Smlouva o vypujéce

uzaviena podle § 2193 a nasl. zak. €. 89/2012 Sb.,
obCanského zakoniku, ve znéni pozdé&jSich
predpis(,(dale jen ,ob&ansky zakonik") mezi:

PAREXEL International Czech Republic s.r.o.
se sidlem Sokolovska 651/136a, Karlin
zastoupena:

funkce:

ICO: 27160360

DIC: CZ27160360

zapsand v obchodnim rejstfiku vedeném u
Méstského soudu v Praze oddil C viozka 100886

(déle jen ,pujcitel”)
a

Fakultni nemocnice v Motole

statni pfispévkova organizace

se sidlem: V Uvalu 84, 150 06 Praha 5 —
Motol

zastoupena: [ Gz

na zakladé povéreni

ICO: 00064203

DIC: CZ00064203

( dale jen ,vypujcitel®)

(pujcitel a vypujcitel spole¢né dale jen ,smluvni
strany*)

obé& smluvni strany prohlauji, Ze maji pravni
osobnost a po vzajemném projednani a shodé
uzaviely niZze uvedeného dne, mésice a roku
smlouvu o vypujcce v tomto znéni ( dale jen ,
smlouva®):

l.
Predmét smlouvy

1.1. Smluvnimi stranami bylo ujednano, ze puijcitel
touto smlouvou prenechava vypuijciteli:

)
)
)
)

A WON =

(dale jednotlivé jen ,véc” a spolecné
“véci’), a zavazuje se vypuijciteli umoznit
bezplatné docasné uzivani véci, a to pro
potfeby vypujcitele za ucelem provedeni
nasledujiciho klinického hodnoceni

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 Czech Republic s.r.o.
Registered office Sokolovska 651/136a, Karlin
Represented by:

Position: Senior

Company registration number: 27160360

VAT No.: CZ27160360

Incorporated by the Municipal Court in Prague
Section C File 100886

(The “Lender”)
and

Motol University Hospital

Government contributory organisation

Registered office: V Uvalu 84, 150 06 Praha 5 -
Motol

Represented by:

Company registration number: 00064203

VAT No.: CZ00064203

(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 “Agreement”) on the day, month
and year stated below:

L
Subject Matter

1.1. The Contracting Parties have agreed that the
Lender hereby hands over:

Ao =
o=

(hereinafter referred to as “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
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LOTEVRENE KLINICKE HODNOCENI U
PEDIATRICKYCH UCASTNIKU (VE
VEKU < 18 LET) SE ZAVAZNOU
HEMOFILI A (AKTIVITA
KOAGULACNIHO FAKTORU < 1 %) S
INHIBITORY Cl BEZ NICH NEBO U
UCASTNIKU SE STREDNE ZAVAZNOU
AZ ZAVAZNOU HEMOFILII B (AKTIVITA

KOAGULACNIHO FAKTORU < 2 %) S
INHIBITORY  ClI BEZ  NICH
POROVNAVAJICI 12MESICNI

HISTORICKQU STANDARDNI LECBU S
PROFYLAXI MARSTACIMABEM*
¢. protokolu B7841008. ZriusrFs s 5ol

o
.rl\.-_.:-_' r-,I-\.- ?\- :"-.\_-::'-i-'.::-"

1.2.Véc bude vypljCitelem uzivana na Klinice

2.1.

2.2.

2.3.

2.4.

2.5.

2.6.

détské hematologie a onkologie 2. lékaiské
fakulty  Univerzity Karlovy a Fakultni
nemocnice Motol a bude slouzit k ucelu
stanoveném v ramci shora uvedené studie.

Prava a povinnosti smluvnich stran

Pujcitel prohlasuje, Ze vypujéena véc je
pusobila k fadnému uzivani a jeji technicky
stav odpovida pfislusnym normam a
predpisim.  Vypujcitel vypuUjéenou  véc
pfijima.

Pujcitel se zavazuje zajistit na vlastni naklady
pojisténi véci.

Vypujcka je bezuplatna a vypUjcCitel neni
opravnén prenechat vypujéenou véc treti
osobé.

Vypujcitel se zavazuje ponechat na vypujcené
véci v8echny popisky, Stitky, sériova cCisla
a podobna oznaceni.

Pfedanim véci se rozumi jeji doprava,
umisténi v prostorach vypuijcitele na pracovisti
uvedeném v €l.I. odst. 1.2 smlouvy dle pokynud
vypuijcitele, uvedeni do provozu, provedeni
instruktaze, pfedani navodu Kk pouziti a
informace, ktera se vztahuji k bezpecnému
pouzivani, to vSe v Ceské verzi.

Zataji-li pujcitel vypujciteli vadu vypUljcené
véci, nepreda-li vypujciteli potfebné doklady
k vypujéené véci (uvedené v seznamu
poskytnutém s vypujéenou véci), nebo
neseznami-li vypujcitele dle predchoziho
ustanoveni s provoznimi pokyny Kk uzivani
vypujcené véci a v dusledku tohoto vznikne
vypujciteli Skoda, je pujcitel povinen tuto
nahradit vypujciteli v plné vysi. ZtéZuje-li vada

1.2.

