VP/1458/2023/Pi

SMLOUVA O VYPUJCCE

EQUIPMENT LOAN
AGREEMENT

uzaviena nize uvedeného dne, mésice a roku dle
ustanoveni § 2193 a nasl. zakona ¢. 89/2012 Sb.,
obcansky zakonik, v platném znéni (dale jen
.-obéansky zakonik"), mezi témito smluvnimi
stranami:

Entered into on the date, month and year set forth
below pursuant to the provisions of Section 2193
et seq. of Act No. 89/2012 Coll., the Civil Code, as
amended (hereinafter referred to as the “Civil
Code”), between the following parties:

Syneos Health UK Limited

Syneos Health UK Limited

DIC: GB806650142

Tax ID (VAT Reg. No.): GB806650142

se sidlem: Farnborough Business Park, 1
Pinehurst Road, Farnborough, Hampshire,
GU14 7BF, Spojené kralovstvi, vcletné jejich

pridruzenych a dcefinych spole€nosti a zejména
jeji matefské spole¢nosti Syneos Health, LLC

With registered office at: located in the United
Kingdom at Farnborough Business Park, 1
Pinehurst Road, Farnborough, Hampshire,
GU14 7BF, United Kingdom, including its affiliates,
subsidiaries, and specifically its parent company
Syneos Health, LLC

zastoupena:
SSU&Regulatory

Manager

Represented  by: _ Manager

SSU&Regulatory

jako Pujcitelm (dale také jako ,Pujcitel”) na strané
jedné

As the Lender (hereinafter also referred to as
“Lender”) on the one hand

a

and

Fakultni nemocnice Brno

University Hospital Brno

IC: 65269705

ID No.: 65269705

DIC: CZ65269705

Tax ID (VAT Reg. No.): CZ265269705

se sidlem: Brno, Jihlavska 20, PSC 625 00 ,
Ceska republika

With registered office at: Brno, Jihlavskd 20,
Postal code 625 00, Czech Republic

| zastoupena: |G it

Represented by: [N Dircctor |

bankovni spojeni: Ceska narodni banka

Bank details: Czech National Bank

gislo bankovniho uétu: |G

Bank account number:_i

FN Brno je statni pfispévkova organizace zfizena
rozhodnutim Ministerstva zdravotnictvi. Nema
zakonnou povinnost zapisu do obchodniho
rejstiiku, je zapsana v Zivnostenském rejstfiku
vedeném Zivnostenskym Gfadem mésta Brna,

University Hospital Brno is a state-supported
organisation established by decision of the
Ministry of Health. It is not legally obliged to
register in the Commercial Register, it is
registered in the Trade Register kept by the Trade
Licensing Office of the City of Brno,

jako Vypuijc¢itelm (dale také jako ,Vypujcitel“) na
strané druhé,

As the Borrower (hereinafter also referred to as
“Borrower”) on the other hand,

a to v nasledujicim znéni:

As follows:

I. UCEL SMLOUVY

Il. PURPOSE OF THE AGREEMENT




1.3 Ugelem této smlouvy je sjednani zavazku | .1  The purpose of this agreement is to agree
Pujcitele pujCit vypdjciteli dale uvedené on the obligation of the Lender to lend the
predméty vypujcky a poskytovat dale Borrower the following subjects of the loan
sjednané sluzby pro ucely Studie FLE-007 and to provide the services agreed upon
Randomizované, dvoijité zaslepené, below for the purpose of conducting Clinical
placebem kontrolované hodnoceni faze 3 Trial Protocol No FLE-007 -Controlled Trial
inhalaéniho roztoku flekainid acetatu pfi of Flecainide Acetate Inhalation Solution for
kardioverzi nové vzniklé symptomatické Cardioversion of Recent-Onset,
fibrilace sini na sinusovy rytmus,“ ( dale jen Symptomatic Atrial Fibrillation to Sinus
Studie) . To vSe tak, aby Vypujcitel monhl Rhythm (hereinafter referred to as “Trial”).
predmét vypUljcky fadné a neruSené uzivat All this so that the Borrower can use the
v souladu s jeho ucelovym uréenim. Subject of the loan properly and undisturbed

in accordance with its intended purpose.
Il. SPREDMET SMLOUVY ILSUBJECT OF THE AGREEMENT

