pecerpauiitiuM nocniauennaM)
Tabsierky, BRpUTI NIiBKOBOI0 0600HK010, MO 500 Mr, 0 15 TaGaeror y 6aicrepi; no 4
OqicTepu B KopoOui 3 KAapTOHY

(dopya vunycky, no3ynaHi, BHA NAKYBOHIE NiKAPChKOro 3acoGy)
Honiep peectpauitinoro nocsinuenus UA/4329/01/01 crpok nil peectpauifinoro nocsinuenns HeoGMexesHi
Cepia nikapcbroro 3acoby Ne 6108932 KinvkicTs esenoro sikapcsioro sacoy 9530

Bupobuik Jlaboparopii Ceps'e Inpactpi, Ppaniuis
(Halimesysanis BHpodHKKA NIKAPCLKOro 3acofy, Kpaina noXOUWEeHIR)

Breseno 8 Vipainy Toeapucreo 3 o6meicenolo sianopinansnicrio "CEPB'E YKPATHA",
inenT. wox: 33643340

{(uabiaeuysaii Ta koa 3a CAPIIOY 1opuany et ocoby aGo npispuuie, im'e, no Garukoni {iznwnol
0co0H ~ niAnpHENLYL W Micue NPOHCRAHIN Ta peceTpauifinuit 11oMep 0BikoRET KAPTIY NuAaTHHKA
noaatkin afo cepin Ta nomep naciopTa)

Ipovoxroa sisyansuoro konrpomo gin 09.01.2025 M 17/01,10-25/8,

3a  pesynsTaTaMM  ACPIKABHOIO  KONTPOAIO BCTAMOBACHO, MO nikapchisyi saci6 beeseno s Ykpainy 3

HOTPHMAHNS V-~ WWHOJMBCTBH o0 3a0e3neteHHs axocTi nika
INCOBIZ rp

\!‘\;CL i A g
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nx sacobin.
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A1 2% M XOJIOJARHKO
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(nocﬂrlé a 0@{%‘@;}‘“%" l%é’fdfrrpnmo) (nianwnc) (Infuiann Ta npissniLe)
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JEPXKABHA CJIYXBA 3 JIIKAPCbKUX 3ACObIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

BHCHOBOK
Npo AKICTH BBE3¢HOro B YKpaiHy JiKapcbKoro 3acody
05.02.2025 Ne 5081/25/26

JAETPAJIEKC®
(naiMCIy BaHus HIKapCHLKOro 3ac06y 3rijiHO 3 PEECTPALiiliM NOCBUIICHIAM)
TabaerKkn, BRKPUTI NIBKOBOIO 060/10HK010, 110 500 mMr, no 15 Tabierowy Gurierepi; o 4
Gaicrepy B KOpoOLi 3 KapToHy
(popma BUNYCKY. A03YBAHHS, BUIL [TAKYBAHHS JIKAPCHKOTO 3ac00y)

Homep peectpauiiitoro nocsinuenns UA/4329/01/01 crpok aii peectpaniiinoro nocsiiertis HeobMeKeH Ui

Cepis nikapcskoro 3acoby Ne 6109290 Kinbkicrs BRE3EHOrO Nikapeskoro sacody 1980

JlaGoparopii Ceps'e Iunactpi, Ppatilis

Burpobuui
(uabiMenypauis BHpOGHUKaE NIKAPCLKOTO 3acofy. kpaliy TOXOKCHII)

Tosapucrso 3 obmerkenolo sixnosinansuicrio "CEPB'€
VKPATHA", igenr. o 33643340

(naitmerryanis ta ko 3a C/IPTIOY opuaraHoi 0coGu abo npismiuie, iM's1. 110 Garprosi
(iznaHOT 0COOH - HiATPHEMIL. 1T MiCHE IPOKUBAHHS Ta peecTpatiiiiniit nomep oftikoBOT
KapTkHW TUIATHIKA HOAATKIB aG0 Cepis Ta HOMEP nacnopra)

BaezeHo B Y kpainy

MNpotoxon BisyansHoro xowrposmo sia 05.02.2025 Ne 217/01.10-25/16.

