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LES LABORATOIRES SERVIER INDUSTRIE

SERVIER *

moved by you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/

CEPTHOIKAT AKOCTI MIKAPCHEKOI'O 3ACOBY

‘Name of the Manufacturer & Address/
Hasga Ta azpeca BupoOHHKA

Name of Importer and Address/
Haspa Ta agpeca iMnoprepa

Which Consignment of product is delivered/
Bun npoayknii, 1o nograsyaeTses
Pharmaceutical form/Jlikapceka dopma

Name of the Product/Hasna nixapcskoro 3acoby

Dosage /. Cuna aii

Type and size of packagiig/B H,’E’["T'::‘L’_'pt}:im'i'[j YIAKOBKH

Finished product batch numbes/ i
Homep cepii roToBoro nikapoekoro 3acofy

Manufacturing date/JJata BupoSHULTEA
Expiry date/Tepmin npuaatHocTi
Batch size/Kinsxicts y cepii

Manufacturing Licence number/
Howmep nineH3sil Ha BRpOOHUIITEO

Registration Number/PeecTpauifiiie o¢siqueHns

Sidge sacial $05 oute de Safdn < 45520 GIDY - France © +33 (0)2 38 23 87 00 - wiww.Eervigr.com

§.A.S. ou capital de 3 080 000 suros - 402 222 483 RCS Orleans

Les Laboratoires SERVIER Industrie 903, route
de Saran 45520 Gidy France/JlaGopaTopif
Cepp'e Inpactpi 905 pyr ne Capasn, 45520
Kini, Dpaurgis

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

By Habepexxno-Xpemaruubka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxpaina

Pharmaceutical Product/JTikapcskuit 3aci6

Film-coated tablets/Ta6neTku, sBkpuri
TUIIBKOBOIO OO0JNOHKOID

'LONSURF® 15 mg/ 6,14 mg/

JIAHCYPO® 15 mr/ 6,14 mr
15mg/ 6,14 mg/ 15 wr/ 6,14 Mr

10 tablets in blister: 2 blisters in the carton box/

1o 10 Tabnerox y-6nictepi; no 2 Onicrepu y
kopoBui 3 KapTOHY

6092402

07/2023

07/2026

26666 boxes/ynakopox:

2022 188 1 2 dated 20.12.2022

2022 188 1 28in20.12.2022

UA/16712/01/02
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»

~ Reterence method 7 Tlocietayns i1 Metos: DT’C‘_’S’HQS{}D’S’__,P’F;ij-’l‘[{_}:lﬂ904_-_‘ENJ;{} -
Reference specifications * Mocsinanns s encundikanis: DTC_$093005 PF_N_SPE 40891 _EN_4.0

T

NAME HA3BA LONSURF™ 15 iy 6,14 g ! JATICY PO 15 sarf 6,14 mr
Film-vouted tablsats - TaGaersky, nxpimt nuisiosolo ofionouroio
Trifluridine |5 mi and Tipireil 6,14 mg {expressed as Tipiraci] Hydrochlorde 2,065-mg) / 15 s ypbdiyprasory ta 614 yr

THpalEAy (y sEras 2,065 M Tanipawisy riapoxopin

ManuFscturing product baich numbes ¢ Hoamep nnipodiminol cepii Jlitcapm;r-:nrt: Jacoby IGIIAC
Analysiy 7 aitanny 22/0172024

Finished product bach number ! Hoxep cepii roTosore aixapenkoro saco0y 6052402
TESTS / NOKAIHHIKH STANDARDS / CTAHIAPTH RESULTS 7 PE3VILTATH *
1. Deseription / Qumuc . While, round. biconvex film-coated tablcts wilh »1 5'h’”prinlr:d on‘one side, Posses / Bianonizat

and *102" and *15 mz” printed on the other side, in pray ink/
Heoannyins Tanetka kpyraod §opaii, RKPITL HRiBKONGI0 D8BHOHKM0
Gimoro KoALOpY. 3 Mapkyunmn «1 3y ua onnosmy dotd § «102% h 15
mE» - i Dunasy, Haieceiiiin Cipime JopiiTuatit

Diameter at release: < 7,3 wmmn / JiaMCTR npu sHOyERY: < 7,3 s Pusses / Bignoninac
e e Thickncss ol release: < 3,1 mm / Toanmuma npy nnnyeky: < 3,1 M Passes / Binnoninac
2. Identification (retention time and UV)/ The retention times of two main peaks obtuined from the sumple solution
[1enrinpicadis giranx pevosnu (uae are the same 45 tose from the standard selution in the assay / Yacy
yrpsysinus T Y) | YTRUMYBLRIN A90ON CCHUDHIX THRIB, OTPHMANNX 3. HoCAULKYBANGT0 Pagses / Bianoniaac
= HPLC {in bouse method}.” BEPX po3tny, 10ai0H 1o TaKIK, OTPIMAINN 31 CTRAIPTIORD POty ¥
{8y plinifi ateto]) ~snnpobyraini «ilinLRicne nuanayenng 2N0oUMN petosiiy

