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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 plné moci
Vladimirem Sedlackem

PharmDr.

(dale jen jako "Zadavatel")

Fakultni nemocnici Bulovka

se sidlem: Budinova 67/2, 180 81 Praha 8 - Liben,
Ceska republika

ICO: 00064211

DIC: CZ00064211

zfizena zfizovaci listinou Ministerstva zdravotnictvi
ze dne 29. kvétna 2012 ve znéni zmén
provedenych opatifenim ze dne 22. prosince 2020,
zastoupena: MUDr. Livii VeCefovou, MBA,
nameéstkyni pro védu, vyzkum, grantové ¢innosti a
rozvoj, na zakladé povéreni

(dale jen "Centrum")

datum narozeni:
adresa pracovisté: , Budinova 67/2,

180 81 Praha 8 - Liben, Ceska republika

(dale jen "Hlavni zkousejici")

(Zadavatel, Centrum a Hlavni zkouSejici dale
spole¢né jako ,strany” nebo ,smluvni strany*)

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

AMENDMENT No. 1 TO THE
CLINICAL TRIAL AGREEMENT

between

BAYER s.r.o.

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

ID No.: 00565474

VAT No.: CZ00565474

represented on the basis of Power of Attorney by
PharmDr. Vladimir Sedlacek

(hereinafter referred to as "Sponsor")
and

Fakultni nemocnice Bulovka

with its registered seat at: Budinova 67/2, 180 81,
Praha 8 - Liben, Czech Republic

ID No.: 00064211

VAT No.: CZ00064211

established by the charter of the Ministry of
Health dated May 29" 2012, as amended by the
measure of December 22" 2020,

represented by: MUDr. Livia VeCefova, MBA,
Deputy Director for Science, Research, Grants
and Development, on the basis of authorization

(hereinafter referred to as "Center")

and

I
date of birth:
place of work: , Budinova 67/2, 180

81 Praha 8 - Liben, Czech Republic

(hereinafter referred to as  "Principal
Investigator")
(the Sponsor, Center and the Principal

Investigator hereinafter collectively referred to as
the “Parties” or the “Contracting 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”):
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4.1

4.2

4.3

. Uvodni ustanoveni

Dne 27. 4. 2021 byla mezi smluvnimi stranami
uzaviena Smlouva o klinickém hodnoceni
(dale jen ,Smlouva“), jejimz pfedmétem je
provedeni studie s nazvem ,, Randomizovana,
dvojité zaslepena, oteviena pro aktivni
komparator, multicentricka studie faze 2b s
paralelnim usporadanim skupin k
hodnoceni ucinnosti a  bezpecnosti  tfi
ruznych davek antagonisty P2X3 receptoru
(BAY 1817080) oproti placebu a elagolixu
150mg u Zen se symptomatickou
endometriézou” s Cislem Bayer 20584 (dale
jen ,Studie®) a rozdéleni povinnosti
souvisejicich se Studii mezi Zadavatele,
Centrum a Hlavniho zkousejiciho.

Il. Zména Smlouvy

V souvislosti s Upravou platebniho procesu
smluvni strany timto sjednavaji tyto zmény
Smlouvy:

stavajici znéni Clanku ¢&. 4
Smlouvy se rusi vcelém rozsahu a
nahrazuje se nasledujicim novym
znénim:

a)

,,Cl. 4— Odména

Zadavatel se zavazuje zaplatit Centru za
radné provedené céinnosti na zakladé této
Smiouvy vcetné pfevodu prav dle ¢l. 5
odménu ve vysi, zptisobem a za podminek
sjednanych stranami déle v tomto c¢lanku
Smlouvy a Pfiloze &. 1. Podminky odmény
a jeji vyplaty Hlavnimu zkouSejicimu jsou
upraveny v separatni smlouvé o odméné
uzaviené mezi Hlavnim zkouSejicim a
Zadavatelem. Hlavni zkouS$ejici a Zadavatel
oznami Centru, Ze takovou smlouvu
uzavreli.

Smiuvni partnefi nemaji narok na Zadnou
Jinou odménu ¢&i nahradu kromé téch, které
jsou uvedeny v této Smlouvé nebo Priloze
€. 1, svyjimkou odmény dle separatni
smlouvy ve smyslu ¢l. 4.1, ledaZe je predem
pisemné schvali Zadavatel.

