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LES LABORATOIRES SERVIER INDUSTRIE

e,
SERVIER*

moved by you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHOIKAT AKOCTIJIIKAPCHEKOI'Q 3ACOBY

Name of the Manufactirer & Address/
Haspa T2 agpeca BHpoBHUKA

Name of Importer and Address/
Haspa Ta agpeca imioprepa

Which Consignment of product is delivered/
Bun nponykuii; o nocrayaeteea

Pharmaceutical form/Mikaperka gpopma
Name of the Product/Hassa  nixapcekora 3acoby

Dosage /. Cuna aii

Type and size of packaging/Busi T4 posMip ynakosku

Finished product batch number/
Homep cepil roTosoro nikapokkoro 3acofy

Manufacturing date/)lata BupoaunTsa
Expiry date/Tepmin npunarsocri
Batceh size/Kinskicte v cepii

Manufacturing Licence numbei/
Howmep ninensii sa BrpofBHITEG

Registration Number/PeecTpauifiné 1io¢sifaenms

Siege social: Y05 ToUTe de Sararn = 45520 GIDY - Frande ; +33 ()2 38 2387 00 - www.servigrcom

5.A.5, ou capital de 3 080 000 eurcs - 402 232 483 RCS Oeans

Lés Laboratoires SERVIER Industrie 905, route:

-de Saran 45520 Gidy France/JIaGopaTopii
‘Ceps'e Innactpi 905 pyr ne Capau, 45520
Hini, Opanuin

Servier Ukraine LLC/TOB "Cepy'e Yipaina"
41, Naberezhno-Khreshchatytska St./

Byn. Habepesxno-Xpeinatuubka, 41

Kyiv, 04070/, K, 04070
Ukraine/Yxpaina

Pharmaceutical Product/JliKapcikiit 3aci6

Film-coated tablets/Ta6aetry, sxputi

ILAiBKOBOIO OGOJIOHKOIO

LONSURF® 15 mg/6,14mg/

JAHCYPO® 15 mr/ 6,14 mr
15mg/ 6,14 mg/ 15 mr/ 6,14 Mr
10 tablets in blister; 2 blisters in the ‘carton box/

no 10 Tabnerok y Guictepi; no 2 Gnicrepu y
kopobili 3 kKapToHy

6092402

07/2023

07/2026

26 666 boxes/ynakonok

'2022_188_1 2 dated 20.12.2022

2022 188 1 2 Bin20.12.2022

UA/16712/01/02




LES LABORATOIRES SERVIER INDUSTRIE

»

Reference methad 7 TociEtig wd Metoa DTC_SU95005_PEF_T_CTR_40904. EN_7.0

SERVIER

Relerence specifications - [ocananan a encamdianic; DTC_S095005_FF_N_SPE_408%i_EN_4.0

NAME HA3IBA LONSURFER 15 myp/ 6,14 my f ASFCY PO LS yrf 6,14 mr
Film-vodted tablats ; Tuaetsn, nxpim nuisiosoio ofiojioioio
Trifluridine |5 mg and Tipireil 6,14 mp (expressed os Tipiraci] Hydrochloride 7,065 me) / 13 mrpaduypiatngy 1 6.14 wr
THMpaAY (v sirons 7.065 M Tonipamimy riapoxaopny)

ManuBicturing pradoet buich numbes ¢ Hoaep snpodimiof cepif aikapenkroro sacody 3GUIAC

Analyvsis / airania 22/012024

Finished product batch number / Hosep cepit rovoooro sixapenkero acoy 6092402

TESTS / NOIKAZHHIKN STANDARDS / CTAHIAPTH RESULTS / PESYHLTATH =
1.  Deseription / Ouuc While, round, biconvex fiim-conted toblets with *15" printed ongne side, Pusses / Bianoninar
and *102" and 15 me" printed on the other side, in gray 6k /
Jisoonyna Talaetis kpyrnot (Jopsn, BKPIT) ARIBRONOIO 080ROHROID
Gimoro Konuopy. 3 MapRynmnM «1 3o 1 oanosy Goui § «102s 8 i3
mg: - Hi oMYy, iHECei CiiMa HopIiEan .

