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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHOIKAT SIKOCTI JIKAPCBLKOI'O 3ACOEY :

Name of the Manufacturer & Address/
Haspa Ta anpeca BupoGauka

Name of Importer and Address/
Haspa Ta agpeca immoprepa

Which Consignment of product is delivered/
Bun npoaxykzii, mo NOCTAY4CTHCSH

Pharmaceutical form/Mixapcska Gopma

Name of the Product/Hazpa NiKapChKOro 3acofy

Dosage / Cuna aif

Type and size of packaging/Buy ta PO3MIP YHAKOBKM

Finished product batch number/
Homep cepii rotosoro NiKapceKOro 3acoby

Manufacturing date/I{ara BUpoSHuITEA
Expiry date/Tepmin npunarnocri
Batch size/Kinckicrs y cepii

Manufacturing Licence number/
Homep niuensit na BHPODHUITEO

Registration Number/Peccrpaniiine nocsinenns

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/aGoparopif
Ceps'e Tupactpi 905 pyr e Capan, 45520
Hini, Opanuis

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

BYJL. Habepesxuo-Xpematuupka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Yxkpaina

Pharmaceutical Product/JTixapcrkuii saci6
Film-coated tablets/Tabnerku, Bxpuri
ILTIBKOBOI 060NOHKOMO

LONSURF® 15 mg /6,14 mg /
JIAHCYPO® 15 mr/ 6,14 mr

15mg/6,14 mg/ 15 mr/ 6,14 mr
10 tablets in blister; 2 blisters in the carfon box/
no 10 rabnerox y Grnicrepi; o 2 Onicrepu y

kopobLi 3 KapToHy

6093675

07/2023
07/2026
26 666 boxes/yrniakosok

2022_188 1_2 dated 20.12.2022
2022_188_1_2 8in 20.12.2022

UA/16712/01/02
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Reference method ¢ [Nocunanus me smerom DTC_35095005_PF_T CTR_40904 EN_7.0

Reference specifications / Tloensaiis ta enetdicauio: DTC S095005_PF_N_SPE_40891_EN 4.0