1.1 Pujcitel prenechava Vypuijciteli | .1 The Lender transfers to the Borrower non-
nezuzivatelné véci k bezplatnému uzivani: consumable items for free use: 12.svodové
1kus 12.lead EKG Clarion a , typ: ECG EKG Clarion and patch — PhyslQ - 1
Welch Allyn® ELI 150c 12-LEAD RESTING piece1 E type: ECG Welch Allyn® ELI 150c
ELECTROCARDIOGRAPH a Kklasifikacni 12-LEAD RESTING
tfida: [lla1 ks mobilniho pfistroje Symsung a ELECTROCARDIOGRAPH.  classification
aplikaci PhyslQ a nalepku VitalPatch , které class: lia, Mobile Device Samsung and
jsou detailné specifikovany v pfiloze €. 1 této VitalPatch which are specified in detail in
smlouvy (dale souhrnné jen ,Pfedmét Annex 1 to this Agreement (hereinafter
vypuUjéky“, tj. zmifuje-li se dale Predmét jointly referred to as the “Subject of the
vypUjcky, maji se tim na mysli vSechny jeho Loan’, i.e., where the Subject of the Loan is
kusy pfenechané Vypujciteli na zakladé této mentioned hereafter, it means all pieces
smlouvy, ledaze je vyslovné uvedeno jinak). thereof transferred to the Borrower under
Cena jednoho kusu Pfredmétu vypujcky je this Agreement, unless expressly stated
2000 EUR EKG a 500 EUR mobil bez dané otherwise). The price of one piece of the
z pfidané hodnoty (dale jen ,DPH) a 2,420 Subject of the Loan is CZK 2000 EUR
EUR a 605 EUR v¢etné DPH. Hodnota ECG and 500 EUR mobie device | without
celého Predmétu vypujéky 2 500 EUR bez value added tax (hereinafter referred to as
DPH a 3 025 EUR K¢ véetné DPH “VAT”) and CZK 2 420 EUR and 605 EUR

ncluding VAT. The value of the entire
Subject of the Loan is EUR 2 500 without
VAT and CZK 3 025 EUR] including VAT.

.2 Jsou-li v pfiloze €. 2 této smlouvy uvedeny | .2 If Annex 2 to this Agreement specifies
podminky pro zapojeni pfedmétu vypujcky conditions for connection of the Subject of
do pocitatové sité Vypujcitele nebo jiné the Loan to the Borrower's computer
technické pozadavky Vypujcitele, musi network or other technical requirements of
Pfedmét vypujcky tyto podminky splfiovat a the Borrower, the Subject of the Loan shall
Pujcitel je povinen Vyplijciteli poskytnout comply with such conditions and the
veSkerou soucinnost nezbytnou k tomu, aby Borrower shall provide the Lender with all
tyto podminky mohly byt spinény. necessary assistance to enable such

conditions to be met.
ll. PODMINKY VYPUJCKY lll. TERMS AND CONDITIONS OF THE
LOAN
.1 PljGitel se zavazuje dodat Vypujciteli | 1.1 1Il.1 The Lender undertakes to deliver to




spoleéné s Predmétem vypUljcky i veskeré
doklady, které se k Predmétu vypujcky
vztahuji, tj. zejména doklady nutné k
pfevzeti a k fadnému uzivani Predmétu
vypujcky (dale jen ,Doklady®), a to vzdy:

the Borrower, together with the Subject of
the Loan, all documents relating to the
Subject of the Loan, i.e. in particular the
documents necessary for the acceptance
and proper use of the Subject of the Loan
(hereinafter and above referred to as
“‘Documents”), and in any case:

a) 1x tistény navod k pouziti v Ceském
jazyce ke kazdému pfistroji

a) 1x printed instruction manual in
Czech language for each device

b) Cestné prohlaseni ¢i jiny doklad
prokazujici, Ze ucastnik ma spinénu
ohlaSovaci  povinnost dle ¢&.
375/2022 Sb., o zdravotnickych
prostfedcich a o zméné zakona
€. 378/2007 Sb., o léCivech a o
zménach nékterych souvisejicich
zakonu (zakon o IéCivech), ve znéni
pozdéjSich predpisl (dale jen
LO0ZP*);

b) An affidavit or other document
proving that the Lender has fulfilled
the reporting obligation pursuant to
Act No. 375/2022 Coll., on medical
devices and the amendment to Act
No. 378/2007 Coll., on
pharmaceuticals and on
amendments to certain related acts
(the Pharmaceuticals Act), as
amended (hereinafter referred to as
the “Act on Medical Devices”);

c) elektronicky nosi¢ (CD, DVD, ...),
na kterém bude ulozeno:

c) An electronic medium (CD, DVD,
...), on which.

i. prohlaseni o shodé dle
zakona €. 22/1997 Sb., o
technickych pozadavcich na

vyrobky, ve znéni
pozdéjSich  pfedpist, a
pokud se jedna o]

zdravotnicky prostfedek (EN
93/42/[EEC ¢ IVD EN
98/79/EEC) dle ZoZP, s
uvedenim klasifikacni tfidy,
a to v Cceskem jazyce;
zaroven bude pFfimo na
Pfedmétu vypUjcky grafické
znazornéni  této  shody
prostfednictvim znacky CE;

i. a declaration of conformity
according to Act No.
22/1997 Coll., on technical
requirements for products,
as amended, and if it is a
medical device (EN
93/42/[EEC or IVD EN
98/79/EEC) according to the
Act on Medical Devices,
indicating the classification
class, in the Czech
language; at the same time
there will be a graphical
representation of this
conformity directly on the
Subject of the loan in the
form of the CE mark

ii. uzivatelsky manual ii. the user Manual in Czech
v Ceském jazyce; language

iii. uzivatelsky manual ii. The user manual in English
v anglickém jazyce, je-li if the Subject of loan is
vyroba Predmétu vypujcky outdise of the Czech
mimo CR. Republic

lll.2 PujcCitel souCasné prohlasuje, ze Predmét
vypuijcky je zplsobily k fadnému uzivani a
jeho stav odpovida pfislusnym pfedpistm.
Soucasné PUjcitel prohlasuje, Ze vyrobce
vydal prohldadeni o shodé k Pfedmétu
vypljcky v souladu s Ceskymi pravnimi
predpisy.

lll.2 The Lender also declares that the Subject of
the Loan is fit for proper use and its
condition complies with the relevant
regulations. Moreover, the Lender declares
that the manufacturer has issued a
declaration of conformity for the Subject of
the Loan in accordance with legal
regulations of the Czech Republic.




