Smlouva o vypujcéce
uzaviena podle § 2193 a nasl. zak. ¢. 89/2012

Sb., obd&anského zakoniku, ve znéni
pozdéjsich predpist (dale jen ,obéansky
zakonik")

mezi:

PAREXEL International (IRL) Limited se

sidlem na adrese 70 Sir John Rogerson's,

Quay, Dublin 2, Ireland, ¢islo spole¢nosti
541507, Irské registracni c&islo DPH: IE
3249971HH

a

ucse BIOPHARMA  SPRL spole¢nost

zaregistrovana podle belgickych zakond, kterd
ma sidlo na adrese Allée de la Recherche 60,
B-1070 Brusel, Belgie, dafiové registracni Cislo:
BE0543573053

(dale jen ,Puajcitel”)

a

Fakultni nemocnice v Motole

statni pfispévkova organizace

se sidlem: V Uvalu 84, 150 06 Praha 5 -
Motol, Ceska republika

IC: 00064203,

DIC: CZ00064203

bankovni spojeni a5 EiE iR S Na
Pfikopé 28, Praha 1, 115 03, Ceska republika
Cislo UCtu: T azatinria s

(dale jen ,Vypujcitel“)

(Pujcitel a  Vypuijcitel
~Smluvni Strany"“)

spolecné déale jen

Obé Smluvni Strany prohlasuji, ze maji pravni
osobnost a po vzajemném projednani a shodé
uzaviely nize uvedeného dne, mésice a roku
smlouvu o vypUjéce v tomto znéni (dale jen
,Smlouva o vypujéce).

l.

Predmét smlouvy

1.1. Smluvnimi Stranami bylo ujednano, Zze
Pujcitel touto smlouvou o vypujcce
pfenechava Vypujciteli:

CZECH REPUBLIC — Equipment Loan Agreement

Protocol: PA0O010

Pl:
Confidential

Equipment Loan Agreement
Concluded as per Section 2193 et seq. of Act
No. 89/2012 Coll., the Civil Code as amended
(hereinafter referred to as the “Civil Code”)
between:

PAREXEL International (IRL) Limited having
a place of business at 70 Sir John Rogerson’s
Quay, Dublin 2, Ireland, Company number
541507, Irish VAT Registration Number: IE
3249971HH,

and

UCB BIOPHARMA SPRL, a corporation
incorporated under the laws of Belgium having
its registered offices at Allée de la Recherche
60, B-1070 Brussels, Belgium, VAT Registration
Number: BE0543573053

(the “Lender”)

and

Motol University Hospital

Government contributory organisation
Registered office: V Uvalu 84, 150 06 Praha 5
— Motol, Czech Republic

Represented by: I

Company registration number: 00064203,

VAT No.: CZ00064203

Bank details: Zifiaasl =5 ST 3485 Na Prikopé
28, Praha 1, 115 03, Czech Republic

Account number: S ST GG

(the “Borrower”)

(Both the Lender and the Borrower are
hereinafter referred to as the “Contracting
Parties”)

Both Contracting Parties hereby declare that
they have legal personality and that upon
mutual consideration and agreement they have
entered into this Equipment Loan Agreement
(hereinafter referred to as the “Loan
Agreement”’) on the day, month and year
stated below.

.
Subject Matter
1.1 The Contracting Parties have agreed that
the Lender hereby hands over to the
Borrower:
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1.2.

(dale jen ,véc”) (hodnota véci celkem:
I : zavazuje se  Vypujciteli
umoznit bezplatné do¢asné uzivani véci, a
to pro potfeby Vypljcitele za uGcelem

provedeni nasledujici STUDIE:
»MULTICENTRICKA,

RANDOMIZOVANA, DVOJITE
ZASLEPENA, PLACEBEM

KONTROLOVANA STUDIE FAZE 3 S

AKTIVNIM REFERENCNIM
PRIPRAVKEM (ADALIMUMAB)
HODNOTICI UCINNOST A
BEZPECNOST LECBY
BIMEKIZUMABEM U SUBJEKTU S
AKTIVNI PSORIATICKOU

ARTRITIDOU*, ¢&. protokolu PA0010 (dale
jiz jen “STUDIE”), na zakladé Smlouvy o
provedeni KLINICKEHO HODNOCENI
mezi Puljcitelem a Vypujcitelem, ktera byla
nebo bude uzaviena separatné.

