BAY3018250, Protocol No. 22138 2025_CZ CO_92526

KHL/2024/019/Su
DOHODA O POSTOUPENI ASSIGNMENT AGREEMENT
A DODATEK 1 AND AMENDMENT 1
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, viozka 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 u sv. Anny v Brné
se sidlem / With its registered seat at:
Pekarska 664/53, 602 00 Brno
Ceska republika / Czech Republic
ICO /1D No.: 00159816
DIC / VAT No: CZ00159816

Zfizena rozhodnutim Ministerstva zdravotnictvi ze dne 5.12.1997 /
Established by the decision of the Ministry of Health dated 5.12.1997

zastoupena / Represented by:

Ing. Vlastimil Vajdak
feditel / Director

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

a/And

o ]
10 /1D No.: I

adresa sidla / Registered office address:

Ceska republika / Czech Republic

(byvaly hlavni zkouSejici, dale jen ,Pavodni HZ” / former principal investigator hereinafter referred to as the
“‘Former PI”)

a/And
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ICO /1D No.:

adresa sidla / Registered office address:

Ceska republika / Czech Republic

(novy hlavni zkou3ejici, dale jen ,Novy HZ” /
new principal investigator hereinafter referred to as the “New PI”)

(Bayer, Centrum, Plvodni HZ a Novy HZ dale
spole¢né oznacovani jako ,Smluvni strany®)

uzaviené nize uvedeného dne, mésice a roku podle
ustanoveni § 1746 odst. 2 zakona €. 89/2012 Sb.,
obcansky zakonik, ve znéni pozdéjsich predpisl
(dale jen ,Dodatek"):

l. Uvodni ustanoveni

1.1 Dne 9. 1. 2025 byla mezi spoleCnosti Bayer,
Centrem a Pdvodnim HZ uzaviena Smlouva o
provedeni klinického hodnoceni (dale jen
~Smlouva“), jejimz pfedmétem je provedeni
studie s ndzvem ,Randomizovand, dvojité
zaslepena, placebem kontrolovana,
multicentrické studie s cilem vyhodnotit
ucinnost a bezpecénost pfipravku BAY
3018250 u pacienti se symptomatickou
proximalni hlubokou Zzilni trombézou" s Cislem
protokolu 22138 (dale jen “Studie”),
a rozdeéleni povinnosti souvisejicich se Studii
mezi spole¢nost Bayer, Centrum a Pivodniho
HZ.

Il Zména Smlouvy

21  Smluvni strany timto sjednavaji zménu
Smlouvy, aby potvrdily zménu v osobé
hlavniho zkousSejiciho pfi provadéni Studie
v Centru a prevedly prava a povinnosti
Zkousejiciho ze Smlouvy z Pivodniho HZ na
Nového HZ a zajistily odpovidajici zménu
smluvni strany ve Smiouve.

2.2 Smluvni strany sjednavaji, Zze s ucinnosti
tohoto Dodatku:

a) Pdavodni HZ postupuje na Nového HZ
vdechna svoje prava a povinnosti
Zkousejiciho ze Smlouvy ve vztahu k tomu,
co dosud nebylo dle Smlouvy pinéno
a Novy HZ v8echna tato prava a povinnosti
ZkousSejiciho ze Smlouvy pfijima a nabyva,

b) Puvodni HZ prestava byt hlavnim
zkousejicim pfi provadéni Studie v Centru;

(Bayer, Center, Former Pl and New PI 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. Introductory Provisions

1.1 On 9 January 2025, the Agreement for the
Performance of a Clinical Trial was concluded
between Bayer, Center and Former PI
(hereinafter referred to as the ,Agreement®).
Subject of the Agreement is the performance
of the study entitled “A randomized, double-
blind, placebo-controlled, multi-center study to
assess the efficacy and safety of BAY
3018250 in patients with symptomatic
proximal deep vein thrombosis* by the
protocol number 22138 (hereinafter referred
to as the “Study”), and allocation of the Study
related obligation either to Bayer, Center and
Former PI, as the case may be.

Il Amendment to Agreement

21 The Parties hereby agree to amend the
Agreement to confirm change in the person of
the principal investigator in the Study conduct
in Center and to assign rights and obligations
of the Investigator under the Agreement by
Former Pl to New Pl and to ensure the
corresponding change of the contract party in
the Agreement.

