Smlouva o vypijcce
uzaviena podle § 2193 a nésl. zdk. ¢. 89/2012 Sb.,
ob&anského zékoniku, ve znéni pozdéjsich
piedpist,(dale jen ,,obcansky zdkonik™) mezi:

PSI CRO Czech Republic s. r. o.

se sidlem V Parku 2343/24, 148 00 Praha 4 —
Chodov, Ceska republika

zastoupena:

plné moci )
1CO: 28196775DIC: CZ28196775

zapsana v obchodnim rejstitku  vedeném u
Meéstského soudu v Prazeoddil Cvlozka 132148
(dale jen ,,ptjcitel*)

Fakultni nemocnice v Motole
statni pfispévkova organizace
se sidlem: V Uvalu 84, 150 06 Praha 5 — Motol

zastoupena:
na zakladé povéfeni ze dne 29.11.2016
ICO: 00064203, DIC: CZ00064203

( dale jen ,,vypujcitel™)
(pujcitel a vypujcitel spolecné dale jen ,.smluvni
strany*)

obé smluvni strany prohlasuji, ze maji
pravni osobnost a po vzajemném projedndni a
shod¢ uzaviely nize uvedeného dne, mésice a roku
smlouvu o vypijcce v tomto znéni ( dale jen .,
smlouva“):

L

Predmét smlouvy

1.1. Smluvnimi stranami bylo ujedndno, ze
pujcitel  touto  smlouvou  pfenechava

vvouiciteli EKG Mortara Eli 150c

(dale jen ,véc*) a
zavazuje se vypujéiteli umoznit bezplatné
doCasné uzivani véci, a to pro potieby
vypujCitele za  Gcelem provedeni

Equipment Loan Agreement
Concluded as per Section 2193 et seq. of Act No.
89/2012 Coll., the Civil Code as amended
(hereinafter referred to as the “Civil Code™)
between:

PSI CRO Czech Republic s. r. o.

Registered office V Parku 2343/24, 148 00 Praha
4 — Chodov, Czech Republic

Revresented by:

Attorney

Company registration number: 28196775
No.: CZ28196775

Incorporated by: Municipal Court in Prague
Section CFile 132148

(The “Lender™)

VAT

and

Motol University Hospital
Government contributory organisation
Registered office: V Uvalu 84, 150 06 Praha 5 -
Motol
Represented by:

based on a mandate dated 29 November
2016

Company registration number: 00064203, VAT
No.: CZ00064203
(The “Borrower™)

(Both the Lender and the Borrower are hereinafter
referred to as the “Contracting Parties™)

Both Contracting Parties hereby declare
that they have legal personality and that upon
mutual consideration and agreement they have
entered into this Equipment Loan Agreement
(hereinafter referred to as the “Agreement”) on the
day, month and year stated below:

I.
Subject Matter

1.1. The Contracting Parties have agreed that the
Lender hereby hands over ECG Mortara Eli
150c,

(hereinafter referred to as the “Equipment”) to
the Borrower and undertakes to allow the
Borrower to use the Equipment temporarily
free of charge for the needs of the Borrower
in order to conduct the following Clinical
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1.2,

1.3.

2.1.

22,

2.3.

2.4.

2:3,

2.6.

nasledujiciho klinického
hodnoceni Randomizovana dvojite zaslepena
studie faze 3  kontrolovana placebem
hodnotici bezpetnost a uinnost pripravku
ART-123 u pacientli se zavaznou sepsi a
koagulopatii ¢. protokolu 3-001 (doplnit
nazev studie) *" e

Véc bude vypujcitelem uZivana na Klinice
anesteziologie, resuscitace a intenzivni
2. LF UK a FN Motol, & NS
g -~ abude slouzit k Gicelu stanoveném
v rdmci shora uvedené studie.

r,.,‘_JZ_!.__

Vypiijcitel véc po dokondeni studie vrati.
Pajcitel uhradi Vypiij¢iteli naklady spojené s
vracenim véci.