Smluvni partnefi berou na védomi a
souhlasi, Ze Zadavatel provadi platby
veSkerych odmén a nahrad, které maji byt

4.1

4.2

4.3

1. Introductory Provisions

On 27% April 2021, the Clinical Trial
Agreement was concluded between the
Parties (hereinafter referred to as the
~"Agreement®). Subject of the Agreement is
the performance of the study entitled
,Randomized, double-blind, open for active
comparator, parallel-group, multicenter
Phase 2b study to assess the efficacy and
safety of three different doses of P2X3
antagonist (BAY 1817080) versus placebo
and elagolix 150mg in women with
symptomatic endometriosis” with the Bayer
number 20584 (hereinafter referred to as the
“Study”) and allocation of the Study related
obligations either to Sponsor, Center and the
Principal Investigator, as the case may be.

Il. Amendment to Agreement

In connection with the adjustment of the
payment process, the Parties hereby
agreed on these amendments to the
Agreement.

a) the current wording of Article 4 of
the Agreement is deleted in its entirety
and replaced by the following new
wording:

,Article 4 — Remuneration

For the activities properly performed based
on this Agreement and for the transfer of
rights under Article 5, the Sponsor agrees
to provide the Center with remuneration in
the amount, by means and under the terms
agreed by the Parties below herein and in
Appendix 1.

Remuneration conditions and payment to
the Principal Investigator are stipulated in
the separate Remuneration Agreement
concluded  between the  Principal
Investigator and the Sponsor. The
Principal Investigator and the Sponsor
shall notify the Center that such agreement
has been concluded.

The Contracting Partners are not entitled to
any remuneration or reimbursement other
than that set forth in this Agreement and its
Appendix 1, with the exception of the
remuneration  under the  separate
agreement in accordance to Section 4.1,
unless approved in advance by the
Sponsor in writing.

The Contracting Partners acknowledge
and agree that the Sponsor processes
payments of any remuneration and
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zaplaceny Centru podle tohoto Cclanku
Smlouvy a Prilohy ¢. 1 prostfednictvim
svého administrativniho platebniho agenta,
spole¢nosti  DrugDev, Inc. (dale jen
,Platebni  agent®), neni-li  vyslovné
dohodnuto jinak.

Platebni agent vyuZije sluzeb Western
Union Business Solutions (RIl Holdings, Inc,
Western Union Business Solutions LLC,
7001 E Belleview Avenue, Suite 680, HQ-
11, Denver, CO, 80237, TIN: 20-1337371),
ktery bude opravnén provadét platby Centru
jménem a na ucet Zadavatele (jako tzv.
permitted payee) pro tuto Studii. Bankovni
ucet Western Union Business Solutions LLC
(WUBS), ktery bude pouZit, je:

Nézev banky: Ceskoslovenské obchodni
banka, a.s. (CSOB)

Majitel uctu: Custom House Financial LTD
IBAN: CZ6803000000000117759483

Smiluvni partnefi se zavazuji poskytnout
nezbytnou soucinnost pro realizaci téchto
plateb v souladu s pokyny sdélenymi a
dokumenty predanymi za timto ucelem
povéfenym zastupcem Zadavatele, vcetné
(avSak nejen pouze) dodrZeni postupu
uvedeného v ,Pokynech k prijeti platby” a
vyplnéni ,Formulafe k pfijeti platby — vzoru®,
které tvofi Pfilohu ¢. 6 a Prilohu ¢. 7 této
Smiouvy.

VesSkeré odmény a nahrady, které maji byt
zaplaceny Centru, jsou splatné ve Ihaté 30
dnd ode dne, kdy bude Platebnimu agentovi
Zadavatele doruéen odpovidajici dariovy
doklad (faktura) majici vSechny naleZitosti
dle pfislusnych pravnich predpist vcetné
pfedpisti  upravujicich dari  z pfidané
hodnoty, a to ve prospéch bankovniho uctu
Centra:

Banka: Ceskéa nérodni banka

Majitel uctu: Fakultni nemocnice Bulovka
IBAN: CZ06 0710 0000 0000 1623 1081
Kéd SWIFT: CNBACZPP

Reference: Cislo faktury

V pripadé zmény platebnich Gdaji je
Centrum povinno pisemné informovat
Platebniho agenta a Zadavatele. Smiuvni
strany souhlasi, Ze v pfipadé zmén
platebnich Gdaji, které nezahrnuji zménu
zemé, ve které je bankovni tcet veden, neni
potfebné vyhotovovat Zadné dal$i dodatky
(jako napriklad pisemny dodatek ke

reimbursement which shall be paid to the
Center under this Article hereof and
Appendix 1 through its administrative
payment agent, DrugDev, Inc. (hereinafter
referred to as the “Payment Agent’),
unless explicitly agreed otherwise.

