SMLOUVA O VYPUJCCE
ZDRAVOTNICKEHO
PROSTREDKU

MEDICAL DEVICE LOAN FOR
USE AGREEMENT

uzavriena dle § 2193 a nasl. zak. ¢.
89/2012 Sb., ob¢anského zakoniku,
v platném znéni

concluded pursuant to Section 2193 et seq.
of Act No. 89/2012 Coll., the Civil Code, as
amended

Pijcitel: PAREXEL International Czech
Republic s.r.0.

Lender: PAREXEL International Czech Republic
S.I.0.

se sidlem: Sokolovska 651/136a, Karlin, 186 00
Praha 8

With registered office: Sokolovska 651/136a,
Karlin, 186 00 Praha 8

I(VZ:V27 160360
DIC: CZ27160360

ID No.: 27160360
Tax ID No: CZ27160360

reg. v OR: vedeném Méstskym soudem v Praze,
oddil C vlozka 100886

Registration in Commercial Register: the City
Court in Prague, Section C, File 100886

Vypujéitel: Fakultni nemocnice Hradec
Kralové

Borrower: University Hospital Hradec Kralové

se sidlem:  Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Krdlové

With registered office: Sokolska 581, 500 05
Hradec Krélové — Novy Hradec Kralové

zast.: MUDr. AleSem Hermanem, Ph.D.,
feditelem

Represented by: Ale§S Herman, M.D, Ph.D.,
Director

IC:
DIC:

00179906
CZ00179906

ID No.:
VAT No.:

00179906
CZ00179906

Pujcitel uzavrel s vypujcitelem smlouvu o
klinické studii (,,CSA*) s ¢islem protokolu
a hlavnim zkouSejicim

., ze dne
upravujici podminky, za kterych
bude vypujcitel provadét studii.

The Lender entered in to a clinical study
agreement (“CSA”) with protocol number
and

as the
Principal Investigator, with the Borrower dated
_ governing the terms under
which the Borrower will conduct the Study.

Cl. I - Pfedmét vypijéky

Article I - Subject of the loan for use




1. Predmétem této smlouvy je
zavazek pujcitele pfenechat vypujciteli
k bezplatnému uZivéani zdravotnicky prostiedek:

(déle jen
»predmét vypujcky).

1. The subject of this Agreement is
the Lender’s obligation to provide a
medical device:_

or the
Borrower’s use free of charge
(hereinafter the “subject of loan for
use”).

2. Nedilnou soucdsti vypijcky je:

The following is an integral part of the
loan for use:

- instalacni protokol,

- Installation log;

- doklad o instruktazi (proskoleni)
obsluhy,

- Proof of operator instruction
(training);

- doklad osoby, kterd je poucena
vyrobcem k provadéni instruktize
daného zdravotnického prostiedku
(§ 41 zakona ¢. 375/2022 Sb., o
zdravotnickych prostfedcich a
diagnostickych zdravotnickych
prostfedcich in vitro),

- Document of the person trained by
the manufacturer to provide
instruction in the use of the given
medical device (Section 41 of Act
No. 375/2022 Coll., on Medical
Devices) and in vitro diagnostic
medical devices

- doklady osob, které jsou proskoleny
vyrobcem nebo osobou
autorizovanou vyrobcem k
provadéni odborné udrzby (§ 45
zdkona €. 375/2021 Sb., o
zdravotnickych prostfedcich a
diagnostickych zdravotnickych
prosttedcich in vitro),

- Documents of the persons trained by
the manufacturer or by a person
authorized by the manufacturer to
perform professional maintenance
(Section 45 of Act No. 375/2021
Coll., on Medical Devices) and in
vitro diagnostic medical devices

- navod k obsluze zdravotnického
prostiedku v ¢eském jazyce 2x (1x
pro potieby pracovisté v listinné
podobé¢, 1x pro potieby OZT v
elektronické podob¢)

- Operating instructions for the
medical device in Czech 2x (1x for
the needs of the site in paper form,
1x for the needs of the OZT Odbor
zdravotnické techniky (Medical
Devices Department) in electronic
form);

- ES prohlaseni o shod€ vyrobku (EC
Declaration of Conformity) dle
zékon €. 22/1997 Sb. v platném
znéni; pro zdravotnické prostfedky
trid I sterilni, I méfici, I1a, IIb nebo

- EC Declaration of Conformity (EC)
pursuant to Act No. 22/1997 Coll.,
as amended; for medical devices
classes I sterile, I measuring, Ila, IIb,