Vé bude VypujcCitelem uzivana na
. |
Vypuijcitele a bude slouzit k Géelu
stanoveném v ramci shora uvedené
STUDIE.

o
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(hereinafter  referred  to as  the
‘Equipment”) (the total value of the
Equipment: ) to the Borrower
and undertakes to allow the Borrower to
use the Equipment temporarily free of
charge for the needs of the Borrower in
order to conduct the following Clinical
STUDY “A PHASE 3, MULTICENTER,
RANDOMIZED, DOUBLE-BLIND,
PLACEBO-CONTROLLED, ACTIVE
REFERENCE (ADALIMUMAB) STUDY
EVALUATING THE EFFICACY AND
SAFETY OF BIMEKIZUMAB IN THE
TREATMENT OF SUBJECTS WITH
ACTIVE PSORIATIC ARTHRITIS”,
Protocol No. PA0010 (hereinafter referred
to as the “STUDY”), pursuant to the STUDY
Agreement between the Lender and the
Borrower, which has been or will be
separately executed.

1.2. The Borrower shall use the Equipment at

I of Borrower and

the Equipment shall serve solely for the
completion of the above mentioned
STUDY.
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Prava a povinnosti Smluvnich Stran

21.

2.2

2.3

2.4

2.5

2.6

Pujcitel prohlasuje, Zze vypljéena véc je
zplsobila k fadnému uzivani a jeji
technicky stav odpovida pfisluSnym
normam a  predpisim.  Vypujcitel
vypuijéenou véc pfijima.

Pujcitel se zavazuje mit uzaviené vlastni
pojisténi nebo zajistit na vlastni naklady
pojisténi véci.

Vypujcka je bezuplatna a Vypujcitel neni
opravnén prenechat vypuljéenou véc treti
osobé.

Vypujcitel se zavazuje ponechat na
vypujéené véci vSechny popisky, Stitky,
sériova Cisla a podobna oznaceni. Kromé
toho, Vypujcitel bude mit pfimérenou pédi
pfi pouzivani a bezpe¢ném skladovani véci
a bude pouzivat véc v souladu se vdemi
zakony a predpisy, jakozto i podle
pisemnych pokynu Pujcitele. Vypujcitel
zajisti, aby véc byla pouZivana pouze
vySkolenym personalem.

Pfedanim véci se rozumi jeji doprava,
umisténi v prostorach  Vypujcitele na
pracovisti uvedeném Vv ¢ll. odst. 1.2
smlouvy o vypujcce dle pokyna Vypuijcitele,
uvedeni do provozu, provedeni instruktaze,
pouCeni VypUjcCitele, jak véc uzivat,
seznameni VypUjcitele s obsluhou, pfedani
pfislusné dokumentace (mj. navodu
k pouziti a informace, které se vztahuji
k bezpe€nému pouzivani), to v3e v Ceské
verzi.

Zataji-li Pujcitel Vypujciteli vadu vypljcéené
veéci, o které Puijcitel védeél, nebo nepreda-li
Vyplijciteli potfebné doklady k vypujcené
véci (uvedené v seznamu poskytnutém s
vypujéenou véci), nebo neseznami-li
Vypljcitele dle pfedchoziho ustanoveni s
provoznimi pokyny k uzivani vypUjéené
véci a v dusledku tohoto vznikne Vypuijciteli
Skoda, pfesto, Ze pouZil rozumny usudek v
provozu zafizeni, je PUjcitel povinen tuto
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Il

Rights and Obligations

2.1. The Lender declares that the borrowed
Equipment is fit to be used appropriately
and that its technical condition complies
with  the relevant standards and
regulations. The Borrower accepts the
borrowed Equipment.

2.2 Lender agrees, at its own expense, to take
insurance or will be self-insured for the
Equipment for the borrowing period.

2.3 The Equipment loan is free of charge, and
the Borrower does not have the right to
transfer the borrowed Equipment to any
third party.

2.4 The Borrower undertakes to leave all labels,
tags, serial numbers and similar markings
on the borrowed Equipment. Furthermore,
the Borrower will take reasonable care in
the use and secure storage of the
Equipment and will use the Equipment in
compliance with all laws and regulations as
well as Lender's written instructions. The
Borrower shall ensure that the Equipment is
handled by trained personnel only.