2.2 The Parties agree that with this Amendment
coming into effect:

a) Former PI assigns to New PI all his rights
and obligations of the Investigator from the
Agreement in relation to what has not been
fulfilled yet under the Agreement and New
Pl accepts and acquires all these rights and
obligations of the Investigator under the
Agreement;

b) Former Pl shall cease to act as principal
investigator in the Study conduct in Center;
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¢) Novy HZ nahrazuje Plivodniho HZ na pozici c) New Pl shall replace Former PI as principal
hlavniho zkousejiciho pfi provadéni Studie investigator for the Study site and
vCentru a ujima se povinnosti undertakes obligations of Investigator in
ZkousSejiciho v souladu se Smlouvou accordance with the Agreement and the
a Protokolem; Protocol;

d) ZkouSejicim dle Smlouvy se rozumi Novy d) Investigator under the Agreement shall
HZ a jakékoli a vSechny zminky mean New Pl and any and all references to
o Zkou$ejicim ve  Smlouvé oznadluji Investigator in the Agreement shall mean
Nového HZ; New PI;

e) Puvodni HZ souhlasi stim, Ze tento e) Former Pl agrees this Amendment shall not
Dodatek ho neuvoliuje od stavajicich provide relief from his existing and
a trvajicich povinnosti va¢i spolecnosti continuing obligations owed to the Bayer
Bayer podle Smlouvy nebo Protokolu, které under the Agreement or the Protocol which
maiji pretrvat i po skonéeni Smlouvy a které are intended to survive the termination of
na Nového HZ nelze zcela pfevést; the Agreement and which cannot be

transferred fully to New PI;

2.3. Spole¢nost Bayer a Centrum 2.3. Bayer and Center approve of the
s postoupenim prav a povinnosti assignement of rights and obligations of the
Zkousejiciho ze Smlouvy Puvodnim HZ na Investigators under the Agreement
Noveého HZ dle odst. 2.2 souhlasi. pursuant to par. 2.2 by Former Pl to New

PI.
2.4. Obsah odstavce 4.3 Smlouvy se rusi 2.4. The content of Paragraph 4.3 of the

vcelém rozsahu a nahrazuje se
nasledujicim novym znénim:

Veskeré odmény a nahrady, které maji byt
zaplaceny Centru a Zkou$ejicimu, jsou
splatné ve lhaté 30 dnii ode dne, kdy bude
spolec¢nosti Bayer doruéen odpovidajici
dariovy doklad (faktura) majici vSechny
naleZitosti  dle  pfislusnych  pravnich
predpist  upravujicich dan  z pfidané
hodnoty, a to ve prospéch bankovniho uctu
Centra:

Banka / Bank: Ceska narodni banka

2025 CZ_CO 92526

Agreement is deleted in its entirety and
replaced by the following new wording:

All payments to Center and the Investigator
will be made within 30 days after the day
when Bayer receives a corresponding tax
document (invoice) which meets all
requirements according to applicable legal
VAT rules, to the bank account of Center:

Majitel uctu / Account Holder: Fakultni nemocnice u sv. Anny v Brné
IBAN: CZ83 0710 0200 0100 7113 8621

SWIFT kéd / Code: CNBACZPP

Reference - variabilni symbol / Reference — Variable Symbol:

Cislo faktury / invoice number

a ve prospéch bankovniho uctu ZkouS$ejiciho:

Banka / Bank:
Majitel uctu / Account Holder:
IBAN:
SWIFT kéd / Code:

and to the bank account of the Investigator:

Reference - variabilni symbol / Reference — Variable Symbol:

Cislo faktury / invoice number

V pripadé zmény platebnich Gdaji jsou
Centrum a ZkouSejici povinni pisemné
informovat spole¢nost Bayer. Smluvni strany

In case of changes in the Center’s and the
Investigator’s banking information, the Center
and the Investigator are obliged to inform
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souhlasi, Ze v pfipadé zmén platebnich udaju,
které nezahrnuji zménu zemé, ve které je
bankovni ucet veden, neni potfebné
vyhotovovat zadné dalSi dodatky (jako
napriklad pisemny dodatek ke Smlouvé ve
smyslu odst. 13.11 této Smlouvy).