334 pesyALTATAMH ACPIKABHOFO KOHTPONK  BCTAHOBJCHO, IO nikapcekuit 3acié Beeseno 8 Ykpainy 3

JOTPUMANHIAM BHMOT 3aKOHOAABCTEA OO 3a6e3riedeHns AKOCTI JiKapehKHX 3ac06is.

//) . Bixrop MAXHOBELb

(iiniany ta npissHLLe)

B.o. HayaisEHKKA

(nocaosa 0cofa OPLAHY-IEPIKABHOID KOHTPOIIO)
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LES LABORATOIRES SERVIER INDUSTRIE  SERVIEF

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

Name of the Manufacturer & Address/
Hassa Ta anpeca sBupobunka

Name of Importer and Address/
Hassa ra anpeca imnoprepa

Which Consignment of product is delivered/
Bita npoaykuil, wo nocravacTses

Pharmaceutical form/Jlikapeska dopma

Name of the Product/Hassa nikapcskoro sacoby
Dosage / Cnna uif

Type and size of packaging/Bun ta posmip ynakosiu

Finished product batch number/
Howmep cepif rotoBoro nikapcbkoro 3acoby

Manufacturing date/llara BupofHnursa
Expiry date/Tepmin npuaatiocti
Batch size/Kinsxicts y cepit

Manufacturing Licence number/
Homep nitensii #a sBHpoSHHUTRO

Registration Number/Peecrpaitifine nocainuenns

LES LABORATOIRES SERVIER INDUSTRIE

Les Laboratoires SERVIER Industrie 903, route
de Saran 45520 Gidy France/JTaGoparopii
Cepr'e lnnactpi 905 pyr ae Capan, 45520
HKini, Gpanuin

Servier Ukraine LLC/TOB "Cepn'e Yrpaina"
41, Naberezhno-Khreshchatytska St./

By, Habepesxno-Xpewatuuska. 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yrpaina

Pharmaceutical Product/Jlikapcskuii 3acit
Film-coated tablets/Tabnerku, Brpuri
[U1BKOBOK 0B0NOHKOIO

DETRALEX"/ IETPAJIEKC"

500 mg / 500 mr

15 tablets in the blister; 4 blisters in the carton
box / no 15 rabnetox y Guicrepi: no 4 Gnicrepy
B KOpOBLUI 3 KapTOHY

6109290

09/2024
09/2028
14 500 boxes/yrnakosok

2022 _18%_1_2 dated 20.12.2022
2022_188_1_2 iz 20.12.2022

UA/4329/01/01

Page | of 3



Reference method 7 Mocuamsiua va mero DTC_S005682 PF T _CTR 22093 EN_6.0
Reference specifications 7 Nocyusaing ua encwndirnuin: DTC_S005682_PF N _SPE 33970 EN 1.0

NAME 7 HIATBA DETRALEX/ AETPAARKCY
Film-vonted tablets £ Tufnersn, memus minkosmo oGosanEmo
Micronised and purified Havonotd [metion / Mikponiionann ourie (raseioiang flipakuia
Divsmine (90%) 450 mg ¢ Miocariny (90%) 430 mr, Flavonoids expressed as Hesperidine (10 %61 50 my / Gaanonoigin y
utieans Fecnepsaty (10 %) 50 s

Manufacturing product batch number ¢ Hosep supatinnsod cepii nisapessora sucoy 6110087
Analvsis { apiiz 03/10/2024
Finished product bateh pumber ¢ Honep cepii ratanoro sikapenioro 3acoby 6109290
TESTS 7 OKA3HFICH STANDARDS ¢ CTAHIAPTH RESULTS 7 PEYVALTATH *
1. Churacters / 3usnimniii snrany Salroon coloured, oval shoped film-voated tablet / Passes 7 Blanoniime

