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.
Pernerova 691/42

186 00 Praha 8 - Karlin

Ceska republika

Identifika¢ni Cislo: 24768651

Danové identifikacni ¢islo: CZ2468651

Vypujcitel: Fakultni nemocnice Hradec
Kralové

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

zast.: prof. MUDr. Vladimirem Pali¢kou, CSc.,
dr. h. c., feditelem

IC: 00179906

DIC: CZ00179906

CL I - Pfredmét vypujeky

1. Pfredmétem této smlouvy je zdvazek pujcitele
prenechat vypijciteli k bezplatnému uzivani

zdravotnické prostredky:

EKG ELI 150¢/250c, vyrobce Welch Allyn,
Inc. USA, hodnota pfistroje 54 350 CZK (2

073 Euro), tfida A;

Zarizeni AM3, vyrobce
Technology GmbH, Némecko,
pfistroje 12 660 CZK (483 USD), tfida I1A;

Spirometr, vyrobce eResearch Technology
GmbH, Némecko, hodnota pfiistroje 98 952

CZK (3774 Euro) tiida I;

(dale jen ,,pfedmét vypujcky)

za ucelem provedeni klinické studie nazvané

,,52tydenni, randomizované, dvaojité
zaslepené, placebem kontrolované,
multicentrické klinické  hodnoceni
paralelnimi skupinami o uc¢innosti

bezpecnosti dopliikkové 1é¢by GSK3511294 u

dospélych a dospivajicich ucastniki
téZkym nekontrolovanym astmatem

eozinofilnim fenotypem* s ¢islem protokolu

206713 (dale jen ,,Studie ).

2. Nedilnou soucasti vypijcky je:
- instalacni protokol,
- doklad o instruktaZi (proskoleni) obsluhy,

- doklad osoby, kterd je pouCena vyrobcem

eResearch
hodnota

AGREEMENT TO BORROW A MEDICAL
DEVICE

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

The Lender: IQVIA RDS Czech Republic s.r.o.
Pernerova 691/42

186 00 Praha 8 - Karlin

Czech Republic

Identification number: 24768651

Tax identification number: CZ2468651

The Borrower: University Hospital Hradec
Kralové

Registered office at: Sokolska 581, 500 05
Hradec Krilové — Novy Hradec Kralové
Represented by: prof. MUDr. Vladimir Palicka,
CSc., dr. h. c., Director

Identification number: 00179906

Tax identification number: CZ00179906

Article I. The Borrowing

1. The subject matter hereof involves the
Lender’s obligation to provide the medical
devices:

ECG ELI 150¢/250c, manufacturer Welch
Allyn, Inc, USA, unit value 54 350 CZK (2
073 Euro), class A;

AM3, manufacturer eResearch Technology
GmbH, Germany, unit value 12 660 CZK
(483 USD). class 1IA;

Spirometer, manufacturer eResearch
Technology GmbH, Germany, unit value
98 952 CZK (3774 Euro), class I,

(hereinafter the “Borrowing”)

to the Borrower for free use in order to
conduct the Clinical Study entitled “ A 52-
week, randomised, double-blind, placebo-
controlled, parallelgroup, multi-centre
study of the efficacy and safety of
GSK3511294 adjunctive therapy in adult
and adolescent participants with severe
uncontrolled asthma with an eosinophilic
phenotype” with Protocol number 206713
(hereinafter referred to as the “Study”).

2. The Borrowing includes:

- Installation protocol;
Certificate evidencing
training;

Certificate of a person authorized by the

the operators’



k provadéni instruktaZe daného
zdravotnického prostfedku (§ 61 zdkona €.
268/2014 Sb., o zdravotnickych
prostiedcich),

- doklady osob, které jsou proskoleny
vyrobcem nebo osobou autorizovanou
vyrobcem k provddéni odborné udrzby (§
65 zakona ¢. 268/2014 Sb.,
o zdravotnickych prostiedcich),

- névod k obsluze zdravotnického prostiedku
v Ceském jazyce 2x (Ix pro potieby
pracovis§té¢ v listinné podobé, 1x pro
potteby OZT v elektronické podobé¢),

- ES prohlaseni o shodé¢ vyrobku (EC
Declaration of Conformity) dle zdkon ¢.
22/1997 Sb. vplatném znéni; pro
zdravotnické prostfedky t¥id I sterilni, I
métici, Ila, IIb nebo III musi byt CE
doplnéno ¢islem Notifikované osoby,

- na zdravotnicky prostfedek, piipadné na
vSechny jeho komponenty, musi byt
v prohldSeni o shodé (eventudlné v jiném
pisemném dokladu, ktery bude téz soucasti
vypljcky a bude potvrzen pijcitelem)
uvedena tiida zdravotnického prostedku,