III musi byt CE doplnéno ¢islem
Notifikované osoby,

or 111, the CE must be accompanied
by the Notified Body number;

na zdravotnicky prostfedek,
pfipadné na vSechny jeho
komponenty, musi byt v prohlaseni
o shodé€ (eventualné v jiném
pisemném dokladu, ktery bude téz
soucasti vypuajcky a bude potvrzen
pujcitelem) uvedena tiida
zdravotnického prostredku,

- The medical device and all of its
components, if applicable, must have
the medical device class specified in
the Declaration of Conformity (or
other written document also included
in the loan for use to be confirmed
by the Lender);

presnd adresa vyrobce pfedmétu
vypujcky a zemé ptivodu jsou
uvedeny v prohlaseni o shodé
(eventudlné v jiném pisemném
dokladu, ktery bude téZ soucasti
vypujcky a bude potvrzen
vypujcitelem),

- The exact address of the
manufacturer of the subject of the
loan for use and the country of origin
shall be specified in the Declaration
of Conformity (or other written
document also included in the loan
for use and to be confirmed by the
Borrower);

pokud se vyptjcka sklada z vice

samostatnych komponent, jsou jeji
soucésti platnd prohldSeni o shod¢
na vSechny komponenty vypijcky,

- Where the loan for use consists of
multiple separate components, the
valid Declarations of Conformity for
all components of the loan for use
are included;

na vSechny doklady predkladané
v jiném nez v Ceském jazyce je
soucasti vypuajcky téz jejich Cesky
pieklad, za jehoZ spravnost
odpovida pajcitel,

- For all documents submitted in a
language other than the Czech
language, the loan for use shall also
include their Czech translation, the
accuracy of which shall be the
responsibility of the Lender;

platny protokol o provedené
bezpecnostné technické kontrole
v souladu se zdkonem €. 375/2022

Sb., o zdravotnickych prostfedcich a

diagnostickych zdravotnickych
prosttedcich in vitro,

- Valid report on safety technical
inspection performed in accordance
with Act No. 375/2022 Coll., on
medical devices and in vitro
diagnostic medical devices

platnd revize v souladu se zakonem
¢. 375/2022 Sb., o zdravotnickych
prostedcich a diagnostickych
zdravotnickych prostfedcich in
vitro.

- Valid code inspection in accordance
with Act No. 375/2022 Coll., on
medical devices and in vitro
diagnostic medical devices;

CL II - Doba vypujéky

Article II - Term of the loan for use

1.

Vypujcitel je opravnén uzivat predmet
vypaj¢ky ode dne predani, instalace a

1. The Borrower shall be entitled to use the
subject of the loan for use from the date




provedeni instruktdZe obsluhy. Pfedmét
vypujcky je zapijcen do konce
klinického hodnoceni, pfiblizné¢ do roku
2030. Predmét vypiijcky budou pouzivat
a obsluhovat pouze néleZité vySkolené a
kvalifikované osoby, které budou
obsluhovat s pfiméfenou dovednosti a
péci.

of handover, installation, and training of
personnel. The subject of the loan for use
is to be on to 2030. Only appropriately
trained and qualified individuals will use
and operate the subject of loan and will
operate the subject of loan with
reasonable skill and care.

. III - Misto a podminky prevzeti

piredmétu vypijcky

Article III - Place and conditions of
acceptance of the subject of the loan for
use

1. Pujcitel oznami vypujciteli termin 1. The Lender shall notify the Borrower of
prevzeti predmétu vypujcky, a to the date of receipt of the subject of the
Odboru zdravotnické techniky pi. loan for use, namely the Medical

Devices Department,
, or the Head of the
Odboru zdravotnické techniky Medical Devices Department —

a zaroven zastupci and also representatives
prebirajiciho pracovisté dle Cl. III of the receiving site according to Article
odstavec 2 min 3 pracovni dny pfedem. III (2) at least 3 working days in

advance.

2. Mistem predani predmétu vypujcky je: 2. The place of handover of the subject of
Klinika onkologie a radioterapie the loan for use is: The Clinic of

Oncology and Radiotherapy
3. Odbor zdravotnické techniky je az do 3. Until the installation and deployment of

dokoncen{ instalace a piedani
zdravotnického prostfedku do provozu
jedinym pracovistém vypujcitele
opravnénym ke vSem jednanim o
dodavce a instalaci predmétu vypujcky.

the medical device is complete, the
Medical Equipment Department is the
only Borrower site authorized for all
negotiations regarding the delivery and
installation of the subject of the loan for
use.