Tafinerka onanniol (opsth, BREITA nainropaio 08oAvIEMO
OPAACHO-PERCHOTD KOALOPY

2. Average mass (mg) / Cepeann sraea (ar) 627 - 693 675
3. Uaiformity of mass / Ognopiusiers smen | Individual masses of not more than 2 out of the 20 wablets may differ Passes / Bianopizae
{rom the average muss by more then 3 %, but no tabletmay dilter
{rom the average mass by more than 10 %/
Lissnniyansid sacs e Sinsine, i 2 TaBueror 3 20 Aoy 1
BLAPFIIATIICL BIA CEPERILOT pach Biabtue, ubi a5 Y%, wie e
poriaEo Gvin TuBaLToR 3 MacoIo, 1IN0 siapiInacTLey nig cepean ol
Giante, niw ua 10 %
4. Disintegration (min) / Poswannsst (xu.) s 15 9
5. Microbiological quality (skip tusting)/ Total nerubic micrabial count / Jarantia sinukicts aepolbunx Skip test ~ Not Applicable
MikpoGiosorisun yncraa sikpoopratisain (TAMC): £ 10° CFU - 103 KYOm
(uniiprose ssnpofynamim) Total combined yensts/moulds count / 3aranuiia kinukicts
ApbKKOUN T4 naicesennx rpuGin (TYMC): s 10? CFU/g - 102 Skip Lust - Not Applicable
KYOIr
Escherichiu Coli: absence/! g - nigeyruicrf] v
Skip test - Nat Applicable
6. deutification/ lgerrmiditpnin gitni The ratio af the retention tme of the principal peaks from the test Passes  Biunowiuar

pesoRIg solution and from the referene solution must be between 0.93 and
1.05 7 Binuowenns gacy YIPHssiing ocnomnns gikip 4

XPOALLTOFPAMIN JUCLIGRYURIN0 POIMIHY T4 POIMIIY fopiutmimng

Mag cranosnti 0,935-1,05

7. Assuy of drug substanee {mg) /
Kiatwicne sromotenns ahioant
pegouim (e rubaeriey):

- Diosmine contenl / Baicr giveatiny 427 -473 447

- Total Davonoid content? Jarwteidi onicr 4175 - 525

thaanmmiin

8. Identification of colorauts (if tested) /
fenrhirnuin Gapanukis (srwo
APOBUANTLEA):

- Tituniwm dioxide

170
< o pxide (£ 172) 7 3aaizg okena (E 172)

(1 171) STorany miokena (B Development of yellow or yellow/orange colowr / 3aBapnaginm
SHORTArG 860 HOBTO- OPANKENOTY KAILOPY
Development of a blue colour / 3nGapoactig CHBLOMD KOXLOPY

Pusses © Blanosiaac

Passes © Branoniane

Bateh accepted? Cepist npafiinTa

= Nog deteeted - He wwagnenn - Not applicable = He iposedusoecs - Skip st~ Passes = Budiprone euupodysmue - Bidnosidae - Absent?lg
Skip st Not applicable = Budiproae sunpodyeams - He wposoouioc

Responsible for Conformity Control Laboratories: Bidnoaidaacii 3a Jocmosipsicin Aadopa n()[2!1n;%l:.[{(}'ifm):‘uxur)
" :

b
/‘/")‘

Julie BERNARD

s Bidcymuicnn o

Yaee 2 of
R S R R et BT f agEi- of




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 manutacture, packaging and analyses were reviewed and GMP compliance was
established/ Lium 51 3acinuylo, wo Hasenexa srile iHpopManis € 20cToBipHOIO Ta ToUHOO. LIio cepito npoaykuii Syno
BHPOOIEHO (BK/IOYALOYH MAKY BAHMA/MAPKYBALHS) Ta NPOBEAEHO KOHTPONb if AKOCTI HA BullEzazHANeH il AinbHuLL Y
nosuifi signosinmocti 3 sumoramMu GMP, BeTaHOBIEHAMH MICUERHM PEryHATOPHAM OPraHoM, a Takok BiOBiHO A0
cregudirauiil, wo micrtarees y peecrpauifinosy nocke. Tiporoxony eupodunuTsa, NakyBaHHs Ta aHanizie 6yio
NEPErAsHyTO Ta BeTaHosero BianosinHicts GMP

