AEPKABHA CJIY2KDBA 3 JHKAPCBKHUX 3ACOBIB TA KOHTPOJHO 3A
HAPKOTHUKAMMY Y KMIBCHKIN OBJIACTI

npoe. Ceirmrurof Haxl, 3, muKuis, 02099, rer/dakc: (044) 576-40-41
H-mail: dis.ko@dls.gov.ua, Kog €APHOY 37078774

BUCHOBOK
[po SIKICTH BBE3EHOIo B Y KpalHy JiKapChKoro 3acody

20.67.2026 Ne 35557/26/10

TEMOJAI®

{raibvenysannyg MKAPCLKOre 3aco0y SriIH0 3 PECTDABIRHIM HOCHE IUSHENNM }
Kaucyn o 20 mr; o 1 kaneyni y came; o 5 came y kaprounnit kepobtui

{Popua sunycxy, Io3ypadis, sui HAKYBANEA TKAPCHKOIO 34000V}

Hoep peecipatiiioro nocsimerms UA/4893/01/02 crpor nif peecrpaniitsoro nocsimsenis 01.01.2099

Cepis nikaperrero sacoby Ne. C135600 Kinxicts ssesenore aikapeskere 3acoby 88
Bupobunk Mepx Hlapn i Joym BB, Higepasgpe
(madmenysanny supobunka sixapesioro 3ac0Dy, kpaina HOROKEH L}
Bseseno B Yipainy Cuinsne YKpaiHCEKO-eCTONCELKE HIIPHEMCTEO ¥ opMi ToBapHcTBa
3 obmekenomw sinesinansricrio " Qurima-@apm, JITAY, inenr. won;
21642228

(Halivony i Ta Ko7 32 ETPTIOY 10pHHIHOT OCOhR 8b0 HPIBIIIG, A, o BATHROS! (IsHaH0T
OcODY - mInpEeMs, 1 MicHe HPOKHBARET TA peccTpanifnni somep 000 BOT KapTRY BIATHEKA
ronariis abo cepil Ta HOMED acHopPTa )

Hperoken si3yaibiers Kewrpemo sin 14.07.2026 N 20814,

3a pe3YALTATAME CPKABHOTO KOHTPOMIO BOTAHOBJCHC, G-  JIKApCeKRH 3acid ‘smeserc B Yipainy 3.
JOTPHEMAHHAM sivor 3aKCHOABCTBA MOAC 3abestie oA AKOCTI NIKAPCHKHX 3800018,

 CHmr EPROMEREDY

hnubii v splamtisr
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Baich Certificate

Certificate of Analysis/Conformance

MERCK SHARP & DOHME

8.V. WAARDERWEG 39, 2031 8N
HAARLEM THE NETHERLANDS |

Product Name [TTEMODAL®, Capsules 20 mg

Batch Number . C135600

Material Number 1007031

Bulk Batch Number 13028834

Primary Pack Batch Number 13028834

Manufacturing Date 11-AUG-2025

Expiry Date 08 2028

Date of Packaging 16-DEC-2025

Lot Quantity 1409.000 EA

Strength Capsuies 20 mg/capsule Temozoiomide
Packaging 1 capsule in sachet; b sachets in carton

Registration Certificate: N° UA/4893/01/02
Manufacturing License Nr: 108958 F
GMP Certificate Number: NL/H 24/2054285A |

kesuits

COMPLIANT

Specification

Size No. 2 capsules with yellow cap and
opaque white body containing a white fo light
pink, light tan powder. The cap is imprinted in
black ink with "TEMODAL", the body is
imprinted in black ink with 2 stripes, "20 mg",
and the Schering-FPlough logo.

Characteristic

Description {Visuatl)

COMPLIANT PASS

ldentification (HPLC) The ratic of the retention time of the analyie
paak in the sample chromalogram o ihe
retention time of the emozolomide peak in the
siandard chromatogram is between .98 and
1.02. The relention fime of lemozolomide is 8.5

+ 2.0 minutes.

