AEPKABHA CJIVIKBA 3 TUKAPCHKUX 3ACOEIR
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KHEBI

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

BUCHOBOK
po AKiCcTH BBe3eHoro B Ykpainy JiKapebKoro 3acoby

01.08.2024 Ne 39399/24/26

AETPAJIEKC®

(ualtmery BanHs JHKAPCHKOro 38c06Y arigHo 3 pecerpauiiinm noceigICHHAM)
TabXeTKH, BKPHUTI IUIIBKOBOIO o6osonKo010, 0 500 Mr, no 15 Tabnerox y Guicrepi; o 4
Ouicrepu v Kopobui 3 Kaprouy

(dopma sumycxy, nosyBatns, BUA NAKYBAHHA AiKapcEKoro 3acoby)
Homep peecrpauiinoro nocsimuenns UA/4329/01/01 CTPOK Hif peecTpauiifioro nocsinuenns BEoOGMexennit
Cepis nikapeskoro sacoby Ne 6104079 KinbkicTs BBE3CHOrO NiKapeskoro sacoby 3040

Bupo6uni Jlaboparopii Ceps'e Inpacrpi, ®paruis
(a¥imenysanns BrpoGaMKa NikapesKoTo 3uco0y, kpaiHa noxomkenns)

Breseno B Vipatny TorapucTso 3 o6mesenolo signosizaasuicrio "CEPB'E
YKPAIHA", inent. xox: 33643340

(HaliMeHysanns Ta kog 3a €JIPTIOV 1opuaraHoT ocobu abo npissuue, iM's, 10 6aTbLEOB]
(izuanol ocobu - ninnpuemus, T micie TIPOMHBAHHY Ta peecTpauifnmil HoMep o8aikosol
KapTKH MIATHAKA T04aTkiB a6o cepis Ta womep naciopra)

Hporoxos sisyamsuoroe xontpomo sig 01.08.2024 N 2579/5.

KOHTPOJIIO  BCTAHOBJICHO, 10 Jikapchkuit 3aci6 BseseHo s Ykpaity 3
FONN .
oB 3’5@2 JQAaBCTBa oo 3abe3nedenHs sxocT
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peLKHX 3acobin.
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LES LABORATOIRES SERVIER INDUSTRIE

SERVIER

mioved by yoi

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

Name of the Manufacturer & Address/
Hassa Tta agpeca BupoGHMka

Name of Importer and Address/
Haspa Ta anpeca imrroptepa

Which Consignment of product is delivered/
Buz npogykuii, Hio NocTavacThes

Pharmaceutical form/Jlikapesxa dopma

Name of the Product/Hassa nikapcekoro sacofy
Dosage / Cuna ait

Type and size of packaging/Bua ta posmip ynaxosku

Finished product batch number/
Howmep cepii rorororo sikapeskoro 3acoby

Manufacturing date//lata supoGuurea
Expiry date/Tepmin npunatHocTi
Batch size/Kinexicts y cépi‘x‘

Manufacturing Licence number/
Howmep nivensil Ha BUpoSHAUTEO

Registration Number/Peectpauiiine nocsiguesus

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JIaGoparopif
Cepr'e Innactpi 905 pyr ne Capan, 45520
Kini, OpaHuis

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

sy, HaBepexuo-Xpewaruibka, 41

Kyiv, 04070/m, Kuiig, 04070
Ukraine/Ykpaina

Pharmaceutical Product/Jlikapeskuit 3aci6
Film-coated tablets/Tabneriy, Bxpuri
11iBKOBOH 060510HKOI0

DETRALEX®/ OETPAJIEKC®

500 mg / 500 mr

15 tablets in the blister; 4 blisters in the carton
box / rio 15 TaBnertok y 6nicrepi; no 4 Gnictepy

B KOpo6ui 3 KapTOHy

6104079

06/2024
06/2028

14 500 boxes/ynaxosox

2022_188_1_2 dated 20.12.2022
2022_188_1 2 mix 20.12.2022

UA/4329/01/01

Siege sacial « 905 wute de Saran ~ ABEIG GIDY - France | +33 (D)2 38 23 87 00 - www.S8IVIercom

5.A5 au capital e 3 080 D00 euros ~ 402 222 483 RCS rldans
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LES LABORATOIRES SERVIER INDUSTRIE SERVIEI

Retronee method oottt sierey. DTC_S008683 PF T CTR 23093 B 6.l
Reference specifieations Togroman e cnejizaithor DTC_SP03082 PE T ¢ SPE 33070 €N 10

MAME  FIAZRA DETRALEN®  AETPAJILRCE
Fili-coated tablets | Tolbenan sepm aoisrosoio-ofoactkie
Micronised und purificd Davonoid (metion / Mispomiomul ouens (ussoneig s
Diosmine (90%) 430 my < Hiocsiny (90%) 430 sir, Flavonoids expressed a5 Hesperiding (10 %4 30 mg ~hausonoTun v
ey eeiepiuiny (10 %) 50 sy

Manulaetusing product bistel number < Hostep sapoiinmat cepii Adisapesiol o amenlly 6105334
Analyais / onaniy 0450772024

