SMLOUVA O VYPUJCCE ZDRAVOTNICKEHO
PROSTREDKU

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

Pujcitel: IQVIA RDS Czech Republic s.r.o., se
sidlem Pernerova 691/42, Karlin, 186 00 Praha 8,
Ceska republika, IC: 247 68 651, DIC: CZ247
68 651 (déle jen ,,pujcitel)

Vypujcitel: Fakultni nemocnice Hradec
Kralové

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

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

IC: 00179906

DIC: CZ00179906

Cl. I - Pfedmét vypijeky

1. Predmétem této smlouvy je zavazek pujcitele
pfenechat vypujciteli  k bezplatnému  uzivani
zdravotnicky prosttedek:

e EKG - typ Welch Allyn, Eli 150c, vyrobce
Welch Allyn, véetné vybaveni, v hodnoté
52500 K¢ véetné¢ DPH,

e Centrifuga— typ Hettich Mikro 220R
s regulaci teploty , vyrobce Andreas Hettich
GmbH & Co. KG, vhodnoté 93456 K¢&
vcetné¢ DPH

(déle jen ,,pFredmét vypujcky*). Vyrobni ¢isla
budou uvedena v pfeddvacim protokolu.

Predmét vypujcky je pujcen v souvislosti
s klinickym hodnocenim, protokol ¢. 1485-
0018, hlavni zkousejici

2. Nedilnou soucasti vypujcky je:

e instalacni protokol,

e doklad o instruktaZi (proskoleni) obsluhy,

e doklad osoby, kterd je poucena vyrobcem k
provadéni instruktdze daného
zdravotnického prosttedku (§ 41 zdkona €.
37572022 Sb., o  zdravotnickych
prostiedcich a diagnostickych
zdravotnickych prostiedcich in vitro),

e doklady osob, které jsou proskoleny
vyrobcem nebo osobou autorizovanou

AGREEMENT TO BORROW A MEDICAL
DEVICE

made as per section 2193 et subs. of Act No.
89/2012 Coll., the Civil Code, as amended

Lender: IQVIA RDS Czech Republic s.r.o. with
offices located at Pernerova 691/42, Karlin, 186

00

Praha 8, Czech Republic, Identification

number: 247 68 651 (hereinafter the “Lender*)

The Borrower: University Hospital Hradec
Kralové

Registered office at: Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové

Represented by MUDr. Ale§ Herman, Ph.D.,
Director

Identification number: 00179906

Tax identification number: CZ00179906

Article 1. Subject of Loan

1.

2.
[ ]
[ ]

The subject matter hereof involves the
Lender’s obligation to provide the Borrower
with the medical device for free use:

e ECG - Welch Allyn, Eli 150c,
manufacturer Welch Allyn., including
equipment, worth 52500 CZK VAT
included,

e Centrifuge — type Hettich Mikro 220R
Temperature-controlled centrifuge,
manufacturer Andreas Hettich GmbH
& Co. KG, worth 93456 CZK. incl.
VAT

(hereinafter the Subject of Loan) to the
Borrower for free use. The serial numbers are
listed in the handover report.

The Subject of Loan is borrowed in
connection with the Study with protocol No.
1485-0018, Investigator

The Subject of Loan includes:
Installation Protocol;
Certificate of personnel training
Certificate that the person providing the
training has been instructed to do so by the
manufacturer of the given Medical
Equipment (§ 41 of Act No. 375/2022
Coll., on medical devices and in vitro
diagnostic medical devices),
Certificate that the person providing
maintenance has been instructed to do so




vyrobcem k provadéni odborné ddrzby (§
45 zdkona ¢. 375/2022 Sb., o
zdravotnickych prostiedcich a
diagnostickych zdravotnickych
prostiedcich in vitro),

e ndvod k obsluze zdravotnického prostiedku
v Ceském jazyce 2x (1x pro potieby
pracovisté v listinné podobé, 1x pro potieby
OZT v elektronické podob¢)

e ES prohldSeni o shodé¢ vyrobku (EC
Declaration of Conformity) dle zdkona ¢.
22/1997 Sb. vplatném znéni; pro
zdravotnické prostiedky tfid I sterilni, I
métici, Ila, IIb nebo III musi byt EC
doplnéno c¢islem Notifikované osoby,

e na zdravotnicky prostfedek, pfipadné na
vSechny jeho komponenty, musi byt
v prohlaseni o shodé (eventudlné v jiném
pisemném dokladu, ktery bude tézZ soucésti
vypljéky a bude potvrzen pujéitelem)
uvedena tfida zdravotnického prostiedku,