2.5The Equipment handover means its
shipment, placement on the Borrower's
premises at the site referred to in Article |
(1.2) hereto as per the Borrower's
instructions,  putting into  operation,
performing instruction, advising the
Borrower on how to use the Equipment,
instructing the Borrower in its operation, and
submission of relevant documentation
(including instructions for use and
information related to safe use); all in Czech
version.

2.6 If the Lender conceals any defect of the
borrowed Equipment of which Lender has
knowledge or fails to hand over the
necessary documents (listed in the
inventory checklist provided with the
Equipment) for the borrowed Equipment or
inform the Borrower of the operating
instructions for the borrowed Equipment
and if the Borrower shall suffers any
damage as a result and in spite of having
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nahradit VypUjciteli v pIné vysi Skody
zpusobené pfimo poruchou nebo
nespravnym provozem zafizeni. Ztézuje-li
vada zasadnim zplsobem uzivani véci
nebo znemoznhuje-li zcela uzivani, Pujcitel
poskytne nahradni zafizeni, které je plné
vhodné pro pouZiti zde uvedené.

2.7 Vypljcitel se zavazuje informovat PujCitele
o jakémkoli poSkozeni véci bez zbytecného
odkladu po okamziku, kdy se o poSkozeni
dozvédél.

2.8 PljcCitel svym nakladem zajisti veSkeré
opravy, vyjma téch, které budou zpisobeny
vinou Vypuijcitele, a udrzbu vypuljcené véci.

2.9 Pokud se jedna o zdravotnicky prostfedek,
zajisti pujCitel svym nakladem veskeré
opravy, odbornou udrzbu a pfip. revize
vypujéené véci, a to v souladu se zakonem
¢. 268/2014 Sb., zdravotnickych
prostfedcich a o zméné zakona ¢.
634/2004 Sb., o spravnich poplatcich, ve
znéni pozdéjsich predpisu.

210 Pokud  Vypujcitel porusi podminky
ujednané touto smlouvou o vypujcce,
zejména tim, Zze véc pfenecha tfeti osobg,
je PujcCitel opravnén tuto smlouvu o
vypuijcce vypoveédét bez vypovédni doby.

Il

Doba uzivani

3.1. Tato smlouva o vypujcce se uzavira na
dobu urcitou, a to po dobu provedeni ucelu
smlouvy o vypuUjéce, k némuz se ma véc
uzivat. Tato smlouva o vypljéce bude
automaticky ukoncena v pfipadé uplynuti
doby platnosti nebo ukonéeni Smlouvy o
provedeni klinického hodnoceni uzaviené
mezi Smluvnimi Stranami, na zakladé toho
Vypujcitel vrati vybaveni Pujciteli nebo jej
zpfistupni za ucCelem sbéru Pujcitelem
nebo jeho povéfenou osobou.

3.2. Pjcitel mize pozadat o vraceni véci i pfed
skon€enim stanovené doby uZivani dle
odst. 3.1. vySe v pfipadé, Ze Vypujcitel
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used reasonable judgement in the
operation of the equipment, the Lender
must fully reimburse the Borrower for
damages directly caused by the
malfunction or incorrect operation of the
Equipment. If such a defect hinders the use
of the Equipment substantially or renders
its use impossible the Lender shall provide
replacement Equipment which is fully fit for
the use envisaged herein.

2.7 The Borrower undertakes to inform the
Lender of any damage to the Equipment
without any undue delay upon learning
about such the damage.

2.8 The Lender shall provide all repairs, except
those which are based on fault of the
Borrower, and maintenance of the
borrowed Equipment at its own cost.

2.9 In case the landed equipment is considered
as medical device, the Lender is obliged to
ensure all repairs, professional
maintenance and all revisions of the landed
equipment in compliance with Act No.
268/2014 Coll.,, on Medical Devices and
with  Act No. 634/2004 Coll., the
Administrative Charges.

2.10 If the Borrower breaks the terms of this
Loan Agreement, especially transferring the
Equipment to any third party, the Lender is
entitled to terminate this Loan Agreement
immediately by sending the termination
notice to Borrower.

il

Period of Use

3.1. This Loan Agreement is made for a fixed
period, i.e. for the period of performing the
subject matter for which the Equipment
shall be used. This Loan Agreement will
automatically terminate in case of the expiry
or termination of the STUDY Agreement
between the Contracting Parties, upon
which the Borrower shall return Equipment
to Lender or make it available for collection
by the Lender or its designee.

