Sy

AEPJKABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

nipos. Hanii CeiTnaunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BUCHOBOK
NpO AKICTH BBE3€HOro B YKpainy JIikapcbKoro 3acoby

26.09.2023 Ne 48664/23/26

JAHCYPO® 20 MI/8,19 MI"

it

(HaiiMeHyBaHHA NiKapCRKOro 3ac06y 3riNHO 3 peecTpamiliuM NOCBIIMCHHAM)
Ta0JIeTKH, BKPHTI IIiBKOBOIO 060/101K010, 10 20 Mr/8,19 Mr, mo 10 Tabrerox y faicrepi; mo

2 GaicTepu y kopobui 3 kapTony )
(thopma BEMYyCKY, KO3YBAHHS, BHI NaKyBaHHsA NikapchKoro 3acody)

Homep peectpauiittoro nocsinuenns UA/16712/01/01 erpox nif peecrpauitinoro nocsimuenns 11.05.2024
Cepis nikapcbkoro zacofy Ne 6081872 KinsxicTs BBe3€HOIO MiKapeskoro 3acoby 224

Bupofuuk Jlaboparopii Cepr'e Iupactpi, ®panuis

(HaitmenyBaHHs BUPOOHMKA NiKAPCLKOTO 33C00Y, KpaiHa NOXOAXEHHA)

Bsesero B Vipainy Tosapuerso 3 o6mexenow Bignosinansuicrio "CEPB'C
YKPATHA", inenr. xon: 33643340
(HafiMenyBanns Ta koa sa €/IPITOY ropunnusoi ocoGr abo npissuuLe, iM'a, no GaTekoBi
distunol ocobu - mixnpuemug, il Micue npoxuaHa T2 peecTpauiitiui Homep o6mixoBoT
KapTKH NNATHHKA NOAATKIB abo cepix Ta HoMep nacropra)

Iporokon Bisyanshoro kourposo sin 26.09,2023 N 2875/5.

3a pe3yNbTaTAMH IEpPKABHOIO KOHTPOJIK0  BCTaHOBJNEHO, WO Jikapchkuil 3aci6 Beeseno B YxpaiHy 3

AOTpHMa X 3acobis,

Muxoma XOJIOAEHKO

(iniuianu Ta npizpuie)

(nianuc)
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SIKOCTL JHKAPCHKOT'O 3ACOBY =

Name of the Manufacturer & Address/
Hazsa Ta azipeca BupoBuuka

Name of Importer and Address/
Hasga ta agpeca imnoprepa

Which Consignment of product is delivered/
Bua npoayknii, o nocrauaersesn

Pharmaceutical form/Jlikapcika (popma
Name of the Product/Hassa nikapesroro 3acofy

Dosage / Cuna njiv

Type and size of packaging/Bun Ta poamip yiakosku

Finished product batch number/
Howmep cepif rorororo nikapcrKoro 3acoby

Manufacturing date/Jlara BHpoBHUUTEA
Expiry date/Tepmin npugarsocti
Batch size/KinbkicTs y cepii

Manufacturing Licence numbier/
Howmep aiuensii na BUPOGHHLTRO

Registration Number/Peecrpauifine TOCBiTYEHHS

LES LABORATOIRES SERVIER INDUSTRIE
Siege social - 905, route de Saran - 45520 Gidy - Fronce -
S.AS. ou copitol de 3.080.000 euras » 402 222 483 RCS Orléans

Tél O2.38.23.8?.q0 - WWW. GV

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JTaGopatopii
Cepr'e Innactpi 905 pyt ge Capan, 45520
XKini, ®pannis

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

BYIL. HabepesxHo-XpeinaTuuska, 41

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

Pharmaceutical Product/JTixapcskuit 3aci6
Film-coated tablets/TaGnerxu, Brputi

IUTIBKOBOK) 0B0A0HKOI0

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

20mg /8,19 mg/ 20 mr/ 8,19 mr
10 tablets in blister; 2 blisters in the carton box/
no 10 taGnerok y Gnicrepi; mo 2 6nicrepu y

kopobi 3 kaprony

6081872

09/2022
08/2025
20 000 boxes/ynaxkosox

2022_188_1_7 dated 20.12.2022
2022_188_1 2 sin 20.12.2022

UA/16712/01/01

ﬂ)kzz/ﬂ LOTLC) 0 AT




n .
LES LABORATOIRES SERVIER INDUSTRIE SE}RVIE Rj.

