JAEPKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM Y KUIBCBKII OBJIACTI

npos. Ceitnnunoi Hanif, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
Npo sIKiCTH BBe3€HOTo B YKpaiHy J1iKapcbKoro 3acofy

25.05.2026 Ne 21014/26/10

EHXEPTY

(HaiiMeHyBaHHA Nikapcekoro 3acoby 3rifHO 3 peecTpariiiHiM MOCBIJMEHHAM)

TOPOIOK IS KOHICHTPATY It Po34uHYy At indysiii, 100 mr, cTepuabnmii miodirtizoBamrii
TOPOIIOK VIS KOHUEHTPATY st po3vnHy A indy3iii 1ns ognopasoBoro BHKOPHCTAHHS ¥
CKJSIHOMY (h1aKOHI, 3aKyNIOpeHOMY ryMOBOIO POGKOI0 3 06:KHMHOI0 Kpumkor " lip-off
crimp cap"'; mo 1 dgiakoHy B KapToHHiii Kopoowui

(thopma Bumycky, N03yBaHHS, BUA MaKyBaHH JIKapCLKOro 3acofy)

Homep peectpauiiinoro nocsinuenns UA/20895/01/01 crpok aif peectpauiiitioro nocsinuenns 27.06.2030

Cepis nikapepkoro 3acoby Ne 1001609 Kinekicts BBesenoro nikapeskoro sacoGy 118
Bupo6i Haiui Canxio FOpon I'm6X, Himeuunna
(naiiMenyBanns BUPOOHHKA NiKAPCHKOTO 3aco0y, KpaiHa MoXopKeHHs)
BeeseHo B Ykpainy Cnisnbre ykpainceko-ecTonCLKe NiANPHEMCTBO y topmi ToBapucrsa
3 00MesKeHO0I0 BiNOBIiAALHICTIO "OnTima-@apm, JITH", inenr. kox:
21642228

(naiivenysanus Ta koa 3a €/IPTIOY wopummanoi oco6u abo Tpi3BHILE, iM's, 10 GarskoBi disnunoi
0Co0H - nianpueMus, Ti Micue npoxHBaHHS Ta peecTpariiituit HoMep 06AIKOBOT KapTKH IIATHHKA
noziatkis abo cepis Ta HOMep nacnopra)

Iporokon BisyansHoro konrpomo sin 14.05.2026 Ne 1191/1.

3a  pesyibTaTaMH  aepaABHOIO KOHTPONIO  BCTAHOBJIEHO, 10 Jikapchkui 3acid  BeeseHo B Ykpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOAABCTBA MO0 3a0€3MEUEHHS SKOCT] TKapechKUX 3ac06iB.

Onsra CPBOMEHKO

(imininm ta npizonue)

ROHTPOIIG)




Mepexnan 3 anrnificskol MOBK Ha yxpaiHCEEY

Maiui Cankio FOpon I'm6X
Jyitnonsaurpacce 1, 85276 Tdaddenxoden, Himeuunma
Ten. +49(0)8441-759-211 se6: www daiichi-sankyo.eu

v

Daiichi-Sankyo

Kiienr: Actpa3eneka
Iponyxr; EHXEPTY® 100

CEPTH®IKAT AHAJII3Y

Poamip nakysanus: 1 quiakou B kapromi
Homep cepii (rorosoro mpoayxry): 1001609

Jara BupoGhuurea: 12.01.2025
Tecrosi iHcTpyxuil: 117573

BUITPOGYBAHHS

Onuc (3ouimmuiii uranan)

JosHiwmHii BHrAAL
(nicas BiAHOBACHHS)

LienTndikauis
RP-HPLC

CZE

OemonnnbHicTs
pH

Yac igHosaenus
Teepai 4acTHHKH
Buanmi vacteu
Heruaumi vactiu

BwmicT Boan

Yncrora (SE-HPLC)
OcHoBHHIE NIK
HMWS

LMWS

Yucrora (Hebinkosi gomimicu)
MAAA-1181a

lupusiayansna necneundikosana
Cyma

Yucrora (rCE-SDS)

Ocnosui niku

Yucrora (CZE)