2.5. Ve ¢tvrtém pododstavci odstavce 4.4 Smlouvy

3.1

3.2

3.3

3.4

3.5

se stavajici e-mailova adresa Zkousejiciho pro
odesilani objednavky pro vystaveni faktury

odstrafiuje a nahrazuje se nésledulici novou

emailovou adresou:

1l. Zavérecna ustanoveni

Ostatni ustanoveni Smlouvy zlstavaji timto
Dodatkem nezménéna. Tento Dodatek
nabyva ucinnosti bud svym uvefejnénim
v registru smluv, nebo dnem, kterym nabude
pravni moci rozhodnuti o povoleni vyznamné
zmény klinického hodnoceni spodcivajici ve
zméné v osobé hlavniho zkouSejiciho pfi
provadéni Studie v Centru ve smyslu tohoto
Dodatku, a to podle toho, ktera z uvedenych
skute€nosti nastane pozdgji.

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

Tento Dodatek je sepsan v Ceském
a anglickém jazyce, pfiemz v pfipadé
rozporu mezi jazykovymi verzemi bude

upfednostnéna €eska verze Dodatku.

Smluvni strany prohla8uji, Ze tento Dodatek
uzavrely na zakladé svobodné a vazné vile,
jeho obsah procetly a porozumély mu, a na
dikaz souhlasu pfipojuji své vlastnoruéni

podpisy.

Smluvni strany se dohodly, ze uvefejnéni

Dodatku  prostiednictvim  registru  smluv
provede Centrum, a to nejpozdéji do
5 pracovnich dnd od podpisu Dodatku

posledni ze Smluvnich stran; v opaném
pfipadé je opravnén k zaslani Dodatku do
registru smluv Bayer. Navrh verze Dodatku
uréené k uverejnéni bude spole¢nosti Bayer
odeslan Centru v elektronické verzi ve
strojové Citelném formatu nejpozdéji ke dni
podpisu Dodatku a pfed jeho uvefejnénim

2.5.

3.1

3.2

3.3

3.4

3.5

2025 CZ CO 92526
KHL/2024/019/Su

Bayer in writing. The Contractual Parties
agree that in case of changes in banking
information which do not involve change of
country location of bank account, no further
amendments (such as a written amendment
hereto within the meaning of Sec. 13.11
hereof) are required.

In the fourth subparagraph of Sec. 4.4 of the
Agreement, the existing e-mail address of the
Investigator for sending the order for invoicing
shall be removed and replaced with the

foIIowini new email address:

1l. Final Provisions

This Amendment is without prejudice to the
other provisions of the Agreement. This
Amendment shall come into effect either upon
its publication in the contract registry, or upon
the date on which the decision to authorize a
substantial modification to the clinical ftrial
consisting of the change in the person of the
principal investigator in the Study conduct in
the Center within the meaning of this
Amendment becomes final, whichever occurs
later.

This  Amendment is executed in
4 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, and
they attach their ownership signatures as
proof of consent.

The Parties agreed that the publication of the
Amendment through contract registry shall be
performed by the Center, no later than within
5 working 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 by Bayer to the Center in electronic
form in machine readable format on the day of
signature of the Amendment at the latest and
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3.6

3.7

bude spole¢nosti Bayer a Centrem vzajemné
odsouhlasen prostfednictvim e-mailu.

Pavodni HZ a Novy HZ souhlasi se
zvefejnénim  svych  jmen v souvislosti
s uvefejnénim tohoto Dodatku na portale
vefejné spravy vsouladu se zakonem
o registru smiuv.

Pfedpokladdana hodnota Smlouvy ve znéni
tohoto Dodatku ¢ini ¢astku 2 240 000 K¢.

IV. Prilohy

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

Pfiloha 1: Finan¢ni podminky

3.6

3.7

2025 CZ CO 92526
KHL/2024/019/Su

before its publication shall be mutually agreed
by Bayer and Center via email.

Former Pl and New Pl agree to the publication
of their names in connection with publication
of this Amendment on the public
administration portal in accordance with the
Act on Contract Register.

The estimated value of the Contract, as
amended is CZK 2 240 000.

IV. Appendices

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

Appendix 1: Financial Terms
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BAYER s.r.o.