Referencemethad - Tloensanm st vernn: DTC _30Y3005_PE_T_CTR_AG904_EN_7.0 R
Reference speeifications * [octaanny na eneinsdikaai: DTC _S093005 PF_N_SPE 20891 EN 40 ’

NARE {ladey LONSURF* 20 mg/ 8,19 g/ JANCY P it 20 2007 8,19 mp
Film-coated whlets - Tarenan skpyt maibzosato offoromsog
Trifluridine 20 sog and Tipiracil 819 mp (expressed ox Tipiraeil Hydrchlordde 2420 mg) "3 an ity T 8,19 M
TIEPRLIEY {y w0r o 9420 au impatany 1 LEONIpLIv

Muomslavionng produet bateh number Hosep uunuﬁlm'm‘fccpi‘i sHuapenkora meody 404096199
Ay sis < v 0G0 7/2023

Fimished produet bateh number / Hossep cepil rotonor o dikapensoro scod GURINTZ
TESES S TTORAINHK STANDARDS 7 CTANIAPTH RESULTS ! PEIVIILTATH *
L. Description / Quue Pate red, round, biconvex Rlm-coited nblets with “20™ jrinted on nne side, Passes / Bitnoninac

and 102" and 20 my” printed on the ather side, i pray ink
Hsovnyr Tadaeno kpyriof opastl. nEMITLILIIROBoW ploronrme Giitp-
EPROLOTD KOALORY., T AEPKY RN « 200 110 0au0Aly Goui § « 1020 1o 20
My - 18 SHILIMY. HEIEECRUING CIRUA S0 AL

Blameter at release: £ 7,8 ywm . Linstetp ipn nnnycey: < 7.8 s Prsses { Bianoniznc
ey Thickness ol release: < 3,5 mm - Tasaston apn BHIVCKRY: 2 1.5 nim Pugses ! Biananinar
C/'I 2. Mentificatioy (retention time aud UV) 7 The retention limes ol twa nuwin peaks abtained from the swimple solution iy Pusses £ Birnonimse
Laewrinpiesnis timaax pedsoun (aa the same s those from the standard solution in the ausay . Yacn
VTRIAYBRIG! 15 Y h} N YERIMYIAIAUL N0 HENOIIIN DI, DIPIMILIN 1 008SRy I
* HPLC(in touse methed)  BEPX POV, NOAITI 16 A, OTPHMSHIIN H CTARMIIOND sy y
Y TRIIBE seToa) mripuiiyaw «lirhsicie sm@aeio houns peson
¢« UV gin house method) ¢ e For e peaks al th same retention Litnes, both the uhsomtion specira of Fusses . Binnogizne
(RiIyTRImHIN Mel0a) these [‘IL‘-’:IR‘G exbibit similar indensities ol ubsamtion ut the same wavelengths
) £ Ham ki spic o;umsonnx queax VIPUMy W itrrencumest abeopGui
it GOOX CILITIPEN Iraniam b s Higin NP1 OLIBKORIES JOHIHIN XL
L S E ] RGN
3. Related substanees / Cyuponiaut tndividuat speeilicd relued sebstances / [nanmiayawmie e ndibcomg
E{IHTTIN UYDOBIANE Aantitgn
HPLC (in house method} - BIEPX FaT:= 0,20 9% 0.05
(g i it seroa} ‘ 2P = 0,20 Y% R3]
TPi-kelone: < 0,20 % voa .
Esch individug) unspecilied reluted substunces © Bostim irrmigyanuno .05
neinenTinpikonmn eyuponiana aosiwe < 0,20 ¥ i
Totil related substsnces ot release . 3araiuneg asicr CYORORIAHIE doMiwny 01K
. npo wilivesy- < 0,60 % ’
+ :i':;::r:ﬂ':;‘_ féiﬂ?p’ﬁl:'izll‘: _l:ﬁ:::':::“ Complies with Ph, Eur. 2.0.40, I.:i,'umni:iuc Caponeficekint upsaimet Pigses / Biaioninae
W UL — GauedpiodeTn uniery i)
5. Water content / Bader nogn =50% 4.5
( B ] 6. Disselution / Powyniennm Q-value is 80 % ot I3 minules for Trilluridine, and Tipimcit 7 ocanig 9] tat
L ALUCTPIBDAYPILN TiTIoHpRuy i §S X, crasom s K0 % 18]
7. Microbial ensemeration Total tierobic microbiaf count / 3eremne sncaa uepobiins =2
Mirpodinaorisim waeror stipoopranisan (TAMCY: < 1112 CFUsp - 16} KYO/r
Total eombined yeasis moulds eount / Jucinie wes APTRLKORIN Ti <5
maicenemy mpuiie {TYMC): < 07 CFU - 10 KYOrr
Eseherichsn coli: ubsenes/| 8- wizeyriierill . Abseniy
B Assuy 2 Kiabkicut s g Ahauny
pUsinng 93,00% ta 105.0 %y af label claim for TEMridine, sl Tipiscil : 2
HPLC {in havse methed)  QCPN 950 - 103.0 % ni e nsery TP PIEIY Ta Thsiprwy 99,64

L rpim i sero.)

