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LES LABORATOIRES SERVIER INDUSTRIE

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

Name of the Manufacturer & Address/
Hasea Ta aapeca BUpoOHHKa

Name of Importer and Address/
Haspa Ta agpeca iMmnoprepa

Which Consignment of product is delivered/
By npoaykuii, Lo 10cTa4aeThes

Pharmaceutical form/Jlikapceka dhopma

Name of the Product/Hassa nikapcekoro 3acoby

Dosage / Cuna aii

Type and size of packaging/Bua Ta po3Mip ynakoBKH

Finished product batch number/
Homep cepii rorosoro sikapcekoro 3acofy

Manufacturing date//lata Bupo6HHLTBa
Expiry date/Tepmin npugaTHocTi
Batch size/Kinekicts y cepii

Manufacturing Licence number/
Howmep niuensii Ha BUpoGHHLITBO

Registration Number/PeecTpauiline nocsiqueHHs

Siége social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com

S.A.S. au capital de 3.080.000 euros » 402 222 483 RCS Orléans

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/Jlabopatopit
Ceper'e Inmactpi 905 pyt ne Capan, 45520
XKini, dpanuis

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

Byn. HaGepexHo-XpemaTHieka, 41

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

Pharmaceutical Product/Jlikapcekuii 3aci6
Film-coated tablets/TabneTku, BKpHTI

MJ1iBKOBOIO 0BOIOHKOIO

LONSURF®20 mg/ 8,19 mg /
JIAHCYPO® 20 mr/ 8,19 mr

20 mg /8,19 mg / 20 mr/ 8,19 mr
10 tablets in blister; 2 blisters in the carton box/
no 10 Tabnerok y 6nictepi; no 2 Gnicrepu y

KopoOLli 3 KapTOHY
6066546

02/2022
02/2025

20 000 boxes/ynakosok

M 20/156 dated 25.09.2020
M 20/156 Bin 25.09.2020

UA/16712/01/01 / 2955\
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= SERVIER Reference method / [Mocnmanms na meron: DTC_S095005_PF_T_CTR_40904_EN_4.0
Reference specifications / [Tociuianis 1a cucum[lmuunu. DTC‘_SOQSDDS_PF_N_SPEJDB9l_EN_B.(}

NAME / HA3IBA LONSURF*® 20 myg/ 8,19 mg/ JIAIICYPdvi 20 sir/ 8,19 sr
Film-coated tablets / Tabaerkin, BEpITi MIIBKONOI0 060401KOI0
Trifluridine 20 mg und Tipiracil 8,19 mg (expressed as Tipiracil Hydrochloride 9,420 mg) / 20 sr tpinpurypiaimiy a 8,19 mr
Tunipawny (y nnranai 9,420 mr Tinipawiny riapoxiaopiy)

Manufaciuring product batch number / Hoaep nipodun4of cepii siskapcskoro 3acody 40074532
Analysis / anais 27/07/2022
Finished product baich number / Homep cepii rotosoro nikapcukoro sacody 6066546
TESTS / MOKA3HHKH STANDARDS / CTAHJAPTH RESULTS / PE3VJILTATH *
1.  Deseription / Onue Pale red, round, biconvex film-coated tablets with “20" printed on one side, Passes / Binnoniaac

and *102" and “20 mg" printed on the other side, in gray ink /
Jlwoonykia TaGiaetka Kpyriof (Jopais, REPITA naiBkonoio oSononkoio Grilo-
HEPEONOrD KOAKOPY, 3 MapkyRanias «20» na omony Goui i «102» Ta «20
mgy - 1 NIUOMY, HOHeceiin cipIIAI HOpIInas