IL
Prava a povinnosti smluvnich stran

Pijcitel prohlasuje, Ze vypijcend véc je
zpusobila k fadnému uzivani a jeji technicky

stav odpovidd pFislusnym normam a
predpisim. Vypujcitel vypiijenou véc
prijima.

Pujcitel se zavazuje zajistit na vlastni
naklady pojisténi véci.

Vypujcka je bezuplatnd a vypujcitel neni
opravnén prenechat vypiijéenou véc treti
0sobé.

Vypijcitel se  zavazuje ponechat na

vypujcené véci vsechny popisky, Stitky,
sériovd ¢isla a podobna oznageni.

Piedanim véci se rozumi jeji doprava,
umisténi v prostorach  vypujcitele  na
pracovisti uvedeném v ¢l.1. odst. 1.2 smlouvy
dle pokynti vypiijcitele, uvedeni do provozu,
provedeni instruktdze, predédni ndvodu
k pouziti a informace, kterad se vztahuji k
bezpecnému pouzivani, to vie v deské verzi.

Zataji-li pujcitel vypaijciteli vadu vypujcené
véci, nepfeda-li vypujciteli potebné doklady

k vyplijcené véci (uvedené v seznamu
poskytnutém s vypdjéenou véci), nebo

neseznami-li vypuj¢itele dle ptedchoziho

1.2.

1.3.

2.1;

2.2.

2.3

2.4.

2.5.

2.6,

Study A  Randomized, Double-Blind,
Placebo-Controlled, Phase 3 Study to Assess
the Safety and Efficacy of ART-123 in
Subjects  with  Severe Sepsis  and
Coagulopathy. Protocol No 3-001 (hereinafter
referred to as the “Study™).

The Borrower shall use the Equipment in
Department of Anaesthesiology and ICM, 2%
Faculty of Medicine, Charles University in
Prague and Motol University Hospital,
Contract N and the Equipment
shall serve solely tor the completion of the
above mentioned Study.

The Borrower shall return the Equipment at
the completion of the Study. Lender shall
reimburse Borrower any Equipment return
expense.

IL.
Rights and Obligations

The Lender declares that the borrowed
Equipment is fit to be used appropriately and
that its technical condition complies with the
relevant standards and regulations. The
Borrower accepts the borrowed Equipment.

Lender agrees, at it own expense, to take
insurance for the Equipment for the
borrowing period.

The Equipment loan is free of charge, and
the Borrower does not have the right to
transfer the borrowed Equipment to any
third party.

The Borrower undertakes to leave all labels,
tags, serial numbers and similar markings on
the borrowed Equipment.

The Equipment handover means its shipment,
placement on the Borrower's premises at the
site referred to in Article I (1.2) hereto as per
the Lender's instructions, putting into
operation, advising the Borrower on how to
use the Equipment, , and handing over
instructions for use and safety instruction for
use both in Czech version,

If the Lender conceals any defect of the
borrowed Equipment or fails to hand over the
necessary documents (listed in the inventory
checklist provided with the Equipment) for
the borrowed Equipment or inform the
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ustanoveni s provoznimi pokyny k uzivani
vypujcené veci a v disledku tohoto vznikne
vypujciteli Skoda, je pujcitel povinen tuto
nahradit vypujciteli v plné vysi. Ztézuje-li
vada zésadnim zplisobem uzivani véci nebo
znemoziuje-li zcela uzivani, maze vypujcitel
vypovédét tuto smlouvu pujciteli bez
vypovédni doby.

2.7

Vyptjcitel se zavazuje informovat ptjcitele o
jakémkoli poskozeni véci bez zbytecného
odkladu po okamziku, kdy se o poskozeni
dozveédel.

2.8. Puajcitel svym nakladem zajisti veSkeré
opravy a adrzbu vypujéené véci. Pokud se
jednd o zdravotnicky prostiedek, zajisti
pajcitel svym ndkladem veskeré opravy,
odbornou udrzbu a pfip. revize vypujcené
véci, a to v souladu se zdkonem ¢. 268/2014
Sb., zdravotnickych prostredcich a o zméné
zakona ¢. 634/2004 Sb., o spravnich

poplatcich, ve znéni pozdéjsich predpist.