Binch neeepted: Cepr nphitisreg

*Mewdeteeted e silean - Ny apphieable - He nporuditoc, - Skip test - Passes  Bugiprone aurpodyengm - Biduoson - Absear f g Bidcvmwiom: | o
Ship test - oy applicahly Buinipuiese aumpotiuanos — He npovodiiocn A7
Responsibly for Couformet: Canerol Loburatories Bidnosidwivnug 30 Jovmoeipicns Sabopamopnoen canmporio r } G

Puseale MASSON

Page2 ol 3
Sivpe steial L M3 wte G Seen - $5320 GIDY ~ Damnee . 433 (W23 2368700 v perdveoons
SAS wuenpital de IRSHOTT cuns — J0T 227 453 RCS Orlduns
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER *

el By vou

I hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured
(including packaging/tabeling) 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/ Lium 5 3aceinvyto, wo uasezena BHLUE indopMaUis € JOCTOBIPHO Ta TOMHO. I:o cepiro mpoaykuii Gymo
BHPOOICHO (BKMOYAKOUH MaKYBAHHA/MAPKY BaHHA) Ta NPOBEACHO KOHTPONL i1 AKOCT! HA BHIE3a3HAYEHIH AlnpHuLE y
noBHiH BiANOBIAHOCTI 3 Bumoramur GMP, BCTAHOBNEHHME MiCLEBHM PETYIATOPHUM OPTaHOM, 8 TAKOX BiANoRiAHO [O
CreudpikaLif, Wo MICTATECR y peecTpauilfHOMyY ROCKE. IIpotokony BUpOGHHIITRE, TaKYBaHHS Ta aHANi3iR Byno
MIEPErNARYTO Ta BCTAHOBIERO Bifnosinnicts GMP

Date of batch release / [lata sunycxy cepit : 24/08/2023

Name and Position/Title of person authorising the Batch Release/ Ipisenue ra noeaga/ 3gamus ocobu, Axa pHAATA
AO3BIN Mg BHIYCK cepii
Pierre GENOT, Qualified Person/V nosrosasena ocoba

Jérome DEYGLUN
Pharmacien Adjoint-

X A4 ./ N . _
Signature/[Tlinguc; / / ’/A'/, Date/llara; .~ s/o¥ / Z‘Uzﬁ

e

Finished product batch number/ Homep cepii rorogoro fikapcskoro zacoBy : 6081872

LES LABORATOIRES SERVIER INDUSTRIE
Siége social - 905, roule de Seran - 45590 Gidy - Frarce - Tél. 02.38.23.87.00 - www.servier.com
3.A.5 au capitol de 3.080.000 eurcs = 402 222 483 RCS Oileans

Page 3 of 3




1 JAEPKABHA CJYXKBA 3 JIKAPCBKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npoe. Haxii Ceitmianoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JJPIIOY 37079055

BHCHOBOK
PO AKICTH BBE3€HOT0 B YKpaiHy JikapchKkoro 3aco0y

04.01.2024 Ne 311/24/26

JAHCYPO® 20 MI'/8,19 MI'

 (MaliMeRyBaHHA NiKAPCLKOTO 3aC0By SMANO 3 pEeCTpaLIHHAM NOCBIAYEHHAM)
Tab/leTKH, BKPUTI INTIBKOBOX0 o6oJi0HK010, 110 20 Mr/8,19 mr, mo 10 Tadaerox y GuicTepi; mo
2 Gaicrepu y kopobui 3 kapToRy

(opma BHMyCKy, N03yBAHHS, BUA TAKYBAHHS fikapcekoro 3ncoby)
Homep peectpaniitioro noceimuenns UA/16712/01/01 crpox aif peectpaniisoro nocsinuenns HeoOMexeryit
Cepia nixapcpkoro zaco6y Me 6089315 KinekicTs BBE3eHOTO Nikapebkoro 3acoby 224

BupoGHux JlaGoparopii Ceps'e Innactpi, ODpannig
(naltmenyBanHA BUPOGHMKA MIKAPCHKOTD 3acoly, kpaiHa NoXOMKEeHH)

Beesero B Vipainy ToeapHcTBO 3 06MeEsKeH0I0 BitnOBiTanBHIcTIO "CEPR'E
YKPAIHA"_, inent. Kon: 33643340
(HafimenyBanHs Ta kon 3a CIAPIIOY opuanunot ocoby abo NIpi3BHLIE, iM's, 110 6aTEKOBI

QissHol 0cobH - miampuenmus, i Micne npoxusanss Ta peecTpauiiiHuii Homep o6mikoBo}
kapTKW NNaTHHKA noaaTkis abo cepis Ta HoMep macnopra)

IpoTokon BisyansHoro koutpomo eig 04,.01.2024 N= 8/1.

