AMENDMENT N° 1
(hereinafter “Amendment”)

is effective as of the date of publication in the Register of
Contracts
(hereinafter “Effective date”)

to the
Clinical Trial Agreement
(hereinafter “Agreement”)
dated 26 March 2025

This Amendment is made by and between

a AstraZeneca AB
Sodertilje
SE 151 85
Sweden
ID No.: 556011-7482
(hereinafter ,,Sponsor)
and

?2) Parexel International (IRL) Limited
70 Sir John Rogerson's Quay

Dublin 2

Ireland

ID No.: 541507

(hereinafter “CRO”)

and
A3) Ustav hematologie a krevni transfuze
U Nemocnice 2094/1
128 00 Praha 2
Czech Republic
ID No.: 00023736
(hereinafter “Center”)
and

“ |
Ustav hematologie a krevni transfuze
U Nemocnice 2094/1

128 00 Praha 2

Czech Republic

(hereinafter “Principal Investigator”)

regarding Sponsor’s clinical trial

Protocol No: D7407C00001
(hereinafter “Protocol”)

A Phase I/Il Open-Label Multi-Centre Master Protocol to Evaluate

the Safety and Efficacy of AZD0486 Monotherapy or in

Combination with Other Anticancer Agents in Participants with

Mature B-Cell Malignancies
(hereinafter “Study)

AZD04386
(hereinafter “Study Drug”)
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DODATEK¢. 1
(déle jen ,,Dodatek*)

nabyva cinnosti ke dni uverejnéni v registru smluv
(déle jen ,,Datum ucinnosti*)

ke
Smlouvé o klinickém hodnoceni
(dale jen ,,Smlouva“)
ze dne 26. biezna 2025

Tento Dodatek se uzavira mezi témito smluvnimi stranami:

1) AstraZeneca AB
Sodertilje
SE 151 85
Svédsko
Identifikacni ¢islo: 556011-7482
(dale jen ,,Zadavatel®)

a

2) Parexel International (IRL) Limited
70 Sir John Rogerson's Quay

Dublin 2

Irsko

Identifikacni ¢islo: 541507

(dale jen ,,CRO")

a
()] Ustav hematologie a krevni transfuze
U Nemocnice 2094/1

128 00 Praha 2

Ceska republika

ICO: 00023736
(dale jen ,,Centrum®)

@ |
Ustav hematologie a krevni transfuze
U Nemocnice 2094/1

128 00 Praha 2

Ceskaé republika

(dale jen ,,Hlavni zkousejici*)

ohledné klinického hodnoceni Zadavatele

protokolu ¢.: D7407C00001
(dale jen ,,Protokol)

Otevieny, multicentricky, hlavni protokol faze I/II hodnotici
bezpecnost a G¢innost piipravku AZD0486 v monoterapii nebo
v kombinaci s jinymi protinadorovymi latkami u ucastnika se
zralymi B-bunéénymi malignitami
(dale jen ,,Studie®)

AZD0486
(déle jen ,,Hodnoceny 1ék*)
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Sponsor, CRO, Center and Principal Investigator are hereinafter
referred to individually as a “Party” and collectively as the
“Parties”.

WHEREAS, Sponsor is the sponsor of the multi-center/multi-
centre Study to clinically evaluate the Study Drug and CRO (or
its Affiliate) has been retained by Sponsor (under a separate
written agreement) to act as Sponsor’s contractor and designee in
managing the Study for Sponsor;

WHEREAS Center and Principal Investigator shall Fully
Cooperate with CRO and shall permit CRO to perform any and
all of the Sponsor’s Study obligations and to exercise any and all
of Sponsor’s Study rights that lie with Sponsor on the basis of
Applicable Law and GCP regulations as though such rights were
CRO’s own rights, as has been delegated by Sponsor to CRO and
as set forth in the Agreement; and

WHEREAS, the Parties have entered into the above-referred
Agreement;

WHEREAS, due to Protocol amendment #2 (Protocol version 3)
dated 16 May 2025 (hereinafter “Protocol amendment”) the
Parties agree to amend the agreement to include revised budget
in accordance with the changes in the said Protocol amendment.