OcHoBHWIT MiK
APG
BPG

Posnogin nikapebkoro 3acofy-ninkepa

CniBBigHowenns gikapesKkoro
3aco0y T4 AHTHTIN
Kouuenrtpauis dinka

AKTHBHICTB
CrepuasnicTh
Gaxrepiaabni ena0TORCHHN

Lla cepia sianosinae HeoOxinuum cneumdikauiam,

Hara ananizy: 27.05.2023

Jlxepesno matepiajis

Jlikaperkuil 3aciG-ninkep (MAAA-1162a)

MAB (MAAL9001a)
A®I (Tpactysymab nepykcTekany)
Jlikapcekuii npoaykt (DS-8201A)

METO
Bizyansuuii kontponn

BisyaunbHHIT KOHTPOJIB

RP-HPLC
CZE

OcMonansHicTs
pH
BisyansHuil KOHTpONE

Bisyansnuii koutpons
CBiTn0610KyBaHHS

Kapn dimep

SE-HPLC
SE-HPLC
SE-HPLC

RP-HPLC
RP-HPLC
RP-HPLC

1CE-SDS
CZE

CZE
CZE

RP-HPLC
Yo

IMpurHivexns pocty KIITHAH

MemOpanHa dinwtparia

Kinetnunuii typGinumer-

pHuHHI aHani3

BupoGHuk: Jlonsa Al", BlCT?L (CH) ruu
Bupoonuk: bl, ®pimoynt ([f?) - "/
BupoGuuk: Jlousa AT', Bicn. (CHJ

BupoGuuk: Baketep Onk. I'MOX, I'anne (DE)

Homep npoayxty: 1000056

Jlikapcbia dopma: [opowok juist posuny s indysiit
Ipuznauenns: Ykpaina

Homep cepii (bulk npomyxr): 430096

Tepmin npunarsocti: 12,2028

CHEINHADIKALLS

Jlioginizosana maca gin Ginoro 0
KOBTYBATO-GiN0T0 KOJTBOPY
Konsoporicts: < Y4
[Mpo3sopicts: < Etanonna cycnensia 111

PE3YJILTAT
Bianoeinae

Bianorigae

Xpomarorpama BHNPoGYBAHOTO PO3HHHY Mae Bianosinae
npodine, noaiGunii npodino cTaHAaPTHOro po3unuy
Enektpodieporpama punpoGyBaioro posuuny mae

npodink, noaiGHuii npodino cranaapTHOro posuuny

Binnorizae

Bin 300 no 400 mOcm/kr 344
Bins.1 nos59 55
< 5 xB, 1
TlpakTH4HO BiNbHAWIT Bi YaCTOK Bianozinae
=10 mxkm < 6000 wactok/dakon 3
=25 mrM < 600 yactok/hnakon 1
<20% 0.7
>95.0% 98.6
<35% 0.7
<25% 0.7
<0.2% 0
<0.2% 0
<1.0% 0
>950% 10¢
245.0% 57
<45% 33
<20% 11
7.5-80 7.8
mij 18.0 mr/v po 22.0 Mr/ma 19.5°
i 60 % no 140 % 124
O3uax CPOCTY. M mpoopramsmm HE BHABIEHO Binnoinae
T "___'__‘: = (F3, OE/Mr <0.06
-...-7’
) g
ank

Kepisuuk nigniny kot gomo sxo%ﬂc/k?pfeh

(MMionuc) 21.05.2026

“Homep cepii nocravanshmia: 310
Homep cepif nocrauansuuka: 6066516
Howmep cepii nocrayansuuxa: 3064, 3065
Homep cepii nocrasanbuuka: SA535A

Crop. 132




Dalichi-Sankyo

Knienr: Actpa3eneka FOK Jlimiten
[pu3nauenns: Ykpaiua

TIpomykr: EHXEPTY® 100
Poamip nakyBaunns: 1
Tun nakynanms: GrIakoH B KapToHi

[Mepexnan 3 aHrnificekoi MORK HA YEPATHCBKY

Haiui Cankio IOpon T'm6X
Binnin koxrposo sixocti
Jlyirnonsuripacce 1, 85276 Iipaddenxoden, Himeuunna

Ten. +49(0)8441-7592

11 Be6: www.daiichi-sankyo.eu

CEPTH®IKAT BIANOBIIHOCTI

Hosysanus/cuna nii: Tpactysymab nepyker. 100 mr

Howmep cepii (rotoeoro nponyxry): 1001609

Jara BupoGuuimea: 12.01.2025
Kinskicts noctaskm: 1 728 ym

BTOpHHHE nakyBaHHA, MapKyBanus Ta
BHNYCK cepil (cepTudikauia) roToBoro
NIKapcLKoro 3acoby:

Bupobunureo, Bunpodysanns
KOHTPOIIO AKOCTI NpH BHIYCKY (KpiM

NPHIHIMEHHS POCTY KAITHH)

Howmep Ceprudikary GMP:

Jaiui Canxio KOpon [mGX
Jlyitnoasawrpacce 1, 85276
[paddenxoden, Himeuunna

Bakcrep Onkononxi I'm6X
Kanrirpacce 2, 33790
lanne/Bectdania, Himeuunna

Jaiui Cankio IOpon I'm6X
Baxerep Ounkonomki 'M6X

PesyneTatn ananisy: Jlus. okpemo Ceprudikat Anasnisy.

Homep wrienra: 1000004895
Homep samosnenns wiienra: 6000000346

Jlikapcrka opma: [lopornok mwist posuuny ans indysiit
Homep peectpauiiitoro noceiuenss: UA/20895/01/01

Homep cepii (bulk nponykr): 430096
Tepmin npuparsocri: 12.2028

DE_BY_01_MIA_2025_0059

DE NW_02_MIA 2025 0013

DE_BY_04_GMP_2025_0049
DE_NW_02_GMP_2025 0016

Lum s sacsinuyio, wo waseneHa suie indopmauis © LOCTOBIpHOW Ta Tounow. Ll cepilo npoaykuii Gyno BHPOOIEHO, BKIIOYAIOYH
NaKyBaHHA/MAPKYBAHHA Ta NPOBEAEHO KOHTPOIL fi AKOCTI Ha BHINE3a3HAYHIT AibHULI y NOBHIH BIANORIAHOCTI 3 BHMOTraMH GMP, BeratoBneHUMH
MICIEBHM PEeryisTOPHHM OPraHOM, & TaKOX BiANOBIAHO 10 cneundikauiil, Wo MicTAThCS Y peectpauiiinomy aocke kpainu-imnoprepa. lpotokonn
BHPOOHHLTBA, MAKYBAHKHA Ta aHANI3iB Gy10 NePerIAHYTO Ta BCTAHOBACHO BiANOBiaHicTs GMP.

Lla cepia ceprudikopana s BUnycky.

Ll cepis nponyxty 36epiranacs sianosiaso 10 GDP umor.

Micue sunycky: Jlaiui Cankio I0pon M'méX, Idadpenxoden

Jara sunycky: 18.12.2025

Keanidixorana ocoGa: Onsra

(Mlionuc) 11.03.2026

Crop.232
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Datichi-Sankyo

Daiichi Sankyo Europe GmbH
Luitpoldstrasse 1

85276 Pfaffenhofen, Germany
Phone +49 (0) 8441-759-211
www.daiichi-sankyo.eu

CERTIFICATE OF ANALYSIS

Customer Astra Zeneca Product # 1000056
Product ENHERTU® 100 Dosage form Powder for sol. for inf.
Package size 1 vial in a carton Destination Ukraine
Batch # (fin. prod.) 1001609 Batch # (bulk pred.) 430096
Manufacturing date 12.01.2025 Expiry date 12 2028
Test instructions 117573
Test Method Specification Result
Description Visual White to yeliowish white cake-like Conforms
(Appearance) observation masses
Appearance Visual Color: s Y, Conforms
(after reconstitution) observation Clarity: < Reference suspension Il
identity
-  RP-HPLC RP-HPLC The chromatogram of the sample Conforms
solution exhibits a similar profile to
that of the standard solution
- CZE CZE The electropherogram of the sam- Conforms
ple solution exhibits a similar pro-
file to that of the standard solution
Osmolality Osmolality 300 mOsm/kg to 400 mOsm/kg 344
pH pH 51t05.9 55
Reconstitution time Visual < 5 min 1
observation
Particulate matter
- Visible particles Visual Practically free from particles Conforms
observation
- Sub-visible particies Light 210 ym < 6000 particles/vial 3
obscuration 2 25 ym s 600 particles/vial 1
Water content Karl Fischer £2.0% 0.7
Purity (SE-HPLC)
- Main peak SE-HPLC 295.0% 98.6
- HMWS SE-HPLC £35% 0.7
- LMWS SE-HPLC £25% 0.7
Purity (Non-proteinaceous
impurities)
- MAAA-1181a RP-HPLC £0.2% 0.0
- Individual unspecified RP-HPLC £0.2% 0.0
- Total RP-HPLC s1.0% 0.0
Purity (rCE-SDS)
- Main peaks rCE-SDS 295% 100
Print date: 21.05.2026 Page 10f2
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— Daiichi Sankyo Europe GmbH

