BAY 94-8862, Protocol No. 21177

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 rejstiiku u Méstského
soudu v Praze, oddil C, vlozka 391

IC: 00565474

DIC: CZ00565474

zastoupena na zakladé piné moci |Gz

(dale jen jako "Zadavatel")

o)

VsSeobecna fakultni nemocnice v Praze

se sidlem: U Nemocnice 499/2, 128 08 Praha 2,
Ceska republika

ICO: 00064165

DIC: CZ00064165

zfizena rozhodnutim Ministerstva zdravotnictvi
Ceské republiky ze dne 25.11.1990
zastoupena na zakladé plné moci

(dale jen "Centrum")

a
Adresu pracovidté: Ill. interni Kklinika -
endokrinologie, metabolismu VFN v Praze,

U Nemocnice 504/1, 128 08 Praha 2, Ceska

republika

Datum narozeni: || Iz

(dale jen "Hlavni zkouSejici")

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

I Uvodni ustanoveni

1.1 Dne 25.2.2022 byla mezi smluvnimi

stranami uzaviena Smlouva o klinickém
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AMENDMENT No. 1 TO THE
CLINICAL TRIAL AGREEMENT

Between

BAYER s.r.o.

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

ID No.: 00565474

VAT No.: CZ00565474

Reiresented on the basis of Power of Attorney by

(hereinafter referred to as "Sponsor")
And

VSeobecna fakultni nemocnice v Praze

With its registered seat at: U Nemocnice 499/2,
128 08 Praha 2, Czech Republic

ID No.: 00064165

VAT No.: CZ00064165

Established by the decision of the Ministry of
Health of the Czech Republic dated 25
November, 1990

Represented on the basis of Power of AttorneF
b )

(hereinafter referred to as "Center")

And

Address of workplace: lll. Department of Internal
Medicine of VFN in Prague, U Nemocnice 504/1,
128 08 Praha 2, Czech Republic

Date of Birth: [

(hereinafter
Investigator")

referred to as  "Principal

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”):

1. Introductory Provisions

1.1 On 05 Oct 2021, the Clinical Trial
Agreement was concluded between the

contracting parties, which has been
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2.1

22

3.1

3.2

3.3

hodnoceni (dale jen ,Smlouva®), jejimz
pfedmétem je provedeni Studie s nazvem
»~Randomizovana, dvojité  zaslepena,
placebem  kontrolovana  multicentricka
klinicka studie s pararelnimi skupinami faze
3 s cilem zkoumat dcéinnost a bezpecénost
pfipravku  Finerenone pii podani ke
standardni  terapii u  progresivniho
onemocnéni ledvin u pacientt
s nediabetickym chronickym

onemocnénim ledvin.“ s Cislem protokolu
21177 (dale jen “Studie”), a rozdéleni
povinnosti souvisejicich se Studii mezi
spole¢nost Bayer, Centrum a Zkousejiciho.

Il. Zména Smlouvy

Smluvni strany timto sjednavaji zménu
Smlouvy, aby upravili rozpocet Studie:

a) stavajici Pfiloha €. 1: Finan¢ni podminky
Smlouvy se rusi vcelém rozsahu
a nahrazuje se novou Prfilohou & 1 —

revidovanou Dodatkem ¢&. 1, ktera tvofri
pfilohu tohoto Dodatku.

Smluvni strany se dohodly, Ze Bayer uhradi
Centru odménu za navstévy, vySetfeni
a dalsi sluzby provedené od 1.10.2022 do
dne ucinnosti tohoto Dodatku, a to ve vysi
a za podminek dle Pfilohy 1 — revidované
Dodatkem &. 1 Odména za tyto ukony je
splatnd v nejbliz8§im platebnim obdobi
nasledujicim po uzavieni tohoto Dodatku.

I, Zavérecna ustanoveni

Ostatni ustanoveni Smlouvy z(stavaji timto
Dodatkem nezménéna. Tento Dodatek
nabyva platnosti a uc€innosti dnem jeho
podpisu posledni ze smluvnich stran.

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

Tento Dodatek je sepsan v &eském
a anglickém jazyce, pficemz v pfipadé
rozporu mezi jazykovymi verzemi bude
uprednostnéna Ceska verze Dodatku.
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subsequently amended by Amendment
No. 1 dated 11 Jul2022 (hereinafter
referred to as ,the Agreement). Subject
of the Agreement is the performance of
the study entitled “A randomized, double-
blind, placebo-controlled, parallel-group,
multicenter Phase 3 study to investigate
the efficacy and safety of FInerenone, in
addition to standard of care, on the
progression of kidney disease in patients
with  Non-Diabetic =~ Chronic  Kidney
Disease” with the protocol number 21177
(hereinafter referred to as the “Study”),
and allocation of the Study related
obligation either to Bayer, Center and the
Investigator, as the case may be.

Il. Amendment to Agreement

2.1 The Contracting parties hereby agree to

22

3.1

3.2

3.3

amend the Agreement to adjust the Study
budget:

a) The current Appendix 1: Financial Terms

of the Agreement is deleted in its entirety
and replaced with the new Appendix 1 —
Revised by Amendment No. 1 attached
to this Amendment.

The Parties agreed that the Bayer shall
reimburse the Center the remuneration for
visits, examinations and other services
performed since 1.10.2022 until the
effective date of this Amendment in the
amount and under conditions set out in the
Appendix 1 — Revised by Amendment
No.1 The remuneration for these
operations is due within the next payment
period following conclusion of this
Amendment.

1l. Final Provisions

This Amendment is without prejudice to
the other provisions of the Agreement.
The Amendment shall be valid and
effective on the date of signing by the last
contracting party.

This Amendment is executed in three
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.
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3.4  Smluvni strany prohlasuji, ze tento Dodatek
uzaviely na zakladé svobodné a vazné
vlle, jeho obsah procetly a porozumély mu,
a na ddkaz toho pfipojuji své vlastnorucni

podpisy.

I. Pfilohy

Nasledujici prilohy, které tvofi soucCast tohoto
Dodatku, se dnem jeho uc&innosti stavaji nedilnou
soucasti Smlouvy:

Pfiloha &. 1 —revidovana Dodatkem ¢. 1: Finanéni
podminky

2022 CZ_CO_66875

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

IV. Appendices

The following Appendices which form part of this
Amendment, shall become an integral part of the
Agreement on the effective date of the
Amendment:

Appendix No. 1 — Revised by Amendment No. 1:
Financial Terms
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BAYER s.r.o.

Misto / Place: Praha

Datum / Date:

zmocnénec / Agent

VsSeobecna fakultni nemocnice v Praze

Misto /Place:

Datum / Date:

Misto / Place:

Datum / Date:

Hlavni zkouSejici / Principal Investigator
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