WHEREAS, the Parties are jointly willing to amend the above-
referred Agreement;

Now, therefore the above-referred Agreement shall be amended
and the following amended wordings shall be effective as of date
of publication in the Register of Contracts:

1. Due to new Protocol amendment the Budget tables attached
to Appendix 1 — Payment Terms and Budget are being
deleted in their entirety and replaced with the revised
Budget tables attached herein.

2. In Article 2 of the Agreement a new Section 2.35 is being
added with the following language:

,,2.35 The Contracting Partners undertake to prepare and
provide backgrounds for invoicing of | N

3. The wording set forth in Section 3.3 of the Agreement is now
removed in its entirety and replaced with the following
wording:
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Zadavatel, CRO, Centrum a Hlavni zkouSejici jsou dale
jednotlivé oznacovani jako ,,Smluvni strana“ a spole¢né jako
»>Smluvni strany*.

VZHLEDEM K TOMU, ZE Zadavatel je zadavatelem
multicentrické Studie, jejimz cilem je klinické vyhodnoceni
Hodnoceného 1¢ku, a CRO (nebo jeji Spiiznénd osoba) byla
Zadavatelem zaangazovana (na zakladé samostatné pisemné
smlouvy) jako Zadavateliv dodavatel a zmocnénec povéfeny
fizenim Studie za Zadavatele;

VZHLEDEM K TOMU, ZE Centrum a Hlavni zkousejici pIné
spolupracuji s CRO a umozni CRO, aby plnila veskeré povinnosti
Zadavatele v ramci Studie a aby uplatiiovala veSkera prava
Zadavatele v ramci Studie, ktera jsou mu k dispozici na zaklad¢
Vztahujicich se pravnich pfedpisti a predpisti ohledné spravné
klinické praxe (GCP), jak je na CRO delegoval Zadavatel a jak
vyplyva ze Smlouvy; a

VZHLEDEM K TOMU, ze Smluvni strany uzaviely vyse
uvedenou Smlouvu;

VZHLEDEM K TOMU, zZe v dusledku zmény Protokolu ve znéni
dodatku ¢. 2 (verze Protokolu 3) ze dne 16. kvétna 2025 (dale jen
,Dodatek k protokolu) se Smluvni strany dohodly na Gpravé
Smlouvy tak, aby obsahovala revidovany rozpocet v souladu se
zménami v uvedeném Dodatku k protokolu;

VZHLEDEM K TOMU, ze jsou Smluvni strany spole¢né
ochotny Smlouvu zmeénit;

Vyse uvedend Smlouva se proto timto méni a nasledujici
zménéné znéni nabyva ucinnosti dnem uvefejnéni v registru
smluv:

1. Z dtvodunového Dodatku k protokolu se rozpoctové tabulky
pripojené k Ptiloze ¢. 1 — Lhiity splatnosti a rozpocet v plném
rozsahu vymazavaji a nahrazuji se revidovanymi
rozpoctovymi tabulkami, které jsou priloZeny v tomto
Dodatku.

2.V ¢lanku 2 Smlouvy se dopliiuje novy oddil 2.35 s timto
znénim:

,»2.35 Smluvni partnefi se zavazuji piipravovat a poskytovat

podklady pro fakturaci [N
-

3. Znéni uvedené v oddilu 3.3 Smlouvy se nyni v plném
rozsahu odstranuje a nahrazuje se timto znénim:
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,»The Study Drug (as well as any other drugs, placebo, if
required by the Protocol) shall be delivered to the following

o
ol
=
a
[72]
z

The Sponsor and the CRO shall ensure that the Study Drug
(as well as any other drug or placebo, if required by the
Protocol) shall be delivered to the above address properly
packaged in accordance with the applicable laws and
regulations.

For the purposes of the Study, the services of the Center's
pharmacy (Ustavni lékarna UHKT, U nemocnice 2094/1,
Prague 2, 128 00, Czech Republic) will also be used, the
activities of which are subject to fees under this Agreement

4. In Section 5 (Site Fees) of the Appendix 1 of the Agreement
a new provision shall be inserted below the | NN

I rovision as follows:

»Hodnoceny 1ék (jakoz i dalsi léCivo, placebo, je-li
vyzadovano Protokolem) bude dodavan na nasledujici
adresu:

Zadavatel a CRO se zavazuji, Ze Hodnoceny 1ék (jakoz i dalsi
1é¢ivo ¢i placebo, je-li vyzadovano Protokolem) bude dodan
na vyS$e uvedenou adresu fadné zabalen v souladu s platnymi
pravnimi predpisy.