.3 Pujcitel bude po dobu trvani této smilouvy | ll.3 During the term of this Agreement, the
s odbornou péci profesionala provadét Lender shall carry out, with professional
bezplatné odbornou udrzbu Pfedmétu care, the professional maintenance of the
vypUjcky, tj. pravidelné bezpecnostné Subject of the Loan free of charge, i.e.
technické kontroly (dale jen ,PBTK®) a periodic safety and technical inspections
servisni prohlidky, pfedepsané vyrobcem (hereinafter referred to as “PSTI") and
de § 65 ZoZP, vcetné aktualizace service inspections prescribed by the
pfipadného firmware, software, vcetné manufacturer according to the Act § 65 on
zkousek dlouhodobé stability (pouze Medical Devices, including updating of any
u Pfredmétu vypujcky, ktery této zkousce firmware, software, long-term stability
podle vyhlasky &. 422/2016 Sb., o radiacni tests(only for a Subject of the Loan which is
ochrané, ve znéni pozdéjSich predpisq, subject to, Decree No. 422/2016 Coll, on
podléha), validace nebo kalibrace parametru radiation protection and security of a
(pouze u Predmétu vypujcky, u néjz je pfi radionuclide source, as amended(this Act
provozu vyZadovdna) a vcCetné revizi and its implementing regulations are
(elektrickych, tlakovych a plynovych), a to hereinafter jointly referred to as “Atomic
vSe vCetné potfebného materidlu a v pfipadé Act”), validation or calibration of parameters
periodickych Cinnosti i bez vyzvani. Pujcitel (only for the Loan Subject for which these
bude také po celou dobu trvani této smlouvy are required during operation) and including
bezplatné provadét opravy Pfedmétu inspections (electrical, pressure and gas), all
vypUjcky a veSkeré servisni zasahy, a to including the necessary material and, in the
véetné dodavek nahradnich dild a case of periodic activities, without request.
potfebného materialu. Kopie protokoldl o The Lender shall also carry out repairs to
provedenych prohlidkach a servisnich the Subject of the Loan and all service
zasazich je PUjcitel bez zbyte¢ného odkladu interventions, including the supply of spare
po provedeni prohlidky nebo servisniho parts and necessary materials, free of
zasahu povinen zaslat Vypujciteli. charge throughout the term of this

Agreement. The Lender is obliged to send
copies of the inspection and servicing
reports to the Borrower without undue delay
after the inspection or servicing.

lll.4 PujCitel se =zavazuje zahdjit prace na | lll.4 The Lender undertakes to commence work

odstranéni vad (opravé) Predmétu vypuijcky
do 1 pracovniho dne od jejich oznameni a
ve |haté do 3 pracovnich dnl od oznameni
téchto vad uvést Pfredmét vypuljcky opét do
bezvadného stavu, ledaze si smluvni strany
s ohledem na charakter a zavaznost vad
dohodnou lhatu delSi. V pfipadé provadeéni
opravy mimo pracovisté VypUjcitele nebo
v pfipadé dlouhodobé opravy, se Pujcitel
zavazuje vypujcit Vypuijciteli nahradni kusy
Pfedmétu vypljcky a to na celou dobu
provadéni takoveé opravy. Na tuto vypujcku
nahradnich kust Predmétu vypuUjcky se
pouziji ujednani této smlouvy obdobné. Za
dlouhodobou opravu je pro ucely této
smlouvy povazovana oprava trvajici déle
nez 3 pracovni dny.

on the removal of defects (repair) of the
Subject of the Loan within 1 working day
from their notification and within 3 working
days from the notification of such defects to
restore the Subject of the Loan to a perfect
condition, which shall also mean compliance
of the Subject of the Loan with this
Agreement, unless the Parties agree on a
longer period of time with regard to the
nature and severity of the defects. In the
event of repair outside the Borrower's
workplace or in the event of long-term
repair, the Lender undertakes to lend the
Borrower replacement units of the Subject of
the Loan for the entire period of such repair.
The provisions of this Agreement shall apply
similarly to such loan of replacement units of
the Subject of the Loan. For the purposes of
this Agreement, a repair lasting more than
three working days is considered a long-
term repair.




.5 Pujcitel je povinen i opakované na vyzvu | lll.5 The Lender is also obliged to repeatedly, at
Vyplijcitele provést instruktaz a zaskoleni the request of the Borrower, instruct and
obsluhujiciho personalu Vypuijcitele dle § 61 train the Borrower's operating personnel in
ZoZP, a to bezplatné na pracovistich accordance with the Act on Medical
VypujcGitele dle jeho pozadavkil vcetné Devices, free of charge at the Borrower's
dolozeni  povérfeni  Skolitele  vyrobcem workplaces according to the Borrower's
Predmétu vypuljcky. Pfi provadéni PBTK je requirements, including a proof of the
Puljcitel povinen dle véty predchozi trainer's authorization by the manufacturer of
bezplatné provadét proskoleni novych the Subject of the Loan. When performing
uzivateld. PSTI, the Lender is obliged to train new

users free of charge according to the
previous sentence.

