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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUOIKAT SAKOCTI JIIKAPCLKOT'O 3ACOBY

Name of the Manufacturer & Address/
Ha3Ba Ta agpeca BHpobHuKa

Name of Importer and Address/
Hassa Ta agpeca imMroprepa

Which Consignment of product is delivered/
Bun npoxyxuii, uto nocravaerses

Pharmaceutical form/Jlikapcsxa gopma

Name of the Product/Ha3sa sikapcekoro sacofy
Dosage / Cuna nii

Type and size of packaging/Bun ta posmip ynaxosku

Finished product batch number/
Howmep cepil rotosoro nikapesioro 3acofy

Manufacturing date/Ilara supoBuunnrsa
Expiry date/Tepmin npunaruocti
Batch size/KinbkicTs y cepii

Manufacturing Licence number/
Homep niuensii Ha BUpoGHHUTBO

Registration Number/Peectpauiiine nocsiguenus

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JIaGoparopii
Cepr'e Inpactpi 905 pyr ne Capan, 45520
Kini, Opauuis

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

Bys1. Habepexuo-Xpewaruupka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Ykpaiua

Pharmaceutical Product/JTikapcbxuit 3aci6
Film-coated tablets/Tabnerxu, Bxpuri
IUTBKOBOIO 00IOHKOI0

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

10 tablets in blister, 3 blisters in the carton box/
no 10 tabnerok y 6aicrepi; o 3 6aicrepu &

xopolLi 3 KapToHy

6105063

07/2024
07/2028
13833 boxes/ynakosox

2022 188 1 2 dated 20.12.2022
2022_188_1_2 Big 20.12.2022

UA/4329/01/02
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Reference method / Tociuns na seron: BTC_S005682_PF_T_CTR 24304 EN 6.0

Referenee specifications / Tocimumnig na cneusdismiin: DTC_S005682_PF N_SPE_32240_EN 6.4

NAME ' HAIBA

DETRALEX¥T00D MG/ JETPAJEKCY 1000 MT

Film-coated tablets / Tanérry, skpuri nninkanoo ofiononkoto

Purified micronised Navonaid fraction / Mikponizonaita ounuwenn detanonoian dpakuin

Diosimin (90%) 900 mg - Hiocssiny (90%) 900 s, Flavonoids expressed ay Hesperidine (10 %3) 100 mg/ diavonoiain y
anrana Cecoepngany (10 %) 100 sr

Manulacturing producet batch numbers Hovep nupoditnyol cepii hikapekkoro yacody 6106586
Analysis / annais 26/07/2024
Finished product batch numiber / Hosep cepif rorosoro Jikapeskora 3acody GLUS06

TESTS 7 TTOKA3IHHICH

STANDARDS / CTAHJAAPTH

RESULTS / PEIVIILTATH *

L Appearance/ oo mudit sirasy

2. Averuge mass (sug/tablat) / Cepeanst mucs
(mr/ralineriy)

3. Uniformity of muss / Qo pisatier, sen

it

4, Distategration time (min) / Pumaanns (xu)

5. Microblologicnl guality (skip testing) /
Migpobivsoriamum werura
(nubiprone punpohynatis)

6. tdentifention of the drug substanee/
Lxewndirnuin aiouof pesosmin

7. Drug substance content {mg/tablet) /
Kiasgicne smnsuenum Alwuol pesonunn
(mr/ratacriy)

- Diosmin - BaicT aioesiny

- Tow) flavanoids - Sarankisifl ssict
junsosnoiais

8. 1dentiflcation of colorauats (if tested) /
Laenrudikanin 6o puinin (nruto
HPOBOAITLEN
- Titunium dioxide (£ 171 Ty zioketia
(E 7D
Aron oxide (B 172} Juais okens (K 172)

Satmon colaured, oblong shuped Rlm-coated tablel, seored o both
faces /TuBnerka goaractol (oM. BRPIFTA NINIRKOROIO 0OMIONKOID
OPMACHO-POATCHOTO KOnLapy, 4 waciikon 3 ofox Gukin

