BAY 2433334, Protocol No 19766

DODATEK ¢. 1 KE SMLOUVE
O KLINICKEM HODNOCENI

Mezi

BAYER s.r.o.

Se sidlem: Praha 5, Stodulky, Siemensova 2717/4, 155
00, Ceska republika

zapsana v obchodnim rejstfiku u Méstského soudu
v Praze, oddil C, vlozka 391

IC: 00565474

DIC: CZ00565474

Zastoupena na zakladé piné moci: || EGTGTczNEN
(dale jen jako "Zadavatel")
a

Nemocnice Ceské Budéjovice, a.s.

se sidlem: B. Némcové 585/54, 370 01
Budé&jovice, Ceska republika

IC: 26068877

DIC: CZ26068877, pro Uéely DPH DIC: CZ699005400

Ceské

Zastoupena MUDr. Ing. Michalem Snorkem Ph.D.,
pfedsedou predstavenstva, a MUDr. Jaroslavem
Novakem, MBA, ¢lenem pfedstavenstva

Zapsana v obchodnim rejstfiku vedeném Krajskym
soudem v Ceskych Budéjovicich, oddil B, vlozka 1349

(dale jen ,Centrum”)

a

I
datum narozeni:
adresa bydlisté: I

Ceska republika
(dale jen jako ,Hlavni zkou$ejici)

uzavieny nize uvedeného dne, mésice a roku podle
ustanoveni § 1746 odst. 2 zakona &. 89/2012 Sb.,
obc&ansky zakonik, ve znéni pozdéjSich predpisl (dale
jen ,Dodatek"):

R Uvodni ustanoveni

Dne 19.6. 2020 byla mezi smluvnimi stranami
uzaviena Smlouva o klinickém hodnoceni (dale jen
~Smlouva“), jejimz pfedmétem je provedeni studie
s nazvem ~Multicentrické, randomizované,
placebem kontrolované, dvojité zaslepené, paralelné
usporadané klinické hodnoceni faze 2 ke stanoveni
davky, ucinnosti a bezpecnosti pripravku BAY
2433334 u pacientll po akutni nekardioembolické
ischemické cévni mozkové pfihodé“, s Cislem Bayer
19766, (dale jen ,Studie”), za podminek sjednanych
ve Smlouvé a rozdéleni povinnosti souvisejicich se
Studii mezi Zadavatele, Centrum a Hlavniho
zkousejiciho.
Il. Zména Smlouvy
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AMENDMENT Nr. 1 TO THE
CLINICAL TRIAL AGREEMENT

Between

BAYER s.r.o.

With its registered seat at: Prague 5, StodUlky,
Siemensova 2717/4, 155 00, Czech Republic
registered at the Municipal Court in Prague, Section C,
Insert 391

ID No.: 00565474

VAT No.: CZ00565474

reﬁresented on the basis of the Power of Attorney by:

(hereinafter referred to as the "Sponsor")
and

Nemocnice Ceské Budéjovice, a.s.

With its registered seat at: B. Némcové 585/54, 370 01
Ceské Budéjovice, Czech Republic

ID No.: 26068877

VAT No.: CZ26068877, for purpose of VAT No.:
CZ699005400

Represented by: MUDr. Ing. Michal Snorek, Ph.D.,
Chairman of the Board, and MUDr. Jaroslav Novak,
MBA, member of the Board

Registered at the commercial register at the Regional
court in Ceské Budéjovice, section B, insert 1349

(hereinafter referred to as “Center”)

a

date of birth:
address of residence: I

Czech Republic
(hereinafter referred to as "Principal Investigator)

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”):

. Introductory Provisions

On June 19, 2020, the Clinical Trial Agreement
Trial was concluded between the Parties
(hereinafter referred to as “the Agreement®).
Subject of the Agreement is the performance of
the study entitled “Multicenter, randomized,
placebo-controlled, double-blind, parallel group,
dose-finding Phase 2 study to evaluate efficacy
and safety of BAY 2433334 in patients following
an acute non-cardioembolic ischemic stroke”, with
Bayer number 19766, (hereinafter referred to as
“Study”) and allocation of the Study related
obligations to the Sponsor, the Center and the
Principal Investigator, as the case may be.
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1.