Payment Agent will utilize the services of
Western Union Business Solutions (RII
Holdings, Inc, Western Union Business
Solutions LLC, 7001 E Belleview Avenue,
Suite 680, HQ-11, Denver, CO, 80237,
TIN: 20-1337371), who will be permitted to
make payments to the Center in the name
and on behalf of the Sponsor (as the
permitted payee) for this Study. The
Western Union Business Solutions LLC
(WUBS) bank account that will be used is:

Bank name: Ceskoslovenska obchodni
banka, a.s. (CSOB)

Account holder: Custom House Financial
LTD

IBAN: CZ6803000000000117759483

The Contracting Partners undertake to
provide the necessary assistance for
implementation of the payment process in
accordance with instructions conveyed
and documents provided for this purpose
by Sponsor’s appointed representative,
including (but not limited to) following the
procedure set out in “Payment Intake
Instructions” and completing “Payment
Intake Form — sample” attached hereto as
Appendix 6 and Appendix 7 hereto).

Any remuneration and reimbursement for
the Center must be paid within 30 days of
the day the Sponsor’s Payment Agent
receives a relevant tax document (invoice),
which meets all requirements stipulated in
applicable laws including laws regulating
value-add tax, to the following bank
account of the Center:

Bank: Ceska narodni banka

Account holder: Fakultni nemocnice
Bulovka

IBAN: CZ06 0710 0000 0000 1623 1081
SWIFT Code: CNBACZPP

Reference: invoice number

In case of changes in the Center’s banking
information, the Center is obliged to inform
the Payment Agent and the Sponsor in
writing. 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
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Smlouvé ve smyslu odst. 13.12 této
Smlouvy).

Faktury musi byt vystaveny v anglickém
Jazyce na pléatce:

BAYER s.r.o.

Siemensova 2717/4,

1565 00 Praha 5 — Stodllky

Ceské republika

Faktury musi byt zasilany Platebnimu

agentovi na e-mailovou adresu
support@drugdevglobal.com nebo
prostrednictvim jeho webového portalu
umisténého na adrese:

https./drugdevpayments.com/. V pfipadé,
Ze neni mozZno zasilat faktury elektronicky,
budou zasilany v tisténé podobé na
nasledujici adresu::

DrugDev Payments

IQVIA, 5th Floor

210 Pentonville Road, King Cross
London, N1 9JY

United Kingdom

Odmény a nahrady dle této Smlouvy a
Prilohy ¢. 1 (s vyjimkou odmén a nahrad, u
kterych je splatnost zviast upravena
v Priloze ¢. 1 Smlouvy) budou Centru a
Hlavnimu zkousejicimu uhrazeny takto:
zpétné za bezprostifedné uplynulé a dosud
nefakturované obdobi kalendarniho ctvrtleti
si Smluvni  partnefi  spolecné  se
Zadavatelem vzajemné odsouhlasi
pfislusné prehledy poctu, druhu a jim
odpovidajici hodnoty jednotlivych tkont
provedenych Hlavnim zkouSejicim a/nebo
ostatnimi Cleny studijniho tymu, jeZ maji byt
dle této Smlouvy Zadavatelem hrazeny
(dale jen “Prehled" nebo ,Prehledy”),
pficemz:

o jeden Prehled tykajici se vyluéné
navstév subjekti hodnoceni podle odst.
4 Prilohy ¢&. 1 této Smlouvy bude zaslany
Centru Platebnim agentem v podobé
pfilohy na e-mailovou adresu Centra:
petra.simkova@bulovka.cz, a

o druhy Prehled tykajici se vsech
ostatnich ¢&innosti a nakladu (ti. kromé
navstév subjekti hodnoceni podle odst.
4 Prilohy ¢. 1 této Smlouvy) bude
pfipraveny monitorem nebo jinou k tomu
Zadavatelem opravnénou osobou ve
spolupraci s Hlavnim zkou$ejicim a
zaslany Centru v podobé prilohy na e-

within the meaning of Sec. 13.12 hereof)
are required.