1309 « 1447 (95-105 % of the theoretical mass off wia teopetnanoi
Maest v 1378 inpf ar)

The individual masses of not more than two of the 20 tablets may differ
from the averiize mass by more than 5 % and none deviates by more
: = than 10% /
 Transizymasii saci e Gisbwe, 1isie 2 TaGneTor 3 20 Mo Th

© ubjipivtbrines sia cepeaniol sacn Ginwue, nine im § %, e e oo
By nit Ta0aeToR 1 MIcoi0, B0 BEAPISIMCTLCH B2k cepeainal Giatwe, i

Hu 10 %%
<15

Total acrobic micrabial count / 3arnnete wicno aepodis
mikpaopranismin {TAMC): < 10 CFU/g ~ 107 KYO/r

Total combined yeasts/moulds count / 3uramsdie ¥ICA0 APPRIBRONIX Ti
niticenenis rpuBin (TYMC): € 102 CFUsg - 102 KYOre

Escherichin coli: absence!] g - nigeyritiers/| ¢

The ratio between the reteation time of the mnin peak in the fest
solution and the retentian time of the main peak in the referenee
solution must be between 0.95 and 1.05 7 Biauoasenn e
VIPUMYBAHINE QCHOBIN niKin i NUMITOIPAMAN llDC.’li.J}l()’l\ill[Ul u
PO TH PORILEY BORIBIINS Mac cranosiry 0.95-1.03

855 - 945 (95-105 % ol the theoretical content & i Teoperinirge
naticry)

950 -~ 1050 (95-105 % of the theoretical conteat /£ uin Teuprnnnoro
naticTy)

Pasitive < Hoaoumio

Positive / Tostromiio

Passes * Biasoniaae

1378

Passes / Bismoniaoe

9
Skip test - Not Applicable
Skip test - Not Applicable

SKip test - Not Applicable

£.00

892

993

Positive Tosrisno

Positive  Tlourmno

Butch accepted Cepin npufint

* Notdotected o e wwanaeno - Not applicable = He nposodiaocn - Skip test - Passex = Budiprase eunpodysans - Bionoadur - dbsont fg > Bidevmmemn { ¢
Ship test - Not applicahle = Budiprotie unpodygams - He npoandiaces

Responsible for Conformity Control Laboratories Bionosidanvnns 20 Jocmpaipnicms Tadopontg,

Julie BERNARD
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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/ Llum s 3acinwyro, 10 HaBe/eHa BULLE IHGOpPMALA € JOCTOBIpHOIO Ta TouHow. Lo cepito npoaykuii 6yno
Bupobieno (BIITOAIOUH NaKyBaHHs/MAPKYBAHHS) T4 IPOBEAEHO KOHTPONE Ti AKOCT] Ha BUINe3asHAYEHiH NimbHMLi y
nosHiH BiAnosianocTi 3 BuMorami GMP, BCTAHOBIEHUMH MICLIEBHM PETyIATOPHHM OPraHoM, a Tk BIANOBIAHO 10
creurdixauii, wo micTaThCs y peectpaniiinomy nocse. [Ipotokony BUpoBHMIITE], aKyBaHHS Ta aHaNisip 6yno
HepergHyTO Ta BCTAHOBIEHO Bianosignicts GMP

Date of batch release / lata sunycky cepii : 26/07/2024

Name and Position/Title of person authorising the Batch Release/ Ilpizsume Ta nocana/ 3sanust ocobu, sxa Bujana
03Bi7 HAa BHIYCK cepil
Emmanuelle LORANS, Qualified Person/Ynosnosaxexa ocoba

K3 3 :

* Audrey PECUILHE ]
Pharm. =n Respunsablg
- Intérimaire iﬂ

Signature/ITigmuc: / , \ )OK)LQ@J PEGULIE Date/ara: ,99/ O)’/ (M{,/

t

b e Posom

Finished product batch number/ Homep cepif rorosoro nikapeskoro 3acoby : 6105063
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