Datum / Date: 26. 6. 2025

- T

zmocnénec / Agent

Fakultni nemocnice u sv. Anny v Brné

14. 7. 2025
Datum / Date:

Ing. Vlastimil Vajdak
feditel / Director

Datum / Date: 11. 7. 2025

byvaly hlavni zkous$ejici / former principal investigator

Datum / Date: 4.7.2025

novy hlavni zkousSejici / new principal investigator
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Pfiloha 1: Finanéni podminky

Odména Centra a ZkouSejiciho se uréi jako
souCet diléich odmén uvedenych nize za
jednotlivé &innosti fadné a v€as provedené,
v obdobi, za které je odména uctovana. Narok
na odménu za prislusné obdobi vznika
poslednim dnem takového obdobi, a to
v rozsahu odpovidajicimu Ffadné vyplnénym
elektronickym formulafim CRF za jednotlivé
subjekty hodnoceni, které byly spole¢né
s vypinénou dokumentaci poskytnuty
spole¢nosti Bayer nejpozdéji posledni den
pfislusného obdobi.

Odména uréena podle této PFilohy kryje
vS8echny ndklady na veskera vySetieni (v€etné
odmén Zkousejiciho, Clent studijniho tymu,
zaméstnancu Centra a dalSich
administrativnich a/nebo rezijnich nakladl
Centra, nakladd na laboratof a archivaci)
vyZzadovana Protokolem, stejné jako kryje
veskeré naklady na plnéni zavazkd Centra
vyplyvajici ze Smlouvy, neni-li dale nebo ve
Smlouvé explicitné dohodnuto néco jiného.

PFfi pfed€asném ukonéeni Smlouvy uhradi
Bayer Centru a ZkousSejicimu pouze naklady
jiz prokazatelné vynalozené a ukony jiz
prokazatelné provedeneé.

V8echny platby niZze jsou uvedeny v K&, bez
DPH a budou uhrazeny na zakladé skute¢né
vykonanych navstév subjektu hodnoceni /
skute€né vykonanych ukonu ve Studii.

Schéma pro thradu jednotlivych ukonu:

2025 CZ CO 92526
KHL/2024/019/Su

Appendix 1: Financial Terms

The remuneration of the Center and the
Investigator shall be calculated as the total of
particular prices (amounts) presented herein
below for individual activities duly and timely
performed in the period, for which the
remuneration is charged. The title to the
remuneration for a particular period shall arise
on the last day of such period and in the extent
corresponding to the duly filled electronic
forms CRF for individual patients, which were
provided to Bayer together with the filled
documentation on the last day of the
respective period at the latest.

The remuneration calculated under this
Appendix covers all costs for all examinations
(including remuneration of the Investigator,
Study Team Members, Center’'s employees
and any administrative and/or overhead costs
of the Center, costs for laboratory and
archiving) required by the Protocol as well as
all costs incurred by fulfilment of Center’s
obligations resulting from the Agreement if not
explicitly agreed otherwise further herein or in
the Agreement.

In case of an early termination of the
Agreement, Bayer will pay the Center and the
Investigator only the provably spent costs and
for the activities provably accomplished.

All payments below are given in CZK, VAT
excluded and will be paid based upon the
visits actually undergone by a trial subject /
actually performed units in the Study.

Scheme for remittance of individual activities:

Navstéva / Visit

Platba / Total
Payment

i
LI
i

Platba Platba
Centru/ Zkousejicimu /
Payment to Payment to

the Center Investiiator
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LI |
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BB

Pokud bude v ramci Studie a v souladu
s Protokolem  nezbytné nutné provést
nasledujici vySetfeni a pokud tato vysSetfeni
nejsou hrazena ze zdravotniho pojisténi
pfislusného subjektu hodnoceni, zaplati
Bayer Centru a ZkouSejicimu nasledujici
platby za provadéni téchto vySetfeni po
obdrzeni pfislusné formalné spravné faktury:

If the following procedures become necessary
within the Study according to the Protocol, and
only as far as they are not covered by the
public health insurance of the trial subject, the
following payments for the performance of
these procedures will be made by Bayer to the
Center and the Investigator upon receipt of
a corresponding and formally correct invoice:

Celkova Platba Platba
Platba za 1 Centru/ Zkousejicimu

vySetieni / Payment to | Payment to
VySetieni / Procedure Total Center Investigator