Date of batch release / Ilara unycky cepii : 04/10/2024

Name and Position/Title of person authorising the Batch Release/ Ilpizsriue ta nocaga/ 3panns ocobir, sika BIIANA
038101 Ha BIIYCK cepil
Emmanuelle LORANS, Qualified Person/Yriosrosanena ocoba

Signature/[lianuc: Date/flara: __ (Y& . 10 . 2o Ly

Finished product batch number/ Homep cepii rorosoro nikapeskoro sacoby @ 6109290

LES LABORATOIRES SERVIER INDUSTRIE
C oy Yy . SR i
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TEPKABHA CTYIKBA 3 MIKAPCHKIX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y M. KHUEBI

nipos. Hapii Caityunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kox EJIPIIOY 37079055

BUCHOBOK
npo sIKicThH BBE3EHOro B Vipainy JikapcbKoro 3a¢00y

14.02.2025 Ne 6970/25/26

JNETPAJIEKC®

(maiiMCHyBAHHS JiKapehKOro sacoBy 3rijHo 3 peccrpaniinum NIOCBIIMCHHSAM)
TaGaeTKy, BKPHTi MIBKOBOIO 0GoxoHK010, 110 500 MT, 110 15 1abJIeTOK Y ¢nicrepi; no 4
guicTepn B KOpoOui 3 KApTOIy

(Qpopma BuiLyCKY, A03Y BN, BuJL NAKy BalTHs AIKAPCLKOTo 3ac00Y)

Homep peecTpaLtifiHoro NOCBIIMEHHA UA/4329/01/01 crpor ui peeCTPaLiiiHOrO OCBLMEH s HeoOMeKCHUH

Cepin nikapcbKoro 3acoby Ne 6109291 KisLKiCTh BBE3EHOTO JHiKAPCHKOTO sacoby 3120
BupoGHuK JlaGoparopii CepB'e Tapactpi, PpaHLisL

(uaiimeiy BaHs pUpOOHHKA THKAPCLKOTO 3acoBy, Kkpaiia TIOXOIPKEHHS!)

Breaeno B Y kpaiHy ToBapHcTBo 3 0OMEIKEHOL0 BIAOBIAANBHICTIO "CEPB'C
VKPAIHA", inent. KOL 33643340

(naiimMcy BatHs T3 KO 32 cHPIIOY HOPHIMHHOT 0006H aBo pi3BHIE, iM's, 1O GarLKoBi
Pizwunoi ocobu - mianpuemu, i Micie npoxuBanis Ta peecTpaltiiini HOMEp 06nikoBOT
KapTKHW IAATIHKE foarkis a0 cepis T HOMEP facHopra)

TIpOTOKO Bi3yaqbHOTO KOHTPOTIO pin 14.02.2025 Xe 363/01.10-25/8.

3a pesysbTaTaMu LEpKABHOTO  KOHTPOTIO BCTAHOBACHO, 110 niKapcbKAit "aaciﬁ speseno B Ykpainy 3
JOTPUMMAHHAM BuMOT 4aKOHONABCTEA 100 3a0e3netcHi AKOCT] nimpcfyﬁux/;aco6ia.