Diameter nt release: < 7,3 mm / Jianetp npi ninyeky: £ 7,3 ss Pusses / Biaronigae

. ) N L Thickncss al release: 3,1 mm / Toouga npe ninyery: <3,1 My Passes / Binstoninae

2, Tdentification (retention time and UVY} / The retention times of two main peiks obtuined from the sumple sofution
Lienmuehieauin gimmux pewoona {(uae are-ihe same o5 those from the standard solution in the assay 7 Yacu
yrtmy s T Y} YTRUMY BT DHOX GCHUBMIX TIKIB, GTREMANIX 2 JI0CHARY Il Pusses / Binnoniaac

. HPLC {in house method). BERX pozdniey, noaibil o0 TaKIK, OTPIMIITIK 5 CTaNZapTHOrD poatiy ¥
{sayIpisif Meto) inpoByRaNG «iCinLRICHR nHIRAYENNT THOER peuoRiny
For the peaks at the same retention times, both the absomtion specti of
UV (in house method) / Yib these peaks exhibil similar Intensities of absorption.at the same
(nnyTpivabiil seton) wavelengths / JInn nikin api OUIAKOLHK UBCHS PIPHMYTAHIT Passes ; Biauoninac
imTeichnioeT afeopGiii 1a ofiox cReKTPOX TOFAIIGHIE WX Tk npn
. ; . o OANIKORNY NODC TS XBIE C IACITIM I
3, Relured substunces / Cyaponinn Individual specilied retated substonees / lnguniayanniio inewrisiiconatd
AOMIHIKL cynponizui aomiwky
FIPLC (in house method)! BEPX FiT:<0,20 % 0.05
fwryTpiwniit sevax) ' LI 0,20 % 0.60
] ) TPl-ketone: < (1,20 % ) . 0.02
Eoch individunl unspecificd related substances / Konon inj.ll!_nmymlhlm 0.05
yeigernupikopann cyoposinng gomiogn: < 1.20 Y% )
Totit related substances ot release [ 3aransimil onicr cynponinHux 019
TR HoMilo npn suycky; = 0,60 T )

e Un_urnrm‘ity ol dosspe u‘::ztsf- a_"nm“‘ Carriplics with Ph. Eur. 2.9.40/ Biunoninae Caponeftenkiil dapmakonet e
unilormity / OanopinnicTs JoioBURNX (3.9.409 Posses 7 Bianoniaue
UAMHIUL — ogpiaicTn paicTy st

5. Water content / Buiicr sogi < 5,0 % .1

6,  Dissolution / PFronmimenis Q-value is 80 % al [5 minutes for Triflurdine, and Tipiracil / Noroanng 103

Q s vy puassiy Ta Fmiphliasy na 15 X criniesirm, i % 101
7. Microbial enumeration / ‘Total aerabic microbinl coent / Jiaranuie uticno avpobuns <3
Mikpofiioszoariana microra sixpooprauisis {TAMC): < 10° CFU/q- 108 KYOhr
Total conibined yeusts'moulds count 7 Jaruisiie S1cAD IPFHUGEODIS Ta <3
icenennx rpudis (TYMC), € 10? CRU/AR - 02 KYO/r
) Escherichia coli: absence/| g ~ niacyTuict/l Alsent'ip

4. Assay / Kiaukicne piesmnsenion aimux
[eu o 95.0% 10 105,0 % of kibel elaim for Titlluridine, and Tipiracil - o
HPLC {in house rmahod} BEPX 950 1030 %4 nid 3aus:01070 BMICTY TPHQSYPILINLIY T THIHpawy 99.2
{nHyTRILI i MeTou)

Bateh aceepted: Cepin npifiinima

* Nor detected -+ He minwena - Not applicable — He aposodwocy - Skip test - Passes - - Budipraee eunpodyeaimn — Bidnogidac - dhsent g = Bidcyomicm 1 -

Skip test - Norapplicoble ~ BuGiprose ennpotyeans — He nposodunoce ,_,/"

: - s . . . i o y 1 Lk
Respotixible for Conforminy Contral Labarateries Bidnogidazenuit sa Jocwoeipnicme Matiopamopiaco soiupoe ]f( /i- s
Pascale MASSON /

fol OIS ol i Saran - 530 GIDY - Triid ™ £33 ﬂﬁ)‘i 323 BT O = srvier.coar
s cagity) da 3 050 BB cores - 4012 233303 RCS Orliuns
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER_

moved by you

1 hereby declare that the abovementioned informiation 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/ Ium s 3acsingyio, mo wageneHa suie indopmautin e gocrosipHoo Ta TouHowW. [0 cepito npomykitii Syno-
BHPOGTEHO (BKIIOHAIOUM NaKYBAHHs/MapKyBAHHS) Ta NPORSNSHO KOHTPOI if AKOCTI Ha BUINesasHavyenif inbHAL] y
‘TORHIH BiIOBIKOCT] 3 BriMoramMu GMP, BCTaHOB/IEHUMY MiCLIERHM DEryISTOPHIM OPPAHOM, & TAKOXK BijnoRiaHoO a0
cnenudikaLii, mo mictateen y peectpaniiinomy aocke. [IpoTokoss BHPOGHHLITEA, MAKYBARKS T4 aHANI3IE Gy1o
NEPEerNAHYTO Ta BCTAHOBICHO BimoBiaHicTs. GMP