Payment

per 1

proceudre

B B

L
Ll

1

B

Odména za pfislusny subjekt hodnoceni bude
shiZzena v nasledujicich pfipadech:

V pfipadé subjektd hodnoceni, které prosly
skrininkem, ale nesplnily podminky pro
zafazeni do Studie v dusledku vysledku
vySetfeni a/nebo hodnoceni z diivodu, které
nemohly byt znamé pFed pfihlaSenim k ucasti
ve Studii (tzv. neuspésny skrinink), vyplati
Bayer odménu podle platebni tabulky nize za
subjekt hodnoceni, unéhoz byl skrinink
neuspésny, pokud byly provedeny vsechny
skrininkové ukony, avsak vV pomeéru
Bl ncuspésny skrinink na [l zarazené
subjekty hodnoceni a celkem maximalné za
takové subjekty hodnoceni. Pokud je
dosazeno tohoto limitu, mGze Centrum a/nebo
Zkousejici pisemné pozadat spole¢nost Bayer
osouhlas s dodateCnymi  platbami za
neuspésny skrinink a pfed skrininkem dalSiho
subjektu hodnoceni musi obdrZzet pisemny
souhlas spolecnosti Bayer.

The Per Individual Subject Fee will be reduced
in the following cases:

With regard to trial subjects who have gone
through screening but did not meet the
enrolment conditions due to the results of the
tests and/or assessments that could not have
been known before entering the Study (i.e.
screening failure), Bayer shall make
a payment according to payment table below
per screen failure trial subject provided that all
screening activities were properly performed,
however in ratio | screening failure per
Il <nrolled trial subjects and totally for ﬁ
such trial subjects at maximum.

If this limit is reached, the Center and/or
Investigator may ask Bayer in writing to
approve additional Screen Failure payments
and prior to screening additional trial subject it
must obtain written Bayer approval.
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Celkova
platba /
Total

Navstéva / Visit

iaiment

Platba Platba
Centru/ Zkousejicimu /
Payment to Payment to
Center Investigator

BB

Ostatni naklady:
Bayer uhradi Centru nasledujici naklady,

které nejsou zahrnuty v odméné za subjekt
hodnoceni:

Administrativni naklady:
Bayer zaplati Centru nahradu nakladu
souvisejicich s pfipravou a spusténim Studie
v Centru, a to jednorazovou ¢astkou ve vysSi
Ké. Nahrada téchto nakladu je
splatna na zakladé faktury Centra fadné
vystavené po podpisu této  Smlouvy
a doruc¢ené spolecnosti Bayer, a to ve Ih(té
splatnosti a v souladu s postupem a za
podminek uvedenych v &l. IV Smlouvy.

Bayer zaplati Centru za kazdy dodatek ke
Smilouve, v pfipadé projednani podstatnych
zmén obsahu Smlouvy a/nebo rozpoctu
Studie, poplatek ve vysi h Ké. Faktura

bude Centrem vystavena po podpisu dodatku.

Bayer zaplati Centru nahradu nakladu na
archivaci studijni dokumentace po dobu 25 let,
a to jednorazovou Castkou ve vysSi

Ké. Nahrada téchto nakladd je splatna na
zakladé faktury Centra fadné vystavené po
ukonceni Studie a doru¢ené spolecnosti
Bayer, a to ve Ihuté splatnosti a v souladu
s postupem a za podminek uvedenych v ¢&l. IV
Smilouvy.

Bayer se ddle zavazuje uhradit centru ¢astku
ve VvySi K¢é kuhradé nakladd
spojenych s poskytovanim sluzeb lokalni
laboratofe. Tato jednorazova uhrada bude
fakturovana po podpisu smlouvy.

Bayer uhradi naklady Centra spojené se
zaloZzenim a nastavenim Centra ve vzajemné
dohodnuté elektronické platformé& ve vysi

Ké. Tato ¢&astka zahrnuje také
ndklady na pfijem potfebné studijni
dokumentace od spolecnosti Bayer v ramci
platformy a uloZzeni dokumentl Centra

(i)

Pass-through costs:

Bayer shall reimburse the Center with regard
to the following expenses, which are not
covered by the Per Subject Fee:

Administrative costs:

Bayer shall reimburse Center for costs related
to preparation and starting of the Study in
Center. For this purpose Bayer shall pa
aone-time payment of CZK ﬂ/
Reimbursement of such costs shall be
payable on the basis of an invoice from the
Centre duly issued after the signature of this
Agreement and delivered to Bayer within the
due date and in accordance with the

procedure and under the conditions set out in
Art. IV hereof.