Invoices shall be issued in English
language in the name of payer:
BAYER s.r.o.

Siemensova 2717/4

1565 00 Praha 5 — Stoddlky

Czech Republic

Invoices shall be sent to the Payment
Agent to e-mail address
support@drugdevglobal.com or provided
via its website portal located at:
https.://drugdevpayments.com/._In case it is
not  possible to send  invoices
electronically, they shall be sent in printed
form to the following address::

DrugDev Payments

IQVIA , 5th Floor

210 Pentonville Rd, King Cross
London N1 9JY

United Kingdom

Any remuneration and reimbursement
based on this Agreement and Appendix 1
(except for remuneration and
reimbursement, the due date of which is
specified separately in Appendix 1 to the

Agreement) shall be paid to the Center

and the Principal Investigator in the

following manner: retroactively for the past
and not yet invoiced period of calendar
quarter, the Contracting Partners and the

Sponsor  shall approve  respective

overviews of the number, type and value of

individual activities, which were performed
by the Principal Investigator and/or other

Study Team Members and which are to be

paid by the Sponsor based on this

Agreement (hereinafter referred to as

“Overview” or “Overviews”), whereas:

. one Overview regarding
exclusively ftrial subject visits under
Sec. 4 of Appendix 1 hereto shall be
sent to the Center by the Payment
Agent as an attachment to e-mail
address of the Center:
petra.simkova@bulovka.cz, and

. another Overview regarding all
other activities and costs (i.e. except
trial subject visits under Sec. 4 of
Appendix 1 hereto) shall be prepared
by a monitor or other person authorised
hereto by the Sponsor in cooperation
with the Principal Investigator and sent
to the Center as an attachment to e-
mail  address of the Center:
petra.simkova@bulovka.cz.
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4.4

4.5

mailovou adresu Centra:

petra.simkova@bulovka.cz.

Na zéakladé vzajemného odsouhlaseni
samostatnych Prehledl, jak je uvedeno
vySe, nasledné vystavi Centrum prislusné
samostatné faktury na odménu a pfipadné
nahrady, jeZ je v souladu s touto Smlouvou
Centrum opravnéno fakturovat, které doruci
Platebnimu agentovi Zadavatele. Zadavatel
prostfednictvim Platebniho agenta zaplati
Centru na zéakladé radné vystavenych a
doruéenych faktur pfislusnou odménu a
pfipadné opravnéné fakturované nahrady
za obdobi, pro néz byly pfislusné Prehledy
dle tohoto ¢lanku odsouhlaseny.

V pripadé, Ze Centrum zjisti, Ze jsou

v jakémkoli Prehledu nedostatky, tyto
oznami bez zbyte¢ného odkladu
povérenému zastupci Zadavatele

oznameného za timto ucelem Zadavatelem
(viz Priloha ¢. 6 Smlouvy), ktery je povinen
tyto nedostatky odstranit. Ma-li Zadavatel
zato, Ze v Prehledu Zadné nedostatky
nejsou, sdéli toto Centru. Centrum a
Zadavatel jsou nasledné povinni  si
navzajem poskytnout soucinnost nezbytnou
k odstranéni pfipadnych rozporda.
Neposkytnuti soucinnosti se povaZuje za
nepodstatné poruseni Smlouvy.

Neodstrani-li Zadavatel nedostatky
v dotéeném Prehledu ani ve Ihdaté 45 dnu
ode dne doruc¢eni oznameni dle
predchoziho odstavce, nebo v téze Ihdté
nesdéli Centru, Ze v dotéeném Prehledu
Zadné nedostatky nespatfuje, plati, Ze
rozhodny pro vystaveni faktury je Prehled
ve znéni pfipominek Centra, na zakladé
kterého je Centrum opravnéno vystavit
fakturu a Zadavatel je prostrednictvim
Platebniho agenta povinen odménu a
nahrady za fakturované ukony provedené
v obdobi prislusného pololeti Hlavnim
zkousejicim  a/nebo  ostatnimi  Cleny
studijniho tymu Centru uhradit.

Zadavatel méa pravo zadrzet az 10 %
Z pfislusné c¢astky odmény za pfFislusné
Ctvrtleti (dale jen ,zadrzné*). Zadavatel se
zavazuje uhradit Centru zadrzné poté, co
budou predlozeny vsechny prislusné CRF,
budou zodpovézeny vsSechny dotazy
s ohledem na data obsazena v téchto CRF
a budou odstranény vsechny nespravnosti a
nedostatky dat v databazi.