Sampte TLC chromalogram coniains a spot | COMPLIANT
which has the same Rf value as the
temozolomide spot in the standard TLC

chromaiogram.

l[dentification
Temozelomide (TLC)

Moisiure Maximum 2.0%.

‘MF-36525 (v3.0) Approved

Approved, Approved Date: 17 Mar 2026
This document was generated on 18 Mar 2026
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Batch Certificate
Certificate of Analysis/Conformance

MERCK SHARP & DOHME
8.V. WAARDERWEG 39, 2031 BN

HAARLEM THE NFTHERLANDS |
Characteristic Specification Result Pass/Fail
Uniformity of Mass Complies with the requiremenis of the | COMPLIANT PASS
European Pharmacopoeia — 2.9.5. —~Uniformity
of Mass of Singie-Dose Preparations
Dissolution Percent iemozolomide dissolved in 30 minuies | COMPLIANT PASS
Stage 1 {(Uniis 6): Eachcapsuleis not less than
85 %
Siage 2 {Units 6): Average of 12 capsules (51
+ 82 is not less than 80% and no capsule is
less than 65 %
Stage-3 (Uniis 12): Average of 24 capsules
(81 + 52 +83) is not tess than 80%, not morg
than 2 capsules are less than 65% and no
capsule is less than 55%
Asgay (HPLC) 19.0 t0 21.0 mg/capsale 899.8% PASS
Temozolomide (95010 105 % LE)
Degradation Products: Max. 0.3% 0.1% PASS
S-Aminicimidazole-4-
icarboxamide
{AIC)
iDegradation Products: Max. 0.8 % 0.2% PASS
2-Azahypoxanthine {(AHX)
Degradation Producis: Max. 0.1 % 0.0% PASS
Temozoiomide Acid (TZA)
. S WA x
Degradation Products: Max. 0.1 % S oM ,{;"fﬁ 0% PASS
* LS TR A
AlC-Lactose (AIC-LAC) L7 e *,
: . o IR5] g onip
Fl}egradamn Products: Max. 0.2 % 1$3 Mﬂi} g S ; PASS
Unspecified impurities Wi R xf@&’fﬂ’ J
Degradation Producis: Max. 1.0 % ’- :/ PASS
- N o ﬁ; {}mw‘ﬂﬁ g [+
Total specified | AR
lciegrad ation producis and
unspecified impurities
Microbial Quality: < 1000 CFUfg <500CFUfg PASS
TAMGC&
MF-36525 (v3.0) Approved Page 2 of 4
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Batch Certificate
Certificate of Analysis/Conformance

MERCK SHARP & DOHME
8.V. WAARDERWEG 39, 2031 BN

HAARLEM THE NFTHERLANDS |
Characteristic Spec:ﬁcatmn Result Pass!Fa;i
Microbial Quality: < 500 cfu/g <10 cfufg PASS
TYMCa:
Microbial Quality: Absent at gram level Absent PASS
&, colix
T Tested annually
Packaging Site (Organon Heist bv, Heist-op-den-Berg, Belgium
Primary Packaging Site Organon Heist by, Heist-op-den-Berg, Belgium
Bulk manufacturing Site ™ ORION PHARMA TURKU. FI —
Testing Site _Orion Pharma, Espoo, Finland I
Release Site Merck Sharp & Dohme B.V. Waarderweg 39, 2031 BN Haarlem, The
Netherlands:
NIA N/A

This batch was tested using Analytical Standard (AS) (nclude Produict Number— Product Name)
N/A |, Validity date: | N/A /Monograph /Quality Agreement /Other: N/A.