e presnd adresa vyrobce predmétu vypujcky a
zemé puvodu jsou uvedeny v prohldseni o
shodé¢ (eventudlné v jiném pisemném
dokladu, ktery bude téZ soucasti vypijcky a
bude potvrzen vyptjcitelem),

e pokud se vypujcka skladd zvice
samostatnych komponent, jsou jeji soucasti
platnd prohldSeni o shodé¢ na vSechny
komponenty vypujcky,

e na vSechny doklady predkladané v jiném,
nez v Ceském jazyce je soucasti vypljcky
téZ jejich Cesky preklad, za jehoZ spravnost
odpovida pajcitel,

e platny protokol o provedené bezpecnostné
technické kontrole v souladu se zdkonem ¢.
375/2022 Sb., 0 zdravotnickych
prostfedcich a diagnostickych
zdravotnickych prostfedcich in vitro,

e platnd revize vsouladu se zikonem .
375/2022 Sb., 0 zdravotnickych
prosttedcich a diagnostickych
zdravotnickych prostfedcich in vitro.

by the manufacturer of another person
authorized by the Manufacturer to provide
maintenance (§ 45 of Act No. 375/2022
Coll., on medical devices and in vitro
diagnostic medical devices)

e 2 copies the Medical Equipment manual in
Czech (one hard copy for the Institution,
one electronic copy for the Department of
Medical Equipment)

e EC Declaration of Conformity according
to Act No. 22/1997 Coll. as amended. For
medical Equipment devices of Class I
sterile, I with measuring function, Ila, IIb
or III, EC shall include the number of the
Notified Body’s number;

e Declarations of Conformity (or possibly
other documents lent together with the
Medical Equipment and authorized by the
Lender) of all Medical Equipment oras the
case may be, its components, must include
the class of the Medical Equipment,

e  Declarations of Conformity (or possibly
other documents lent together with the
Medical Equipment and authorized by the
Lender) shall include the exact address of
the manufacturer of the Subject of Loan
and the country of origin,

e If the Subject of Loan consists of several
individual components, Declarations of
Conformity are provided with all such
components,

e All documents provided in other than
Czech language are supplemented by
Czech translation; Lender is responsible
for the accuracy of such translation,

e Valid certificate of a technical safety
inspection carried out in accordance with
Act No. 375/2022 Coll.,, on medical
devices and in vitro diagnostic medical
devices,

e Valid certificate of examination carried
out in accordance with Act No. 375/2022
Coll., on medical devices and in vitro
diagnostic medical devices.

CL II — Doba vypijéky

Vypujcitel je opravnén uzivat pfedmét vyptjcky
ode dne piedani, instalace a provedeni instruktdze
obsluhy.

Doba trvani vypljcky je ode dne prevzeti
Predmétu vyptjcky vypujcitelem do ukonceni
tcasti vypujcitele ve Studii, tj. priblizné [

Article II —Duration of Loan

The Borrower is entitled to use the Subject of
Loan immediately after the Subject of Loan
has been installed and personnel instructed.

The duration of the Loan shall be from the date of
receipt of the Subject of Loan by the Borrower
until the conclusion of the Borrower’s
participation in the Trial, i.e., approximately till




Cl. III - Misto a podminky pievzeti
predmétu vypujcky

Pigjcitel oznami vypijciteli termin prevzeti
pfedmétu vypujcky, a to Oddéleni ndkupu
zdravotnické techniky; tel. | Gz =
zaroven zastupci prebirajictho pracovisteé dle
Cl. I1I odstavec 2 min 3 pracovni dny predem.

Mistem preddni pfedmétu vypujcky je: Ocni
klinika Fakultni nemocnice Hradec Kralové.

Odbor zdravotnické techniky je az do
dokonceni instalace a pfeddni zdravotnického
prosttedku do provozu jedinym pracovistém
vypujcitele opravnénym ke vSem jedndnim o
dodavce a instalaci predmétu vypujcky.

V piipadé¢ konektivity do datové sité
vypujcitele je nutné bezodkladné po podpisu
smlouvy, nejdéle vSak 4 tydny pfed
planovanou instalaci, informovat IT oddéleni
vypujcitele  na adrese ]
Ozndmeni o skutecném datu instalace je nutné
provést nejdéle 3 pracovni dny piredem.