.6 VypljcCitel je povinen Predmét vypujcky | .6 The Borrower is obliged to use the Subject
uzivat fadné a pfiméfené povaze véci v of the Loan properly and appropriately to the
souladu s navodem Kk jeho obsluze a nature of the item in accordance with its
vyhradné pro potifeby pracovisté uvedeného operating instructions and exclusively for the
v této smlouvé. needs of the workplace specified in this

Agreement.

.7 VypljcCitel je povinen Predmét vypujcky | .7 The Borrower is obliged to protect the
chranit pfed poSkozenim, ztratou nebo Subject of the Loan from damage, loss or
zniCenim, nesmi jej pfedat k uzivani tfetim destruction and may not hand it over to third
osobam. Po skonéeni vypujeky je Vypujcitel parties for use. At the end of the loan, the
povinen Pfedmét vypujcky vratit PujCiteli ve Borrower is obliged to restore the Subject of
stavu odpovidajicimu dobé jeho uzivani. the Loan to the Lender to a condition
Ujednani odst. Error! Reference source corresponding to the period of its use. This
not found. této smlouvy tim neni dotéeno. shall be without prejudice to provisions in

paragraph Error! Reference source not
found. of this Agreement.

.8 Doba vypljcky se sjednava na dobu | lll.8 The term of the loan is agreed for the
ucinnosti této smlouvy. duration of this Agreement.

.9 V pfipadé, ze by Vypujc€itel uzival Pfedmét | .9 Should the Borrower use the Subject of the

vypljéky v rozporu s touto smlouvou, je
Pujcitel opravnén pozadovat jeho vraceni i
pred skonéenim doby vypUjcky. Ujednani
odst. Error! Reference source not found.
této smlouvy tim neni dotéeno.

Loan in violation of this Agreement, the
Lender is entitled to demand its return even
before the end of the loan period. This shall
be without prejudice to provisions in
paragraph Error! Reference source not
found. of this Agreement.

.10 VypUjcitel je opravnén Pfedmét vypljcky
vratit Pujciteli i pred uplynutim doby
vypUljcky. Pujcitel je vtakovém pfipadé
povinen Pfedmét vypUljcky prevzit.

.10 The Borrower is entitled to return the
Subject of the Loan to the Lender even
before the expiry of the loan period. In such
case, the Lender is obliged to take over the
Subject of the Loan.

IV. DOBA A MiSTO PLNENI

IV. TIME AND PLACE OF PERFORMANCE

IV.1 PujCitel se zavazuje dodat Vypduijciteli
Pfedmét vypujcky a Doklady 4.tydnd ode
dne nabyti 0&innosti  této  smlouvy a

IV.1 The Lender undertakes to deliver the
Subject of the Loan to the Borrower and
Documents till 4 weeks from the effective




Vyplijcitel se zavazuje dodany Predmét
vypujcky a Doklady prevzit.

date of this Agreement and the Borrower
undertakes to accept the delivered Subject
of the Loan and the Documents.

IV.2 Mistem dodani Pfedmétu vypljcky a |IV.2 The place of delivery of the Subject of the

Dokladu je Interni kardiologicka klinika. Loan the Documents is Internal Cardiology
Clinic.

IV.3 PujCitel se zavazuje oznamit VypUijciteli | IV.3 The Lender undertakes to notify the

konkrétni termin dodani Predmétu vypujéky

pét pracovnich _dnt pfed planovanym
terminem panu
B - a

otvrdit pisemné na e-mailem na adresu
a__na Oddéleni

zdravotnické techniky
na tel: a potvrdit
pisemné na e-mailem na adresu

m Bez spinéni této
povinnosti neni Vypujcitel povinen Pfedmét

vypujcky ani Doklady prevzit.

Borrower of the specific date of delivery of
the Subject of Loan and the Installation five
working days before the scheduled date to
telephone
and to confirm in

number:
writing by e-mail to

and to the Department of Medical
Equipment,

telephone number: and to
confrm in  writing by email to
If this obligation
is not fulfilled, the Borrower is not obliged to

accept the Subject of the Loan, the
installation works or the Documents.

V. CENA PLNENI

V. PRICE OF PERFORMANCE

V.1 VesSkera plnéni podle této smlouvy je | V.1 The Lender shall provide and perform all
Pujcitel povinen poskytnout a poskytovat services under this Agreement free of
bezplatné. charge.

VI. MLCENLIVOST VI. INFORMATION SECURITY

VI.1 Pujcitel bere na védomi, ze pfi plnéni této | V.1 The Lender acknowledges that in the course
smlouvy ma nebo mlze mit fakticky pfistup of performing this Agreement, it has or may
k osobnim udajum, jejichz spravcem nebo have actual access to personal data, of
zpracovatelem je VypUjCitel (dale jen which the Borrower is the controller or
,Osobni udaje“). processor (“Personal Data”).