7/7/ b
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LES LABORATOIRES SERVIER INDUSTRIE %E&W%M

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SIKOCTI JJIKAPCHKOI'O 3ACOBY

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

Hassa Ta agpeca Bupobuuka de Saran 45520 Gidy France/JlaBopatopii
Ceps'e Tumacrpi 905 pyr ae Capar, 45520
Kind, bpanuis

Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Yirpaina"
Hassa ta agpeca iMrnioprepa 41, Naberezhno-Khreshchatytska St./
Bys1. HaGepexncrno-Xpemarnibka, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Ykpaina

Which Consignment of product is delivered/ Pharmaceutical Product/Jlixapcbkuii 3acif
Bua nmpogykuit, Lo NnocravacThes

Pharmaceutical form/Jlikapcexa dopma Film-coated tablets/TaGnerky, Brputi
[I1BKOBOIO 000NOHKOIO

Name of the Product/Hassa nixkapcsioro 3acofy DETRALEX®/ JETPAJIEKC®
Dosage / Cuna ail 500 mg /500 mr
Type and size of packaging/Bui ta posmip ynakosku 15 tablets in the blister; 4 blisters in the carton

box / no 15 tabnerok y aicrepi; no 4 Gnicrepu
B kopoGUi 3 KapTOHy

Finished product batch number/ 6109291

Homep cepii roTosoro jikapckkoro 3acofy

Manufacturing date/Ilara BupoGuuuTsa 09/2024

Expiry date/Tepmin rp1iaTHOCTi 09/2028

Batch size/Kinbkicts y cepii 14 500 boxes/ynaxosok
Manufacturing Licence number/ 2022_188_1_2 dated 20.12.2022
Homep niuensii Ha BAPOSHULTBO 2022 188 1 28in20.12.2022
Registration Number/Peectpattiiine nocsiguenHs UA/4329/01/01

LES LABORATOIRES SERVIER INDUSTRIE
siege social - 908, rovie de Saran - 45520 Gicly - Fran
5AS, ou copital de 3.080.000 eusas » 402 727 4B3 RCH Orléins

e - Tél 02.08.23.87.00 - A SOIVIEE QM
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ERVIER INDUSTRIE

Reference method - Ploaisnss na e TE st
Reference specification

: Y
HNocwaamms ua cocundiswgio: DTC $003 FOACRPE BA970 £

DETRALEX ¢ JETPAJLKC
Filnrciatend tablets - Tadasmion. skpuri moskousio aoeomsme

Nivtonised snd purified Bavonoid Frection ISPOHTIORA DD aakanoi g gIpaittis

Diasmine (90%1 430 my Hivestiny (90943 450 s Flavonoids expressed s Husperidhne (10 9% 30 my 7 Ouusanor i y
suran ecneprieinny (10 %) 50w

4

Manulacturing product bateh number Honep unpoiinant copii aikapeisoro 1eeniy 6110033
Analysis £ s g 3092024
Fiausised precduct binels numbie / Hasep cepii rotonaro dkapeniato wcnly GHOY20
TESTS A JIOKANKH STANDARDS ¢ CTAHJAPTH RESULTS ? PLIYIHBLTATI ¢
L Characters ¢ Sounimniii surana Sulon eolowed, oval shaped film-couted bl Pasies Brwond e

Tubaerin onwiniod dupsn, BEPHT BATRRO6O odoiaonkan
UPRGRCHU-PUHTHArD RONKOPY

L Averape mass (mg) / Cepeann amen {»1) (17 - 693 653
3 Uniformity of maess / Oasopianivrs smen | Indiy idual masses of not more tian 2 ot of the 20 uiblets miy differ

Passes £ B ouizna
from the average mass by more then 5 Y, bt no tablet may diffia
Trom the average nrss by more dan 10 %

S dracn He ianme, nbe 2 rabacrog 1 ) ARLRVTL
HEABIIBITIG WL cepesinG saen Gisie, nis pg 3 %, HRIIN
OB GV N TAGICTOR | MACO. 10 BEAPTHUIETHeN 51 [RETEETEAL
Granme, nine i L %