3.2. The Lender may request the Equipment
return before the end of the determined
period of use as per Article 3.1. above if the
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uziva véc v rozporu s uc€ely stanovenymi
touto smlouvou o vypujéce nebo z jinych
opravnénych divodud (napf. bez omezeni,
pokud se zafizeni ukaze jako nebezpecné,
regulacéni organy zakazi uzivani pfistroje,
jsou k dispozici lepSi nebo vylepsené
verze zafizeni atd.).

3.3.Vypuijcitel je opravnén vratit véc dfive nez,

Iv.

jak je uvedeno v odst. 3.1. vySe, a to bez
souhlasu Pujcitele. Vypovéd této smlouvy
o vypujcce je ucinna doru¢enim vypovédi
druhé Smluvni Strané.

Zavérecéna ustanoveni

4.1.

4.2.

4.3.

4.4.

Tuto smlouvu o vypujéce Ize zménit nebo
doplnit  jen  vyslovnym pisemnym
ujednanim, jez podepiSi opravnéni
zastupci obou Smluvnich Stran, pficemz
takova zména nebo doplnéni musi mit
formu ocislovaného dodatku v podobé
“Dodatek €. 17, “Dodatek €. 2” atd.

Zavazky z této smlouvy o vypujcce se fidi
pravem Ceskeé republiky.

Pujcitel souhlasi s uvefejnénim smlouvy o
vypuijcce vypujcitelem, v upravené
podob&, na niZz se smluvni strany
vzajemné dohodnou, za ufelem splnéni
povinnosti ulozenych mu plathou a
uc¢innou pravni Upravou, a to zejména
zakonem ¢. 340/2015 Sb., o registru
smluv, ve znéni pozdéjSich pfedpisi, a
dale pokyny a rozhodnutimi Ministerstva
zdravotnictvi Ceské republiky.

Pujcitel bere na védomi, ze vypujcitel
jakozto statni pFispévkova organizace, je
povinna na dotaz tfeti osoby poskytnout
informace podle zakona &. 106/1999 Sb., o
svobodném pfistupu k informacim, ve
znéni pozdgjsich predpisu.

4.5 Smluvni strany souhlasi s uvefejnénim této

smlouvy v  plném  znéni,v upravené
podob&, na niz se smluvni strany
vzajemné dohodnou,véetné vSech jejich
nalezitosti v€. pfiloh, které jsou jeji
nedilnou soucasti, v registru smluv.
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Borrower uses the Equipment in
contradiction with the purposes specified
herein, or for other justified reasons (e.g.,
without limitation, if the Equipment turns out
to be unsafe, authorities prohibit its use,
better or improved versions of the
Equipment are available etc.).

3.3.The Borrower has a right to return the
Equipment sooner than specified in Article
3.1. above without the Lender's approval.
The termination notice for this Loan
Agreement shall take effect by its delivery to
the other Contracting Party.

V.

Final Provisions

4.1. This Loan Agreement may be amended or
supplemented only by an explicit written
agreement signed by authorised
representatives of both Contracting Parties
and such an amendment must take the form
of a numbered document entitled as
“Amendment No. 17, “Amendment No. 2”
etc.

4.2. Obligations under this Loan Agreement
shall be governed by the Law of the Czech
Republic.

4.3 The Lender agrees with publication of this
Loan Agreement and its elements of
obligatory relationship,in a redacted form
mutually agreed on by the Contracting
Parties, due to the duties which come from
valid and effective legal regulation,
especially Act No. 340/2015 Coll. on
Register of Contracts, as amended, and
guidance notes and directives of Ministry of
Health Czech Republic.

4.4 The Lender takes note, that Borrower, as
government contributory organisation, is
obliged to provide information according to
Act No. 106/1999 Coll., on Free Access to
Information.

4.5 Contractual parties agree with publication
of this Loan Agreement in its entirety, in a
redacted form mutually agreed on by the
Contracting Parties, including all its
amendments which are its indivisible parts
in Register of Contracts.
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4.6 Pravni vztahy touto smlouvou o vypujéce
neupravené, jakoz i pravni poméry zni
vznikajici a vyplyvajici se Fidi pfisluSnymi
ustanovenimi ob&anského zakoniku.