2.9. Pokud vypujcitel porusi podminky ujednané
touto smlouvou, zejméne tim, Ze Vvéc
pienecha tieti osobé, je pijcitel opravnén tuto

smlouvu vypoveédét bez vypovédni doby.

III.

Doba uzivani
3.1. Tato smlouva se uzavird na dobu urcitou, a to
po dobu provedeni icelu smlouvy, k némuz se ma
véc uzivat.

3.2. Pujcitel mize pozadat o vraceni véci i pied
skoncenim stanovené doby uzivéani dle odst. 3.1.
vySe v pripadg, Zze vypujcitel uziva véc v rozporu
s ucely stanovenymi touto smlouvou.

3.3.Vypiujcitel je oprdvnén smlouvu vypovédéet, a
to i bez uvedeni divodu. Vypovéd je ucinna
doruc¢enim vypoveédi druhé smluvni strané a
vracenim véci.

Borrower of the operating instructions for the
borrowed Equipment and if the Borrower
shall suffer any damage as a result, the Lender
must fully reimburse the Borrower. If such a
defect hinders the use of the Equipment
substantially or renders its use impossible the
Borrower may terminate this Agreement
immediately by sending the termination
notice to Borrower.

2.7. The Borrower undertakes to inform the
Lender of any damage to the Equipment
without any undue delay upon learning about

such a damage.

2.8. The Lender shall provide all repairs and
maintenance of the borrowed Equipment at
their own cost. In case the landed equipment
is considered as medical device, the Lender 1s
obliged to ensure all repairs, professional
maintenance and all revisions of the landed
equipment in compliance with Act No.
268/2014 Coll., on Medical Devices and with

Act No. 634/2004 Coll., the Administrative

Charges.
2.9. If the Borrower breaks the terms of this
Agreement, especially transferring the

Equipment to any third party, the Lender is
entitled to terminate this Agreement
immediately by sending the termination
notice to Borrower.

III.

Period of Use
3.1. This Agreement is made for a fixed period, i.e.
for the period of performing the subject matter for
which the Equipment shall be used.

3.2. The Lender may request the Equipment return
before the end of the determined period of use as
per Article 3.1. above if the Borrower uses the
Equipment in contradiction with the purposes
specified herein.

3.3. The Borrower has a right to terminate the loan
agreement without stating any reason. The notice
shall take effect by its delivery to the other
Contracting Party and return of the Equipment.
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IV.
Zavéreéna ustanoveni

4.1. Tuto smlouvu Ize zménit nebo doplnit jen
vyslovnym pisemnym ujednanim, jez podepisi
opravnéni zastupci obou smluvnich stran, pricemz
takova zména nebo doplnéni musi mit formu
ocislovaného dodatku.

4.2. Zavazky z této smlouvy se fidi pravem Ceské
republiky.

4.3. Pujcitel souhlasi s uverejnénim smlouvy
vypljcitelem za ucelem splnéni  povinnosti
uloZenych mu platnou a u¢innou pravni Gpravou, a
to zejména zdkonem ¢. 340/2015 Sb., o registru
smluv, ve znéni pozdgjsich predpist, a dale
pokyny a rozhodnutimi Ministerstva zdravotnictvi
Ceské republiky.

4.4. Pajcitel bere na védomi, ze vyptjcitel jakozto
statni prispévkova organizace, je povinna na dotaz
treti osoby poskytnout informace podle zakona ¢.
106/1999 Sb.,, o svobodném piistupu  k
informacim, ve znéni pozdéjsich predpisti.

4.5 Smluvni strany souhlasi s uveiejnénim této
smlouvy v plném znéni, v8ech jejich nélezitosti v¢.
priloh, které jsou jeji nedilnou soucasti v registru
smluv.

4.6. Pravni vztahy touto smlouvou neupravené,
Jjakoz i pravni poméry z ni vznikajici a vyplyvajici
se fidi pfisluSnymi ustanovenimi ob&anského
zakoniku.