MAME ‘1IATBA LONSURF® IS my/ 6,14 mg/ JAANCYPDS 15 nrf 6,14 mr
Film-coated tablets ” TaGnersr, axpiri nainkonoio ofomoikam
Trifluridire 15 mg and Tipiracil 6,14 mg {expressed os Tipiracil Hydrochloride 7,065 mg) / 13 s tpuo pianny 1o 6,14 wr
TspauIRy (v Burasai 7,065 My munipasiy rigpoxnomay}
Munulactering product baieh number / Homep ripodisni cepil hikapeskora sacafy 3GSIAC
Anulysis  suania 22/0172024
Finished prodact batch number/ Hosep cepif roToRor NikApCLROFD acoGy 6093675
TESTS ¢ NNOKAIHMKH STANDARDS / CTAMJIAPTH RESULTS / PEIVALTATH *
L. Deseription/ Onue White, rannd, biconvex film-coated tablets with “[5" printed on one side, Passes / Bignowizac
and “102" and *15 mg" printed on the other side, in gray ink/
Avoomywena Tafinerxa kpyrnot hepaH, SKKSTR Hivkonoto ofozatkolo
Ginora Konkopy, 3 MApKYBAHIAA «150 ya oneosy Goni | «102» 1a «l 3
g - Ha WRUOMY, HAHECERIN CiPHMI NODITHTALH
Diameter ut relepse: 7,3 mm/ Liamerp npi sunyery: £ 7,3 war Pusses / Biznosipac N
) Thicknaess i release; 5 3,1 mm / Toswnuz OpL BIAYSKY: 3,1 am Passes / Binnonizae
X Identifiention (retention time anst UV)/ ‘The tetention times of two muin peaks oblzined from the sample solution
IneaTndixuain xivemix pewesun (vac are the same as those [fom the standard solution i e assay / Hacu
YrpuMysanng i Yid) YTRIMYBami2 MROX OCHONNAX BiRiE, oTpImanix 3 AHocnipysaloro Passes / Bianonizac
. HPLC (in house method) / BEPX POSUIIHY, MORIGHE RO TRKNX, OTRIMRALX 3 CTAHAAPTHOID PO3ssHY ¥
(BuyTinEHI seTog) sunpudysanni «Kinskicue nusroyeniz giomx PEHOBLILY
For the peaks at the same relention times, botk the absorpiion spectra af
* UV{n house method) / Yy thest: peaks exhibit similar intensities of absorption at the same
{Buympiwnift sevon) wavelengths / flag nikin mpis oaioBnx vacax yrpusynanii Passes © Bianomizac
imencerHoeTi aGeopBuit a oBox CREKTROX NOMNUNBIHHA WK NEKkiB nn
| O/MIGKOBHX BOBKMEEX X05ai € {BErTig s v
3. Related substonces / Cynposigni Individual specified related substances / Innunirynisiio inenTugiosani
poMiurkn CYIpoBimNi noMim;
HPLC (in house method) ) BEPX FiT: 0,20 % 0.05
{resyTpiLmifl meroa) 2-IP: = 0,20 % 0.60
TPi-kelone: £ 0,20 % 0402
Euch individual unspecified related substances / [Conena tnansinyunuio 0.05
netaelmdikosaqa CYNpORinNA Roarimka; < 0,20 % '
Total welated substances 4t relcase £ Jaramuuntt esticr cyrponimmy 0.10
L Aomiwok npy sitnyeky: < 0,60 % )
4 s:::: :::l': ,Béﬂzz:]gi;%’::: ;::;::;:::x Compiies with Ph, Eor. 2,940 ¢ Ei.g:fuizﬁe €nponelichkiil Sapmakone] Passes / Binsiopizne
2 QLG — oanepimticry saicry (2.9.40) .
5. Water content / Buier sonn £50% 41 T
6. Dissolution / Posunucans Q-value is 80 % wt 15 minules for Frifluridine, and Tipireeil/ Flokmnig 103
Q mum TpRdmypsasy T THtEpawAy 14 13 xn, eranosimn {0 % i0l
7. Microbinl cnumeration / Total aerobic microbial count / 3urammere HICNG aepnany =30
Mixpofionorivin ynerary mikpoopraniasie (TAMCY: £ 10° CFU/g - 10 K¥YO/r
Total combined yeasts'moulds count / 3armisue N0 ApINDKeMIX Ta <5
naicenens rpigis (TYMC): < 107 CFU/R - 16° KYO/r
_— Escherichia coli: absence/) & — BRICYTIICTL/E 1 ) Absent/g
B, Assay /Risskione BEEIRAYCHUR Ab X ' B
PetGREE 95,0% to 105,0 % of lubel clairg for Trifluridine, and Tipiracil . 1005
HPLC (in hicuse method) BERX 95,0 ~ 105.0 % pix 2astunenaro uMICTY TPHBAY Ity Ta THIIpaus iRy 99.2
(BayTaimnii meron)
Batch uccepted/ Cepia npuitieary
* Mol detected - He siwaareng - Nov applicable - He nposoduioes - Skip fest - Passes = Bubipkoae aunpodyeanns  Hidnosidae - Ahseny:| g Bidamucun | »
Skip test - Nt applicuhle - Budiprone sunpodveaiom - He npesodinves ﬂ wpr""
Responsible for Conformiry Comrol Laboratories-Bidnoaidanenus 20 Hacmegipnicmes Jatopamopnozo roimnposio I\
Pascale MASSON {
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1 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/ [Tum « sacsinuyio, mo nasenena BUIle iHdopManis € JocToBipHOIO Ta TouHOW. 1o cepiro npoaykitii Syno
BHPOGEHO (BIUTHOYarouH NAKYBAHH:/MapKyRaHHA) Ta NPOBE/IEHO KOHTPOIB Tf AKOCT Ha BUINE3A3HAYCHIH MiINBHULT y
NOBHIH BigToBinHOCT] 3 BUMOTaMu GMP, BCTAHOBISHHME MIiCIIEBHM PETYIIATOPHUM OPraHoM, a TaK0XK BIAMIOBIAHO o
crienkgrikanift, mo MictaTscs y peecTpaniiinomy aocke. Iporokons BUpoGHHLTES, NaKyBaHMA Ta aHaNi3iB Oyio
MIEPerNIAHYTC TA BCTAHOBACHO Bigmosinaicte GMP

Date of batch release / Jlata sumycky cepii : 25/03/2024

Name and Position/Title of person authorising the Batch Release/ Tlpizenme 1a wocana/ 3pamust ocobn, AKa BUAAnA
AO3BIN HA BANYEK cepil
Emmanuelle LORANS, Qualified Person/¥Ynornosasena oco6a

Date//Tata: _?'g 40?)20311

Signature/ITigmme:

Finished product batch number/ Homep cepif rotosoro nikapeskoro 3acoby : 6093675
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