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DODATEK 2 AMENDMENT 2
KE SMLOUVE O PROVEDENI KLINICKEHO TO THE AGREEMENT FOR THE
HODNOCENI PERFORMANCE OF A CLINICAL TRIAL

mezi / Between

BAYER s.r.o.
se sidlem / With its registered seat at:
Siemensova 2717/4
Stodulky, 155 00 Praha 5
Ceska republika / Czech Republic
ICO /1D No.: 00565474
DIC / VAT No.: CZ00565474
zapsana v obchodnim rejstfiku vedeném
Méstskym soudem v Praze, oddil C, vlozka 391 /
Registered with the Commercial Register kept by
the Municipal Court in Prague, Section C, Insert 391
zastoupena na zakladé plné moci /
Represented on the basis of the Power of Attorney by:

(dale jen / hereinafter referred to as “Bayer”)
a/And

Nemocnice Jihlava, pfispévkova organizace
se sidlem / With its registered seat at:
Vrchlického 4630/59, 586 01 Jihlava

Ceska republika / Czech Republic
ICO / ID No.: 00090638
DIC: CZ00090638
Zapsana v obchodnim rejstfiku vedeném
Krajskym soudem v Brné&, oddil Pr, vlozka 1472 /
Registered with the Commercial Register kept by
the Regional Court in Brno, Section Pr, Insert 1472
zastoupena / Represented by:
Ing. Alexander Filip
feditel / Director
(dale jen ,Centrum® / hereinafter referred to as the “Center”)

a/ And

datum narozeni / Date of birth:

adresa trvalého bydlisté / Permanent address:

ICO /1D No.:
DIC:

(hlavni zkousejici, dale jen ,Zkousejici” / principal investigator hereinafter referred to as the “Investigator”)

(Bayer, Centrum a Zkousejici dale spoleéné (Bayer, Center and Investigator collectively
oznacovani jako ,Smluvni strany®) hereinafter referred to as the “Parties”)
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uzavieny nize uvedeného dne, mésice a roku podle
ustanoveni § 1746 odst. 2 zakona ¢. 89/2012 Sb.,
obcéansky zakonik, ve znéni pozdéjSich predpisl
(dale jen ,Dodatek®):

l. Uvodni ustanoveni

1.1 Dne 8. 3. 2023 byla mezi Smluvnimi stranami
uzaviena Smlouva o provedeni klinického
hodnoceni, kterd byla dale upravena
Dodatkem 1 ze dne 8. 4. 2024 (déle jen
~Smlouva®), jejimz pfedmétem je provedeni
studie s nazvem Multicentrické, mezinérodni,
randomizované, placebem kontrolované,
dvojité zaslepené, paralelné usporadané
a udalostmi fizené klinické hodnoceni faze 3
peroréalniho inhibitoru FXla asundexianu (BAY
2433334) v prevenci ischemické mozkové
pfihody u muzi a zen od 18 let a starSich po
akutni nekardioembolické ischemické cévni
mozkové prihodé nebo vysoce rizikové TIA®
s Cislem protokolu 20604 (dale jen “Studie”),
a rozdéleni povinnosti souvisejicich se Studii
mezi spole¢nost Bayer, Centrum
a Zkousejiciho.

Il. Zména Smlouvy

2.1  Smluvni strany timto sjednavaji zménu
Smlouvy, aby v souvislosti s aktualizacemi
Protokolu Studie upravily rozpocet Studie:

a) Stavajici Pfiloha 1: Finanéni podminky
Smlouvy se rusi v celém rozsahu a nahrazuje

se novou Prilohou 1 - revidovanou
Dodatkem 2, ktera tvofi pfilohu tohoto
Dodatku.

2.2 Smluvni strany se dale dohodly, ze za
navstévy, vysetfeni a dalsi sluzby provedené
od 24.04.2024 do dne ucinnosti tohoto
Dodatku uhradi Bayer Centru odménu také ve
vySi a za podminek dle PFilohy 1 — revidované
Dodatkem 2. Odména za tyto ukony je splatna
v nejbliz8im platebnim obdobi nasledujicim po
uzavieni tohoto Dodatku.

1. Zavérecna ustanoveni

3.1 Ostatni ustanoveni Smlouvy zUstavaji timto
Dodatkem nezménéna. Tento Dodatek
nabyva platnosti dnem jeho podpisu posledni
ze Smluvnich stran a ucinnosti jeho
uvefejnénim v registru smluv.