Nestanovi-li tato Smlouva jinak, vSechny
castky uvedené v této Smlouvé a jejich
Prilohach jsou uvedeny bez DPH. Pokud
nékteré platby za sluzby podléhaji DPH,

4.4

4.5

Based on the mutually approved separate
Overviews as indicated above, the Center
shall issue respective separate invoices for
remuneration and potential reimbursement
that the Center is entitled to charge
pursuant to this Agreement and shall send
these separate invoices to the Sponsor’s
Payment Agent. Based on the duly issued
and delivered invoices, the Sponsor
through the Payment Agent shall pay the
Center the relevant remuneration and
potential justified reimbursement for the
half-year for which the respective
Overviews has been approved pursuant to
this article.

The Center must immediately report any
potential deficiencies in any Overview to
the Sponsor’s authorized representative
notified for this purpose by the Sponsor
(see Appendix no. 6 of the Agreement)
(within Payment Intake Instructions), who
must remedy such deficiencies. In the case
that the Sponsor believes that the
Overview has no deficiencies, the Sponsor
shall announce it to the Center. The Center
and the Sponsor must then cooperate as
necessary to rectify such discrepancies.
Failure to cooperate shall be considered a
minor breach of this Agreement.

In the case that the Sponsor fails to remedy
deficiencies in the Overview concerned, or
fails to inform the Center that the Sponsor
believes that the Overview concerned has
no deficiencies, within 45 days of
announcement based on the previous
paragraph, the Center shall use its version
of the Overview, based on which the
Center shall issue an invoice and the
Sponsor through the Payment Agent shall
have to pay the remuneration and
reimbursement for invoiced activities
performed during the respective half-year
by the Principal Investigator and/or other
Study Team.

The Sponsor has the right to retain up to
10% of the remuneration for the respective
quarter-year (hereinafter referred to as the
‘Retainer”). The Sponsor agrees to pay
the Center, the Retainer after all relevant
CRFs were submitted, all questions
concerning CRF data were answered and
all incorrect or incomplete data in the
database were rectified.

Unless otherwise stated in this Agreement,
no amounts specified in this Agreement
and its Appendices include VAT. In the
case that any payment for services is
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4.6

Zadavatel zaplati pfislusnou ¢astku DPH ve
vySi dle pravnich predpist ucinnych ke dni
uskutecnéni zdanitelného plnéni na zakladé
pfislusného darnového dokladu (faktury),
ktera bude splriovat vSechny naleZitosti
pfedepsané pfislusnymi pravnimi pfedpisy.
Centrum nese odpovédnost za uhrazeni
vSsech  ostatnich  dani v souvislosti
s platbami na zékladé této Smlouvy.

Centrum se zavazuje, Ze pro ucely plateb ze
strany Zadavatele uvede na dariovém
dokladu oznaceni penézniho ustavu a Cislo
bankovniho uctu, ktery je zvefejnén
spravcem dané podle § 98 zakona
C. 235/2004 Sb., o dani z pridané hodnoty,

v platném znéni (,Zakon o DPH").
V pfipadé, Z2e ke dni uskuteCnéni
zdanitelného plnéni a/nebo ke dni

provedeni platby Zadavatelem

- bude v pfislusném systému spravce
dané Centrum uvedeno jako
nespolehlivy platce, nebo

- Cislo bankovniho Gctu, na ktery ma
byt c¢astka zaplacena, neni
zverfejnéno podle § 98 Zakona o DPH
a uplata za dané plnéni pfekracuje
dvojnasobek  castky, pii jejimz
pfekro¢eni  je  podle  zakona
upravujiciho omezeni plateb
v hotovosti  stanovena  povinnost
provést platbu bezhotovostné, nebo

- nastane jina okolnost, na zakladé niz
méa Zadavatel za to, Ze by se dle
Zakona o DPH mohl stat rucitelem za
nezaplacenou DPH, jejimZ platcem je
Centrum,

Jje Zadavatel opravnén uhradit DPH za
Centrum pfimo na ucet spravce dané podle
§ 109a Zakona o DPH a Centru uhradit
fakturovanou ¢astku bez DPH. Centrum se
zavazuje takovy postup dle tohoto bodu
strpét bez uplatnéni jakychkoliv sankci a
stimto postupem vyslovné souhlasi.
Centrum je povinno nahradit Zadavateli
vesSkerou Skodu a naklady vzniklé z divodu
postupu dle toho bodu a/nebo z duvodu
ruceni Zadavatele za DPH, jehoZ platcem je
Centrum.