| Luitpoldstrasse |
85276 Pfaffenhofen, Germany
Phone +49 (0) 8441-759-211

Daiichi-Sankyo  www.daiichi-sankyo.eu

CERTIFICATE OF ANALYSIS

Customer Astra Zeneca Product # 1000056

Product ENHERTU® 100 Dosage form Powder for sol. for inf.

Package size 1 vial in a carton Destination Ukraine

Batch # (fin. prod.) 1001608 Batch # (bulk prod.) 430096

Manufacturing date 12.01.2025 Expiry date 12 2028

Test instructions 117573

Test : Method Specification Result

Purity (CZE

- Main peak CZE z245% 57

- APG ~ CZE <45% 33

- BPG CZE 520 % 11

Drug-linker distribution

- Drug to antibody ratio RP-HPLC 7.5-8.0 7.8

Protein concentration uv 18.0 mg/ml fo 22.0 mg/ml 19.5

Potency Cell growth 60 % to 140 % 124
inhibition

Sterility Membrane fil- No evidence of microbial growth is Conforms
tration found

Bacterial endotoxins Kinetic turbidi- <0.30 EU/mg < 0.06
metric

This batch is complying with the required specifications. i B L _
Date of analysis: 27.05.2025 Head of Quality Control: 4. 0S5 .26 PaYnca sy /%1
VA

Source of Materials

Drug Linker Manufacturer Vendor batch #

MAAA-1162a Lonza AG, Visp (CH) 310

MAB Manufacturer Vendor batch # _
MAAL-9001a Bl, Fremont (US) 6066516

API Manufacturer Vendor batch #

Trastuzumab deruxtecan Lonza AG, Visp (CH) 3064, 3065

Drug Product Manufacturer Vendor batch #

DS-8201A Baxter Onc. GmbH, Halle (DE) 5A535A

:--"." B

Print date: 21.05.2026 Page 2 of 2
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Daiichi Sankyo Europe GmbH
Quality Control
Luitpoldstrasse 1, D-85276 Pfaffenhofen, Germany
tel. +49(0)8441-759211 web: www.daiichi-sankyo.eu

Daiichi-Sankyo

Customer AstraZeneca UK Limited Customer # 1000004835
Destination Ukraine Customer order # 6000000346
Product ENHERTU® 100 Dosage form ' Powder for sol. for inf.
Package size 1 Marketing Auth. # UA/20895/01/01
Package type Vialin a carton

Strength/potency Trastuzumab Deruxt. 100mg

Batch # (fin. prod.) 1001609 Batch # (bulk prod.) 430096
Manufacturing date 12.01.2025 Expiry date 12 2028
Delivery quantity 1.728 PC

Secondary Daiichi Sankyo Europe GmbH' DE_BY_04_MIA_2025_0059
packaging, labelling Luitpoldstrasse 1

and batch release 85276 Pfaffenhofen , Germany

(certification) of the
finished medicinal
product:

Manufacture,
quality control
testing at release
(except cell growth
inhibition):

Baxter Oncology GmbH DE_NW_02_MIA_2025_0013
Kantstrasse 2

33790 Halle/Westfalen, Germany

GMP Certificate Number:Daiichi Sankyo Europe GmbH DE_BY_04_GMP_2025_0049
Baxter Oncology GmbH DE_NW_02_GMP_2025_0016

Results of analysis: See separate Certificate of Analysis.
I hereby certify that the above information is authentic and accurate, This batch of product has been manufactured,
inciuding packaging/iabelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.
The batch has been certified for release.
This batch of produict has been stored in accordance with GDP requirements. Yy A (B, 0 6

-

Site of release: Daiichi Sankyo Europe GmbH, Pfaffenhofen
Date of release: 18.12.2025 Qualified Person: Olga Kamenetska

Print date 10.03.2026 Page 1 of 1
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