CL. IV - Préava a povinnosti smluvnich

stran

Article IV - Rights and obligations of the
parties




Pujcitel prohlasuje, Ze predmét
vypujcky nemd Zadné patentni nebo jiné
pravni vady, odpovidd viem platnym
pravnim piedpisim a normam, je podle
pravnich predpist zpisobily k pouziti
pii poskytovani zdravotni péce a byla u
né&j podle pravnich ptedpisii posouzena
shoda jeho vlastnosti se zakladnimi
poZadavky na zdravotnické prostfedky

s pfihlédnutim k uréenému ticelu pouZiti
a vyrobce nebo jeho zplnomocnény
zéstupce vydali pisemné prohldSeni o
shodé.

The Lender declares that the subject of
the loan for use has no patent or other
legal defects, conforms to all applicable
legal regulations and standards, is fit for
use in the provision of healthcare
according to legal regulations, and has
been assessed for compliance of its
features with the essential requirements
for medical devices, taking into account
the intended purpose of use, and the
manufacturer or its authorized
representative has issued a written
declaration of conformity.

Pujcitel je povinen zajistit vypujciteli
servis a pravidelné kontroly event.
validace predmétu vypujcky v souladu
se zdkonem €. 375/2022 Sb., o
zdravotnickych prostfedcich a
diagnostickych zdravotnickych
prostfedcich in vitro, v platném znéni,
na vlastni ndklady po dobu vyptjcky a
to od doby uvedeni do provozu s tim, Ze
opravy predmétu vypujcky budou
provadény dle moZnosti ptjcitele v co
nejkratsi dobé.

The Lender shall be required to provide
the Borrower with service and regular
checks and, if applicable, validation of
the subject of the loan for use in
accordance with Act No. 375/202 Coll.,
on Medical Devices and in vitro
diagnostic medical devices, as amended,
at its own expense during the term of the
loan for use from the time of its
deployment, with repairs to the subject
of the loan for use being performed as
soon as possible.

Pijcitel ma pravo na provedeni kontrol
u vypajcitele, a to za ucelem provadéni
oprav na predmétu vypujcky, ve.
preventivnich prohlidek, a za dcelem
kontroly uzivani pfedmétu vyptjcky
vypujcitelem.

The Lender shall have the right to carry
out checks at the Borrower’s premises
for the purpose of carrying out repairs on
the subject of the loan for use, including
routine inspections, and for the purpose
of checking the Borrower’s use of the
subject of the loan for use.

Vypujcitel je povinen predmét vypijcky
fadn¢ uZivat, chranit jej pred
poskozenim, ztrdtou nebo zni¢enim.

The Borrower shall be required to use
the subject of the loan for use properly,
protecting it from damage, loss and
destruction.

Vypujcitel je povinen pfedmét vypijcky
vratit pajciteli ve stavu, v jakém jej
prevzal, s pfihlédnutim k obvyklému
opotiebeni.

The Borrower shall be required to return
the Subject of the loan for use to the
Lender in the condition in which it was
received, taking into account normal
wear and tear.




6. Pgjcitel nenese Zadnou odpovédnost
za S§kody jakéhokoli druhu, véetné
zranéni osob nebo $kod na majetku,
vyplyvajici z pouzivani movitych
véci, s vyjimkou piipadi, kdy (1)
takové skody byly zptisobeny
nedbalosti nebo imyslnym
pochybenim Pijcitele nebo (2)
osobni zranéni pfedstavuje
vyzkumné zranéni subjektu
klinického hodnocenti, jak je
popséano v piiloze B Smlouvy o
klinickém hodnoceni.

6. Lender has no liability for damages
of any sort, including personal injury
or property damage, resulting from
the use of Equipment, except to the
extent that (1) such damages were
caused by the negligence or willful
misconduct of Lender or (2) a
personal injury constitutes a
Research Injury to a study subject, as
described in Attachment B to the
CSA.

CL V - Zavérecna ujednani

Article V - Final provisions

Pravni vztahy zaloZené touto smlouvou
a v této smlouve vyslovné neupravené
se fidi platnymi pravnimi pfedpisy
Ceské republiky, zejména pifslusnymi
ustanovenimi zakona ¢. 89/2012 Sb.,

v platném znéni (zejména jeho § 2193 a
nésl.). V pfipadé€ vzniku sporu jsou
piisluiné k jeho feseni soudy Ceské
republiky.

1.

