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DODATEK 1

KE SMLOUVE O SPOLUPRACI PO SKONCENI
KLINICKEHO HODNOCENI

2025 CZ_CO 93261

AMENDMENT 1

TO THE AGREEMENT ON COOPERATION
AFTER CLINICAL TRIAL TERMINATION

mezi / Between

BAYER s.r.o.
se sidlem / With its registered seat at:
Vinohradska 2828/151, 130 00 Praha 3,
Ceska republika / Czech Republic
ICO /D 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

zastouiené / Reﬁresented bi:

jednatel / Managing Director

(dale jen / hereinafter referred to as “Bayer”)

a/And

VSeobecna fakultni nemocnice v Praze
se sidlem / With its registered seat at:
U Nemocnice 499/2, 128 08 Praha 2,
Ceska republika / Czech Republic
ICO /1D No.: 00064165
DIC / VAT No.: CZ00064165
zFizena rozhodnutim Ministerstva zdravotnictvi Ceské republiky ze dne 29. kvétna 2012 /
Established by the decision of the Ministry of Health of the Czech Republic dated 29 May 2012
zastoupend na zakladé piné moci / Represented on the basis of Power of Attorney by:

(dale jen ,Nemocnice“ / hereinafter referred to as the “Hospital”)

(Bayer a Nemocnice dale spoleéné oznacovani jako
»Smluvni strany)

uzavieny niZze uvedeného dne, mésice a roku podle
ustanoveni § 1746 odst. 2 zakona €. 89/2012 Sb.,
obcansky zakonik, ve znéni pozdé&jsich predpisl
(dale jen ,Dodatek"):

l. Uvodni ustanoveni

1.1 Dne 6. listopadu 2025 byla mezi Smluvnimi
stranami uzaviena Smlouva o spolupraci po
skon&eni klinického hodnoceni (dale jen
~Smlouva“), jejimz ucelem je zajisténi dalsi
léCby pacient, ktefi participovali v klinickém
hodnoceni S hazvem ,Oteviené,

(Bayer and the Hospital 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 6 November 2025, the Agreement on
Cooperation after Clinical Trial Termination
was concluded between the Parties
(hereinafter referred to as the ,Agreement)
with purpose to ensure a further treatment of
patients who have participated in the clinical
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1.2

2.1

Jjednoramenné  klinické  hodnoceni  pro
zajisténi pokraCovani lécby darolutamidem
u pacientu, ktefi se udcastnili predchozich
klinickych hodnoceni poradanych spole¢nosti
Bayer®, s Cislem protokolu 20321, a ktefi
vyrazné profitovali z1éCby hodnocenym
[éCivym pfipravkem darolutamid, registrovany
ndazev. NUBEQA (dédle jen ,Lé€&ivy
pripravek®), i po skonc¢eni tohoto klinického
hodnoceni, a to po dobu trvani Smlouvy
avsouladu sjejimi podminkami a za
vzajemné spoluprace Smluvnich stran a doc.
(dale jen ,ZkouSejici®).

Bayer timto zaroveri upozorfiuje na zménu
svého sidla, o niz sice Nemocnici jiz dfive
informoval, ale ktera omylem nebyla spravné
zohlednéna v hlaviéce Smlouvy.

Il Zména Smlouvy

Smluvni strany timto sjednavaji zménu
Smlouvy, aby upravily jeji finanéni podminky:

Obsah ¢l. IV Smlouvy se rusi v celém rozsahu
a nahrazuje se nasledujicim novym znénim:

1. Sohledem na Ucel této Smiouvy se
Smiluvni strany dohodly, Zze Bayer doda
Lécivy pripravek Nemocnici na zakladé
této Smlouvy za cenu 1,- K¢ bez DPH za
jedno (1) baleni uréené na lé¢bu Pacienta
v souladu s podminkami této Smlouvy.

2. Cena za Lécivy pripravek dle odst. 1 bude
hrazena Nemocnici na zakladé faktury
vystavené spolec¢nosti Bayer po dodani
Lécivého  pripravku, pricemz Ihata
splatnosti ¢ini 30 dni ode dne doruéeni
faktury Nemocnici. Bayer je opravnén
zaslat Nemocnici fakturu, jakoZz i jiné
dariové doklady, také ve formatu PDF
nebo ISDOC na elektronickou adresu:

. Faktura vZdy musi
obsahovat vyslovny odkaz “Post Trial
Access Program NUBEQA".