VI.2 Smluvni strany jsou si védomy toho, Ze v | VI.2 The Parties are aware that when performing
ramci plnéni zavazkl z této smlouvy: their obligations under this Agreement:

a)si mohou vzajemné védomé nebo b) They may disclose to each other,
opomenutim  poskytnout informace, knowingly or by omission, information
které  budou poskytujici  stranou deemed confidential by the disclosing
povazovany za duvérné (dale jen party (“Confidential Information”);
,Duvérné informace");

c) mohou jejich zaméstnanci a osoby v d) Their employees and persons in a
obdobném postaveni, zejména osoby similar capacity, in particular persons
jednajici  zjejich  povéfeni, ziskat acting on their behalf, may, by the other
védomou c&innosti druhé strany nebo i Party's knowing action or omission, gain
jejim opomenutim pfistup k DOvérnym access to the other Party's Confidential
informacim druhé strany. Information.

VI.3 Za Duvérné informace se vzdy povazuji: VL.3 Confidential Information shall always be

deemed:




a) veSkeré Osobni udaje;

b) All Personal Data;

c) informace, které jako diavérné smluvni
strana vyslovné oznadi;

d) Information that a Party expressly
designates as confidential;

e) veskeré informace souvisejici f) All information related to the security of
se zabezpeCenim Duvérnych informaci; Confidential Information;

g) veskeré informace souvisejici h) All information relating to the operation
s provozem a zabezpecenim Predmétu and security of the Goods, medical
vypUljéky, zdravotnickych prostredkd, devices, equipment, computer
pFistrojli, pocitacovych programd a programs, and other systems
dalSich  systéml  zpracovavajicich processing Confidential Information;
Davérné informace; a and

i) veSkeré informace souvisejici j) All information related to the operation
S provozem a zabezpecenim and security of the Borrower's computer

pocCitatovych siti a informacéni a networks and the Borrower’s
komunikaéni infrastruktury Vypuijcitele. information and communication
infrastructure.

VI.4 Smluvni strana, ktera pfijala Davérné | V.4 A Party that received Confidential
informace nebo které byly Duavérné Information or to which Confidential
informace z jakéhokoli divodu zpfistupnény, Information was disclosed for any reason,
je povinna s odbornou péc¢i zachovavat shall maintain its confidentiality with
jejich dlvérnost a k ochrané jejich professional care and shall exercise at least
divérnosti vyvijet alespon takové usili, jako the same efforts to protect its confidentiality
by se jednalo o jeji vlastni divérné as if it were its own confidential information.
informace.

VL5 Smluvni strany se zavazuji, Ze Zadna z nich | VI.5 The Parties agree that neither Party shall
Duvérné informace nezpfistupni tfeti osobé, disclose the Confidential Information to any
nezverejni ani je neuZije v rozporu s ucelem third party or use it in a manner inconsistent
této smlouvy, a to ani pro sv(j vlastni with the purpose of this Agreement,
prospéch. Za tfeti osoby podle véty prvni se including for its own benefit. The Borrower's
nepovazuji zaméstnanci Vypujcitele. Za treti employees shall not be considered third
osoby podle véty prvni se nepovazuji ani parties under the first sentence. Persons
osoby, které jsou Pujcitelem povéfeny authorised by the Lender to perform under
k poskytovani plnéni dle této smlouvy. this Agreement shall not be deemed third
Pujcitel je vSak povinen tyto osoby zavazat parties referred to in the first sentence.
k mi€enlivosti,  zajiStovani  bezpeénosti However, the Lender shall oblige such
informaci a ochrané osobnich udaji ve persons to  maintain  confidentiality,
stejném rozsahu a za stejnych podminek, information security and protection of
jako je ktomu sam zavazan podle této personal data to the same extent and under
smlouvy. Pujcitel je na pisemnou vyzvu the same conditions as it is obliged to do so
Vypujcitele povinen Vypujciteli pisemné under this Agreement. The Lender shall,
prokazat existenci pravniho vztahu se treti upon written request of the Borrower, prove
osobou splfiujiciho podminky  véty to the Borrower in writing the existence of a
pfedchozi, a to do 10 pracovnich dnl od legal relationship with a third party that
doruceni takové pisemné vyzvy. satisfies the terms of the preceding

sentence within 10 working days from
receipt of such written request.

VI.6 Smluvni strany se zavazuji poucit veSkeré | VI.6 The Parties undertake to instruct all persons
osoby, které se na jejich strané podileji nebo involved or to be involved in performing this
budou podilet na pInéni této smlouvy, o Agreement on their part to maintain

povinnosti zachovavat mi€enlivost a chranit
Duvérné informace podle této smlouvy a

confidentiality and to protect the Confidential
Information in accordance with this




pravnich predpis(.

Agreement and legal regulations.

