Smlouva o vyptjéce
uzaviend podle § 2193 a nasl. zak. ¢. 89/2012 Sb.,
obcanského zakoniku, ve znéni pozdéjsich
predpisi,(dale jen ,,obcansky zakonik*) mezi:

IQVIA RDS Switzerland Sarl, spole¢nost
fungujici podle zdkond Svycarska
se sidlem Route de Pallatex 29,
Svycarsko

1162 St. Prex,

ICO: / DIC: CHE-113.549.796 MWST

(dale jen ,,pujcitel”)

a

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

zastoupen | NEEEEEEEE -

zaklad¢ povereni
ICO: 00064203, DIC: CZ00064203

( dale jen ,,vypujcitel”)

(ptjcitel a vypujcitel spolecné dale jen ,,smluvni
strany*)

Ob¢ smluvni strany prohlasuji, Ze maji
pravni osobnost a po vzajemném projednani a
shod¢ uzaviely niZze uveden¢ho dne, mésice a
roku smlouvu o vypiijcce v tomto znéni ( dale jen
,» smlouva‘):

I

Predmét smlouvy

1.1. Smluvnimi stranami bylo ujednano, ze
pujcitel  touto  smlouvou  pienechava

vypujciteli tablet a mobilni telefony, jejichz
vyrobni ¢isla budou uvedena v piedavacim
protokolu (dale jen ,véc®) a zavazuje se
vypugjciteli umoznit bezplatné docasné
uzivani véci, a to pro potieby vypujcitele za
ucelem provedeni nasledujiciho klinického

protokolu

hodnoceni . C.
Prospektivni observacéni studie u

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:

IQVIA RDS Switzerland Sarl, a corporation
organized under the laws of the state of
Switzerland

Registered office Route de Pallatex 29, 1162 St.
Prex, Switzerland

Company registration number: VAT No CHE-
113.549.796 MWST

(The “Lender”)
and

Motol University Hospital

Government contributory organisation

Registered office: V Uvalu 84, 150 06 Praha 5 -
Motol

Represented by: _ as per the
authorization

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:

L
Subject Matter

1.1. The Contracting Parties have agreed that the
Lender hereby hands over tablet and smart
phones(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 Stud _,
Protocol No i A prospective

observational study of adult patients




1.2.

2.1.

2.2.

2.3.

24.

2.5.

2.6.

(AR,

dospélych pacientli uZzivajicich piipravek
dupixent k 1é¢bé atopické dermatitidy  od
spoloc¢nosti ~ Sanofi-Aventis Groupe, se
sidlem 54 Rue La Boetie 75 008 Patiz (dale
jen ZADAVATEL) pro kterou smluvni
strany uzaviely samostatnou
smlouvu Bt S i s el el
#7% kdyz hodnota jednotlivych véci je:

- Tablet -
- 2x mobilni telefon a -

Véc bude vypgjcitelem uZivdna na
Dermatovenerologickém oddé€leni a budou
pouzity vyhradné pro dokonceni vyse
uvedené studie a v souladu s pozadavky
protokolu a podminkami této dohody. Studii

rovede v prostorach vypujcitele -
I < jcn . Zkouscct).

I1.
Prava a povinnosti smluvnich stran
Pujcitel prohlasuje, Ze vypidjéena véc je
zplsobila k fadnému uzivani a jeji technicky

stav odpovida pfislusnym normam a
predpisim. Vypujcitel vypljéenou véc
prijima.

Pracovisté nenese zddnou odpovédnost za
Skody zpiisobené pacienty, ¢leny tymu nebo
zaméstnanci pracovisté na zafizeni, které je
poskytované Zadavatelem, s vyjimkou
umysln¢ zptisobenych S§kod zptisobenych
zamestnancmi pracovisté

Vypujcka je bezuplatna a vypujcitel neni
opravnén prenechat vypiijcenou véc treti
0sobg.

Vypujcitel se zavazuje ponechat na
vyplj¢ené véci vSechny popisky, Sstitky,
sériova Cisla a podobna oznaceni.

Pfedanim véci se rozumi jeji doruceni

do prostor  vypijcitele na  pracovisti
uvedeném v ¢LI odst. 1.2 smlouvy dle
pokyni  vypujcitele.,, pfedani navodu

k pouziti a informace, ktera se vztahuji k
bezpecnému pouzivani, to vse v Ceské verzi.

Ani pujcitel ani zadavatel nenesou zadnou
odpovédnost za $kody nebo jakékoli skody
na majetku, které vyplyvaji z pouZzivani
zatizeni ponechaného u zkousejiciho, ledaze
jsou neplnény odpoveédnosti znaky =z

1.2.

2.1.

2.2.

2.3.

24.

2.5.

2.6.

receiving Dupixent for atopic dermatitis
(hereinafter referred to as the “Study”) of
Sanofi-Aventis Groupe, having its registered
office at 54 Rue La Boetie 75 008 Paris,
(hereinafter the “SPONSOR”) for which the
Contracting Parties have executed a separate
contract. LA AR ALl BRI e N
in total consisting of:

- tablet -

- 2 pcs mobile phone, each -

The Borrower shall use the Equipment in
Department of Dermatovenerology and the
Equipment shall be used solely for the
conduct of the above mentioned Study and in
accordance with the requirements of the
Protocol and the terms of this Agreement.