The legal relationships established by
this Agreement and not expressly
regulated in this Agreement shall be
governed by the applicable legal
regulations of the Czech Republic, in
particular by the relevant provisions of
Act No. 89/2012 Coll., as amended (in
particular Section 2193 et seq. thereof).
The courts of the Czech Republic shall
have jurisdiction for resolving any
dispute that may arise.

Tato smlouva je vyhotovena v ¢eském a
anglickém jazykovém znéni. V piipadé
rozportl mezi témito verzemi ma
prednost verze Ceska.

This Agreement has been drafted in
English and Czech. In case of any
contradictions and/or inconsistencies
between the English and the Czech
versions, the Czech version shall prevail.

Ptedcasné ukonceni platnosti této
smlouvy je mozné na zdkladé pisemné
dohody smluvnich stran. Pfred¢asné
ukonceni platnosti této smlouvy je
rovnéZ mozné na zdklad¢ vypovédi
jednou ze smluvnich stran

s dvoumésicni vypovédni dobou.
Vypovéd musi byt pisemna, neni tfeba
ji odvodnovat, vypovédni doba zacina
béZet od prvého dne mésice
nasledujiciho po doruceni vypovedi
druhé smluvnf strané.

Early termination of this Agreement is
possible upon written agreement
between the Parties. Early termination of
this Agreement is also possible on the
basis of a notice of cancellation by either
party with a two-month notice period.
The notice must be in writing and
requires no justification; the notice
period shall run from the first day of the
month following delivery of the notice to
the other Party.




Smluvni strany shodné prohlasuji, Ze
tato smlouva nebyla uzaviena adheznim
zplsobem a Ze se nejedna o smlouvu
formuléfovou, tzn., Ze na pravni pomer
uzavieny touto smlouvou nebude
aplikovan § 1798 obcanského zdkoniku.

The Parties mutually declare that this
Agreement has not been concluded as an
adhesion contract and that it is not a
standard form agreement, i.e. that
Section 1798 of the Civil Code will not
be applied to the legal relationship
concluded in this Agreement.

Smluvni strany se dohodly, Ze v rdmci 4. The Parties have agreed that Section
smluvniho vztahu zaloZeného touto 2197 of the Civil Code shall not apply to
smlouvou nebude aplikovan § 2197 the contractual relationship established
obcanského zakoniku, tzn., Ze vypijcitel by this Agreement, i.e. that the Borrower

je opravnén kdykoli vratit predmeét is entitled to return the subject of the
vypujcky pijciteli. loan for use to the Lender at any time.
Smluvni strany souhlasi s uvetejnénim 5. The Parties agree to publish the
smlouvy dle zdkona ¢. 340/2015 Sb., o Agreement pursuant to Act No.

registru smluv. 340/2015 Coll., on the Register of

Contracts.

Tato smlouva nabyva platnosti dnem 6. This Agreement shall become effective

jejtho podpisu obéma smluvnimi on the date of signing by both parties.
stranami.

Tato smlouva miiZe byt dopliiovana ¢i 7. This Agreement may only be amended
meénéna pouze na zdkladé pisemnych or expanded on the basis of written
dodatkt, akceptovanych obéma amendments accepted by both parties.
smluvnimi stranami.

Tato smlouva je vyhotovena ve dvou 8. This Agreement has been drawn up in
stejnopisech, z nichz 1 stejnopis obdrzi two original copies, one for the Lender
pujcitel a 1 stejnopis vypujcitel. and one for the Borrower.

Smluvni strany prohlasuji, Ze tato 9. The Parties declare that this Agreement
smlouva vyjadfuje jejich svobodnou, expresses their free, true, solemn, and
pravou, vdznou a tplnou vili, prostou complete will, free of errors. In witness
omyll. Na dtikaz shora uvedeného of the above, authorized representatives
pfipojuji opravnéni zdstupci smluvnich of the Parties affix their signatures.

stran své podpisy.

10. Nic v tomto dokumentu nem4 za cil 10. Nothing herein is intended to amend the

zménit ustanoveni Smlouvy o
klinickém hodnoceni, ktera

provisions of the CSA which remain in
full force and effect.




zustavaji v plné platnosti a
ucinnosti.

Signature page follows/Podpisova strana nasleduje




Za vypujcitele / For the Borrower:

Za pujcitele / For the Lender:

V Hradci Kralové / In Hradec Kralové

V / In Praze/Prague

dne / On: 7. 3. 2023

dne / On: 20. 2. 2023

Ale§ Herman, M.D, Ph.D.,

Reditel / Director

Fakultni nemocnice Hradec Krélové /
University Hospital Hradec Krilové

PAREXEL International Czech Republic s.r.0.