This batch was reviewed by EQA against the current Analytical Standard (AS) (Include Product.
Number — Product Name) N/A ., Validity date: N/A /Monograph /Quality Agreement /Other: N/A

If the batch was not tested using the current AS, assess impact on the results previously
generated, in alignment with the TR record related to the AS update. N/A

COMPLIANCE STATEMENT: | hereby certify that the above information is authientic and accurate.
This batch of product, including intermediates and active substance(s}), has been manufactured,
including packaging/labeling and quality control at the above menticoned site(s} in full compliance with
the Good Manufacturing Practices requirements of the local Regulatory Authority and with the
specifications and requirements in the Marketing Authorization of the importing. seus The batch

processing, packaging and analysis records were reviewed and found to be in#gGR ﬁgﬂﬁe ‘ cGMP

Reported resuits are obtained directly after manufacturing. In case Testm f on, Ife ﬂh
performed, these resuits are reported on a separate Testing on tmport E3 8 Eﬁbﬁcate a A ysEs
which is provided tt}gether with this Certificate. The batch has been relefi&edl{in ace N2 B
Directive 2001/83/EC. s Bl otE §
MF-36525 (v3.0) Approved AN Bisds ofa
ey “Ois et by
Approved, Approved Date; 17 Mar 2026 fgfﬁ#
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Batch Certificate
Certificate of Analysis/Conformance

MERCK SHARP & DOHME
8.V. WAARDERWEG 39, 2031 8N
HAARLEM THE NETHERLANDS |

‘Target Country  Ukraine:

Author:  {See Appended Electronic Signature Page}
External Quaility Assurance Specialist
Approver: {See Appended Electronic Signature Page}

| External Quality Assurance Senior Specialist and Gualified Person |

CoA Change History
CoA Revision | Change Summary | Reason/comments
Second Version To update the release site - To meet the regulatory
address. requirement.
MF-36525 (v3.0} Approved Page 4 of 4
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CepTtudikar aKoeTi nikapcbhKoro 3acoby

Ceptudgikar avaniay/signoBigHocTi
Mepx Wapn i Joym b.E.
Saapaepser 39, 2031 bH XaapneMm, Higepnad gy

HasBa " Temozan® wancyhu no 20 My
BO3yBaRHA Karicyni. 20 M Temosonomigy/Rancvna
YrnakoBKa 10 1 xancyni 8 cate; no 5 caie 5 KapToxsiin xopobui
Cepia Ciggens
Homep marvepiany 1007031
Homep cepii bulk 3028834
Homep cepii NepBHUHHOT YIT3KOBKMI 3028834
Bara supobrunyrea 11 Cepnun 2025
Tepmin NpuaAaTHOCT Cepniesn 2028
Bat1a nankysaHHA 16 rpygan 2025
Rinokicre s cepii 140000 ynakosok
Peecrpayiline nocsiguerna UASA893/01 /02
flinen3ia Ne 10RO58 F
Cepridikar HanemHoi BupobHiol ‘NL/H 24/2054285A
NPEKTMRM
[TOKaA3HMKK AKOCT Bumor PeayiLTati Zapaxopano/
aHarnizy He3apaxoeaHo
Onne Kancyay posnipom N 2 3 Kpriied Roio MOBTOID ROALOPY | 33paxosaHo
{BizyanbHKuid meron} HENPO30DUM KOPNYCom DINDro RONLO DY, LD MICTHTS
nopowox sig Binoro 2o CcalNo-poOMesoro, CaiTnoro
Gemes0-KOpUI HEBOTO KDALOPY. Ha KPUeL] HopHsmMm siprosigae
HOPHWIOM HaBece it Hanuce TEMODAL, sa xopnyd
HOPHWM HOPHINOM Hasecex] 2 cvmymRry, 20 'mg | Schering-
Plough Nloro N
1 1aertudirauin BiaHowes s Yacy yTDuMyBaHHa niky axanisosasol Japaxesano
BEPX DEUOBUHI HE XPOMATOTDEMI 3DEBKE B0 HECY YTPHMYBaHHA
ARY TEMOSONOMIRY HE XPOMaTOTDEME CTEHEARTY gipnosinee
crasosuTs 8ia 0,98 go 1,02, Mac yTpuMyBasun
TEMOIOA0MIEY CTEROBWTL 9.5 £ 2,0 xaunns
1 1aerrndiraninTCX Xpomarorpamma TIIX 3pa3xa micTuTs NNAMY, ARE mae 3apaxesaso
TERE W 3uadeHsA R, o | nARma Temo3onomisy Ha gignosizae
xpomatorpami TUIX crassapTy : _ _
Boaa (meron K.diwepa) He Ginvwe i 2,0% 0,7 ¥ .1.| ' »