3a pesynbTataMM IepkaBHOTO KOHTPOMO  BCTAHOBNEHO, WO Jikapcbkuli 3acif  Beeseno & Yxpainy 3
AOTPHMAHHAM 8 ONABCTBA OO 3a0e3neyeHHA AKOCTI JHIKAPChKMX 3ac0bis,

Muxona XOJIOJAEHKO

1) \E”(ﬁmnuc) (ininiam Ta npissmue)




LES LABORATOIRES SERVIER INDUSTRIE
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SERVIER *

moved by you

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT SIKOCTI JIKAPCbKOI'O 3ACOBY

Name of the Manufacturer & Address/
Ha3spa Ta agpeca BupoBuuka

Name of Importer and Address/
Haspa ta anpeca imMnoprepa

Which Consignment of product is delivered/
Bun npoxyxuii, mo nocragaerses

Pharmaceutical form/Jlikaperka dopma

Name of the Product/Hasea Jiikapcskoro 3acofy

Dosage / Cuna aii

Type and size of packaging/Bua Ta poaMip ynakosku

Finished product batch number/
Howmep cepii rotosoro nixapcskoro sacoby

Manufacturing date//{ata BupoGHunTRa
Expiry date/Tepmin npuaatsocTi
Batch size/Kinbkicts y cepif

Manufacturing Licence number/
Homep Jtinensii Ha BupoBHEITEO

Registration Number/Peectpaniiine nocsinuenns

Slage soclal : %05 route de Saran - 45520 GIOY - France ; +33 (02 38 23 87 80 - www.senvier.com

5.A.5. au capltal de 3 080 000 euros - 402 222 483 RCS Orléans

55
C@J ?Da/

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/TaGopaTopii
Ceps'e Iumactpi 905 pyt ne Capan, 45520
Kigi, Opanig

Servier Ukraine LLC/TOB "Cepa'e VipaiHa"
41, Naberezhno-Khreshchatytska St./

Byn. Habepexxno-Xpewaruupka, 41

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

Pharmaceutical Product/Jlikapeskuii 3aci6
Film-coated tablets/Ta6nerku, prpuri

TIHBKOBOIC 0BONIOHKOW

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 rabnerok y Gnicrepi; o 2 6nicrepu y

kopobLi 3 kapToHy

6089315

05/2023
05/2026
20 000 boxes/ynakosok

2022_188_1_2 dated 20.12.2022
2022_188_1_2 pin 20.12.2022

UA/16712/01/01

—

Page 1 of 3




LES LABORATOIRES SERVIER INDUSTRIE SERVIER_

: ]
sl B Al

NAME / HA3SBA LONSURF® 28 mg/ 8,19 mg/ JAINICYPO® 20 me/ 8,19 mr
Film-conted toblets / TaBnetxn, srpuTi Anlnkosaio oboiokolo
Trifturidine 20 mg and Tipiracil 8,19 mg {expressed as Tipiracil Hydrochloride 9,420 ma) / 20 sir tpidypisiusmy 1a 8,19 sr
Thnipaty (y srinn 9,420 Mr inipaduiny rlspoxnopnay}

Manufacturing product batch number / Homep sitpobintiuol cepil risnpeskoro acofy JET8RD
Analysis / arania 14/1172023

Finished product batch number / Hosiep cepii roTonoro mkepcukoro 1acofy 6089315
TESTS / NOKAIHKMKH STANDARDS / CTAHAAPTH RESULTS / PE3VIILTATH *
1.  Description/ Onne Pale red, round, biconvex film-costed tablets with “20” printed on one side, Passes / Bignoeinac

and 102" and “20 mg" printed on the other side, in gray ink /
Ilpoowrykna TaGneTka spyrnofl diopsu, expirra naiskosoio oBpaonkok Bning-
YCPROHOFO KOAKLOPY, 3 Mapkynantsy «20% Ha omiomy Goud | «102» 1a 420
mEy - 1A [10oMY, Haece s cipuME SepHInaMI

Diameter ot release: < 7,8 mm / diamerp npu annycry: € 7,8 Mm Passes / Bianosinac
Thickness at relense: € 3,5 mm / Topusng opy siaycky’ < 3.5 mM Passes / Bianoninac
2. Mentification (retention time and UV)/ | yp rorention times of twa main peaks obtained from the sample solution ar Passes / Binnopizac