Finished product batel numbor /. Hosep cepil rotonoro aikapeskero acoGy 6104079
TESTS / TOKAZHMHEKH STANDARDS ; CTAHJIAPTH RESULTS / PE3VALTATH ™
[ Charueters / 3onubmniii nurina Suhmon colouscd, oval shaped film-couted tablel 2 Passes . Bitosiaae

TaBactra oo IopMi, BEPITE IROEOIO OT0A0
APRHGREEO-PREEDONG KOABOPY

3, Average muss {mg) /7 Cepeann maen (mr) 627 - 693 L]

3. Uniformity of mass/ Oxuopianiers swen | Individual masees ol not move than 2 ot of the 20 tablets may dilfer
from the averge mass by more then § %, but no tabilel may dilfer
from {he average mass by more than 10 % ¢
[naumizysnsui Macn ge Gigse, vine 2 talneror 3 20 w0yt
siapinortiien nid cepestnal Moo Giane, i ug 5 %, wae ne
oo Gy T TaBALTOR 3 MICHID, 1O BiapidcTsen sia vepeannol
Gisme, niua 10 S

Pagses 7 Binnonizae

4. Disintegreation (min)/ Posnaaning (xn.) <15 12
5. Mierobiological quafity (skip testing}/ Tota! aerobiv microhis) count 7 Jarnanmt cinkicTs aepoduis SKipi test « Not Applicable
Mirpobionorium queToTs Mikpoopraniamin { TANC): £ 10° CFU/g - 10* KYQiy
(muBiprose sunpobysann) Total combined yeasts/moulds count / Jarmmnn kinsricty
2phkoRns Ta paicenesnx rpudis (TYMO): s 10° CFUig~ 10? Skip test - Not Applicable
KyQyr

Escherichia Colis absence’! g - ataeyruiend] r
Skip test - Now Applicable

6. Identification/ Laenruditunin aiwao? The ratio of the retention lime of e principal peaks from e test Passes
RIS HEHT solution and from e reference solution must be between .95 and
105 £ Bianauieimss qacy YIpusamm ocnosnis ks i
KPOMBTOFRISEN JOLAUBRYBAIOTD POAMUNY T8 POISIBY BOPItHIIM
aae cranomyin 0.93-1,05

Biatosiane

7. Assny of drup sobstanee {mg)/
ianeleie syments ool
penosunn {rirabaerey)s

» Dinswine cordent © Bamiet sioesiny

427 473 46

- Totad Havoneid content: Jaraapuni syier 475 . 525 496
durOTan
B, tdentification ef colovants (if tested) £

Liewruhirmuin Gapuiuis (nsmo

APOBOANTLEN):
- Tianium dioside (B 171y - Turany adoseun (B Development of yellow or velloworange colour  Jadapnieiim Passes ¢ Bilanmaaac

7h SROBTORO 400 HONTD-ORINHEBOID KONLOPY .

~ Jron oxide (21723 3w ok (B 172) Developnamt of o blue colour 7 3ndapuaciing enunore k04mops Passes  Bunonizee

Bately seeepted Cepin npuilirei

* N deteetid < He goscia - Sotapplicalide = He npaguditmes - Skip (051« Passes = Bufiiprats sunposyeanis - Bigwseidae « Assent 1g = Bdcyauomn |2
Skipsew - Nat applivable = Bubiprose cunpodyucan - He npogoieiocs ’
Responsible for Confarmin: Comrol Laboratorws Banotidaabuni ja Hocmosipuionis Jadopamopocs

ﬂﬂ: e
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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/ Linm 5 3acninuyio, mo HasexeHa Bume indiopMaliis € focToripHOIO Ta TouHow, Lho cepito rpoxykuii Gyno
BHpOGIIEHO (BKITIOYAIOYH NMaKyBaHHs/MaPKyBaHHA) Ta POBENEHO KOHTPOIb if AKOCT] HA BHILE3asHA4eH H JilbHUL] y
MOBHIH BizosigHocTi 3 BuMoraM GMP, BCTAHOREHMMY MICUEBHM PEryISTOPHAM OPraHOM, a TAKOXK BiTOBIIHO 1o
crienuikanii, wo MictaTses y peectpauiiiomy nocke. IIpotokoni BUpoGHULTEA, MaKyBaHHs Ta aHamisiz 6yi10
NEPErIAHYTO TA BCTAHOBICHO Bijmosinaicts GMP

Date of batch release / [Jata sunycky cepif : 04/07/2024

Name and Position/Title of person authorising the Batch Release/ IIpissniye Ta nocaga/ spanust ocobu, fxa suaana
RO3Bii HA BRIYCK cepil
Emmanuelle LORANS, Qualified Person/Vnosuosakesa ocoba

Signature/Tlinmuc:

4y Tho |
iy Date/Jara; 2&‘1 \ hx()x . 0931’02[7(
J

Finished product batch number/ Homep cepif rotosoro nikapcskoro 3acofy : 6104079

5idge social: 903 route de Saran ~ 45520 GIDY - France: +33 (0)2.38 23 87 0 - waww servierncom
§.A3, au capial de 3 080 000 euros - 402 222 4873 RCS Ordéans Page 3 0f3



