SMLOUVA O VYPUJCCE
ZDRAVOTNICKEHO

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

Pujcitel: Medpace Ceska republika s.r.o.

Se sidlem: Prague Office Park II, K Hajim
2606/2b, 155 00 Praha 5, Ceska republika
Zast.: || . Clinica! Trial
Manager

IC: 26148331

DIC: CZ26148331

reg. v OR: 19.1.2000

Vypujcitel: Fakultni nemocnice Hradec
Kralové

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

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

IC: 00179906

DIC: CZ00179906

CL I - PFedmét vypijeky
1. Predmétem této smlouvy je zavazek pujcitele
ptenechat vypijciteli k bezplatnému uzivani
zdravotnicky prostiedek: chlazend centrifuga
Eppendorf 5702R 230V, vyrobni ¢islo bude
uvedeno v preddvacim protokolu, cena: 139
000 K¢ bez DPH (dale jen ,predmét

vypuajcky).

2. Nedilnou soucasti vypijcky je:
- néavod k obsluze zdravotnického prostiedku
v Ceském jazyce 2x (1x pro potieby
pracovisté¢ v listinné podobg, 1x pro
potieby OZT v elektronické podob¢)

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

- na zdravotnicky prostiedek, pfipadné na
vSechny jeho komponenty, musi byt
v prohldSeni o shod€ (eventudlné v jiném
pisemném dokladu, ktery bude téZ soucasti
vypujcky a bude potvrzen pujcitelem)
uvedena tiida zdravotnického prostiedku,

- pfesnd adresa vyrobce pfedmétu vypujcky
a zem¢ pavodu jsou uvedeny v prohlaseni

AGREEMENT TO BORROW
A MEDICAL DEVICE

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

The Lender: Medpace Ceska republika s.r.o.
Registered office at: Prague Office Park II, K
Hajim 2606/2b, 155 00 Praha 5, the Czech
Republic

Represented by: || | GTGNGEGEGEGEGEECinical
Trial Manager

Identification number: 26148331

Tax identification number: CZ26148331
Registered in the Companies Register: 19.1.2000

The Borrower: University Hospital Hradec
Kralové

Registered office at: Sokolska 581, 500 05
Hradec Krilové — Novy Hradec Kralové
Represented by: MUDr. Ale§ Herman, Ph.D.,
Director

Identification number: 00179906

Tax identification number: CZ00179906

Article L. - The Borrowing

1. The subject matter hereof involves the
Lender’s obligation to provide the medical
device: refrigerated centrifuge Eppendorf
5702R 230V, production No. will be indicated
in Transfer Protocol, price CZK 139 000
(without VAT) (hereinafter the Borrowing) to
the Borrower for free use.

2. The Borrowing includes:

- 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 Coll. 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
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oshodé¢ (eventudlné v jiném pisemném
dokladu, ktery bude téZ soucasti vypujcky
a bude potvrzen pujcitelem),

pokud se vypljcka skladda  z vice
samostatnych komponent, jsou jeji soucasti
platnd prohldSeni o shodé na vSechny
komponenty vyptjcky,

na vSechny doklady ptedklddané v jiném
nez v Ceském jazyce je soucdsti vypijcky
téZ jejich Cesky preklad, za jehoZ spravnost
odpovida pujcitel,

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

platnd revize vsouladu se zdkonem ¢.
375/2022 Sb., 0 zdravotnickych
prostedcich a diagnostickych
zdravotnickych prostfedcich in vitro.

CL II - Doba vypiijéky

Vypujcitel je opravnén uzivat predmét vypujcky
ode dne ptedani a instalace. Pfedmét vypijcky je
zaptjcen po dobu trvani klinického hodnocent,
protokol ¢. GSN000500 S nazvem:
»-Randomizovand, dvojit¢ zaslepena, placebem
kontrolovana studie faze 2a hodnotici bezpecnost,
snasenlivost, farmakokinetiku, farmakodynamiku
a pfedbéZnou udcinnost NOXI1/4 inhibitoru
setanaxib u pacientd s Alportovym syndromem”,
tedy ptiblizné

Cl. III - Misto a podminKy pievzeti
predmétu vypijcky
1. Pgjcitel oznami vypujciteli termin prevzeti
pfedmétu vyptjcky, a to Odboru zdravotnické
techniky

I o ziroveii zdstupci

prebirajiciho pracoviité dle Cl. III odstavec 2
min. 3 pracovni dny pifedem.

2. Mistem pfedani pfedmétu vypujcky je:
Fakultni nemocnice  Hradec  Krélové,
Nefrologickd klinika, Sokolska 581, 500 05
Hradec Krilové — Novy Hradec Krilové.

