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

Pujcitel: PST CRO Czech Republics. r. 0.
se sidlem: V Parku 2343/24, 148 00 Praha 4, Ceska
republika

zast.: | EEEEEE County Manager, na
zdkladg pIné moci a || G- zika4¢

plné moci

IC: 28196775

DIC: CZ28196775

reg. v OR: Méstsky soud v Praze, oddil C, vlozka
132148

Vypuj¢itel: Fakultni nemocnice Hradec Kralové
se sidlem: Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Krélové

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

IC: 00179906

DIC: CZ00179906

CL I - Predmét vypajéky

1. Predmétem této smlouvy je zdvazek

pujcitele prenechat vypujciteli
k bezplatnému uzivani vybaven{

specifikované v priloze €. 1 této smlouvy,
celkovd cena zapUjCeného vybaveni:
BN (dile jen .pfedmét

vypujcky).

2. Je-li to s ohledem na povahu piislusné polozky
mozné, je nedilnou soucasti vypujcky ke kazdé
jednotlivé polozce uvedené v piiloze €. 1:

- instala¢ni protokol,

- doklad o instruktaZzi (proSkoleni) obsluhy,

- doklad osoby, ktera je poucena vyrobcem
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 provadéni odborné udrzby (§ 65
zékona €. 268/2014 Sb., o zdravotnickych
prostiedcich),

- Cesky ndvod k obsluze predmétu vypujcky
2x (1x pro potfeby pracovisté v listinné
podobé, 1x pro potieby OZT v elektronické
podob¢)

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: PSI CRO Czech Republic s. r. o.
Registered office at: V Parku 2343/24, 148 00
Praha 4, Czech Republic
Represented by:
Manager, by Power of Attorney, and

, by Power of Attorney
Identification number: 28196775
Tax identification number: CZ28196775
Registered in the Companies Register: Municipal
Court in Prague, section C, folio 132148

Country

The Borrower: University Hospital Hradec
Kralové

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

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
equipment listed in Attachment No. 1
hereto, total price of the equipment

provided | N (hercinafter the

Borrowing) to the Borrower for free use.

2. The Borrowing as applicable always
includes the following documents for each
and every item mentioned in Attachment
No. 1:

- Installation protocol;

- Certificate evidencing the operators’
training;

- Certificate of a person authorized by
the 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);



- ES prohldSeni o shodé¢ vyrobku (EC
Declaration of Conformity) dle zdkon ¢.
22/1997 Sb. vplatném znéni; pro
zdravotnické prostfedky t¥id I sterilni, I
metici, Ila, IIb nebo III musi byt CE
doplnéno cislem 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
vypijcky a bude potvrzen pijcitelem)
uvedena tfida zdravotnického prostredku,

- presnd adresa vyrobce predmétu vypujcky a
zem¢ puvodu jsou uvedeny v prohlaseni
o shodé¢ (eventudlné v jiném pisemném
dokladu, ktery bude téZ soucasti vypijcky
a bude potvrzen vypijcitelem),

- pokud se vypijcka skladd zvice
samostatnych komponent, jsou jeji soucésti
platnd prohldseni o shod¢ na vSechny
komponenty vypijcky,

- na vSechny doklady ptedklddané v jiném
nez v Ceském jazyce je soucasti vypujcky
téZ jejich Cesky preklad, za jehoZ spravnost
odpovida pijcitel,

- platny protokol o provedené bezpecnostné
technické kontrole v souladu se zakonem ¢.

268/2014 Sb., o zdravotnickych
prostiedcich,

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

CL II - Doba vypujcky

Vypujcitel je opravnén uzivat predmét vypujcky
ode dne pfeddni, instalace a provedeni instruktdze
obsluhy. Predmét vypijcky je zaptjcen do doby
ukonCeni  klinického hodnoceni, zadaného
spole¢nostit MENARINI RICERCHE S. P. A. se
sidlem 10, Via Tito Speri, 00071, Pomezia, Rim,
Italie, s protokolem DELA-O1 snédzvem
»Randomizovand pro pozorovatele zaslepend
klinickd studie faze IIIb kontrolovand aktivnim
piipravkem srovndvajici IV a perordlni podani
fixni davky delafloxacinu jako monoterapie