Date of batch release / [lata Bumycky cepif : 23/01/2024

Name and Position/Title of person authorising the Batch Release/ Ilpizeume Ta mocana/ 3sanus ocobu, Axa BRaaNa
A03BIT Ha BuNyek cepii
Pierre GENOT, Qualified Person/VrosHoB@keHa 0coba

B2 FEV. 2024

Signature/TTianHc:  Date/[lara;

Fiinishied prodiict batch nimber/ Homep cepif rotosoro nixapeskoro sacoby » 6093402

Sisge siciel | 905 Foute dé Sciran - 45520 BIDY - Friinics +33 (0)2 38 23 87 00« wwwisarvier.cam S
5.A.3, ou capital de 3 08O 000 euros - 402 222 483 RCS Oriéans Page 3 of 3




LES LABORATOIRES SERVIER INDUSTRIE

20

SERVIER *

moved by you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SIKOCTI IKAPCHEKOI'O 3ACOEY ,,

Name of the Manufacturér & Address/
Hazsa Ta agpeca BHpoOHHKA

‘Nanié of Importer and Address/
Haspa Ta ajipeca immmoprepa

Which Consignment of prodiret is delivered/
Bun npoaykuii, o nocravaernes
Pharmaceutical form/Jixapcrka dhopma

Nate of the Product/Hassa JNKAPCEROIO 3806y

Dosage / Cuna it

Type and size of packaging/Buy ta po3Mip yiiakorku

Finished product batch number/

Manufacturing date/I{ara BHpOCHULTEA
Expiry date/Tepmin npunarnocri
Batch size/Kinskicts y cepii

Manufacturing Licence number/
Homep miuensii na BHUPOBHHIITRO:

R‘egistration'Nﬂmber/PeecmauiﬁHe IOCBIJIYeHHY "

Siege sEcH Y05 route de Saran = 45520 GIDY - France <33 (0)2'38 2587 00 - wrwisenier comm

S.A8. ous copital de 3 080 00D euros - 402 227 483 RCS Oréans

Les Laboratoires SERVIER Industrie 905, route
de.Saran 45520 Gidy F rance/JIaGopartopif
Cepe'e Iunactpi 905 pyr e Capan, 45520
Kini, Opanmis

Servier Ukraine LLC/TOB "Ceps'e Vkpaiia"
41, Naberezhno-Khreshchatytska St./
BYJ. Habepexxuo-Xpematnigka, 41

Kyiv, 04070/m, Kuis, 04070

Ukraine/Yxpatua

Pharmaceutical Product/Jlixapeski 3aci6
Film-coated tablets/Tabnerku, sxpuri
I1iBKOBOIO 060IIOHKO

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 cartoni box/
1o 10 tabnetok y Gnicrepi; mo 2 Onicrepu y
kopobui 3 KapToHy

6093675
07/2023
07/2026

26 666 boxes/yiiakoBok

2022 _188 1 2 dated 20.12.3022

2022_188_1_2 Bix 20.12.2022

UA/16712/01/02




LES LABORATOIRES SERVIER INDUSTRIE SERVIE RJ

maved Dy you

Reterence mothod / TTocwidrniin 1ia seton DTC_ 8055005_PF_T CTR_ 40904 EN 7.0 _
Reference specifications / Tloewsams ua eneungiicauio: DTC 8095005 _PF_N_SPE 4089]_EN 4.0

NAME ‘TIATBA LONSURF® 15 my/ 6,14 mgg/ SIANCYPDE 15 prv 6,14 mr
Film-couted tablets ’ Talnersn, supirri nainkonota ofororog
Trifluridine 15 mg and Tipiracil 6,14 my fexpressed os Tipimcil Hydrochloride 7,065 mg) 7 15 ar TPsup v pianRy 1o 6 34 ar
Thnipaunny (v Birasgi 7,065 MPTINEPAEY TiAROXIey)

Manufacturing product baich number / Honep pitpodiu«ai cepii sikapeukoro Incafy 3G9IAC
Analysis famuniz. 2012024