T i

4. Dishutegration (min) / Poriaaanny {xn.) <15 i
5. Alicrobiological quality (skip testing) / Totd serobic microbinl count / Sarania ginnkicn aepudin Skip test - Not Applicible
MikpoGieautinnn auery sikpaopraniasin (TAMC): ¢ 103 CFPUyg 1 RYOsr
(nubipicune sunpoiyuans) Towd conmbised yeasts/moulds count « Jaransnic sinnicr,
APTHEARGRIN T nAicenenny rprGin (TYMC): < 107 CFU no Y Skip lest - Nat Applicable
KY O/
Escherichia Coli abscnve't g siacyvrnicrn/l
Skip tust < Moy Applicable
6. ldentification? Taertrudinnnin diwsor

The ratio of the retention tme ol the principal peiks from the test
solution and from the relerence solution must be hetween .95 and
LOS 7 Blanowewss sacy vipivasig ocnasiis nicin i
SPUASATON PN JOL DRV RUIOTD POSITY T posnin HOPIBHI s
MR LAt 0.935-1,08

Passes  Giamoni g
pesaBINg

7o Assay of drug substance () /

Kianxicne mwinmaenns iy
penssmng (A eafaery):
- Diosiine contem Baier givesing
= Total lavonoid contenC Braaunuit assicg
HUEBIOT G

4. Hdentification of colorants (if tested) ’

Laen rdiiwauin Gapamncis (neimo
nponarLen):
- Titanitn diovide (2 170 Pisany ddocens o
[
- han oxide (5 1729 Jaaisosera (8 172

Deselopment of yvellow or vellew arnge colour Iatapn e
ADBTONG #G0 MOBTO-ORIERENOIG KO oy
Development of o hlue calouy Jalnpracinm cimnoro B Hhapy

Passes Sianonin

Pisses  Banoniaue

Batch sceepted Cepin npusiinsis

TN dviecied  He stziens - Noz applicable = tHe npubaieet - Skips s - Pasyy:

= Budiprine wuapadis canms - Bresogiio:

ards = Yo nunom 1
Skupsnosr Notapplivablc Hudipruee cunpodivaanns - He YOG

Responsible for Conforminy Controf Labaraiorivs Bisnoside o s Avcuogipaime fadopanis

AN

Julic' BERNARD
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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 a1 sacsiguyto, wo Hapenena Buie indopmailis € A0cToBIpHOIO Ta TouHoto. Lo cepito npoayxuil Bysio
BrpobiIeHo (BKIOUAIOUN NAKYBAHH/MAPKYBAHHS) TA POBEACHO KOHTPOND i SKOCTI HA BULLE3a3HAUeHIN AlbHALT Y
MOBHiH BiznosianoeTi 3 BumoramMu GMP, BCTAHOBNEHMMH MICLEBAM PEry/ISTOPHIM OPraHOM, A TAKOX BIATIOBIAHO 1O
crieundixauiit, mo MicTsTees y peectpauiiinomy gocse. [Iporokonu BipobHULITEA, NaKyBaHHs Ta aHai3is 6yno
[eperiisHyTo Ta BCTAHOBICHO Binosianicts GMP

Date of batch release / Jlata surycky cepii @ 01/10/2024

Name and Position/Title of person authorising the Batch Release/ IIpizsume ta nocana/ ssanus ocobu, uka suaana
J03BiJ Ha BHIYCK cepil
Emmanuelle LORANS, Qualified Person/Y nostosaxena ocoba

Signature/ITianmc: Date/fara: __ 014012024

Finished product batch number/ Homep cepii rorosoro nikapeskoro sacoby : 6109291

LES LABORATOIRES SERVIER INDUSTRIE ‘ ]
siege social - 905, route de saran - 45520 Gicly - Fre
$.AS. au-capilal di 3.080.000 euros © 40222 :
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