3. Smluvni strany se dale dohodly, zZe
Nemocnice nebude od spoleénosti Bayer
poZadovat Zadné nahrady nebo odménu
za cinnosti provadéné na zéakladé této
Smlouvy.

1.2

2.1
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trial entitled “An Open-Label, Single Arm, Roll-
Over Study to Provide Continued Treatment
with Darolutamide in Participants who were
Enrolled in Previous Bayer-Sponsored
Studies” with protocol number 20321 and who
have benefited significantly from the treatment
with the investigational medicinal product
darolutamide, registered name NUBEQA
(hereinafter referred to as the "Medicinal
Product"), even after the termination of this
clinical trial, for the duration of the Agreement
and in accordance with its terms and

conditions and in mutual cooperation between
the Parties and * Ph.D.,
FEBU (hereinafter referred to as the
“Investigator”).

Bayer hereby also informs about a change in
its registered office, which it had previously
notified to the Hospital but which was
mistakenly not correctly reflected in the
header of the Agreement.

Il Amendment to Agreement

The Parties hereby agree to amend the
Agreement in order to adjust its financial
terms:

The content of Article IV of the Agreement is
deleted in its entirety and replaced by the
following new wording:

1. With regard to the Purpose of this
Agreement, the Parties agreed that Bayer
shall supply the Medicinal Product to the
Hospital under this Agreement at a price of
CZK 1 (VAT excluded) per one (1) package
intended for the treatment of the Patient in
accordance with the terms and conditions
of this Agreement.

2. Price of the Medicinal Product pursuant to
par. 1 shall be paid by the Hospital based
on an invoice issued by Bayer after the
Medicinal Product has been supplied and
the due date shall be 30 days after delivery
of the invoice to the Hospital. Bayer is
entitled to send the Hospital invoices and
other tax documents in PDF or ISDOC
format to the following email address:

. Invoices must always
contain an explicit reference ,Post Trial
Access Program NUBEQA".

3. The Parties further agreed that the
Hospital shall not seek any compensation
or remuneration from Bayer for activities
performed under this Agreement.

2/4

Version O1 dated 16 January 2024



PO 885/5/25-288/25

3.1

3.2

3.3

3.4

3.5

I, Zavérecna ustanoveni

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

Tento Dodatek se vyhotovuje ve tfech
(3) stejnopisech, z nichz kazda ze Smluvnich
stran a ZkouSejici obdrzi po jednom (1)
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, ze tento Dodatek
uzavfely na zakladé svobodné a vazné vile,
jeho obsah procetly a porozumély mu, a na
diikaz toho pfipojuji své vlastnoruc¢ni podpisy.

Smluvni strany se dohodly, Ze uvefejnéni
Dodatku  prostfednictvim  registru  smluv
provede Nemocnice, a to nejpozdéji do
5 pracovnich dnd od podpisu Dodatku
posledni ze Smluvnich stran; v opatném
pfipadé je opravnén k zaslani Dodatku do
registru smluv Bayer. Navrh verze Dodatku
uréené k uverejnéni bude spole¢nosti Bayer
odeslan Nemocnici v elektronické verzi ve
strojové citelném formatu na emailovou
adresu nejpozdéji ke dni podpisu
Dodatku a pfed jeho uvefejnénim bude
spole€nosti Bayer a Nemocnice vzajemné
odsouhlasen prostfednictvim emailu.
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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
into effect upon its publication in the contract

registry.

This Amendment is executed in three
(3) counterparts, out of which each of the
Parties and the Investigator receives one (1)
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 that the publication of the
Amendment through contract registry shall be
performed by the Hospital, 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 Hospital in electronic form in
machine readable format to the e-mail
address |l on the day of signature of
the Amendment at the latest and before its
publication shall be mutually agreed by Bayer
and Hospital via email.

3/4

Version O1 dated 16 January 2024



PO 885/8/25-288/25

BAYER s.r.o.

Datum / Date:

jednatel / Managing Director

VsSeobecna fakultni nemocnice v Praze

Datum / Date:

BB

Precetl(a) a bere na védomi / Read and acknowledged

Datum / Date:

Version O1 dated 16 January 2024

2025 CZ_CO 93261

414