ImenTidikouin gilovux peaomas (vac
yTpUMYBANIA Td YD)
i HPLC (in house method) / BEPX
(ButyTpitomill MeTon)

the same as those from the standard solution in Lhe assay / Yscn
YTIALYRAINIA ABCK OCUGNUHK NIKIB, OTPUMALIIX 3 ADCALLKYDANOFO
PO3ULHY. ROAI0NI 50 TAKKDX, OTRIMANNX 3] CTHLAAPTHOCD POIULILY ¥
supoBysanti eKinnkiciie sinaueta ahouux pevosimm

s UV (in house methed) / b For the pea.ks’ut. 1hF s?me.rclcnli?n times, bot]w: e absomtion spectre of Passes / Biznonigac

(RyTpitsl seton) these peaks exhibit similar intensities of absorption at the samc wavelengths

/ Ilng niin npis DXHOKDBIIX HOCAX YTRPHMYBRIHR iHTENCURHOCTE aBtapBinii

Ha DBOX CNeKTPAN NOMIMKAKHA WX NIKID NP1 OMIAKODIY LODKHBAX XBIAT
¢ inenTHyHimI

3. Relunted substances / Cynponigni Individual specified related substances / hapnigyansuo igermsdikonaui
Aomimry eynponiani aosiukn;
HPLC {in house method) / BEPX [T <020% G.05
(oryTpiuntill mMeTon) 2-IP: < 0,20 % 0.00
TPl-ketone: < 0,20 % .02

Each individual unspecificd related substances / Konai inmsinyan, o

7 ; ; 3 0.07
teiae mpikcnayn cynpoaimen Jominmsa: < 0,20 %
Totol related substances at relense / 3aranuuni smicT cynpoBimmix Aasitos] 0.20
nplt sitnyeky: < 0,60 % )
4, :.Il:;tgarrnn:‘lttyy!oé ﬂ:it;,gi;:;;:i "ﬂ*':;’;’l:’::;x Complies with Ph. Eur. 2.8.40 / E’!,ip.n;ginnc &Eaponeficnkih dapsvaxoncy Passes / Bianomige
Ol HL — DANOPILHICTE BAICTY (2-2:40)
5. ‘\Waler content/ BaticT sogu <50% 4.2
6.  Dissolution / Posumrcunn Q-vulue is BD % at 15 minutes for Trifluridine, and Tipiracil / Toxazuie Q 99
Juin tpudiiypieaiiy Ta Tinipatuuty ta t3 xb. cTanopims 80 % 100
7. Microbial enumeration / Total acrobic microbial count / 3aranune Yacno acpoBuix <20
Mikpobionoriunn wncrora mikpoopranismis (TAMC): < 107 CFU/e — 107 KYO/r
Totai combined yeasts/moulds count / 3arunulie wisco npikmionin Ta <5
mnicenenisx rpubio {TYMO); < 10° CFPU/g ~ 102 KYOir
Escherichia coli: absence/) p ~ nigeyrnicn/ r Abseni/s,
8. Assay/Kinericae susimtcins iy
peuoig 93,0% e 105,0 % of label ¢laim for Triluridine, and Tipiracil / 101.0
HPLC {ip house method) } BEPX 95,0 - 103,0 % nin 3n9anei0r0 BMicTy TPUGAYPIMIY T2 THITipALLAY 100.3

{BHYTRIWHIR MeTOR)

Batch accepted/ Cepin ssprinata

* Not detected = He awagneno - Not applicable = He npogoduaocs - Ski tesi - Passes - Budipkone sunpedyaanna - Bidnosidar - Absent lg = Bidcymniomn: |

Skip test - Not applicable = Bubipraee aunpodysanns - He npogoduiocs m”—_—“-\*\
Responsible for Conformity Control Laboratories: Bidnosidananuil 2a Jocmosipuicm JTaboparBpnoss & :
Caroline PISTRE

R Page 2 of 3
Steege social ; 909 soule de Saron . 15520 GIDY . France : 4313 {02 3B A 8700 www.servier com