Smluvni partnefi si  jsou védomi, Ze
Zadavatel miZe zvefejnit na centralni
webové strance koncernu BAYER a/nebo
na webové strénce
www.transparentnispoluprace.cz viastnéné
a provozované Asociaci inovativniho
farmaceutického pramyslu platby a jina
plnéni tykajici se vyzkumu a vyvoje, tj. (1)

subject to VAT, the Sponsor shall pay the
relevant VAT amount stipulated in legal
regulations effective as of the date of
taxable supply based on the relevant tax
document (invoice) that shall meet the
requirements laid down in applicable legal
regulations. The Center shall be
responsible for paying any other tax with
respect to the payments made based on
this Agreement.

The Center undertakes that for the purpose
of payments from the Sponsor, it will
indicate in the tax document the financial
institute and bank account number, which
is published by the tax administrator
according to Section 98 of the Act No.
235/2004 Coll., on value added tax, as
amended (“VAT Act’). If on the date of
taxable fulfiiment and/or on the date of
payment by the Sponsor

the Center is listed in the relevant system
of the tax administrator as an unreliable
payer, or

the bank account number to which the
amount is to be paid is not published
according to Section 98 of the VAT Act and
the payment for the given fulfilment
exceeds two times the amount, which
when exceeded must be paid via cashless
payment according to the act regulating the
restriction of cash payments, or

another circumstance occurs based on
which the Sponsor believes that it could
become liable for unpaid VAT, of which the
Center is a payer, according to the VAT
Act,

the Sponsor is authorized to pay VAT on behalf
of the Center directly to the tax administrator’s
account according to Section 109a of the VAT
Act, and to pay the Center the invoiced amount
excluding VAT. The Center undertakes to tolerate
such procedure under this point without applying
any sanctions and hereby explicitly agrees to this
procedure. The Center is obliged to compensate
the Sponsor for all damages and costs incurred
due to the procedure according to this point
and/or due to the Sponsor’s liability for VAT, of
which the Center is a payer.

4.6

The Contracting Partners understand that
the Sponsor may disclose on the central
website of the BAYER group and/or on the
website www.transparentnispoluprace.cz
owned and operated by the Association of
Innovative Pharmaceutical Industry any
payment and any transfer of value relating
to research and development, ie. (1)
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platby provedené ze strany Zadavatele na
zakladé této Smlouvy a (2) veskeré vydaje
na ubytovani, souvisejici vydaje na
pohosténi a dopravu Smluvnich partnerd,
které Zadavatel uhradi na zakladé této
Smlouvy a (3) veSkeré kongresové
registracni poplatky, uGcastnické poplatky
nebo obdobné poplatky, které Zadavatel
ubradi na zakladé této Smlouvy, a to
anonymnim zpusobem, {j. na agregované
urovni. Tyto informace mohou byt rovnéz
publikovany jako soucast této Smlouvy
vregistru smluv na zakladé zakona
€. 340/2015 Sb., o registru smluv (dale jen
~Zakon o registru smluv®). Bez ohledu na
vySe uvedené mlizZe Zadavatel zverejnit
pfevod jakékoliv hodnoty  poskytnuté
v ramci této Smlouvy.

payments made by Sponsor under this
Agreement and (2) any cost of
accommodation, refreshments and travel
of the Contracting Partners, which Sponsor
covers under this Agreement and (3) any
congress registration or participation fees
or similar fees, which Sponsor covers
under this Agreement, all this in an
anonymized way, i.e. on aggregated level.
This information may also be disclosed as
a part of this Agreement in the Agreements
Register pursuant Act No. 340/2015 Coll.,
on the agreements register (hereinafter
referred to as the “Agreements Register
Act’). Notwithstanding the
aforementioned, the Sponsor may also
disclose any transfer of value under this
Agreement.