2.1.

2.2.

2.3.

2.4.

2.5.

2.6.

“AN OPEN-LABEL STUDY IN PEDIATRIC
(<18 YEARS OF AGE), SEVERE
HEMOPHILIA A PARTICIPANTS
(COAGULATION FACTOR ACTIVITY <1%)
WITH OR WITHOUT INHIBITORS OR
MODERATELY SEVERE TO SEVERE
HEMOPHILIA B PARTICIPANTS
(COAGULATION FACTOR ACTIVITY <2%)

WITH OR WITHOUT INHIBITORS
COMPARING 12 MONTHS OF HISTORICAL
STANDARD TREATMENT TO

MARSTACIMAB PROPHYLAXIS”, Protocol
No B7841008 (hereinafter referred to as the
“Stud ? "fr" NI A R i T

The Borrower shaII use the Equipment in
Department of Paediatric Haematology and
Oncology, 2nd Faculty of Medicine, Charles
University in Prague and Motol University
Hospital (insert the name of clinic) and the
Equipment shall serve solely for the
completion of the above-mentioned Study.

Il.
Rights and Obligations

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.

Lender agrees, at it own expense, to take
insurance for the Equipment for the borrowing
period.

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

The Borrower undertakes to leave all labels,
tags, serial numbers and similar markings on
the borrowed Equipment.

The Equipment handover means its shipment,
placement on the Borrower's premises at the
site referred to in Atrticle | (1.2) hereto as per
the Lender's instructions, putting into
operation, advising the Borrower on how to
use the Equipment, , and handing over
instructions for use and safety instruction for
use both in Czech version.

If the Lender conceals any defect of the
borrowed Equipment 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 suffer any
damage as a result, the Lender must fully
reimburse the Borrower. If such a defect
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2.7.

2.8.

2.9.

3.1.

3.2.

3.3.

4.1.

4.2.

4.3.

zasadnim zplUsobem uzivani véci nebo
znemoznuje-li zcela uzivani, maze vypuijcitel
vypovédét tuto smlouvu pUjciteli bez
vypovédni doby.

VypUijcitel se zavazuje informovat pujCitele o
jakémkoli poskozeni véci bez zbyteCného
odkladu po okamziku, kdy se o poskozeni
dozvédél.

Pujcitel svym nakladem zajisti veSkeré
opravy a udrzbu vypujéené véci. Pokud se
jedna o zdravotnicky prostfedek, zajisti pUjcitel
svym nakladem veskeré opravy,
bezpelnostné technické kontroly a pfip. revize
vypujcené véci, a to v souladu se zakonem ¢.
375/2022 Sb., o zdravotnickych prostfedcich a
diagostickych prostfedcich in vitro.

Pokud vypuijcitel porusi podminky ujednané
touto smlouvou, zejméne tim, ze véc pfenecha
treti osobé, je pujCitel opravnén tuto smlouvu
vypovédét bez vypovédni doby.

il
Doba uzivani
Tato smlouva se uzavira na dobu urcitou, a to
po dobu provedeni U¢elu smlouvy, k némuz se
ma véc uzivat.
Pujcitel muze pozadat o vraceni véci i pfed
skon&enim stanovené doby uZivani dle odst.

3.1. vySe v pfipadé, ze vypujcitel uziva véc
vrozporu s ucely stanovenymi  touto
smlouvou.

Vypuijcitel je opravnén smlouvu vypovédét, a
to i bez uvedeni divodu. Vypovéd je ucinna
dorucenim vypovédi druhé smluvni strané.

Iv.

Zaveérecna ustanoveni

Tuto smlouvu 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.

Zavazky z této smlouvy se fidi pravem Ceské
republiky.

PujCitel souhlasi s uvefejnénim smlouvy
vypujCitelem za ucelem spinéni povinnosti
uloZzenych mu platnou a ucinnou pravni
upravou, a to zejména zadkonem &. 340/2015

2.7.

2.8.

2.9.

3.1.

3.2.

3.3.

4.1.

4.2.

4.3.

hinders the use of the Equipment substantially
or renders its use impossible the Borrower
may terminate this Agreement immediately by
sending the termination notice to Borrower.

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

The Lender shall provide all repairs and
maintenance of the borrowed Equipment at
their own cost. 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.
375/2022 Coll., on medical devices and in vitro
diagnostic medical devices.

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

M.
Period of Use

This Agreement is made for a fixed period, i.e.
for the period of performing the subject matter
for which the Equipment shall be used.

The Lender may request the Equipment return
before the end of the determined period of use
as per Atrticle 3.1. above if the Borrower uses
the Equipment in contradiction with the
purposes specified herein.