Pro tucely Studie budou dale vyuzivany sluzby lékarny
Centra (Ustavni 1ékarny UHKT, U nemocnice 2094/1, Praha
2, 128 00, Ceska repulika), k jejiz ¢innosti se vazou piipadné

poplatky dle této Smiouvy I

113

4. Do c¢lanku 5 (Poplatky pro pracoviste) ptilohy 1 Smlouvy se
pod ustanoveni
I V14d4 nové ustanoveni v tomto znéni:

In the event of a conflict between the terms of this Amendment and
the Agreement, the terms of this Amendment shall take
precedence.

All other terms and conditions of the above-referred Agreement
remain unchanged and in full force and effect.

This Amendment has been drawn up in the Czech and English
language, and the Parties consider both language versions to be
equal; however, in case of any interpretation discrepancy between
the individual versions, the Czech version shall prevail as agreed
by the Parties.

For the purpose of publishing this Amendment in the Register,
the Center will receive this Agreement in an anonymized and
redacted version in accordance with Act No. 340/2015 Sb., on
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V ptipadé rozporu mezi podminkami tohoto Dodatku a Smlouvy
jsou rozhodujici podminky tohoto Dodatku.

Vsechny ostatni podminky vyse uvedené Smlouvy zlstavaji
nezménény a v plné platnosti a uc¢innosti.

Tento Dodatek je sepsan v Ceském a anglickém jazyce a Smluvni
strany povazuji obé jazykové verze za rovnocenné, avSak pro
ptipad vykladovych nesrovnalosti mezi jednotlivymi verzemi se
Smluvni strany dohodly, ze ptednost ma Ceska verze Dodatku.

Pro ucely zvetejnéni tohoto Dodatku v registru obdrzi Centrum
tento Dodatek v anonymizované a zaslepené verzi v souladu s
prislusnymi ustanovenimi zakona ¢. 340/2015 Sb., o zvlastnich
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Special Conditions for the Effectiveness of Certain Contracts,
Publication of Such Contracts, and the Register of Contracts (Act
on the Register of Contracts) from the Sponsor or CRO, no later
than with the execution of this Amendment for signature by the
Center. If the Center fails to publish this Amendment within 30
days of the date of the last signature, the Sponsor or CRO may
publish it.

IN WITNESS WHEREOQOF, the Parties have executed this
Amendment.

282989_D7407C0001_CZE_1903_CSAA#1 ] Bilingual_20260107_1.0

podminkach ucinnosti nékterych smluv, uvefejiiovani téchto
smluv a o registru smluv (zékon o registru smluv) od Zadavatele
nebo CRO, a to nejpozdé&ji spolu s vyhotovenim tohoto Dodatku
k jejimu podpisu ze strany Centra. Pokud Centrum neuveftejni
tento Dodatek do 30 dnt od data posledniho podpisu, mize ho
uvefejnit Zadavatel nebo CRO.

NA DUKAZ CEHOZ Smluvni strany tento Dodatek podepsaly.
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a Parexel International (IRL) Limited as
authorized representative of AstraZeneca AB /
Parexel International (IRL) Limited jako
opravnény zastupce AstraZeneca AB:

(Signature of Authorized Official) /
(Podpis opravnéného zastupce)

(Typed or Printed Name) / (Jméno napsané Date / Datum
hilkovym pismem nebo vyti§téné)

?2) Parexel International (IRL) Limited:

(Signature of Authorized Official) /
(Podpis opravnéného zastupce)

(Typed or Printed Name) / (Jméno napsané Date / Datum
hilkovym pismem nebo vyti§téné)

A3 Center Name / Nazev Centra:
Ustav hematologie a krevni transfuze

(Signature of Authorized Official) /
(Podpis opravnéného zastupce)

(Typed or Printed Name) / (Jméno napsané Date / Datum
hilkovym pismem nebo vytisténé)

“) Principal Investigator / Hlavni zkousSejici:

(Signature of Principal Investigator) / (Podpis
Hlavniho zkousejiciho)

(Typed or Printed Name) / (Jméno napsané Date / Datum
hilkovym pismem nebo vytisténé)
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pocet / Detailed Budget

Priloha odstranéna (soucast obchodniho tajemstvi)