2024_CZ_CO_70325

entered into on the below stated day, month and year
pursuant to § 1746 sect. 2 of the Act No. 89/2012
Coll., Civil Code, as amended (hereinafter referred
to as “Amendment”):

l. Introductory Provisions

1.1 On 8 March 2023, the Agreement for the
Performance of a Clinical Trial was concluded
between the Parties, which has been
subsequently amended by Amendment 1
dated 8 April 2024 (hereinafter referred to as
the ,Agreement”). Subject of the Agreement
is the performance of the study entitled
“A multicenter, international, randomized,
placebo controlled, double-blind, parallel
group and event driven Phase 3 study of the
oral FXla inhibitor asundexian (BAY 2433334)
for the secondary prevention of ischemic
stroke in male and female participants aged
18 years and older after an acute non-
cardioembolic ischemic stroke or high-risk
TIA® by the protocol number 20604
(hereinafter referred to as the “Study”), and
allocation of the Study related obligation either
to Bayer, Center or Investigator, as the case
may be.

Il. Amendment to Agreement

2.1 The Contractual Parties hereby agree to
amend the Agreement to adjust budget in
connection with Study Protocol amendments:

a) The current Appendix 1: Financial Terms of
the Agreement is deleted in its entirety and
replaced with the new Appendix 1 — Revised
by Amendment2  attached to this
Amendment.

2.2 The Contractual Parties further agreed that for
visits, examinations and other services
performed since 24 Apr 2024 until the
effective date of this Amendment Bayer shall
reimburse the Center the remuneration also in
the amount and under conditions set out in the
Appendix 1 — Revised by Amendment 2. The
remuneration for these operations is due
within the next payment period following
conclusion of this Amendment.

[l Final Provisions
3.1 This Amendment is without prejudice to the
other provisions of the Agreement. This

Amendment shall come into force on the date
of its signing by the last Party and shall come
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3.2

3.3

3.4

3.5

Tento  Dodatek se  vyhotovuje ve
3 stejnopisech, z nichz kazda ze Smluvnich
stran obdrzi po jednom stejnopise.

Tento Dodatek je sepsan v ¢eském
a anglickém jazyce, pficemz v pfipadé
rozporu mezi jazykovymi verzemi bude

upfednostnéna Ceska verze Dodatku.

Smluvni strany prohlasuji, ze tento Dodatek
uzavrely na zakladé svobodné a vazné vile,
jeho obsah procetly a porozumély mu, a na
dlkaz toho pfipojuji své vlastnoruéni podpisy.

Smluvni strany se dohodly, Ze uvefejnéni
Dodatku prostfednictvim registru  smluv
provede Centrum, a to nejpozdéji do 5 dna od
podpisu Dodatku posledni ze Smluvnich
stran; v opatném pfipadé je opravnén
k zaslani Dodatku do registru smiluv Bayer.
Navrh verze Dodatku uréené k uvefejnéni
bude spoleCnosti Bayer odeslan Centru
v elektronické verzi ve strojové Ccitelném
formatu nejpozdéji ke dni podpisu Dodatku
a pred jeho uvefejnénim bude spole€nosti
Bayer a Centrem vzajemné odsouhlasen
prostfednictvim e-mailu.

IV.  Prilohy

Nasledujici pfiloha tvofi nedilnou souc&ast
tohoto Dodatku, nestanovi-li tento Dodatek
jinak:

Pfiloha 1 — revidovana Dodatkem 2: Finanéni
podminky

3.2

3.3

3.4

3.5

2024_CZ_CO_70325

into effect upon its publication in the contract
registry.

This ~ Amendment is executed in
3 counterparts, out of which each of the
Parties receives one counterpart.

This Amendment is written in the Czech and
English languages, and in the event of
a conflict between the language versions, the
Czech version of the Amendment shall
prevail.

The Parties declare that this Amendment was
concluded based on their own free and
serious will. The Parties read the Amendment
and they understood the Amendment, in
witness whereof the undersigned have signed
this Amendment.

The Parties agreed that the publication of the
Amendment through contract registry shall be
performed by the Center, no later than within
5 days from the signing of the Amendment by
the last Party; otherwise, Bayer is authorized
to submit the Amendment to the contract
registry. The proposal of version of the
Amendment for publication shall be sent to the
Center in electronic form in machine readable
format on the day of signature of the
Amendment at the latest and before its
publication shall be mutually agreed by the
Bayer and Center via email.

IV. Appendices

The following Appendix shall forma an integral
part of this Amendment, unless set forth
otherwise herein:

Appendix 1 - revised by Amendment 2:
Financial Terms
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BAYER s.r.o.

Datum / Date:

- T

zmocnénec/ Agent

Nemocnice Jihlava, pfispévkova organizace

Datum / Date:

Ing. Alexander Filip
Reditel / Director

Datum / Date:

Zkousejici / Investigator

Version O1 dated 16 January 2024

2024_CZ_CO_70325

4/5



BAY 2433334, Protocol No. 20604 2024_CZ _CO_70325

Pfiloha 1 — revidovana dodatkem 2: Appendix 1 —revised by amendment 2:
Finanéni podminky Financial Terms

Pfiloha nebude uverejnéna v registru smluv.
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