S.A.8, ao capial de 3480 00D euas - 402 222 483 RCS Orldins
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER_

moved by you

T 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/ Llum 5 3aceimdyro, mo Hasenena euwe indopMmalia € [ocToRIpHOI Ta ToaHot. Lo cepiro npomykuii 6ymno
BHPOO/ICHO (BKILIOYAIONH [AKYRAHHA/MAPKYBAHHS) TA IIPOBE/IEHO KOHTPONE i AKOCTI Ha BHIIE3a3HAUCH I MimbHHLL y
NoBHiH BiANoBiKROCTI 3 BuMOramu GMP, BCTAHORIEHHMH MICLIEBUM PErYNATOPHMM OpPIraHOoM, 3 TAKOHK BIATIOBIAHO 10
crenudikanii, mo mictaTecs y peectpaniiinomy gocse. [TpoToKoIH BUPOGHULTSE, NaKyBaHHA Ta aHanAi3iB Oyno
NEPErIAHYTO Ta BCTAHOBAEHO BiiMoRi/(HicTe GMP

Date of batch release / [Tata Buniycky cepii : 04/12/2023

Name and Position/Title of person autherising the Batch Release/ IIpizsume Ta nocaxa/ 3auns ocobu, AKa BHIANA
A03BiN Ma BHOYCK cepil
Pierre GENOT, Qualified Person/YnoBHoraxena ocoba

05 DEC. 2003

Signature/ITigmuc: Date//JaTa:

Finished product batch number/ Homep cepif rorosoro nikapeskoro sacofy : 6089315

Slége saclal : 905 route de Saran - 45520 GIDY - France | +‘33 ()2 38 23 87 00 - www .servler.com
5.A.8. au capital de 3 0B0 000 euros - 402 222 483 RCS Orléans Page 3 of3
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTHDIKAT SIKOCTI JIKAPCEKOTO 3ACOBY

Name of the Maniifacturer & Address/
Hassa Ta agpeca BUpoOHBKA

Name of Importer anid Address/
Hasga ra agpeca iMroprepa

‘Which Consignment of product is delivered/
By nponyxuii, mo nocrasaetsey

Pharmaceutical form/JTikapeska dopma

Name of the Product/Hasea MiKapekkoro sacofy

Dosage / Crirta mii

Type and size of packagirig/Bun TA POAMIP VITAROBKH .

Finished prodiict batch niurmber/
Homep cepii rotosoro JHKapCHKOro 3acoby

Manuifacturing date/Iara BHpOBHMNTEA
Expiry date/Tepmin mpurataocri
Batch size/Kisnkicts y cepif

Manufacturing Licence number/
Homep ninensii na BHPOGHMIITRG

Registration Number/Pecctpaniijite HOCBiAYeny

Les Laboratoires SERVIER Industeie 905, rotite
de Saran 45520 Gidy France/JlaGoparopii
Cepr'e Inpmactpi 905 pyr ne Capan, 45520
XKini, Qpannin

Servier Ukraine LLC/TOB "Cepi'e Vkpaina"

41, Naberezhno-Khreshchatytska St./
BYyI. Habepexro-Xpemaruupka, 41
Kyiv, 04070/m. Kuis, 04070
Ukraine/Yxpaiia

Phaimaceutical Product/Jlikapcskuii 3aci6

Filim-coated tablets/TaGnerxe, sipuri

MI1iBKOROIO 0B 0I0HKOID

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 cartan box/
no 10 tabnetox y GaicTepi; no 2 GnicTepu ¥

Kopobui 3 kapTory

6093676

07/2023
07/2026
20 000 boxes/yriakosok

2022_188_1.2 dated 20.12.2022
2022 188 1 2-pig20.12.2022

UA/16712/01/01




LES LABORATOIRES SERVIER INDUSTRIE S ERVIER_,

Referende methad : Mocwaaiiny ra sieting: DTC_S095005_PF.T_CTR_40904 EN_7.0 _
Referenee specifications / TToestmye 1z cneundiratig: DTC,_S095005_PF_N.SPE_4089] _EN 4.0

NAME HA3EA LONSURF* 20 mp? 8,19 pue/ JAANCY P2AiE 20 are/ §.19 mr
Film-coated iablets © TaGarerin, BEPUTEDAiBERONDIO oflonoikos
Trilluridine 30 mg ind Tipircil B.1 9 my {expressed us Tipiraeil Hydrochionde 9,420 me) L2 e iy praany ta 8,59 s
Timpatakly (v sscima 5 420 e THRIpALIY rTiApoNaoptiay )

Matsmaluetuomy preduct bately pumber - Hasiep wipobomoi cepii ARIERKROrG TIcoiy IGYTAD

Anabysis fanaary 2201472024

Finisled product batel number Hosep cepif rotasoro JRRGPCREOO 18200y 6003674

TESTS / TIDICAIMHKH STANDARDS / CTAHAAPTH RESULTS/ PERYNLTATH =
1. Description # Onmc Pale red, round, bicanves film-coated tablels with “20" pdnted on one side, Passes / Rinssonigac
and *102" snd “20 mg" printed o (e other side; in gray ik’
Oeoonykna matineria KPYEAOE diapatt, BRI sninkeroo oforalrold Gring-
FIEPROROCO KOGLCDY. 3 Mapsy o «20n a0 ounomy Soui { «l 02y 12 420
Mg - WL N0, HAECEHIM Sipis sopurmamit