For the peaks ot the same rerention (imes, both the absomtion spectm of
these peaks exhibit similar intensities of absorption at (the saime
wavelengths / [Ina nikin apn annakonig naeax yrplmynaniig Pusses | Bianokiae
irresicimnoeti abeopGuis 11a ofiox cReKTPX AOFAIIGNIE WX THKis apn
OANAKOBIN NORAAINAN XBIUNE C I ASHTUMIIMIT

» UV (in house method) / YD
(ReyTRIiRIHIR MeTou)

'3, Reinted substunces / Cynponimi individuai speeilied retated substnnees / lnnysiayannsio inerrminjiikonati
ADMIHIK | cynpoBinni AoMituK; |
HPLC ¢in house methad) f BEPX FiT: 0,20 % 0.05
{(wyTRiwiE MeTa) ‘ | 2.0 < (0.20 % 0.60
TPl-ketone: < 1,20 % . L _

Eoch individun) unspeeified related substances / Kosng inaistiyansao

geiasrpthikonann cyoposinng aominnn: < (320 % 0.05
| Toinl related substances at release / Jaranannil onier cynposining 119
T . HoMiwor oy snayeky; < 0,60 %% '

. Un_:furn:tity of dosuie u‘mts ~ cantent Camplics with Ph. Eur. 2.9.40 / Bixnoninae Coponeficnkiil dhapynkoned e
uniformity / OantopingicTo A00BRANY (1.6.40) Pusses 7 Bianosiue
OANHUUL — GO pianicTn pyicTy e 4

5. Water content / Bajicr somir - <5,0% 5 4.]

6,  Dissolution / Foraisnens Q-value is 80 %% at {5 minutey lar Trfluridine, and Tipimcil / [oknanye 133

Q ans TUBIYPIIUHY TA TINTIBaLLLEY Ba 15 xXu: erayiosirns 8l % 101
7. Microbial enumeration / " “Fotal aerobic microbinl count / Faransite tieno aepoBuny <2(]
Mikpofiosariaga mcrora sixpoaprasisain (TAMC): < 10° CFUiz - 1R KYO#r
Total combined yeusts’moulds count / Jarannie SICAD APIHLEOBIN Ta <5
rnicenernx rpudin (TYMC), € 102 CRU/R - 102 KYOh
. Escherichia coli: absence/| g ~ nigeyThicti/t ¢ o CAbsenvp

g, Assay { Kiavkicue pisinsenio ainoanx
iesias 95 0% ta 105,0 % of lnbel ¢laim for Tafloridine, and Tipiracil - K109
HPLC {in howse maehod} BEPX [ 950 105,00 % nia 3aumaeioro sMicTy TSy pIcisLy 1a Tanipawuy 99.2

(mAyTpi i metoa)

Batch sceepted: Cepig nipsiitisima

* Not detected = He stomngno - Not applicable — He sposuduzocy - Skip 1est - Passes - - Budiprage sunpodysonnn - Bidnosidac - Ahsent’lg = Bidcyanicmo 1 o

Skips test - Notappliceble ~ BuGiprose annpodysams ~ He nposaditnace 3 o
- ow 1 - - Lo . . - . u - - - - —~— . 1 .

. Respotisible for Conformity Conitral Labarateries:Bidnosidarenuit sa Jocmoeipuicme JlaGapamopiaco saiipoio lfr /J- s

5 Pascale MASSON

Stige sl Ol Foié e Saran - 4530 GIDY - Traiies * £33 )2 38 13 B7 00w servier.com
S.ALS. tu caginy da 3 0RO 000 cors - 4012 322403 RCS Orléany
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I hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured
(ncluding 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/ Ium s 3acBiguyio, Mo HABeNeHA BHILE 1H(OpMALS € JOCTOBIPHOIO Ta TOYHOH). Lo cepiro npoaykuii fyno
BUPOOIEHO (BIUIIOYAIOUH NaKYBaHH/MapKyBAHHS) Ta NPOBEAEHO KOHTPOIIS 1T AKOCTI Ha BHLlesasHAYeH N JINbHEAL Y
TIOBHIH BigrioBiaroCcTi 3 BMoramu GMP, BCTaHOBHEHUMY MICLIEEHM PEryISTOPHUM OPraHOM, A TAKOMK BIZMOBIAHO JI0
cneuudikanif, mo MicTATbCH Y peecTpatiinomMy A0CkE. IIporoxonn BHpOGHUITEA, TAKYBARHES Ta aHANI3IE Gyno
MEePErsIHYTO Ta BCTAHORIGHO BIANOBIAHICTL GMP

Date of batch release / ata BHITyCKY cepii 1 23/01/2024

‘Name and Position/Title of person authorising the Batch Release/ Ilpizeuuie ta nocaga/ 3BaHNs ocolu, 1Ka BRAANA
AO3BLT HA BUNYCK cepil

Pierre GENOT, Qualified Person/YriorHORMKeHE 0coba

B2 FEV. 2024

Signature/Tlianse: . Date/Jlata:

Fiiished product batch number/ Homep cepif rotosoro nikapeskoro sacoby @ 6092402

Siege sociol + 905 Touts de Saran - 45520 GIDY - Frarice 433 (0)2 36 23 87 00 www servier.com -
S.A.5, ou capital de 3 08D 000 euros ~ 402 222 483 RCS Qhéans Page 3 af3