4.7. PFipadné spory Smluvnich Stran budou

feSeny smirnou cestou a v pfipadé, ze

nedojde k dohodé, budou spory feSeny

prislusnymi  soudy Ceské republiky,
prislusné pro misto sidla VypUijcitele (které
je v Praze).

4.8 Tato smlouva o vypUjcce je vyhotovena jak
v Ceském, tak anglickém jazyce. V pfipadé
jakychkoli rozpori nebo nesrovnalosti
mezi Ceskou a anglickou verzi této
smlouvy o vypljéce ma ceska verze
prednost.

4.9 Smluvni Strany prohlasuji, ze si tuto

smlouvu o vypujcce pred jejim podpisem

preCetly, ze byla ujednana podle jejich

pravé a svobodné vule, uréité, vazné a

srozumitelné. Autenti¢nost této smlouvy o

vypujéce potvrzuji Smluvni Strany svym

podpisem.

4.10 Tato smlouva o vypUjéce byla vyhotovena
ve Ctyfech stejnopisech, pficemz jeden
stejnopis obdrzi VypUjcCitel a tfi obdrzi
Pujcitel.

4.11 Tato smlouva o vypUlj¢éce nabyva platnosti
a ucinnosti dnem jejiho podpisu obéma
Smluvnimi  Stranami, ale podléha
podmince, ze zaroven i Smlouvy ke
STUDIl  (,SMLOUVA O KLINICKEM
HODNOCENI s POSKYTOVATELEM
ZDRAVOTNiCH SLUZEB” a ~SMLOUVA
O  KLINICKEM HODNOCENI  se
ZKOUSEJICIM”, spoleéné) byly uzavieny
mezi Smluvnimi Stranami téchto smluv.
Pokud smlouva o vypuUjéce podiéha
povinnosti uvefejnéni dle zakona ¢.
340/2015 Sb., o registru smluv, nabyva
smlouva ucinnosti dnem uvefejnéni v
registru smluv.
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4.6 Contractual relations not regulated by this
Loan Agreement and the legal relations
arising hereunder shall be governed by the
relevant provisions of the Civil Code.

4.7. Any disputes between the Contracting
Parties shall be resolved amicably and if no
agreement is reached the disputes shall be
resolved by the courts of the Czech
Republic competent for the place of the
Borrower’'s Registered office (which is in
Prague).

4.8 This Loan Agreement is made both in the
Czech and English languages. In case of
any conflicts or discrepancies between the
Czech and English versions of this Loan
Agreement, the Czech version shall prevail.

4.9 The Contracting Parties hereby declare that
they have read this Loan Agreement before
signing and that the Loan Agreement has
been concluded according to their true and
free  will, definitely, seriously and
comprehensively. The Contracting Parties
confirm the authenticity of this Loan
Agreement by their signatures.

410 This Loan Agreement was executed in
four original counterparts, with one
counterpart for the Borrower and three for
the Lender.

4.11 This Loan Agreement becomes valid and
effective on the date it is signed by both
Contracting Parties, but is subject to the
condition precedent that the STUDY
Agreement (“CLINICAL TRIAL
AGREEMENT with an INSTITUTION” and
“CLINICAL TRIAL AGREEMENT with an
INVESTIGATOR”, collectively) have been
executed by the respective Contracting
Parties of those STUDY agreements. If the
Loan Agreement is subject to charges for
publication according to Act. No. 340/2015
Coll., on Register of Contracts, the
agreements becomes effective on the date
it is published in contract register.
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NA DUKAZ CEHOZ Smluvni Strany uzaviely
tuto smlouvu o vypujéce prostfednictvim svych
fadné opravnénych zastupca.

PAREXEL International (IRL) Limited

By / Podpis:

Name / PFijmeni:

Title / Funkce:

Date / Datum:

Fakultni nemocnice v Motole

By / Podpis:
Name / Prijmeni: I
I

Title / Funkce: I
|

Date / Datum:
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IN WITNESS WHEREOF, the Contracting
Parties have caused this Loan Agreement to be
executed by their duly authorised
representatives.

PAREXEL International (IRL) Limited,
acting as authorised representative of
UCB BIOPHARMA SPRL /

jednajici jako povéreny zastupce
spole¢nosti UCB BIOPHARMA SPRL

By / Podpis:

Name / Pfijmeni:

Title / Funkce:

Date / Datum:
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