Bayer shall reimburse Center a lump sum in
the amount CZK [ for each
amendment to the Agreement, in the case of
negotiation of substantial amendments of
Agreement content or Study budget. The
invoice will be issued by the Center after
signing of the amendment.

Bayer shall reimburse Center for costs for
archiving of study documentation for period of
25 years. For this purpose Bayer shall pa

aone-time payment of CZK ﬂ
Reimbursement of such costs shall be
payable on the basis of an invoice from the
Centre duly issued after the termination of the
Study and delivered to Bayer within the due
date and in accordance with the procedure

and under the conditions set out in Art. IV
hereof.

of CZK to the Center to reimburse
the costs associated with the provision of the
services of the local laboratory. This one-off
payment will be invoiced after signing the
Agreement.

In addition Baier undertakes to pay the sum

Bayer shall reimburse Center’s costs related
to the establishment and setup of the Center
in a mutually agreed electronic platform in the
amount of CZK . This amount also
includes the cost of receiving the necessary
Study documentation from Bayer within the
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(ii)

(iif)

potfebnych pro spusténi a iniciaci Centra.
Castka bude Centru uhrazena na zakladé
faktury vystavené po podpisu smiouvy.

Bayer zaplati Centru za vedeni elektronické
dokumentace poplatek ve vySi K¢ za
kalendafni mésic, pfi¢emz narok na poplatek
vznikd po dokon€eni zahajovacich aktivit
a obdrzeni souvisejici dokumentace
potvrzujici dokon€eni zahajovacich aktivit.
Narok na poplatek zanika po obdrzeni
souvisejici dokumentace potvrzujici
dokonc&eni zavérecnych aktivit. Poplatek bude
hrazen vfadném fakturaénim  obdobi
uvedeném ve Smiouvé.

Lékarna:

Bayer zaplati Centru za pfijem, uchovavani,
evidenci a vydej Hodnoceného |éku (dale jen
,Sluzby lékarny“) pausalni astku i
Ké za kazdych 6 kalendafnich mésicu
poskytovani Sluzeb lékarny pro tuto Studii,
poCinaje mésicem, vnémz bude dodana
a pfijata prvni zasilka Hodnoceného léku,
a konCe mésicem vydeje/vraceni posledniho
baleni Hodnoceného Iéku, a to bez ohledu na
rozsah skladovaci plochy nezbytné ke
skladovani Hodnoceného léku a bez ohledu
na pocet jednotlivych zasilek a mnozstvi
Hodnoceného léku. Tato C&astka je
fakturovana ve stejném intervalu jako platby
za navstévy a dalSi vysSetfeni.

Bayer uhradi Centru za kazdou pfipravu
IéCiva za sterilnich podminek v laminarnim
boxu &astku i Ké. Tato &astka je
fakturovana ve stejném intervalu jako platby
za navstévy a daldi vySetieni.

Dale Bayer uhradi Centru na zakladé faktury
start-up poplatek ve vysi Ké za
sluzby Iékarny, ktery je nevratny a je splatny
po podpisu této smlouvy.

Zahajovaci poplatek se vyplaci i tehdy, kdy
neni zafazen zadny subjekt hodnoceni, jelikoz
lékarné  pFfesto  vznikly naklady za
administrativni ukony souvisejici s jednanimi
pfed zahajenim klinického hodnoceni.

Nahrady subjektim hodnoceni:

Bayer uhradi subjektlim hodnoceni
prostfednictvim Centra cestovni naklady
a kompenzaci za C¢as straveny subjekty

(ii)

(iii)

2025 CZ CO 92526
KHL/2024/019/Su

platftorm and the storage of the Center
documents necessary for the start-up and
Center initiation. The payment will be invoiced
after signing the Agreement.

Bayer shall pay to the Center for the
maintenance of the electronic documentation
the fee of CZK |l per calendar month.
Fee shall start to be payable upon completion
of the start-up activities and receipt of
supporting documentation providing details of
the start-up activities completed. Entitlement
to the fee shall end upon receipt of related
documentation showing details that the close-
out activities have been completed. The fee
will be paid at regular invoicing period set forth
in the Agreement.