- 2 counterparts of a Czech version of
the manual for use of the Borrowing
(1 printed counterpart for the site and
1 electronic counterpart for the OZT
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, IIa, 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 of
performance of the study, sponsored by
MENARINI RICERCHE S.P.A., with head
office at 10, Via Tito Speri, 00071, Pomezia,
Rome, Italy, with the protocol DELA-01 “A
randomized, observer-blinded, active-controlled,
Phase I1Ib study to compare IV / Oral delafloxacin
fixed-dose monotherapy with best available
treatments in a microbiologically enriched



snejlepSi dostupnou 1écbou zamétujici se
napopulaci  pacienti, u  nichZ  narGst
mikroorganismti  zpusobil infekci pooperacni

rdny* v prostordch Vyptjcitele.

Cl. III - Misto a podminky pievzeti pfedmétu
vypujcky

1. Pujcitel oznami vypijciteli termin pievzeti

pfedmétu vypujcky, a to Odboru zdravotnické
techniky ]
popt. vedoucimu Odboru zdravotnické
techniky —_ [
I - cdrovei zdstupci
ptebirajictho pracoviste dle Cl. III odstavec 2
min 3 pracovni dny pfedem.

2. Mistem piedani predmétu vypujéky je:
Kardiochirurgicka klinika Fakultni nemocnice
Hradec Kréalové, Sokolska 581, 500 05 Hradec
Kralové.

3. Odbor zdravotnické techniky je az do
dokonceni instalace a pfeddni zdravotnického
prosttedku 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 vyptjcky nema
74dné patentni nebo jiné pravni vady, odpovida
vSem platnym pravnim predpisim a normam,
je podle pravnich ptedpisii zpiisobily k pouziti
pfi poskytovani zdravotni péfe a byla u ngj
podle pravnich predpisti posouzena shoda jeho
vlastnosti se zdkladnimi poZadavky na
zdravotnické  prostfedky s ptihlédnutim
k uréenému dcelu pouziti a vyrobce nebo jeho
zplnomocnény  zastupce vydali pisemné
prohlaseni o shodg.

2. Pyjcitel je povinen zajistit vypujciteli servis a
pravidelné kontroly event. validace predmétu
vypujcky v souladu se zdkonem ¢. 268/2014
Sb., vplatném znéni, na vlastni ndklady po

population with surgical site infections” at the
premises of the Borrower.

Article III - Place and Conditions of the
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, |
B 0d/or the head of the

Medical Equipment Department, [}

I ond, at the same

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

2. The place of the Borrowing takeover is:
Clinic of Cardiac Surgery, University
Hospital Hradec Kralove, Sokolska 581,
500 05 Hradec Kralove.

3. 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

1. 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 use, and the
manufacturer or its authorized
representative  have issued a written

declaration of conformity.

2. 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



dobu vyptjcky a to od doby uvedeni do
provozu s tim, Ze opravy predmétu vypujcky
budou provadény dle moznosti pujéitele v co
nejkrat$i dob&. Kontaktni idaje na osobu, které
Vyptjciteli zajisti servis:

. V ptipadé, Ze uzivanim piedmétu vypujcky
v rozporu s touto smlouvou (pfedevsim c¢l. IV
(4) niZe), dojde kjeho poSkozeni, které
znemoZni nebo omezi jeho dal$i fddné uZivéndi,
ponese ndklady na opravu predmétu vyptjcky
Vyptjcitel.

. Pujcitel ma pravo na provedeni kontrol
u vypujcitele, a to za tcelem provadéni oprav
na predmétu vypajcky, v¢. preventivnich
prohlidek, a za ucelem kontroly uZivani
predmétu vypujcky vypuajcitelem.

. Vyptjcitel je povinen predmét vyptjcky fadné
uzivat, chranit jej pred poskozenim, ztritou
nebo znicenim.

. Vyptjcitel je povinen pfedmét vyptjcky vratit
pujciteli ve stavu, vjakém jej prevzal,
s pfihlédnutim k obvyklému opotiebeni.