Diameter at release: < 7,8 mm / Jlianerp npn sinmycky: < 7.8 My Passes / Binnosinac
Thickness at release: < 3,5 mm / Topuwnia npit BIMYEKY: < 3.5 M Passes / Binnonigac
2. Identification (retention time and UV)/ The retention times ol two main peaks obtained from the sumple solution arc}
Laenrrpikauin paiwanx pewonnn (qac the same as those from the standard solution in the nssay / Hacn
yipustynanng ta YY) VIPUMYBQII ABOX OCHOBMIN NiKiB, OTPIMAHIX 3 A0CHI/DKYBAIIONG Passes / Bignonigac
- HPLC (in house method) / BEPX PO, NOAIBHI 40 TAKILX, OTPUMAIIX 3§ CTANAAPTIOND po3dImy ¥
(nnyTpiwniii meroa) nunpoBysan «iKinskiene pirEnauenu Lo pesonim
. UV (in house method) / Vb For the peaks ot the sume rell:m_inn times, bol]} the absorption spectra of
(nuyTpimmiii metoa) these peaks exhibit similar intensities ol absorption at the sume wavelengths
g / Jlna nikin npis oANAKORNN MACAX YTpIMyBat inrencnsnoct aGecopGui Pusses / Bianonigac

1l 060X CHCKTPAX NOrAII WX HIKID NP1 0ANAKOBIX A0KKIIAX XA
£ LAeHTIMIIMI

3. Elemental impurities / lostinen As: < 1,5 pg/p / Mr/r Passes / Bianonigoe
eaemenTin Cd: 0,5 pp/g / Mer/r Passes / Bianonianc
He: = 3 pg/e / mer/t Passes / Bianoniaoe
Pb: < 0,5 pg/e / mr/r Passes / Binnopizac
Co: < 5 pg/g /mkr/r Passes / Bignoninac
V: < 10 pe/g /nkr/t Passes / Bianosinac
Ni: < 20 pg/g /Mgr/r Passes / Bianoninac
4. Related substances / Cynposimmi Individual specilied related substances / Inauniayanuno inenmudikosani
aostimsn cynponiun QoMK
HPLC (in house method) / BEPX FiT: < 0,20 % 0.05
(mnyTpiwnil meron) 2-1P: < 0,20 % 0.00
TPI-ketone: < 0,20 % 0.02

Each individual unspecified related substances / Ko inaimiayansio

: ; : A 0.06
neigeiminpikonana eynponiang aomiwsa: < 0,20 %
Total related substances at release / 3araasindl BMicT cynposiaHIng 10MilOK 02
npu punyeky: < 0,60 % -
5. Uniformity of dosage units — content Complies with Ph. Eur. 2.9.40 / Bianosizac Coponeiicukiil thapyakonei
uniformity / OuiopianicTs A0308810X (2.9.40) Pusses / Bianonigac
OANNIIL = ANOPIANICTh BAtieTY
6. VYater content / Byict noan <50% 34
7.  Dissolution / Posunnenus Q-value is 80 % at 15 minutes for Trifluridine, and Tipiracil / Tokasimg Q 101
sum rpudaypuy T Tnnipawwty na 15 xa. cranonurs 80 % 100
8.  Microbial enumeration / Total aerobic microbinl count / 3aransue yncno aepobux <20
Mixpofioaoriung uneror sikpoopraniavin (TAMC): < 10° CFU/g - 10° KYO/r
Total combined yeasts/moulds count / 3arwinne wicno ApEgokoBiIx Ta <5
iicenennx rpuGis (TYMC): < 10° CFU/g - 102 KYO/r
Escherichia coli: absence/] g — nigeyruicTu/] r Absent/g
9. Assay / Kiankicne snanauenun gionnx
pesounn 95,0% to 105,0 % of label claim for Trifluridine, and Tipiracil / 99,7
HPLC (in house method) / BEPX 95,0 - 105.0 %4 pig 3annacioro sMicTy TpIUIypIIIINY Ta THmipawiy 99.0
{ By TN Mero.1) ]
= o T
Baich accepted/ Cepin npifinsma /fﬂ___i___i__‘,

= Notdetected  He asienn - Notapplicable  He aposmdicscn, - Skip test - Passes  Buiiprose aunpofiyeans — Bunoeioae /7l