- presnd adresa vyrobce pfedmétu vypujcky
a zem¢ puivodu jsou uvedeny v prohlaseni
o shodé¢ (eventudln€é v jiném pisemném
dokladu, ktery bude téZ soucasti vypijcky
a bude potvrzen vypijcitelem),

- pokud se vypidjcka skladd zvice
samostatnych komponent, jsou jeji soucasti
platnd prohlaseni o shodé na vSechny
komponenty vyputjcky,

- na vSechny doklady predklddané v jiném
nez v Ceském jazyce je soucdsti vypuajcky
téz jejich Cesky preklad, za jehoZ spravnost
odpovida pujcitel,

- platny protokol o provedené bezpecnostné
technické kontrole v souladu se zdkonem ¢.
268/2014 Sb., o zdravotnickych
prostiedcich,

- platnd revize vsouladu se zdkonem ¢.
268/2014 Sb., o zdravotnickych
prostiedcich.

CL. II - Doba vypijéky
Vypujcitel je opravnén uZivat pfedmét vypujcky
ode dne pfedani, instalace a provedeni instruktdze
obsluhy. Predmét vypujcky je zapujéen od

I (o konce trvéni Studie.

Cl. I1I - Misto a podminky p¥evzeti piedmétu

manufacturer to conduct training with
respect to the given medical device
(section 61 of Act No. 268/2014 Sb., on
medical devices);

- Certificates of persons trained by the
manufacturer or by a person authorized
by the manufacturer to conduct
professional maintenance (section 65 of
Act No. 268/2014 Sb., on medical
devices);

- Instructions to operate the medical device
in Czech language (in 2 counterparts: 1 in
a documentary form for the worksite, 1 in
an electronic form for the Medical
Equipment Department);

- EC Declaration of Conformity according
to Act No. 22/1997 Sb. as amended. For
medical devices of Class I sterile, I with
measuring function, Ila, IIb or III, EC
must bear the Notified Body’s number;

- The EC Declaration of Conformity
(and/or another document that will form
a part of the Borrowing and will be
certified by the Lender) must show the
class of the medical device and/or of all
its components;

- The EC Declaration of Conformity
(and/or another document that will form
a part of the Borrowing and will be
certified by the Lender) must show the
full address of the Borrowing
manufacturer and country of origin;

- If the Borrowing consists of more
separate components, it must include
valid declarations of conformity for all
components of the Borrowing;

- All documents submitted in another than
Czech language must be accompanied
with their Czech translation. The Lender
is responsible for the translation
correctness;

- Valid protocol about safety and technical
inspection performed in accordance with
Act No. 268/2014 Sb., on medical
devices;

- Valid protocol about revision in
accordance with Act No. 268/2014 Sb.,
on medical devices.

Article II — Term of Borrowing
The Borrower may use the Borrowing from the
day of its handover, installation, and operators’
training. The Borrowing is lent for the period
from [ 11 end of the duration of the
Study.

Article III — Place and Conditions of the



vypujcky

1. Pujcitel oznami vypgjciteli termin prevzeti
predmétu vypujcky, a to Odboru zdravotnické
techniky |
I . I
popt. vedoucimu Odboru zdravotnické
techniky — (e-mail:

mobil | 2 zirovein zistupci
piebirajictho pracovisté dle Cl. III odstavec 2
min 3 pracovni dny pfedem.

. Mistem predéani predmétu vypujcky je: Ustav
klinické imunologie a alergologie

. Odbor zdravotnické techniky je az do
dokonceni instalace a pfeddni zdravotnického
prostiedku do provozu jedinym pracoviStém
vypujcitele opravnénym ke vSem jednidnim
o dodavce a instalaci predmétu vypijcky.

CL IV - Prava a povinnosti smluvnich stran

1. Pujcitel prohlasuje, Ze predmét vypljcky nema
74dné patentni nebo jiné pravni vady,
odpovidd vSem platnym pravnim piedpisim
anormdm, je podle pravnich predpist
zpusobily k pouZiti pii poskytovani zdravotni
péce a byla u ng& podle pravnich piedpist
posouzena shoda jeho vlastnosti se zakladnimi
poZzadavky na zdravotnické prostiedky
s pfihlédnutim k ur¢enému ucelu pouZiti
a vyrobce nebo jeho zplnomocnény zastupce
vydali pisemné prohldseni o shodg¢.

. Pujcitel je povinen zajistit vypujciteli servis a
pravidelné kontroly event. validace predmétu
vypijcky v souladu se zdkonem ¢. 268/2014
Sb., v platném znéni, na vlastni ndklady po
dobu vyptjcky a to od doby uvedeni do
provozu s tim, Ze opravy piedmétu vypujcky
budou provadény dle moznosti pujcitele v co
nejkratsi dobé.