Article ITI — Location and terms of delivery

Lender shall inform the Borrower’s
Department of Medical Equipment of the date
of delivery of the Subject of Loan, to Medical
Equipment Purchasing Department, tel. [JJj
B ond also the representative of
respective department stated in Art. I1L. (2) at
least 3 working days ahead.

. The Department where the Subject of Loan

shall be delivered is: Ophthalmology Clinic
Fakultni nemocnice Hradec Kralové.

. The Department of Medical Equipment is the

only department authorized to deal with the
Subject of Loan before its installation has
been completed.

. In the case of connectivity to the Borrower's

data network, it is necessary to inform the
Borrower's IT department at

immediately after signing
the Agreement, but no later than 4 weeks
before the planned installation. Notification
of the actual installation date must be made no
later than 3 working days in advance.

CL IV - Priva a povinnosti smluvnich stran

Pujcitel prohlasuje, Ze predmét vypujcky nema
zadné patentni nebo jiné pravni vady, odpovida
vSem platnym pravnim pfedpisim a normam,
je podle pravnich ptedpist zpisobily k pouZiti
pii poskytovani zdravotni péce a byla u n¢j
podle pravnich ptedpist posouzena shoda jeho
vlastnosti se zdkladnimi poZadavky na
zdravotnické  prostiedky s prihlédnutim
k uréenému tcelu pouziti a vyrobce nebo jeho
zplnomocnény zdstupce vydali pisemné
prohldseni o shodé¢.

Pujcitel je povinen zajistit vypujciteli servis a
pravidelné kontroly predmétu vypujcky
v souladu se zakonem ¢. 375/2022 Sb., o
zdravotnickych prostfedcich a diagnostickych
zdravotnickych  prostfedcich  in  vitro,
v platném znéni, a v souladu se zdkonem C¢.
505/1990 Sb., o metrologii, v platném znéni, na
vlastni ndklady po dobu vypujcky, a to od doby
uvedeni do provozu s tim, Ze opravy pfedmétu

Article IV — The Parties’ Rights and
Obligations

. The Lender hereby represents that the Subject

of Loan is subject to no patent protection and
has no defects, complies with all applicable
legislation, is fit for use in providing medical
services and has been certified for conformity
with requirements applicable to Medical
Equipment and its manufacturer or the
manufacturer’s authorised representative
issued a written Declaration of Conformity.

. The Lender is obliged to carry out regular

maintenance and inspections of the Subject of
Loan in accordance with Act No. 375/2022
Coll.,, on medical devices and in vitro
diagnostic medical devices, as amended and
Act No. 505/1990 Coll., on Metrology, as
amended, at its own expense, throughout the
duration of the Loan; repairs will be carried




vypujcky budou provadény dle moZnosti
pujcitele v co nejkratsi dobé.

Pujcitel ma pravo na provedeni kontrol u
vypujcitele, a to za icelem provadéni oprav na
predmétu  vypajcky, v€.  preventivnich
prohlidek, a za ucelem kontroly uZivani
pfedmétu vypujcky vypujcitelem.

Vyptujcitel je povinen pfedmét vypujcky fadné
uzivat, chranit jej pred poSkozenim, ztritou
nebo znicenim.

Vyptujcitel je povinen predmét vypljcky vratit
pujciteli nebo pfedem stanovené tieti strané ve
stavu, vjakém jej ptfevzal, s pfihlédnutim
k obvyklému opotiebeni.

out as soon as reasonably possible for the
Lender.

. The Lender have the right to carry out

inspections at the Borrower’s premises in
order to provide maintenance and repair of the
Subject of Loan and in order to supervise the
Borrower’s use of the Subject of Loan.

. The Borrower is obliged to use the Subject of

Loan as intended and keep it from any
potential damage or loss.

. The Borrower is obliged to return the Subject

of Loan to the Lender or the third-party
vendor in the same state in which it was
delivered to the Borrower, except for usual
wear and tear.

ClL. V — Zavére¢na ujednani

Pravni vztahy zaloZené touto smlouvou a v této
smlouvé vyslovné neupravené se fidi platnymi
pravnimi predpisy Ceské republiky, zejména
piislusnymi ustanovenimi zdkona ¢. 89/2012
Sb., v platném znéni (zejména jeho § 2193 a
ndsl.). V piipad¢ vzniku sporu jsou piislusné
k jeho feseni soudy Ceské republiky.