Skip test— Now appleeahle  Budiprow asmpodyian — He nposoo ecs
M@#’Pm

Ne 219475 Bncc

Responsible for Conformity Control Laboratories’Bidnosioansnwi 3a [locmosip
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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 accordin g to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ ITum s sacsinuyio, 1o HaBeneHa Bume iHopMaris e A0CTOBIpHOIO Ta TouHOIO. Lljo cepito mpoaykuii Gyso
BUPO6IIeHO (BIUTIOHAIOUM NaKyBaHHA/MapKyBaHHs) Ta MpOBEJICHO KOHTPOJIb ii IKOCTi Ha BHLIE3a3HA4eHIH AibHULL Y
NOBHIH BiANOBinHOCTI 3 BUMOramu GMP, BCTAHOBNIEHUMH MicLIEBUM PeryJissTOpHHUM OpPraHoM, a TaKOX BiJINOBiZHO J0
crienueikanii, Wo MicTATECA y peecTpauiitHomy nocse. ITpotokonu BUPOOHMIITBA, MAKyBaHHs Ta aHaNi3iB 6y10
NIeperyissHyTO Ta BCTAHOBNEHO BiAnoBianicte GMP

Date of batch release / Jlara sunycky cepii : 10/11/2022

Name and Position/Title of person authorising the Batch Release/ Ilpizsnme Ta nocaga/ 3sanns oco0u, IKa BHAAJIA
[03BiJ1 HA BHITYCK cepii
Pierre GENOT, Qualified Person/VnosHosasxena ocoba

i/\ 1’5 NOV. 2022

Signature/Tlianuc: Date/[lara:
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JEPXJIIKCIIYXKBA YKPATHU
HEPKABHA CJIYXBA 3 JJIKAPCBKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
Byn. bepesnsakisceka, 29, Kuis, 02098, Tesn. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHUCHOBOK
Npo SIKICTH BBE3€HOT0 B YKpaiHy JiKapcbKoro 3acoby

28.02.2023 Ne 9187/23/26

JAHCYPO® 20 MI'/8,19 MI'
(HaiiMeHyBaHHA NiKapCHLKOro 3acoBy 3rifHO 3 peecTpaLiHHUM MOCBiA4EHHAM)
TabeTKH, BKPUTI NIBKOBOI0 000/10HK010, o 20 Mr/8,19 mr, o 10 Tadnerox y DJricrepi; o 2
OJicTepH y KopoGui 3 KapTOHY
(thopma BUIYCKY, N03YBAHHS, BHI AKYBAHHSA TiKAPCEKOTO 3acoby)

Homep peectpauiiiroro noceimuenns UA/16712/01/01 crpoxk xii peecrpauiiisoro nocsimuenns 11.05.2023
Cepis nikapcukoro 3acoby Ne 6066546 Kinbxicts BBe3eHOrO Nikapcskoro 3acoy 87

Bupo6uuk Jla6oparopii Ceps'e Innacrpi, ®panuis

(natiMenyBaHHs BupobOHuKA Nikapchkoro 3acoby, KpaTHa NOXOMKEHHS)

Beeseno B Vkpainy

Tosapucreo 3 o6mesxeno0 Binnosizaasnicrio "CEPB'€ YKPATHA",
imenr. xoa: 33643340

(naiimeHyBanHs Ta ko4 3a €/IPIIOY 1opuau4soi ocobu a6o npiseuule, im'a, no Garskosi (izuynol
0coby - nianpuemus, I MicLie IPOKHBAHHA TA peeCTpaUiiiHuii HoMep O6NIKOBOT KapTKH IUIATHHKA
noparkis abo cepis Ta HoMep nacnopra)

3a pesynbTaTaMH MAEPKABHOIO KOHTPONI0 BCTAHOBIEHO, IO JiKapchbKuil 3aci6 BBeseHo B
AOTPHMAHHAM BUMOT 3aKOHOLABCTBA IONO 3a6e3MeyeHns AKOCTi JikapchbKHX 2aco6iB.

HauansHAK Muxkona XOJIOJIEHKO

(nocanosa ocoba OpraHy JIEpAaBHOI0 KOHTPOIO)

Vkpainy 3

(mizmuc) (ininianu Ta npisexue)

ML.IL
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