4.7. Pfipadné spory smluvnich stran budou feSeny
smirnou cestou a v piipads, e nedojde k dohodg
budou spory feseny prislusSnymi soudy Ceské
republiky.

4.8. Tato smlouva je vyhotovena jak v Ceském, tak
anglickém jazyce. V piipadé Jakychkoli rozpori
nebo nesrovnalosti mezi Geskou a anglickou verzi
této smlouvy m4 &eska verze prednost.

4.9. Smluvni strany prohlaluji, ze si tuto smlouvu
pfed jejim podpisem piecetly, ze byla ujednéana
podle jejich pravé a svobodné vile, urcité, vazné a
srozumitelné. Autenti¢nost této smlouvy potvrzuji
smluvni strany svym podpisem.

4.10. Tato smlouva byla vyhotovena ve dvou
stejnopisech, s platnosti originélu, pficemz kazda
ze smluvnich stran obdrzi po jednom vyhotoveni.

IV.

Final Provisions

4.1. This Agreement may be amended or
supplemented only by an explicit  written
agreement signed by authorised representatives of
both Contracting Parties and such an amendment
must take the form of a numbered Annex.

4.2. Obligations under this Agreement shall be
governed by the Law of the Czech Republic.

4.3 The lender agrees with publication of this
agreement and its elements of obligatory
relationship due to the duties which come from
valid and effective legal regulation, especially Act
No. 340/2015 Coll. on Agreements Register as
amanded and guidance notes and directives of
Ministry of Health Czech Republic.

4.4 The lender takes note, that borrower as
government contributory organisation is obliged to
provide information according to Act No.
106/1999 Coll., on Free Access to Information.

4.5 Contractual parties agree with publication of
this agreement in its entirety, including all its
amendments which are its indivisible parts in
contract register.

4.6. Contractual relations not regulated by this
Agreement and the legal relations arising
hereunder shall be governed by the relevant
provisions of the Civil Code.

4.7. Any disputes between the Contracting Parties
shall be resolved amicably and if no agreement is
reached the disputes shall be resolved by the
competent courts of the Czech Republic.

4.8. This Agreement is made both in the Czech and
English languages. In case of any conflicts or
discrepancies between the Czech and English
versions of this Agreement, the Czech version
shall prevail.

4.9. The Contracting Parties hereby declare that
they have read this Agreement before signing and
that the Agreement has been concluded according
to their true and free will, definitely, seriously and
comprehensively. The Parties confirm the
authenticity of this Agreement by their signatures.

4.10. This Agreement was executed in two original
counterparts, and each Contracting Party shall
receive one counterpart.
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anager, na zakladé plné moci

na zakladé pIné moci

Country Manager, by Power of Attorney

by Power of Attorney

4.11 Smlouva je platnd a i¢innd dnem podpisu | 4.11. This Agreement becomes valid and effective
obéma smluvnimi stranami. Pokud smlouva | on the date it is signed by both Contracting Parties.
podléhd povinnosti uvefejnéni dle zakona ¢. | If the agreement is subject to charges for
340/2015 Sb., o registru smluv, nabyva smlouva | publication according to Act. No. 340/2015 Coll.,
ucinnosti dnem uvetejnéni v registru smluv. on Agreements Register, the contract becomes
effective on the date it is published in contract
register.
) - = “3 o 3 :/ < ? 0 -
V Prazedne .. £ 7 7 /’U = In Prague, dated .........7...... v 7
—1| On behalf of Borrowef: FAKULTNI NEMOCNICE V MOTPLE | ,
Za vypujcite ~ sali 84l
180 0r r e
8 8
)
e e 1 £ : act on behalf of the Director
'nﬂy’éren’y jednénim za feditele Mool Liniversity Hlospial
. Fakultni nemocnice v Motole
Za pujcitele: On behalf of Lender:
PSICROC
\ Parku 2343/2 Repu iC
4 148 00/p,
IC:-281967p-1 10 L.
..................... .B'e: CZ 28198'
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