. Vyzaduje-li predmét vypujcky ke svému
fadnému provozu jakykoliv spotfebni materidl,
pak bude dodan Pijcitelem na jeho vlastni
néklady.

CL. V - Zavérecna ujednani

1. Préavni vztahy zaloZené touto smlouvou a v této

smlouvé vyslovné¢ neupravené se fidi
piisluinymi zdkony Ceské republiky, a to
zejména zdkonem ¢. 89/2012 Sb., v platném
znéni (zejména jeho § 2193 a ndsl.). Pfipadné
spory budou feSeny pred soudy Ceské
republiky. Pfednost mé ¢eské jazykové znéni.

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. Contact details will be provided to
the Borrower by the servicing company:

If the Borrower fails to use the Borrowing
in accordance with this Agreement
(including, but not limited to, the Sec. IV
(4) hereof) and the Borrowing will be
damaged in a way which prevents or limits
its proper use, the Borrower shall bear the
cost of repair of such damage.

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.

The Borrower is obliged to use the
Borrowing properly, protect it from
damage, loss, or destruction.

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.

If the Borrowing requires any consumable
materials for its proper operation, those
will be supplied by the Lender at its own
expense.

Article V - Final Provisions

Legal relations established by this
Agreement but not regulated herein
expressly are governed by the relevant
laws of the Czech Republic, including
without limitation Act No. 89/2012 Sb. as
amended (especially by its section 2193 et
subs.). Any potential controversy will be
decided upon by the courts of the Czech
Republic. The Czech version hereof will
prevail.



. Pred¢asné ukonceni platnosti této smlouvy je
mozné na zdklad€ pisemné dohody smluvnich
stran. PredCasné ukonceni platnosti této
smlouvy je rovnéz mozné na zdklad€ vypovédi
jednou ze smluvnich stran s dvoumeésicni
vypoveédni dobou. Vypovéd musi byt pisemna,
neni tfeba ji oddvodilovat, vypovédni doba
zacind bézet od prvého dne mésice
nasledujictho po doruceni vypovédi druhé
smluvnf strané.

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

. Smluvni strany se dohodly, Ze v rdmci
smluvniho vztahu zaloZeného touto smlouvu
nebude aplikovin § 2197 obcanského
zdkoniku, tzn., Ze vypujCitel je opravnen
kdykoli vratit piredmét vypujcky pajciteli.

Smluvni strany souhlasi s uvefejnénim
smlouvy dle platnych pravnich piedpisa.

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

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

. Tato smlouva je vyhotovena ve tfech
stejnopisech, z nichz 1 stejnopis obdrzi pujcitel
a 2 stejnopisy vypujcitel.

. Smluvni strany prohlaSuji, Ze tato smlouva
vyjadiuje jejich svobodnou, pravou, vdZnou
a uplnou vili, prostou omylt. Na dikaz shora
uvedeného pfipojuji oprdvnéni zdstupci
smluvnich stran své podpisy.

The Agreement may be 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 a two-month
notice period. The notice of termination
must be in writing; there 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.

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.

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.

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

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

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

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

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 vypujcitele: On behalf of the Borrower:

V Hradci Kralové In Hradec Krélové

Dne: 17. 12. 2020 On: 17. 12. 2020

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

Fakultni nemocnice Hradec Krilové University Hospital Hradec Kralové

Za pujcitele: On behalf of the Lender:

V Praze In: Prague

Dne: 1. 12. 2020 On: 1. 12. 2020

Country Manager, na zdkladé plné moci Country Manager, by Power of Attorney

na zékladé plné moci by Power of Attorney



Priloha ¢. 1/Attachment No. 1

Poskytnuty studijni material/List of provided equipment

Year of Serial
. . f: Rok] i
Designation/ Nzev Mflnufacturer/ Model/ Typ manu a}cture/ o nlfrpbef/ Price/Cena
Vyrobce vyroby Sériové
¢islo
Tympanic 2019
Thermometer/
Tympanicky Orava MT-320 - ]
teplomér
2019
EL-USB-1-
Data Logger Lascar LCD - -
2019
EL-USB-1-
Data Logger Lascar LCD - -
Wine 2020
Cooler/Chladnicka Guzzanti GZ 12 - I
na vino