Finished product batch number/ Hovep cepii ToTORGIO SikapeLkoro sacndy 6093675
TESTS ¢ TIOKAIHUKH STANDARDS / CTAMEAPTH RESULTS / PEIYJILTATH ¢
1. Description/ Opuc White, round, bicenvex film-couted toblets with ©15 printed on one side, Passes / Binnosizoc

and *102™ and *15 mg" printed on the other side, in gray ink /
Asoonywan Tafnetka kpyraot {hopatit, BRPUTE NiBKOBOGIO ofonouxmo
Ginora konsopy, 3 MapKyBaHias « 15y jia onnoay Gori £ 102 o «b 5.
I - §12 HIRIOMY, HAHECEHINT CIPIA MOPLINAEAS)

Diameter st velepse: < 7,3 mm / Hinmem npi mimyery: < 7,3 mm Pusses / Binnosinae N
Thickarss at release: < 3,1 mm / Tommmua npi BHIYCKY: < 3,1 Atal Passes / Binnowizar
2. “Tdentification {retention time and UY)/ The retention times of two wain peaks nbiained from the sample solution
IpesTndisyuiy niewmx perosuy (sac ure the same as those [rom the stendard solution n the assay / Hacn
YTRuMysalng ra Yd)y YTRIMY 821N MMOX OCHORHHX Nk, oTpIanx 3 AocAlpkysaHoro Passes / Binronimae
* HPLC (in house method) ¢ BEFX POSMINY, TONIGHT 0 TOKYA, OTRSEMIFDY Ti CTAHAAPTHONG posiny y
{Buyminmniil seroy) sunpofysunni Kinskicke BigHAYRHAES DiousX peynaun

For the peaks at the same relention times, both the ubsoeption spestra of
these peaks exhibit similar intensities ol absorption al the sume
wavelengibs / [ian nikis npu onnokony sacay YIDUMYBSHNA Passes / Bijinosiznc
inTanenrnocTi aGeopduit e ofox CREKTPEX TOMNUHAINA WX HKIB npn
OLNIKOBIIX SOBHKHIKY XBIT C ERETHY LML

‘ UY {iw house method) / Y
{Buy it MeToa)

3. Related substonces / Cynposigni Individual specified related substanzes ¢ Iunusinyzanio igeamiftikoaii
EUTHUN cynpepinni momins:
HPLG (in housg meihod)y: BEPX FIT: £0,20% 0.08
{BHYTRILLMIT MeToA) : 2P £0,20 % 0.60
. TPlLkelong; < 0209% ) 0.02
Buch individual unspecified related substances 7 Kosena ingnstayannuo 0.05
neiaeritiihikosaun CYRpORinNa zoMiwka; < 0,20 % ’

Total celated substances ot relcase § Jaramuantl esict cynponiamix

{(niyTpismnif merog)

e : SR s AOMIIOK Dow BHnycky: < 0,60 % | 019
4 S;i:::rﬁf fuéﬂzi;gi:':l;::: ;::(:::::fm Comglies with Ph, Eur. 2.9 40 " l?)i,l.;nduninae ErponehcLkifl dapmakoney Bassosd Biuroniane
| OARNINE — panopigdicTL smiery (Est) : 1 .
5. Water content / Baicr sunn £50% 40 T
6. Disselutlon / Pozunmenng Q-vatue is 8D % at 15 minutes for Trilluridine, and Tipimeil / Nokeamm 103
Q o Tpnduypnaniy ta THOpaGY Ha 15 Xn. eranamimn 80 % 161
7. Micrabin! enumeration / Total aerobic microbial count / 3arannye “1CAn Yepodiiy <20
MirpoGioaoriuna wmerory Mikpooprasiasie (TAMCY): £ (9 CFU/g —~ 10 K¥YQir
Tolal combined yeasts‘moulds count 7 3aramue A0 ApIDROM X Ta <5
naicesiesux rpGin (TYMC): £ 107 CFU/g - 10° KYO/r
— . . Escherichia coli; absences! & — aigeyriicTu/! - . Abisent/g )
8. Assoy/Kisskione DI Cus afnx ' ) B
pedoBi 95,0% to 105,0-% of lubel claim for Trifluridine, and Tipircii 100.9
HPLC {in house method) BEEXY 95,0~ 105.0 % niz amsnenoro HieTY TRIsBay Ay Ta THIEpaulny 99.2

Batch uccepted/ Cepin rpuitustn

* Mol detecied <+ He ewaateno - Noi applicable - He npotodurocs - Skip test - Pusses = Bubipkone awnpobyaanns  Bidnosaidac - dbsens| g v Diocymucun | o