4.7  Veskera penézni plnéni subjektu hodnoceni | 4.7  Payments to trial subjects shall be made by
Jsou vyplacena Centrem v souladu s touto the Center in compliance with this
Smlouvou a Protokolem. Pravidla pro Agreement and the Protocol. Payment
vyplaceni jsou blize upravena v Priloze ¢. 1 rules are specified in detail in Appendix 1
k této Smiouvé.” to this Agreement.”

b) Stavajici znéni Clanku &. 14 Smlouvy se na | b) The following text shall be added at the end of

. Ostatni ustanoveni Smlouvy zuUstavaji timto | 1.

konci doplfiuje o nasledujici text: the current wording of Article 14 of the

Agreement:

,Pfiloha ¢. 6: Pokyny k prijeti platby
Priloha ¢. 7: Formular k pfijeti platby*

“Appendix No. 6: Payment Intake Instruction
Appendix No. 7: Payment Intake Form”

lil. Zavérecna ustanoveni il 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 effective by
publishing of the Amendment in the
agreements register.

Dodatkem nezménéna. Tento Dodatek nabyva
platnosti dnem jeho podpisu posledni ze
smluvnich stran a uginnosti nabyva dnem
uverejnéni v registru smiuv.

The Sponsor acknowledges that the Center
is obliged to publish the information in
compliance with Act No. 340/2015 Coll., on
the agreements register. The Parties agreed
that the Center shall publish such version of
this Amendment to the Agreement, which the
Sponsor will prepare and provide for this
purpose not later than on day of Amendment
signing, in machine-readable format in
electronic form.

If the Sponsor fails to fulfil the obligation
pursuant to the previous sentence, the
Center is entitled to publish Amendment on
its own in accordance with requirements for
the scope of information intended for
publication, as stipulated by Act No.
340/2015 Coll., on the agreements register.

Zadavatel bere na védomi, ze Centrum je 2.
povinno uvefejfiovat informace v souladu se
zdkonem ¢&. 340/2015 Sb., o registru smluv.
Smluvni strany se dohodly, Ze Centrum
uvefejni verzi tohoto Dodatku ke Smlouvé,
kterou mu za timto u¢elem pfipravi a poskytne
Zadavatel nejpozdéji v den podpisu tohoto
Dodatku, a to v strojové Citelném formatu v
elektronické podobé.

Pokud Zadavatel povinnost podle pfedchozi
véty nesplini, je Centrum opravnéno uverejnit
Dodatek samo, a to souladu s pozadavky na
rozsah informaci uréenych Kk uvefejnéni
stanovenych zdkonem ¢&. 340/2015 Sb., o
registru smluv.
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3. Tento Dodatek se vyhotovuje ve C¢&tyfech
vyhotovenich, kdy Zadavatel obdrzi dvé
vyhotoveni a Centrum a Hlavni zkousejici po
jednom vyhotoveni.

4. Tento Dodatek je sepsan vcéeském a
anglickém jazyce, pfi¢emz v pfipadé rozporu
mezi jazykovymi verzemi bude upfednostnéna
Ceska verze Dodatku.

5. Smluvni strany prohladuji, Ze tento Dodatek
uzaviely na zakladé svobodné a vazné vdle,
jeho obsah procetly a porozumély mu, a na
dlikaz toho pfipojuji své vlastnorucni podpisy.

6. Zadavatel uhradi Centru naklady souvisejici s
jednanim 0 Dodatku jednorazovy
administrativni poplatek ve vySi 5000 K& bez
DPH.

Iv. Prilohy
Nasledujici pfilohy, které tvofi soudast tohoto

Dodatku, se dnem jeho uginnosti stavaji nedilnou
soucasti Smlouvy:

PFiloha €. 6: Pokyny k pfijeti platby
Pfiloha €. 7: Formular k pfijeti platby

3. This Amendment is executed in four original
copies, wheras the Sponsor shall receive two
original copies and the Center and the
Principal Investigator receive one original
copy each.

4. 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.

5. 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.

6. Sponsor shall reimburse the Center one-time
fee of CZK 5,000 excluding VAT for work
associated with the negotiation of the
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. 6: Payment Intake Instruction
Appendix No. 7: Payment Intake Form
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BAYER s.r.o.

Misto/datum - Place/date: Praha

PharmDr. Vladimir Sedlacek
zmocnénec / Agent

Fakultni nemocnice Bulovka

Misto /Place:

Datum / Date:

Jméno a pfijmeni / First and last name: MUDr. Livia Vecefova, MBA
Funkce / Position: naméstkyné pro védu, vyzkum, grantové ¢innosti a rozvoj / Deputy Director for
Science, Research, Grants and Development

Misto / Place:

Datum / Date:

Funkce / Position: Hlavni zkousejici / Principal Investigator
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