VIL.7 Pujcitel je povinen pfi poskytovani pinéni dle | V.7 The Lender is obliged to comply with the
této smlouvy dodrZovat zasady bezpelnosti principles of information and data security,
informaci a dat v€etné osobnich udajd, jakoz including personal data, as well as the
i zasady ochrany osobnich  udaju principles of personal data protection set out
stanovenych narizenim Evropského in the Regulation of the European
parlamentu a Rady (EU) ze dne 27. dubna Parliament and of the Council (EU) of 27
2016, o ochrané fyzickych osob v souvislosti April 2016 on the protection of natural
se zpracovanim osobnich Udajl a o volném persons with regard to the processing of
pohybu téchto udaju a o zruSeni smérnice personal data and on the free movement of
95/46/ES (obecné nafizeni o ochrané such data, and repealing Directive 95/46/EC
osobnich  udaju), véetné adaptaénich (General Data Protection Regulation),
pravnich predpisi tohoto nafizeni (dale including the adaptation legislation of this
souhrnné jen ,GDPR®), pfiCemz bezpec&nosti Regulation (hereinafter jointly referred to as
informaci se rozumi zajiStovani duavérnosti, the “GDPR”), whereby information security
integrity a dostupnosti informaci. means ensuring the confidentiality, integrity,

and availability of information.

VI.8 V piipadé, ze se strana této smlouvy | VI.8 In the event that a Party to this Agreement
dozvédéla, Zze doslo k naruseni bezpecnosti becomes aware that the security of the other
Dlvérnych informaci druhé strany nebo je Party's Confidential Information has been
bezpe¢nost Duavérnych informaci druhé breached or the security of the other Party's
strany vazné ohrozena, je povinna o takoveé Confidential Information has been seriously
skute€nosti druhou stranu bez zbytecného compromised, it shall notify the other Party
odkladu pisemné uvédomit a pfijmout in writing without undue delay and take all
veSkera smysluplna opatfeni na ochranu reasonable measures to protect such
takovych Duavérnych informaci. Confidential Information.

VI.9 Zadnym ustanovenim této smlouvy nejsou | V.9 Nothing in this Agreement shall affect
dotéeny povinnosti Vypujcitele vyplyvajici obligations of the Borrower arising from legal
z pravnich predpisu, zejména ze zakona ¢€. regulations, in particular from Act No.
106/1999 Sb., o svobodném pfistupu 106/1999 Coll., on free access to
k informacim, ve znéni pozdé&jsich predpisu, information, as amended, and Act No.
a ze zakona €. 340/2015 Sb., o registru 340/2015 Coll., on the Register of Contracts,
smluv, ve znéni pozdéjSich predpisu. as amended.

VIl. OCHRANA OSOBNICH UDAJU A VII. DATA PROTECTION AND
KYBERNETICKA BEZPECNOST CYBERSECURITY

VII.1 Pujcitel se v souvislosti s povinnostmi | VII.1 In connection with the Borrower's obligations
Vyplijcitele, které vyplyvaji z GDPR, under the GDPR, the Lender undertakes to
zavazuje  zpracovavat Osobni  udaje process Personal Data solely on the basis of
vyhradné na zakladé pokynu Vypujcitele a the Borrower's instructions and solely for the
vyhradné za uacelem plnéni povinnosti purpose of fulfilling its obligations under this
vyplyvajicich z této smlouvy. Agreement.

VII.2 Pujcitel bere na védomi, ze Vypuijcitel je | VI.2 The Lender acknowledges that the Borrower

poskytovatelem zakladni sluzby podle
zdkona ¢.181/2014 Sb., o kybernetické
bezpecnosti, ve znéni pozdéjSich predpisu
(dale jen ,ZKB®), a Zze D(vérné informace
mohou souviset s poskytovanim zakladni
sluzby a Predmét vypljéky mize byt

is an basic service provider pursuant to the
Cybersecurity Act No. 181/2014 as
amended ( hereinafter Cybersecurity Act)
and that the Confidential Information may be
related to the operation of the essential
service and the Subject of the Loan may be




systémem, na ktery dopadaji povinnosti dle
§ 28 vyhlasky €. 82/2018 Sb., o kybernetické
bezpecnosti (dale jen ,VKB®). Jestlize ve
vztahu kplnénim podle této smlouvy
vznikne v souvislosti se zavadénim nebo
aktualizaci systému fizeni bezpelnosti
informaci nebo v souvislosti se zavadénim,
provadénim nebo aktualizaci
bezpelnostnich opatieni podle ZKB a VKB
potfeba uzavfit dodatek k této smlouvé nebo
zvlastni  smlouvu, zavazuje se Pujcitel
poskytnout Vypujciteli veSkerou soucinnost
nezbytnou k formulaci obsahu takového
dodatku, resp. smlouvy. Pujcitel se pro tento
pripad rovnéz  zavazuje  poskytnout
soucinnost sméfujici k uzavieni takového
dodatku, resp. smlouvy v souladu se ZZVZ a
dalSimi pFedpisy, resp. ke své uclasti
v pfislusném zadavacim fizeni zahgjeném
Vypujcitelem.

a system that is subject to the obligations
pursuant as pursuant to Section 28 of
Decree No. 82/2018 Coll., on Cybersecurity,
( hereinafter Decree of Cybersecurity Act)
only with respect to its purpose. If, in relation
to the performance under this Agreement,
there is a need to make an amendment to
this Agreement or a separate agreement in
connection with the implementation or
update of the information security
management system or in connection with
the implementation, execution or update of
security measures under the Cybersecurity
Act and Decree of Cybersecurity Act), the
Lender undertakes to provide the Borrower
with all assistance necessary to formulate
the contents of such amendment or
agreement. The Lender also undertakes to
provide assistance in order to conclude such
an amendment or agreement in accordance
with the Act on Public Procurement and
other regulations, or to participate in the
relevant procurement procedure initiated by
the Borrower.