Pharmacy:
Bayer shall pay to the Center for receipt,

storage, records keeping and dispensing of
the Study Drug (hereinafter “Pharmacy
Services”) the Ilump-sum amount of
CZK ‘ for each 6 calendar months of
provision of Pharmacy Services for the Study,
starting in the month, in which the first Study
Drug shipment is supplied and received and
ending in the month, in which the last Study
Drug package is dispensed or returned, with
no regard to the space necessary for storage
of the Study Drug and the number of individual
shipments and volumes of the Study Drug.
This amount is invoiced in the same frequency
as payments for visits and other procedures.

Bayer shall pay to the Center for each drug
preparation under sterile conditions in
a laminar box amount of |l czK. This
amount is invoiced in the same frequency as
payments for visits and other procedures.

In addition, Bayer shall pay to the Center
a start-up fee of CZK i for pharmacy

services, which is non-refundable and payable
upon signing of this Agreement.

The start-up fee is paid even if no trial subject
is enrolled, as the pharmacy has nevertheless
incurred costs for administrative tasks related
to the pre-trial negotiations.

Compensations to trial subjects:

Bayer shall reimburse expenses on travelling
and compensation for time spent in the Center
incurring in relation to participation of trial
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hodnoceni v Centru v souvislosti s jejich
ucasti ve Studii pausalni ¢astkou, jejiz vyse je
specifikovana v tabulce nize pro jednotlivé
navstévy v Centru uskute¢néné v souladu
s Protokolem, v hotovosti.

Centrum si necha od subjektd hodnoceni
kazdou vyplacenou nahradu za uskute¢nénou
navstévu podle tohoto ustanoveni pisemné
potvrdit podepsanim pfislusného formulare
spole€nosti Bayer.

Odména za tuto d¢innost je jiz zahrnuta
v odméné Smluvnich partner( dle odst. 5 této
prilohy.

2025 CZ CO 92526
KHL/2024/019/Su

subjects in the Study to trial subjects through
Center in lump sum specified in the table
below per individual visits in the Center
performed in accordance with the Protocol, in
cash.

Center shall have from trial subjects confirmed
each paid reimbursement for performed visit
under this provision in writing by signing the
appropriate Bayer form.

Fee for this activity is already included in the
remuneration of the Contract Partners
pursuant to Sec. 5 hereof.

Navstéva / Visit

Platba / Payment

hhhbuuth

Nahrady jsou subjektim hodnoceni vyplaceny
jménem a na ucet spolecnosti Bayer. Za timto
Uucelem poskytne Bayer Centru finanéni
prostfedky ve vySi nahrad vyplacenych
subjektim hodnoceni, jak je uvedeno dale.

Bayer poskytne Centru finanéni rezervu na
vyplaceni nahrad subjektd  hodnoceni
v celkové vysSi K¢, a to na zakladé
faktury Centra fadné vystavené po podpisu
této Smlouvy a dorucené spolecnosti Bayer,
ato ve Ihdté splatnosti a v souladu
s postupem a za podminek uvedenych v ¢&l. IV
Smlouvy. V pfipadé vycerpani vySe uvedené
finanni rezervy poskytne Bayer Centru dalSi
finanéni rezervu v pfiméfené vySi s ohledem
na pocCet aktualné zafazenych subjektl
hodnoceni, a to na zakladé faktury Centra
fadné vystavené a doruCené spolecnosti
Bayer, a to ve IhGté splatnosti a v souladu
s postupem a za podminek uvedenych v &l. IV
Smlouvy. Vystaveni faktury musi pfedchazet
doruceni oznameni Centra spole¢nosti Bayer

Compensations are paid to trial subjects in the
name and on behalf of Bayer. For this
purpose, Bayer shall provide the Center with
funds equal to the compensations paid to the
trial subjects, as set forth below.