Ochrana osobnich tdaji dle obecného natizeni
0 ochrang osobnich tdaji (GDPR) mezi obéma
smluvnimi stranami je feSena smlouvou o
provedeni klinického hodnoceni.

Pred¢asné ukonceni platnosti této smlouvy je
mozné na zaklad¢ pisemné dohody smluvnich
stran. PfedCasné ukonceni platnosti této
smlouvy je rovnéZ moZzné na zdklad€ vypovedi
jednou ze smluvnich stran s dvoumésic¢ni
vypoveédni dobou. Vypovéd musi byt pisemna,
neni tieba ji oduvodnovat, vypovédni doba
zacind beézet od prvého dne méesice
nasledujictho po doruceni vypovédi druhé
smluvnfi strané.

Smluvni strany shodné prohlasuji, Ze tato
smlouva nebyla uzaviena adheznim zptisobem
a 7Ze se nejedna o smlouvu formulatovou, tzn.,
Ze na pravni pomér uzavieny touto smlouvou
nebude aplikovdin § 1798 obcanského
zékoniku.

Smluvni strany se dohodly, Ze v ramci
smluvniho vztahu zaloZeného touto smlouvu
nebude aplikovdin § 2197 obcanského

Article V - Final Provisions

. This Agreement and any relation between the

Parties beyond the scope of this Agreement
shall be governed by Czech law, including but
not limited to Act No. 89/2012 Coll., as
amended, (including, but not limited to its
Sec. 2193 and following). In the event of a
dispute, the courts of the Czech Republic are
competent to resolve it.

. The protection of personal data under the

General Data Protection Regulation (GDPR)
between the two parties is addressed in the
clinical trial agreement.

. This Agreement may be terminated by a

written agreement of the Parties. This
Agreement may also be terminated by notice
with a 2 months’ notice period. The
termination notice must be in writing and does
not have to state a reason for termination. The
notice period starts on the first day of the
month following the receipt of the notice by
the other Party.

. The Parties hereby confirm that the

Agreement is not a standard form contract and
therefore, Sec. 1798 of the Civil Code does

not apply.

. The Parties agree that Sec. 2197 of the Civil

Code shall not apply. The Borrower is entitled




10.

zakoniku, tzn., Ze vypujcitel je opravnén
kdykoli vratit pfedmét vyptjcky pajciteli.

Smluvni strany souhlasi s uvefejnénim
smlouvy dle zdkona ¢. 340/2015 Sb., o registru
smluv.  Uvefejnéni  smlouvy  provede
vypujcitel.

Tato smlouva nabyvd platnosti dnem jejiho
podpisu obéma smluvnimi stranami a i¢innosti
uvefejnénim v registru smluv.

Tato smlouva miize byt dopliiovdna ¢i ménéna
pouze na zdkladé¢ pisemnych dodatkd,
akceptovanych obéma smluvnimi stranami.

Tato smlouva je vyhotovena ve dvou
stejnopisech, z nichZ 1 stejnopis obdrZi piijCitel
a 1 stejnopis vypujcitel.

Smluvni strany prohlasuji, Ze tato smlouva
vyjadiuje jejich svobodnou, pravou, vdZnou a
uplnou vuli, prostou omyl. Na dikaz shora
uvedeného pfipojuji opravnéni zastupci
smluvnich stran své podpisy.

to return the Subject of Loan to the Lender at
any time.

The Parties agree that this Agreement will be

published in the Register of Agreements
according to Act No. 340/2015 Coll., as
amended. Publication of the Agreement shall
be made by the Borrower.

. This Agreement becomes binding upon its

execution by both Parties and effective by
publication in the contract register.

. This Agreement may be modified or amended

only by written amendments approved by
both Parties.

. This Agreement has been executed in two

copies, of which the Borrower shall receive 1
copy and the Lender 1 copy.

10.The Parties confirm that this Agreement

expresses their free, true and serious will, free
from error, which the authorised
representatives of the Parties confirm by their
signatures below.

Za vypujcitele/ On behalf of the Borrower:

V/In Hradec Kralové

Dne/On: 29.10.2025

MUDr. Ales Herman, Ph.D.
reditel/Director

Fakultni nemocnice Hradec Kralové/
University Hospital Hradec Kralové

Za pujcitele/ On behalf of the Lender:
V/In Praze

Dne/On: 20.10.2025

Ing. Eva Falbrova
Jednatelka / Managing Director
Podepsano IQVIA RDS Czech Republic, s.r.o.