VIL.3

Pokud PUuijcitel porusi svou povinnost podle
tohoto ¢l. VII smlouvy, nahradi Vypujciteli
Ujmu  zpusobenou timto  porusenim
povinnosti VypUjciteli a ujmu zpusobenou
timto poruSenim povinnosti tfetim osobam,
pokud za ni VypUjcitel odpovida. Pokud
bude Vypuijciteli v dusledku tohoto poruseni
povinnosti uloZena jakakoli sankce, nahradi
ji Pujcitel Vypujciteli v piné vysi.

VIL3

If the Borrower breaches its obligation under
this Article VIl of the Agreement, it shall
indemnify the Borrower for the damage
caused by such breach to the Borrower and
for the damage caused by such breach to
third parties, if the Borrower is liable for it. If
any penalty is imposed on the Borrower as a
result of such breach, the Lender shall
reimburse the Borrower in full.

VIIl. ZAVERECNA UJEDNANI

VIIl. FINAL PROVISIONS

VIII.1 Ukonéenim

ucinnosti této smlouvy
z jakéhokoli  ddvodu nejsou  dotcena
ujednani této smlouvy tykajici se zaruky,
ujednani odst. Error! Reference source

not found. této smlouvy, narokd =z
odpovédnosti za  vady, naroky z
odpovédnosti za Ujmu a naroky ze

smluvnich pokut, ani dalSi ustanoveni a
naroky, z jejichz povahy vyplyva, Ze maji
trvat i po skonceni U€innosti této smlouvy.

VIIl.1 The termination of this Agreement for any

reason shall not affect the provisions of this
Agreement relating to warranty, the
provisions of paragraph Error! Reference
source not found. of this Agreement,
claims for liability for defects, claims for
damages and claims for contractual
penalties, or other provisions and claims,
which by their nature are intended to survive
the termination of this Agreement.

VIII.2 Tato smlouva nabyva ucinnosti dnem jejiho

uvefejnéni v registru smluv dle zakona ¢C.
340/2015 Sb., zakon o registru smluv, ve
znéni pozdéjSich pfedpist. Zvefejnéni
provede Vypujcitel. V pfipadé, Ze potvrzeni
0 zverejnéni nezaSle Pujciteli pfimo registr

VIII.2 This Agreement shall enter into force on the

date of its publication in the Register of
Contracts pursuant to Act No. 340/2015
Coll., the Act on the Register of Contracts,
as amended. The publication shall be made
by the Borrower. In the event that the




smluv do jeho datové schranky, zasle mu
toto potvrzeni Vypujcitel bez zbyte¢ného
odkladu po jeho obdrzeni od registru smiuv.

confirmation of publication is not sent
directly to the Lender by the Register of
Contracts to its data mailbox, the Borrower
shall send the confirmation to the Lender
without undue delay after receiving it from
the Register of Contracts.

VIIl.3 Tato smlouva se uzavira na dobu trvani
studie InCarda - FLE - 007

VIIL.3 This Agreement is concluded for the
duration period of the Trial InCarda — FLE-
007 conduct

VIIl.4 Je-li v této smlouvé sjednano, ze se uzavira
na dobru neurcitou, jsou smluvni strany
opravnény tuto smlouvu kdykoli vypovédét,
a to i bez udani divodu. Vypovédni doba je

3 meésice a pocina bézet
dnem doruceni vypovédi druhé smluvni
strané

VIIL.4 If it is agreed in this Agreement that it is
concluded for an indefinite period, the
parties are entitted to terminate this
Agreement at any time, even without giving
any reason. The period of notice shall be 3
months and shall commence on the date of
delivery of the notice to the other party

VIIL.5 Osoby podepisujici tuto smlouvu jménem
Pujcitele prohlaSuji, ze podle stanov
spolecCnosti, spoleCenské smlouvy nebo
jiného obdobného organizacniho pfedpisu
jsou opravnény tuto smlouvu podepsat a k
platnosti této smlouvy neni tfeba podpisu
jiné osoby.

VIILL5 The persons signing this Agreement on
behalf of the Lender declare that they are
authorized to sign this Agreement under the
Articles of Incorporation, the Memorandum
of Association or other similar organizational
regulations and that no other person's
signature is required for this Agreement to
be valid.

VIII.6 Jakékoliv zmény ¢&i dopliky této smlouvy Ize
¢init pouze formou pisemnych ¢islovanych
dodatk(li podepsanych obéma smluvnimi
stranami. Odstoupeni od této smlouvy Ize
provést pouze pisemnou formou.

VIII.6 Any changes or additions to this Agreement
may only be made in the form of written
numbered amendments signed by both
Parties. This Agreement may only be
terminated in writing.