Biameter ot release: < 7.5 mm / Hinvern npu srmyeiy: < 7,8 e Pusses ! Hignanjgae
. . ) Thiskness ut release: < 3,5 mm 7 Tonmumr NPY #AHNYCRY: £3,3 MM Pugses / Bignoniaze

* Mentification (retention time and UV} The roweatiorn times of two moin peaks obtained from the soinpie solution ur Passes / Bignonizac
furspiicayla aliosus prresien (e the sumie ns thase [rom the swndard sofution in the mssuy © taen
Yrpuasyuaie 1o Y} YIPUMYBIIIL V0N OCIO8ILIN HiKiD, OTRUARIIIN 3 10EALURY LR

e HPLC ( in [}nusu methad) - BERX POEIRY. ADAITIE 40 TAKUX, oTpIMBiNN 3 CHRIBANTIGTO DOHHNY ¥
(i Tiwnifi seron) mmpobysnmi alGabsicie wienadenos Qhons pedosmm
* UV (in house methad) 7 Ve For the puﬂks'm' ”]F s-:unﬂ.n:lum‘it.m lin.ms. bnl13 the nhsomption spectra ol Passes . Bignosizag N
(v miwnin sieton) these nui_ak_s exhibit similar mlunsmr:s.ol ﬂhsmptm? ot (he same %vuw:]en—gl!.lls
{ i nticin npir ogpaiconiy uncax YIpusynmnin firrenciinuoct sBeopsui|
1) 080X enewmnk normmme W mikin UFH OLIRCORIS LOEXIHES XNk
L . e . € LACHTI R

3. Related substuces / Cynponian Individual specified relaled substances / Ingrmigyanno iserTmihikonani

HOMiER cynpanisui nosduc:
HPLC (in house method) ; BEPX Fat:= 02004 0.05
Dssiyrmitanii meron) 210 < 0,20 % 0.00
. TPl-Ketone; 0,20 9% ] 0.01
Ezeh individuy) unspecilied related substanzes 7 Kowma inmnsiayainio .05
neigermufikasany cyrponism nosimg: <020% ’
Talal reluted substances ot release / Jormininl sict cyoponiaNnx aosimpn 0.19
Lo . . Hpl nunvery: < 0,60 8 )

. Un.liarm‘ny ufdusugu units — cotent Complics with Ph. Eur. 2.9.40 - Biasueitue Coponeifenkis dapmaronei ;
unilorigity / O,imtfpm_uicrh-apzunnlnt:lx (1.9.40) Pusses £ Brangsigie
NN — pANORIANICTE BYiCTY :

3. Water cantent / Brier noyn =508 4.1

6. Disselution / Possusenng s Q-vulue is 80 %4 at |5 minules [or Trifluridine, znd Tipiracil 7 Dokmanme Q Lon

SETRSHIYpLUA Y T TP |5 xn. criiopiers B % 99
7. Mierobial entmecntion / Total aerobic microbinl count /7 3nrannie weae aepodings <26
Mispoiniorian wneroTa stbiepuapraniiadn (TAMC): < 0 CFU' - 1R KYOJe
Towl combined yeasisaoulds count / Rarnge HNERD APBERTROMIN Ta <3
mticerenix raGin (TYMC): s 102 CFUg - 107 KYOir
o . Escherichia coli: shsences] o wacy1ticT/ o . - Abseata . _

B, Assay ! Kisssiene mmnrenon dirguny
pruamm $3.0% 10 105,00 "4 of \abel claim Tor Trifleridine, and Tipiracil 948
HPLC {in house method) : BEPX 93.6 - 105.0 ®4 nid tmpaciorg wateTy Ty PRy 2 Ty 98.0

HEYT LG S Toa)

Bateh acceptod/ Cepig HpiiftnaTa

* Notdetesied  He varene - Ny applicatile = e nposvinroces - Shkip test - Passos — Budiprose sunpodiveanis - Bidwosidae -Abseni-lg - Bideymuican 1
Slip test - Not applicable = Budiprote whinpodyranm — He HPOHEON e P e
Responsilile for Canformity Comrot Lohoratories Bidnoaidaswauii 30 Aacingsipuicmy AaBopamopyocs KoY
Julic BERNAKTS