Vzhledem k vyznamnému navySeni poctu
pfed¢asné ukonCenych pacientd s ohledem na

pandemickou situaci si smluvni strany timto
sjednavaji tuto zménu Smiouvy:
a) Stavajici podoba tabulky ,Volitelné

navstévy“ v odst. 4 Pfilohy €. 1 Smlouvy se
ruSi vcelém rozsahu a nahrazuje se
néasledujici novou podobou:

Navstéva: Platba v K¢
(bez DPH)
Spojenad V1 & V2 29 125
Navstéva pred&asného 15 820
ukonceni pacienta / V12a -
ET - Early Termination
Navstéva na Centru v ramci 5500
sbéru dat pro predcasné
ukon&eného pacienta
Telefonicky  kontakt s 2 516
pred¢asné ukon&enym
pacientem v rdmci sbéru dat
Test jaternich funkci 5510
Total 58 471
L. Zavéreéna ustanoveni
Ostatni ustanoveni Smlouvy zUstavaji timto

Dodatkem nezménéna. Tento Dodatek nabyva
platnosti dnem jeho podpisu posledni ze smluvnich
stran a ucinnosti uvefejnénim v registru smiuv
vsouladu se znénim Smlouvy; pro vylouceni
pochybnosti smluvni strany prohlasuji, Ze z divodu
ochrany obchodniho tajemstvi Zadavatele nebudou

vramci tohoto Dodatku uvefejnény nasledujici
informace: nové podoba tabulky ,Volitelné
navstévy*.

Tento Dodatek je vyhotoven v Ceském jazykovém
znéni a v anglickém jazykovém znéni, pfiCemz
pfednost ma Ceské jazykoveé znéni.

Tento Dodatek se vyhotovuje ve Ctyfech
vyhotovenich, kdy Zadavatel obdrzi dvé vyhotoveni
a Centrum a Hlavni zkouSejici po jednom
vyhotoveni.

Smluvni strany prohla$uji, Ze tento Dodatek uzaviely
na zakladé svobodné a vazné vile, jeho obsah
procetly a porozumély mu, a na dlikaz toho pfipojuji
své vlastnoru¢ni podpisy
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Il. Amendment to Agreement

Due to the significant increase in the number of
prematurely terminated patients with regard to the
pandemic situation, the Parties hereby agreed on
these amendments to the Agreement:

a) The current version of the table “Optional
visits” under Sec. 4 of Appendix No. 1 of
the Agreement shall be deleted and
replaced by its following new version:

Visit: Payment in CZK
(VAT excluded)

V1 & V2 combined 29125
Early Terminated Patient 15 820
Visit / V12a - ET - Early
Termination
Site visit within collection 5500
of data of Early
Terminated patient
Telephone contact with 2516
Early terminated patient
within data collection
Liver function test 5510
Total 58 471

1l. Final Provisions

This Amendment is without prejudice to the other
provisions of the Agreement. The Amendment
shall be valid on the date of signing by the last
Party and become effective upon its publishing in
the contract registry in accordance with the
Agreement; for the avoidance of doubt, the
Parties declare that, in order to protect the
Sponsor’s trade secret, the following information
of this Amendment shall not be published: new
version of table “Optional visits”.

This Amendment is made in Czech and English
language version. Czech language version shall
prevail.

This Amendment is executed in four original
copies. The Sponsor shall receive two original
copies and the Center and the Principal
Investigator receives one original copy of the
Amendment each.

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.

Version Oldated 12th July 2015
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BAYER s.r.o.

Misto/datum - Place/date: Praha
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1 _ I

Zmocnénec / Agent

Nemocnice Ceské Budéjovice

Misto/datum - Place/date:

MUDTr. Ing. Michal Snorek, Ph.D.
Pfedseda predstavenstva / Chariman of the Board

Misto/datum - Place/date:

] MUDr. Jaroslav Novak, MBA
Clen pfedstavenstva / Member of the Board

Hlavni zkousejici / Principal Investigator

Misto/datum - Place/date:

e
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