VII.7 Tato smlouva je sepsana ve dvou
vyhotovenich stejné platnosti a zavaznosti,
pfi¢emz kazda smluvni strana obdrzi jedno
vyhotoveni.

VIII.7 This Agreement is drawn up in two
counterparts of equal validity and binding
force, each Party receiving one counterpart

VIII.8 Nedilnou soucasti této smlouvy jsou:

VIIL.8 The integral parts to this Agreement include:

- Priloha €. 1: Specifikace Predmétu

- Annex 1: Specifications of the Subject

vypuijcky; of the Loan;
- Pfiloha €. 2: Technické poZadavky - Annex 2: Technical requirement od
VypujcCitele. Borrower
VIIL.9 Smluvni strany prohlasuji, ze se dikladné | VII.9 The Parties declare that they have
seznamily s obsahem této smlouvy, kterému thoroughly read the contents of this

zcela rozumi a plné vyjadiuje
svobodnou a vaznou vdli.

jejich

VIII.10 Tato smlouva bude vykladana v souladu
s pravnimi  predpisy Ceské republiky.

Agreement, which they fully understand and
which fully expresses their free and serious
will.

VIII.10 This Agreement shall be interpreted in
accordance with laws of the Czech repubilic.

10




K projednani a rozhodovani pfipadnych
sporQ, které nebudou vyfeSeny vzajemnou
spolupraci, jsou pfislusné soudni organy
Ceské republiky. V pfipadé nesouladu mezi
Ceskou a anglickou verzi této Smlouvy je

Any disputes unsettled by a mutual
cooperation will be referred to and resolved
by the competent court of the Czech
republic. In case of discrepancies between
the Czech and english versions of the

rozhodujici €eska verze. Agreement, the Czech version prevails.

Syneos Health UK Limited

V Praze dne

M&Regulatow

Fakultni nemocnice Brno

V Brné dne

11



PRILOHA €. 1

ANNEX 1

Specifikace Pfredmétu vypuajcky

Specifications of the Subject of the Loan

Elektrokardiogram Welch Ally ® ELI 150c
12

Electrocardiogram Welch Ally ® ELI 150c 12

Mobilni telefon Samsung 10E SM-A102U
s aplikaci physiQ

Mobil phone Samsung 10E SM-A102U with
aplication physIQ

Nalepka VitalPatch bezdratovy, baterii
napajeny nositelny biosenzor, ktery se nosi na
trupu a zaznamenava srdecni frekvenci,
elektrokardiografii (EKG), variabilitu srdecni
frekvence, R-R interval, dechovou frekvenci,
télesnou teplotu, teplotu kize, detekci padu,
aktivitu (v€etné poctu krokd) a drzeni téla
(polohu téla vici gravitaci véetné detekce
padu).

VitalPatch device a wireless, battery-
operated wearable biosensor, worn on the
torso to record heart rate, electrocardiography
(ECG), heart rate variability, R-R interval,
respiratory rate, body temperature, skin
temperature, fall detection, activity (including
step count) and posture (body position relative
to gravity including fall detection)

12




PRILOHA €. 2

ANNEX 2

Technické pozadavky Vypujcitele

Technical requirement of Borrower

Pfedmét vypljcky nebude po dobu trvani
studie pfipojen do datové sit¢é FN Brno.
Pfenos dat ze zafizeni EKG ELI 150c
prostfednictvim USB flash disku (dale jen

pamétové médium) bude umoznén za
predpokladu  splnéni  niZze  uvedenych
podminek:

The Subject of the loan will not be connected
to the data network of FN Brno for the
duration of the study. The data transfer from
the ECG ELI 150c via USB flash drive
(hereinafter referred to as the memory
medium) will be enabled provided that the
following conditions are met:

1) Pamétové médium bude vyhrazeno pouze
pro vySe uvedeny ucel, pouze na pracovisti
IKK FN Brno a pouze po dobu trvani studie,
pamétové médium bude pfenaset data mezi
zafizenim a pracovnim pocCitaCem.

#

1) The memory medium will be reserved only
for the above purpose, only at the IKK FN
Brno and only for the duration of the Trial, the
memory medium will transfer data between
the device and the working computer.

2) Pamétové médium bude jednoznacné
identifikovano pro dany ucel, napf.
nesmazatelnym popisem, visatkou apod.

#

2) The memory medium will be uniquely
identified for the given purpose, e.g. by an
indelible description, tag, etc.

3) Pristup k pamétovému médiu bude
omezen pouze na pracovniky IKK FN Brno.

3) Access to the memory medium will be
limited to the staff of the IKK FN Brno.

4) Pamétové médium bude chranéno pred
pouzitim jinymi osobami (napf. uzamcéenim v
zasuvce stolu), nez které jsou vymezeny v
bodé 3).

4) The memory medium will be protected from
use by persons other than those defined in
point 3) (e.g. by locking it in a desk drawer).

5) Po skonceni trvani ucelu (ukonéeni studie)
je nutné pamétové meédium predat na Cl k
bezpeénému vymazu dat

5) At the end of the duration of the purpose
(end of the Trial), the memory medium must
be handed over to CI for secure deletion of
data.
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