Bayer shall provide financial deposit to the
Center for payment of ftrial subject
compensations in total amount CZK ‘
on the basis of an invoice from the Center duly
issued after the signature of this Agreement
and delivered to Bayer within the due date and
in accordance with the procedure and under
the conditions set out in Art. IV hereof. In case
Center uses up the entire financial deposit
Bayer shall provide next financial deposit to
the Center in adequate amount with regard to
number of currently enrolled trial subjects, on
the basis of an invoice from the Center duly
issued and delivered to Bayer within the due
date and in accordance with the procedure
and under the conditions set out in Art. IV
hereof. This issuance of the invoice must be
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(iv)

(v)

o vyCerpani finanéni rezervy. Na zavér Studie
Centrum provede zuétovani celkové Castky
finanéni rezervy poukazané spolec¢nosti Bayer
a nahrad vyplacenych subjektim hodnoceni
za uskuteCnéné navstévy, na které ziskalo
Centrum potvrzeni podle odstavce vyse,
a toto zuctovani bude provedeno po posledni
navstévé posledniho subjektu hodnoceni.
Toto zac¢tovani musi odsouhlasit monitor
Studie. Bude-li celkové poukazana finanéni
rezerva vysSSi nez c&astka Centrem takto
zUc¢tovana, vystavi Centrum opravny danovy
doklad (dobropis) a vrati prebytek finanéni
rezervy spole€nosti Bayer na bankovni ucet
spole¢nosti Bayer s referenci nejpozdéji do 60
dni od posledni navstévy posledniho subjektu
hodnoceni.

Tato finanéni rezerva na vplaceni nahrad
subjektlim hodnoceni se v souladu s § 36
odst. 13 Zakona o DPH nezahrnuje do
zakladu dané z pfidané hodnoty.

Uhrada naklad na udast na setkanich
spojenych se Studi:

Bayer nahradi Centru a Zkou$ejicimu
pfiméfené cestovni naklady a néaklady na
ubytovani, jez Smluvnim partneriim vznikly
v souvislosti s jejich U€asti na odbornych
setkanich tykajicich se Studie na Zadost
spole¢nosti Bayer, a které Bayer pfedem
odsouhlasil, a to na zakladé faktury vystavené
Centrem a predlozeni kopii uc¢etnich nebo
dafiovych dokladd za cestovni vydaje
spoleCnosti Bayer.

DalSi pfipadné vzniklé naklady budou
nahrazeny pouze s pfedchozim pisemnym
souhlasem spole¢nosti Bayer a po obdrzeni
pfislusné faktury a pfislusnych prakaznych
ucetnich dokladd.

Narok na nahradu veskerych nakladi dle
odstavcl 5 az 7 vznika Centru a ZkouSejicimu
dnem jejich prokazatelného vynaloZeni.
Veskeré tyto naklady jsou splatné v nejbliz§im
terminu splatnosti odmény dle odstavcu 1 az
4 této prilohy spoleCné s touto odménou,
nestanovi-li Smlouva nebo tato pfiloha jinak.

(iv)

(v)
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preceded by the delivery of the Center's
notification to Bayer of the using up the
financial deposit. At the end of Study Center
shall perform final accounting of the total
amount provided by Bayer to the Center and
paid reimbursement to trial subjects for
performed study visits for which Center
received confirmation from trial subjects
according to the paragraph above and this
accounting shall be performed after final study
visit of last trial subject. This accounting must
be approved by Study monitor. If total financial
deposit sent to the Center by Bayer is higher
than the amount accounted, Center shall
issue a corrective tax document (credit note)
and return the rest of financial deposit to Bayer
to the bank account of Bayer within 60 days of
last study visit of last trial subject.

In accordance with Section 36, Paragraph 13
of the VAT Act this financial deposit for
payment of the trial subject compensations is
not included in the value added tax base.

Reimbursement of Study related-meetings
costs:

Bayer shall reimburse the Center and
Investigator upon prior approval by Bayer for
reasonable expenses on travelling and
lodging which occurred through Contract
Partner’s  participation in  Study-related
meetings on request of Bayer, subject to the
receipt of invoice issued by the Center and
copies of receipts of travel expenses by
Bayer.

Other eventual pass-through costs shall be
reimbursed only after prior written approval of
Bayer and upon receipt of supporting
documentation with receipts attached.

The Center shall become entitled to any and
all costs under Sections 5 to 7 hereof as of the
day the Center and Investigator demonstrably
expended these costs. Any and all such costs
are due within the first next maturity period of
the remuneration under Sections 1 to 4 hereof
and jointly with this remuneration, unless set
forth otherwise in the Agreement or herein.
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