. Pujcitel ma pravo na provedeni kontrol
u vypijcitele, a to za ucelem provadéni oprav
na predmétu vypujcky, v¢. preventivnich
prohlidek, a za ucelem kontroly uzivani
pfedmétu vypujcky vypuajcitelem.

. Na vyzvu zaslanou v rozumném pfedstihu se
zkouSejici a studijni persondl zucastni

. Following

Borrowing Takeover

1. The Lender will notify the Borrower of the

date of the Borrowing takeover at least 3
working days in advance. The Lender will
notify namely the Medical Equipment

Department,
tel. [

and/or the head of the Medical Equipment
Department, (e-mail:

I -
mobile| |l and, at the same time,

the representative of the appropriate worksite
as per Article III (2).

. The place of the Borrowing takeover is:

Department of Clinical Imunology and
Alergology.

. By completion of installation and putting the

medical device into operation, the Medical
Equipment Department is the only Borrower’s
worksite  authorized to negotiate the
Borrowing delivery and installation.

Article IV — The Parties’ Rights and
Obligations

. The Lender declares that the Borrowing is

free from any patent or other legal defects,
corresponds to all valid legal regulations and
standards, is (according to legal regulations)
fit for use at health care providing, conformity
of its properties to the basic demands made on
medical devices has been assessed (according
to legal regulations) taking account of the
specified purpose of wuse, and the
manufacturer or its authorized representative
have issued awritten declaration of
conformity.

. The Lender is obliged to provide the

Borrower with service and regular checks
and/or validations of the Borrowing in
accordance with Act No. 268/2014 Sb. as
amended. The Lender is obliged to do so at
his own expenses for the period of borrowing,
commencing from the day of putting the
Borrowing into operation. The Borrowing
repairs will be performed by the Lender
within the shortest possible time.

. The Lender may perform controls at the

Borrower’s with the aim to repair the
Borrowing, to perform preventive inspections,
and to control the use of the Borrowing by the
Borrower.

reasonable advance notice,
investigator and Study staff will attend
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planovaného Skoleni k pouZivani predmétu
vypijcky. Pfedmét vypljcky bude uloZen na
bezpecném misté a vypujcitel bude odpovédny
za jakékoli odcizeni, ztrdtu nebo poskozeni
pfedmétu  vypujcky  presahujici  bézné
opotiebeni. Vyptjcitel podle potieby zajisti a
uhradi veSkeré poZadované piipojeni k
internetu, telefonni linku a/nebo faxovou linku
k fadnému pouzivani predmétu vypijcky.

. Vypijcitel souhlasi s tim, Ze na n¢j nejsou
pievadény zadné ndroky ani vlastnické pravo
souvisejici s predmétem vypujcky, Ze predmet
vypijcky bude pouZit pouze pro Studii a
pouze tak, jak je popsano v protokolu a
jakychkoli dal§ich pisemnych pokynech
poskytnutych pujcitelem, a Ze predmét
vypijcky nebude bez pisemného souhlasu
pujcitele ptedan vypujcitelem do drZeni Zadné
tfeti osobé.

. Vypujcitel vrati predmét vypujcky ve lhaté
stanovené touto smlouvou nebo v jiné lhute,
na které se strany vzdjemné¢ dohodnou.
Vyptjcitel musi predmét vypujcky vratit
pujciteli ve stavu, v jakém jej prevzal,
s pfihlédnutim k béZznému opotiebeni. V
ptipadé, Ze vypujCitel nevrati predmet
vypijcky ve stanoveném terminu nebo v jiném
terminu, na kterém se strany dohodnou, je
vypujcitel povinen uhradit pajciteli veskeré
sankce a/nebo poplatky z prodleni, které
pujciteli skute¢né vznikly a které lze pficist
takovému pozdnimu vriceni.

. Vypijcitel bere na védomi, Ze vypljcka mize
zahrnovat cenné duSevni vlastnictvi vyrobce
vypijcky. Vypujcitel neporusi a ucini
opatfeni, aby osoby, které maji pfistup k
vypijcéce, neporusily tato vlastnickd prava.

CL V - Zavéreéna ujednani

. Pravni vztahy zaloZené touto smlouvou
a v této smlouvé vyslovné neupravené se fidi
piisluSnymi ustanovenimi zdkona €. 89/2012
Sb., vplatném znéni (zejména jeho § 2193
anasl.).

. Predcasné ukonceni platnosti této smlouvy je
mozné na zéklad¢ pisemné dohody smluvnich
stran. PredCasné ukonceni platnosti této
smlouvy je rovnéZ mozné na zaklad€ vypovédi
jednou ze smluvnich stran s tiiceti (30) denni
vypovédni dobou. Vypovéd musi byt
pisemnd, neni tfeba ji odlivodiiovat, vypovédni

. The Borrower

. The Agreement may be

scheduled training to use the Borrowing. The
Borrowing will be kept in secure location and
the Borrower will be responsible for any theft,
damage, or loss to the Borrowing other than
normal wear and tear. The Borrower will
arrange and pay for any required internet
connection, telephone line, and/or facsimile
line as necessary to use the Borrowing

properly.