The Borrower has a right to terminate the loan
agreement without stating any reason. The
notice shall take effect by its delivery to the
other Contracting Party.

\'A

Final Provisions

This 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 Annex.

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

The lender agrees with publication of this
agreement and its elements of obligatory
relationship due to the duties which come
from valid and effective legal regulation,
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4.4.

4.5.

4.6.

4.7.

4.8.

4.9.

4.10.Tato

Sb., o registru smluv, ve znéni pozdéjSich
predpist (dale jen ,zakon o registru smluv®), a
dale pokyny a rozhodnutimi Ministerstva
zdravotnictvi Ceské republiky.

Pujcitel bere na védomi, ze vypUijcitel jakozto
statni pfispévkova organizace, je povinna na
dotaz tfeti osoby poskytnout informace podle
zakona ¢. 106/1999 Sb., o svobodném
pfistupu k informacim, ve znéni pozdéjSich
predpis(.

Smluvni strany souhlasi s uvefejnénim této
smlouvy v plném znéni, vSech jejich nalezitosti
ve. pfiloh, které jsou jeji nedilnou soucasti v
registru smluv. (V pfipadé, Ze smlouva bude
obsahovat obchodni tajemstvi ve smyslu §
504 OZ a smiuvni strany projevi zajem chranit
tyto informace pred uverejnénim, Ize v tomto
ustanoveni doplnit ujednani stran, co povaZzuji
za obchodni tajemstvi, 1. co nebude
uveregjnéno. Nejjednoduss§im zplsobem je
vy¢lenit obchodni tajemstvi do prilohy tak, aby
nemusely byt zacerriovany postupné rizné
casti smlouvy, ale pouze pravé dana pfiloha).

Pravni vztahy touto smlouvou neupravené,
jakoz i pravni poméry zni vznikajici a
vyplyvajici se Fidi pfislusSnymi ustanovenimi
ob&anského zakoniku.

PFipadné spory smluvnich stran budou feSeny
smirnou cestou a v pfipadé, ze nedojde
k dohodé, budou spory fesSeny pfisluSnymi
soudy Ceské republiky.

Tato smlouva je vyhotovena jak v eském, tak
anglickém jazyce. V pfipadé jakychkoli
rozporll nebo nesrovnalosti mezi ¢eskou a
anglickou verzi této smlouvy ma &eska verze
prednost.

Smluvni strany prohlasuji, Ze si tuto smlouvu
pfed jejim podpisem pfeCetly, Ze byla
ujednana podle jejich pravé a svobodné vile,
urCité, vazné a srozumitelné. Autenti¢nost této
smlouvy potvrzuji smluvni strany svym
podpisem.

smlouva byla sepsdna ve dvou
stejnopisech s platnosti originalu, pficemz
kazda ze smluvnich stran obdrzi po jednom
vyhotoveni. To neplati v pfipadé, Ze tato

4.4.

4.5.

4.6.

4.7.

4.8.

4.9.

4.10.

especially Act No. 340/2015 Coll. on
Agreements Register as  amanded
(hereinafter referred to as “Contracts

Register Act’) and guidance notes and
directives of Ministry of Health Czech
Republic.

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.

Contractual parties agree with publication of
this agreement in its entirety, including all its
amendments which are its indivisible parts in
contract register. (In case agreement will
contain trade secret in meaning of per
Section 504 of Civil Code and contractual
parties will manifest their concern to protect
these type of information from publication, it
is possible to add a statement of parties
about what do they consider as a trade
secret, that means, what will not be
published. The easiest way is to separate the
trade secret into the amendment to prevent
the need to black out different parts of the
contract. Only the amendment would be
blacked out).

Contractual relations not regulated by this
Agreement and the legal relations arising
hereunder shall be governed by the relevant
provisions of the Civil Code.

Any disputes between the Contracting
Parties shall be resolved amicably and if no
agreement is reached the disputes shall be
resolved by the competent courts of the
Czech Republic.

This 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 Agreement, the
Czech version shall prevail.

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

This Agreement has been drawn up in two
counterparts, both of which will be considered
the original; each Party will receive one copy.
This does not apply if this Agreement was
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smlouva byla podepsana elektronickym
podpisem dle zakona ¢&. 297/2016 Sb., o
sluzbach vytvarejicich diveéru pro elektronické
transakce, ve znéni pozdéjSich predpisu.

4.11.Smlouva je platna dnem podpisu obéma 4.11.
smluvnimi stranami a uc€innosti nabyva
v souladu se zdkonem o registru smluv.

signed by electronic signature in accordance
with Act on trust services for electronic
transactions 297/2016 Coll., as amended.

This Agreement becomes valid on the date it
is signed by both Contracting Parties and
becomes effective in accordance with the
Contracts Register Act.

V Praze dne In Prague, dated

za vypUijcitele

On behalf of Borrower

V Praze dne In Prague, dated

za pujcitele

On behalf of Lender
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