Skip test - Nof applicable Budipxone aupotvaaiom - He npegodusoes ﬂwp”
Responsible for Conforminy Conrol Laboratortes:Bidnoaidanswui 3o Hacmogipuicma Jatopamopnozo romnpona I\
' — Pascale MASSON /{

Page 2 of 3
Sige vocial “005 it de Saen 15530 GIDY « Franes 433 (012 30 43 87 00 -6 acetior e
$.A8. ae tapiial de 3 050 000 cturps - 402 297481 RCS Orléans
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LES LABORATOIRES SERVIER INDUSTRIE SERVIE R_

moved hy you

1 heréby 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 51 3acsinuyto, mo Haresena BHLIE 1HGOPMAILA € JOCTOBIPHOK Ta TOYHOK. Liro cepiro npoaykatit 6ymo
EMpobIeHo (Brm0uarqy NAKYBAHHA/MAPKYBAHHS) T4 TIPOBE/IEHO KOHTPOJIB 11 IKOCTI Ha BHINE3A3HAYCH H ABHAL] y
nORHIA BiANOBifHOCT] 3 BUMoramMu GMP, BeTaHOB/IEHUMKI MICLEBUM PErYISTOPHEM OpraHoM, a TaKoXK BIANOBIAHO [0
crietygikanilt, wo Mictarses 'y peectpaniiinomy nocke. Ilporokony BupoGHULTES, NIaKyBaHHA Ta aHani3is Oyio
NICPErIAHyTO TA BCTAHOBNCHO BignoBiguicTs GMP

Date of batch release / ara BHIYCKY Cepit ; 25/03/2024

‘Name and Position/Title of person authorising the Batch Release/ ITpizenme Ta nocana/ snapusr 0Co6H, fica BUIANA
AO3BIN HA BENYCK cepii
‘Emmanuelle LORANS, Qualified Person/y TIOBHOBAKEHA Ocoba

1 Date/Tatra; _’,7‘@ - Uh. 2o,

Signature/TTinmmc: |

o g
T

Finished product batch number/ Homep cepil roToBoro fikapesroro 3acoby : 6093675

Sidge soolal 1905 rolife dé Saian - 45520 G - Francs +33 ({258 25 87 00~ wwwisender.eor
S.AS. au caplial de 3 080 000 euras - 402 922 483 RCS Orléans 'Pagé 3GET




JEPHCABHA C.JIY '.}_KEA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMY y m. KHEBI
- nipos; Haaii Ceitnuusot, 3, 02099, ren. (044)295-26-85 '
‘E-mail: dls.kyiv@dls.gov.us, Kox SIPIIOY 37079055

~ . BHCHOBOK
Apo AKICTH BBE3EHOro B YKpainy Jikapcskoro 3acody

19042024 O Ne20999/24/26

__JAHCYP®® 15 MI76,14 MI*

_ . :Z(‘Hémgﬁysmsm AKAPCEROFD 38c06Y srinno s_pm:trpaui?msm;Héeﬁi;zqeu_;mm}'
TABICTRY, BRKPUTI MIIBKOBOI0 000X0RKO00, 10 15:mr/6,14 mr, 110 10 tabneroxy Gaicrepi; no 2
o 3 GaicTepn y KopooOui 3 kapTony

{hopMa BEITYCKY, 02y BATHS, i HAKYBERHY JIKAPCLROTO. 38005y

Homep ﬁ_eecf@a'ui_ﬁnom rioceipenion UA/16712/01/02 crpor il pecetpaniftoro noceiavennn HeoOMeRenH

‘Copin nikapeskoro sacoby Ne 6093675 Kinsxicrs psesenora nigaperkoro acoby 266
Bripobhuic : Ja6oparopii Ceps'e Inmacrpi, Opamnis E o E
{aiisenynanng supobHka nikapeskoro sacoby, kpaina TONOMMCRHL}
Baeseron Vipalny ToRApHCTBO 3 6BMEKEHON BiXmoBiTaTLHICTIO "CEPB'€ YKPATHA",
o ' dmeris wos: 33643340 '

{Hafivenysanng Té kog 22 CPTIOY 10pim#6T ocobu 6o nipizamng, ix's, 10 GaTeKoni (isumor-
geobu = fitanpuesin, ii Micie nposkusaNes T peectpauifiunli romep o6nikohol KapTRIE NATTIMRA
noaarkin abo CEpix Ta HoMep HatiopTa)

i‘fpé'féimﬁiniéyaﬁsﬁ&m'x’ou*fpﬂmo-Bi,zx 19.04.2024 3 1376/10.

Isan 3ATBOPHIX

(ivsinisam va npizeuue)
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