. The Borrower agrees that no title to nor any

proprietary rights related to the Borrowing is
transferred to the Borrower, that the
Borrowing will be used only for the Study and
only as described in the protocol and any
other written directions provided by the
Lender, that the Borrowing will not be
transferred by the Borrower to the possession
of any third party without the written consent
of the Lender.

. The Borrower will return the Borrowing

within the timeframe specified in this
agreement or at such other time as mutually
agreed by the parties. The Borrower must
return the Borrowing to the Lender in the
condition in which he took it over, with regard
to common wear and tear. In the event the
Borrower fails to return the Borrowing at the
specified time or such other time as agreed to
by the Parties, as the case may be, the
Borrower will be responsible for reimbursing
the Lender for any penalties and/or late fees
actually incurred by the Lender and
attributable to such late return.

acknowledges that the
Borrowing may involve valuable intellectual
property of the Borrowing manufacturer. The
Borrower will not violate and will take
precautions to ensure that those with access to
the Borrowing do not violate these proprietary
rights.

Article V - Final Provisions

. Legal relations established by this Agreement

but not regulated herein expressly are
governed by the relevant provisions of Act
No. 89/2012 Sb. as amended (especially by its
section 2193 et subs.).

terminated
prematurely by a written agreement of the
contracting parties. The Agreement may also
be terminated prematurely by a notice of
termination given by one of the contracting
parties with thirty (30) days notice period. The
notice of termination must be in writing; there

4



doba zalind béZet od prvého dne mésice
nasledujictho po doruceni vypovédi druhé
smluvni strané.

3. Smluvni strany shodné prohlasuji, Ze tato
smlouva nebyla uzaviena adheznim zptisobem
a 7e se nejednd o smlouvu formulafovou, tzn.,
Ze na pravni pomér uzavieny touto smlouvou
nebude aplikovdn § 1798 obcanského
zakoniku.

4. Smluvni strany se dohodly, Ze vrdmci
smluvniho vztahu zaloZeného touto smlouvu
nebude aplikovin § 2197 obcanského
zdkoniku, tzn., Ze vypujcCitel je oprdvnén
kdykoli vratit predmét vypujcky pijciteli.

5. Smluvni strany souhlasi s uvefejnénim
smlouvy vregistru smluv dle platnych
pravnich predpist.

6. Tato smlouva nabyva platnosti dnem jejtho
podpisu obéma smluvnimi stranami.

7. Tato smlouva miiZe byt dopliiovdna ¢i ménéna
pouze na zdkladé pisemnych dodatki,
akceptovanych obéma smluvnimi stranami.

8. Tato smlouva je vyhotovena v Ceském
jazykovém znéni a v anglickém jazykovém
znéni, pricemZz prednost ma Ceské jazykové
znéni.

9. Tato smlouva je vyhotovena ve dvou
stejnopisech, znichZ 1 stejnopis obdrzi
pujcitel a 1 stejnopis vypujcitel.

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

Za vypijcitele/ On behalf of the Borrower:
V/In Hradec Krélové

Dne/On: 27. 7. 2021

prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.
reditel/Director

Fakultni nemocnice Hradec Kralové/
University Hospital Hradec Kralové

is no need to justify it. The period of notice
starts to run on the first day of the month
following the delivery of the notice of
termination to the other party.

3. The contracting parties declare this
Agreement has not been made in an adhesion
form and it is not an adhesion contract, which
means that section 1798 of the Civil Code will
not be applied to the legal relationship made
by this Agreement.

4. The contracting parties have agreed that
section 2197 of the Civil Code will not be
applied to this Agreement; i.e., the Borrower
may return the Borrowing to the Lender at any
time.

5. The contracting parties agree with the
Agreement publication according to the valid
legal regulations.

6. This Agreement will come into force on the
day of its signing by both contracting p arties.

7. This Agreement may only be amended or
changed by means of written amendments
accepted by both contracting parties.

8. This Agreement is drawn up in the Czech
language version and in the English language
version whereas the Czech language version
prevails.

9. This Agreement has been made in three
counterparts, out of which the Lender will get
one and the Borrower two.

10.The contracting parties declare that this
Agreement expresses their true, free, serious
and full will, and is free from mistakes. In
witness thereof, the authorised representatives
of both contracting parties sign it.



Za pujcitele/ On behalf of the Lender:

Dne/On: 20. 7. 2021

IQVIA RDS Czech Republic s.r.o