>
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SHES putied vie Siitis ™ ASS20 GHOY - Frcs . 158 103 3693 B9 0 o s iceii
capidad de 3 CHPIDD cuty - 402 172 103 ROS Orldans
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LES LABORATOIRES SERVIER INDUSTRIE SERVIER

moved by you

T hereby declare that the abovementioned information is relizhie and accurate. This batch of products was manufactured
(includirig packaging/labeling) and its quality control was made at the abovementioned site ini 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/ Ly A 22CBIINYIO, [0 HABEEHA RUIIE indopmanis e nocToBipHOKO TA ToUHOIO. Llro cepito npoyxuii Byno
‘Bupobneno (Brmiowaroun NAKYBAHHSI/MADKYBAHH) TA IPOBEACHO KOHTPOJIE i IKOCTI Ha BHINE3a3HAYERIH ALTBHULI y
NOBHIl BIATIOBIAHOCTI S BUMOTaMU GMP, BCTAHORICHUMH MicCiIERAM PETYJIATOPHHUM OPraHoM, a TAKWK BIANORIAHO 10
cnenudikauiit, mo micTaTses y peecTpauifitomy nocse. Ipotokoms BUPOGHHUTEA, TAKYBAHHA Ta aHANi3(B Bymo
NEPEriiHyTO Ta BCTAHOBIIEHO BiANoBigHicT GMP

Date of batch release / Hara BHITYCKY cepii : 22/02/2024

Name and Position/Title of person authorising the Batch Release/ Tlpizamue a nocaga/ IBANNN - 0co6H, kA BugARA
J03BiN HA BRIYCK cepii

Pierre GENOT, Qualified Person/Yrnosnosaxena ocoba

Signature/Tligrue:

Date/[lara: .. 23 FJ;:V 2024

Finished product bateh numbet/ Howmep cepit roronoro fiKapeEKkoro 3aco§z 16093676

Slege soclal’ 905 route de Saron =-45520 GIDVY - Frarce ™ 143 (02 382387 00°- wWivw £arvisr caim .
5.A.8. gu capital de 3 080 D00 euros - 402 222 483 RCS Oréons Pa'gé' 1 6F3
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AEPIKABHA CIIYIKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KNEBI
npo. Hanit Cotrnuaio, 3, 02099, vén. (044) 295-26-85
E-mail:-diskyiv@dls.gov.oa, Ko €PIIOY 37079055

BHCHOBOK o
ApPOo SIKICTHL BBeienoro B Yrpatny JiRApCLKOro 3206y
01.04.2024 | . Ne16561/24/26
JAHCYP®® 20 MI/8,19 MI"

{madMeliypanus sxaposkoro 34cely arinno 3 peecrpanifism fio_cr}mixcr T ECH]
TabrericH, BRpuTE MIIiBKOBOIO 660IIGHKO10, O 20 mr/8,19 mr, no 10 rabaerox y Gaierepi; no
2 Baicrep y kopobui 3 kaprony.

g{impma BHIYCKY, AO3YBANHS, BHE NRKY BaEs JIRAPCEKOTO Sacofy)
Homep peectpauiiisiors nocsindenas UA/16712/01/01 expo ait pecoTpauiitoTo ROCHIAYeHH HEOOMEKE T
Cepia nikapcexoro saco6y M 6093676 Kissxicrs nseseriors sikapeskoro sacoby 381

BupoGusix Jlaboparopi Ceps'e Imactpi, Opanitis
{nafverysanus supobinka ATRAPCHROTO 3ac00Y, KPUTHA TIOXOIKSEHY])

Breszeno s Vipainy Tosapucrso 3 ebmeienoro signosinanbuicrioc "CEPB'E
: YEKPATHA", inent. con: 33643340 o o
(naftsenyanig Ta ko 33 GOPL 10V wpnmine? oeobu s6o npizaume, im'st, mo-Garndkoui
hisiunol 6000y - mimpHEsit, T MICHE HPOKHBARIA T preCTpali i Hokep olikonol
Kaprew MEaTHEKY noxaTxis alo SEPLTA HOMED TECHOpTA)

Hporokom slsyansuore kowrponio iy 01.04.2024 M 1012711,

33 pesynbTATAMY IEPRABHOIO KOHIPOMO  BCTAHOBRGHO, WH- nixapesiil. 3aci6 seezens. B YEpatay 4
AOTPHMAHHAM 5UMOT 30K0HONABCTES 00 JABe3nedeHin SKOCTL ik FLKHK 3400618

- .'gg,,gi}ﬁifi’_:mk o
6T s m;‘?‘ﬁ;ﬁ %

Muxona XONOLAEHKO

(rizame) (iminiamTa opissmmg)

Hawanpnug

{rovaong pcolud
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