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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 /ID 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

Fakultni nemocnice Ostrava
se sidlem / With its registered seat at:
17. listopadu 1790, 708 52 Ostrava-Poruba,
Ceska republika / Czech Republic
ICO /D No.: 00843989
DIC / VAT No.: CZ00843989
zfizena rozhodnutim Ministerstva zdravotnictvi Ceské republiky
ze dne 25. listopadu 1990, €.j. OP-054-25.11.90 /
Established by the decision of the Ministry of Health of the Czech Republic
dated 25 November 1990 file no. OP-054-25.11.90
ve vécech této smlouvy je opravnén jednat a podepisovat: /

Entitled to act and siﬁn in matters of this contract::

nameéstek feditele pro védu, vyzkum a vyuku /
Deputy Director for Science, Research and Education

(dale jen ,Centrum® / hereinafter referred to as the “Center”)

a/And

datum narozeni / Date of birth: h
adresa trvalého bidliété / Permanent address:

Ceska republika / Czech Repu’blic

(dale jen ,Zkousejici” / hereinafter referred to as the “Investigator”)
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(Bayer,

Centrum a ZkouSejici dale spolecné

oznacovani jako ,Smluvni strany*)

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

1.1

2.1

2.2

3.1

I Uvodni ustanoveni

Dne 10.05.2022 byla mezi Smluvnimi
stranami uzaviena Smlouva o provedeni
klinického hodnoceni, ktera byla dale
upravena Dodatkem €. 1 ze dne 17. 8. 2022
(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 ucinnost
a bezpecnost pfipravku  Finerenone  pfi
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: Finanéni podminky

Smlouvy se ruSi vcelém rozsahu
a nahrazuje se novou Pfilohou & 1 -
revidovanou Dodatkem ¢&.2, ktera tvofi
pfilohu tohoto Dodatku.

Smluvni strany se dohodly, Zze Bayer uhradi
Centru odmeénu za navstévy, vysetfeni a dalsi
sluzby provedené od 1.10.2022 do dne
u€innosti tohoto Dodatku, a to ve vysi a za
podminek dle Pfilohy 1 - revidované
Dodatkem ¢. 2 Odména za tyto ukony je
splatna v nejbliz§im  platebnim  obdobi
nasledujicim po uzavieni tohoto Dodatku.

M. Zavérecna ustanoveni

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

(Bayer,

2022 CZ_CO_66933

Center and |Investigator collectively

hereinafter referred to as the “Parties”)

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”):

1.1

. Introductory Provisions

On 10 May 2022, the Agreement for the
Performance of a Clinical Trial which has
been subsequently amended by Amendment
No. 1 dated 17 Aug 2022 was concluded
between the Parties (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 Investigator, as the case
may be.

Il. Amendment to Agreement

2.1 The Contracting parties hereby agree to amend

2.2

3.1

2/4

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. 2 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. 2. 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. 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 Ceském
a anglickém jazyce, pfiCemz v pfipadé
rozporu mezi jazykovymi verzemi bude

upfednostnéna Ceska verze Dodatku.

Smluvni strany prohlasuji, Zze tento Dodatek
uzaviely na zakladé svobodné a vazné vdle,
jeho obsah proCetly a porozumély mu, a na
ddkaz toho pfipojuji své vilastnoruéni podpisy.

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

IV. Pfilohy

Nasledujici pfiloha / pfilohy tvofi nedilnou soucast
tohoto Dodatku, nestanovi-li tento Dodatek jinak:

Pfiloha 1

— revidovana Dodatkem 2: Finanéni
podminky

3.2

3.3

3.4

3.5

2022 CZ_CO_66933

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 Bayer
and Center via email.

IV. Appendices

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

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

Datum / Date:

- T

zmocnénec/ Agent

Fakultni nemocnice Ostrava

Datum / Date:

nameéstek feditele pro védu, vyzkum a vyuku /
Deputy Director for Science, Research and Education

Datum / Date:

ZkouSejici / Investigator
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