ME-36525 (v3.0) :
3aTsepaxeHo, [iaTa sarsepawedHa: 17 bepeans 2026413
iieli goxymeHT Byno cteopeHo 18 Bepests 2026
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E.Coli

OnHopigricTs macK Bignosigae sumoram Eaponelicsrol Dapmaronei 2.9.5 gignogaipae Japaxosaxo
CoxopiaRicTb MECK OCRHORGI0BWK NpenapaTis |
PO3YMHEHHA Bincorox Temoaonamigy, posdusesoro 3a 30 Xaunum sifnosigae Japaxosaso
Craain 1. 6 kancyn. Komua Kancyna se mexue 85%
Cragnin 2. 6 xancyn. Cepefine suavesnn 12 xancyn {51 + 52)
se mese 80% i Moprol kancyny me e 65%
Cragin 3. 12 kancyn. Cepepse snavenyn 24 Rancyn {(S1 +
52+ 53) ue mexue B0%, se Oinpiuie 2 xancyn mesue 65% i
MoaHOT Hancyny mesie 55%
TR & 57190 70 21,0 e e S so8% Sapaxonano
(BEPX} {95,0- 105 % sig 399804070 3pmicTy) ;
Mpoaywrn poanany (BEPX)5- maxe 3,3% 8,1 % JapaxoBaxo
amiHpiminazon-4-
kapHorcamig (AIC)
Tpoayiiu posniaty {BEPX} maxc (,8% 0,2% 3apaxosaiso
Zasarinowcawriwa(AW¥) | b i
| TNpoayxTi posnaay (BEPX} make 0,1 % 0,0% 3apaxosano
TeMmo3I0ROMIAOBE KMCAOTR E
(TZA}
MpoaykTv posnagy (BEPX] | maxc 0,1% 80% 3apaxosaso
S-amiHoimiaazon-4- !
kapboxkcamig-nakroza (AlC-
LAC} _
MTpoaykty poanany (BEPX) rarc 0,2 % 8,0% Zapaxosaxo
Hecneundikosaki poaiikg a
NIpoaywrn posnany (BEPX) ranc. 1,0% 0,3% 3apaxosano
Cyma cneumdikoBaHmnx
NPOAYKTIE poanaay i
recneundikoBIRUX A0 MoK
| Mikpobionoriuna uneTota * | 3a7aNbHa KNLKICTS 3ePOGHIX MWITESAATHIX <500 KYO/r 3apaxosaso
TAMC | mirpooprasismis xe Binswe 1000 KYO/r i
MikpoSioaoriuna unecrota * | Tpuby we Ginsiue Wi, S00 KYO/t IO KYO/r 3apaxosaso
TYMC E
Mikpobionoriuna uncrora® Bincyruis Iy giRCy e 3apaxosano ;

Komenrapil: * BunpoByBanHA npoBoAMILEA WOPIMHD

MF-36525 (v3.0)
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Haxyaanns Opranos Xester 68, Xejicr-on-nest-bepr, bensris

Vepannis yHakonxa Opratton Xedter 68, Xefier-on-nen-bepr, benpris
“BupoGui sintioni A 3 Opion Gapsia, Typsy, Qlmmmmis
BHPOOHHITBO

Tecryaaunsg Opicx @apMa, ey, Oinangis

Hassa 1a Anpoca supolama Meps laptt 1 Tioym BB, Hineppangn
BifriosijansHers 32 suEycx cepil Baapnepser 39, 2031 BH Xaapren, Hinepranm