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. 375/2022 Coll.,, on medical
devices and in vitro diagnostic medical
devices;

Valid protocol about revision in
accordance with Act No. 375/2022
Coll., on medical devices and in vitro
diagnostic 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 duration of
the clinical study, Protocol No. GSN000500,
titled: “A Phase 2a, Randomized, Double-Blind,
Placebo-Controlled Study to Evaluate the Safety
and Tolerability, Pharmacokinetics,
Pharmacodynamics, and Preliminary Efficacy of
the NOX1/4 Inhibitor Setanaxib in Patients with
Alport Syndrome”, i.e. until approximately

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. [N

I :nd, at the same time,

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

2. The place of the Borrowing takeover is:
Fakultni nemocnice = Hradec  Kralove,
Department of Nephrology, Sokolska 581,
500 005 Hradec Kralove — Novy Hradec
Kralove

\®)

Agreement to borrow a Medical Device / Calliditas Therapeutics Suisse SA / GCN000500 / _



. Odbor zdravotnické techniky je az do
dokonceni instalace a predani zdravotnického
prosttedku do provozu jedinym pracoviStém
vypujcitele opravnénym ke vSem jedndnim
o dodavce a instalaci ptedmétu vypijcky.

CL IV - Préva a povinnosti smluvnich
stran

. Pujcitel prohlasuje, Ze pfedmét vypujcky nema
7ddné 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 n& podle pravnich piedpist
posouzena shoda jeho vlastnosti se zdkladnimi
poZzadavky na  zdravotnické prostiedky
s pfihlédnutim k uréenému ucelu pouziti
a vyrobce nebo jeho zplnomocnény zistupce
vydali pisemné prohldseni o shodg¢.

. Pujcitel je povinen vyménit pfedmét vypujcky
za novy, na vlastni ndklady po dobu vypujcky,
a to od doby uvedeni do provozu s tim, Ze
vyména predmétu vypujcky bude provedena
dle moznosti ptjcitele v co nejkratsi dobé. Na
takovou vyménu bude uzavien dodatek ke
Smlouve.

Predmét vypijcky bude namisto preventivnich
kontrol vyménén za novy, a to kazdé dva roky.
Na takovou vyménu bude uzavien dodatek ke
Smlouvé, ve kterém bude novy pfistroj fadné
specifikovan.

. Vyptjcitel je povinen predmét vypujcky fadné
uZivat, chranit jej pfed poSkozenim, ztritou
nebo znicenim.

. Vypujcitel je povinen pfedmét vypujcky vratit
pujciteli ve stavu, vjakém jej prevzal,
s ptihlédnutim k obvyklému opotfebeni.

CL V - Zavéreéna ujednani

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

. Tato Smlouva je vyhotovena v anglickém a v
Ceském jazyce. V ptipadé jakychkoli rozpord
bude rozhodujici ¢eska verze.

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

. 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 exchange the

Borrowing for a new one at his own expenses
for the period of borrowing, commencing
from the day of putting the Borrowing into
operation. The Borrowing exchange will be
performed by the Lender within the shortest
possible time. An addendum to the Agreement
will be concluded for such an exchange.
Instead of preventive checks, the Borrowing
will be replaced with a new one every two
years. For such an exchange, an addendum to
the Agreement will be concluded, in which
the new device will be properly specified.

. 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.

Article V - Final Provisions

. Legal relations established by this Agreement

but not regulated herein expressly are
governed by the Czech law, especially the
relevant provisions of Act No. 89/2012 Coll.
as amended (especially by its section 2193 et
subs.). Any disputes arising out of this
Agreement shall be resolved by the competent
courts of the Czech Republic.

. The Agreement is drawn up in English and in

Czech language versions. In case of any
dispute Czech language version shall prevail.
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. Pred¢asné ukonceni platnosti této smlouvy je
mozné na zédklad¢ pisemné dohody smluvnich
stran. PredCasné ukonceni platnosti této
smlouvy je rovnéZ mozné na zdklad€ vypovédi
jednou ze smluvnich stran s dvoumésicni
vypovédni dobou. Vypovéd musi byt
pisemna4, nenfi tfeba ji odivodnovat, vypoveédni
doba zalind 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
zakoniku, tzn., Ze vypujéitel je opravnén
kdykoli vratit predmét vypujcky pajciteli.

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

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

. Tato smlouva miZe byt dopliiovana ¢i mé€néna
pouze na zdkladé pisemnych dodatki,
akceptovanych obéma smluvnimi stranami.

. 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 tplnou vili, prostou omylt. Na dikaz shora
uvedeného pfipojuji oprdvnéni zdstupci
smluvnich stran své podpisy.

. The Agreement may be

. The contracting

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.

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 Act
No. 340/2015 Coll., on Registry of Contracts.

. 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.

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 vypujcitele/ On behalf of the Borrower: Za pujcitele/ On behalf of the Lender:
V/In Hradec Kralové VN oo,
Dne/On: 12. 1. 2024 Dne/On: 5. 1. 2024

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

Fakultni nemocnice Hradec Kralové/
University Hospital Hradec Kralové
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