He sacrocosano He aacrocosane

st cepin Oyna ApOTECTONANE 3 BHKOPHC TAHENM ananitnynore grannapry (AS) (sxnovarsun nomMep npodyxny -
nazea npoayemy) He sacrocosano, nara piticnoct: He sacrocosano Monorpadis /Yrona npo sxicrs /Tame: He .
3aCTOCOBAHD

s cepist Gyra nepeniperia BQA 8inHosifa0 ro fiorosioro Adaiitriore Crasnapry (AS) (Brimovimin Homvep
Hpaayrmy — Hazea Hpoedyrxmy) He sacroconano, Jara niffcaoeri: He sacrocossno/Monorpadis /Yrona mpo
sxicors /Jnme: He sacrocosano

o napriz ge 6yna npoTeCTOBSHE 3 BHROPHCTRHINM HoTosHore AS, Ouinits Brrme Ha paxite orpuMani
pesyneTaTH, ¥ sinroniggocti o sarmey TR, non'saanore 3 oxonnenusm AS. He aacroconaue

Fhrrnepmwenss signonipgoctd: Thiv s maceinuyio, mo simeskazana indopMais € JocTosipHoo i Tounow, Jlans
Cepl NMPORYRTY BIUNOMAoNH apoMixkui cramil supobruiTsa ta axTuayi pesonny, Byna nupobucus,; sxUsouaouH
VHAKOBRY / MEDKYBAHI T8 KOHTPOND SKOCTI Ha BHIIEIrafanit supobumiit fineunnl (-Rax) B NOBHIN BIXIOBIKHOCT]
3 sMoraMy OMP, scranonie Mt MICIICBHM DEryIITODHIM OPFaroM, & TaKoxX 3rinye onenndikanti, mo

MICTHIBC St B peeoTpatiiiomy focke. IpoToxois supobHHiTas, yHaKosist Ta auanizis Gy nepermsiayri 1
BCTANOBICHO IX BigrtosingicTs simoraM GMP. Haseneni pesynprary otpuMani Gesmocepesaso iics

BHROOHHITRA. Y BHAAARY, Arie GYN0 APOBEHCHO ROHIPONS HpH IMITODT], TaK] PEIVABTATH HARIOTRCH OKPOMIM
CepradinaroM anaiizy s ROUTROII0 PR Iviroptl, sl nofaerses pazoM 13 maM Ceprradirarom. lapris Gya
sHityiens signosigao no Aupexrisy €C 2001/83/EC.

Hinsoza pains: Yrpaiua

Amrop: {Ius. Honany Cropingy 3 eneRrBoiaaM T AHHcoM

Sosminms mxicts, cnenianicr N
Jaraeproryaat: {[ins, HoNaHY CTODIHRY 3 SHERTDOHHUM 1 BHHEOM } o
Sosrimrs gx10Ts, Crapiait onerdanior 1 ceprndirosana xaarxihixosang ¢coba

Iminn go Cepradixar sxoeri

Heperaan ceprudixary IMIHT ¥ HGCYMRY Vipumms/xomentapt
HApvra sepeis Ounosrenns indopmat(ii moge anpecH BizroBigae peryisTopiumM
BUPOBHIKE BINNIOBINANGHOTO 38 BHITYCR | BHMOTSM
cepil

. MF-36525(v3.0)
3aTeepkeHo, [iaTa saTeepawedHa: 17 hepesns 2026
Liew goxymenT Oyno cTeopero 18 bepesnr 2026
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3aTBePIORCHIE HORYMEHTY
Hara sarseprwenns: 17 bepesns 2026

3aB4aHHA HE JDTEBRDAKEHHA
BepauKT: JaTsepaKeHo

Biwan Kacabe {Vishal Kasabe)
floropHessn OizHeC-BNaACHMKA
17-6epesun -2026 08:10:37 GMT+D000

Sasganun Noropwkenss QA
BepauuT: 3aTseDAMEH0

Mipxo Caspi Amage {Mirko Sarzi Amada)
NorosKess sigainy axocT
17-6epesnn-2026 15:21:33 GMT+E000
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