The Study will be performed at the premises
of the Borrower by NS

(the “Investigator”™).

II.
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.

Site doesn’t have any responsibility with
any damage caused by the patients, study
team or Site’s personnel to the Equipment
provided by the Sponsor, except for wilfully
caused damages caused by Site’s personnel.

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
to the Borrower's premises at the site
referred to in Article I (1.2) hereto as per the
Lender's instructions by DHL currier, and
handing over instructions for use and safety
instruction for use both in Czech version.

Neither the Lender, nor Sponsor has any
liability for damages or any sort, or property
damage, resulting from the use of Equipment
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obcanského zakoniku.ZteZuje-1i vada
zasadnim zplisobem uzivani véci nebo
znemoznuje-li zcela wuzivani,, vypijcitel

neodkladne informuje pgjcitele a bude
pozadovat vymeénu zafizeni. Pokud pujcitel
nenahradi Zafizeni do 60 dnu, muze
vyptjcitel vypoveédét tuto smlouvu pujciteli
bez vypovédni doby.

2.7. Vypujcitel se zavazuje informovat pujcitele
o jakémkoli zavadé nebo poskozeni véci bez
zbyte¢ného odkladu po okamziku, kdy se o
zavadé nebo poskozeni dozvédél. Vypujcitel
odpovida za bezpecné skladovani zafizeni a
za zajisténi toho, Ze je zafizeni udrzovano v
dobrém stavu.

2.8. V pripad¢ zavad nebo poskozeni zafizeni,
které nejsou zptisobeny vypujcitelem, jeho
zamestnanci nebo zkousSejicim, pujcitel
svym nakladem zajisti veSkeré opravy a
udrzbu ( nebo vymeni, pokud je to potiebné)
vyptujené véci. Pokud se jednd o
zdravotnicky prostfedek, =zajisti pujcitel
svym nakladem veSkeré opravy, odbornou
udrzbu a pfip. revize vypujcené véci, a to
v souladu se zakonem ¢. 268/2014 Sb.,
zdravotnickych prostfedcich a o zmeéné
zdakona ¢. 634/2004 Sb., o spravnich
poplatcich, ve znéni pozdéjsich predpisi.

2.9. Pokud vypujcitel porusi podminky ujednané
touto smlouvou, zejméne tim, Ze véc
prenecha tfeti osob€, je pujCitel opravnén
tuto smlouvu vypovédét bez vypoveédni
doby.

II1.

Doba uzivani

3.1. Tato smlouva se uzavira na dobu urcitou, a to
po dobu provedeni ucelu smlouvy, k némuz se ma
véc uzivat. Po dokonceni nebo ukonceni studie
nebo dfive, nez je stanoveno vypujcovatelem
nebo zadavatelem, vyptjcovatel bud: (a) zajisti
vraceni vybaveni na naklady zadavatele na misto
urené zadavatelem nebo vypujcovatelem; nebo
(b) ponechani Zatfizeni a uhradit zadavateli
zbytkovou trzni hodnotu Zatizeni ke dni ukonceni
Studie.

retained at the Investigator, unless they are
not liable by the requirements of the Civil
Code If a defect hinders the use of the
Equipment substantially or renders its use
impossible the Borrower will promptly
inform the Lender and will request
Equipment replacement. If the Lender
doesn’t replace the Equipment in 60 days,
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 fault or damage to the
Equipment without any undue delay upon
learning about such a fault or damage. The
Borrower shall be responsible for the safe
storage of the Equipment and for ensuring
that the Equipment is maintained in a good

state.

2.8. In case of faults or damages to the
Equipment, which are not caused by the
Borrower, its personnel or the Study
Investigator, the Lender shall provide all
repairs and maintenance (or replacement, if
applicable) of the borrowed Equipment at
their own cost. In case the borrowed
Equipment is considered as medical device,
the Lender is obliged to ensure all repairs,
professional maintenance and all revisions of
the borrowed 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 breaches 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.

ITI.

Period of Use
3.1. This Agreement is made for a fixed period,
i.e. for the period of performing the Study for
which the Equipment shall be used. After
completion or termination of the Study or at an
earlier time specified by the Lender or Sponsor,
the Borrower will either: (a) arrange the return of
the Equipment, at Sponsor’s expense, to a
location designated by Sponsor or the Lender; or




3.2. Pujcitel mize pozadat o vraceni véci i pred
skoncenim stanovené doby uzivani dle odst. 3.1.
vyse v pripade, ze vypujcitel uziva véc v rozporu
s ucely stanovenymi touto smlouvou.

3.3. Kazda smluvni stranae opravnéna smlouvu
vypovédét, a to i bez uvedeni divodu. Vypoved
je ucinna dorucenim vypovédi druhé smluvni
strané. Pujcitel je opravnén smlouvu vypoveédet
pouze v piipad€, Ze tim neohrozi fadné provadeéni
Studie.

Iv.
Zavéreéna ustanoveni

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

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

4.3. Pujcitel souhlasi s uvefejnénim smlouvy
vypijcitelem za ucelem splnéni povinnosti
uloZenych mu platnou a uc¢innou pravni Upravou,
a to zejména zakonem ¢. 340/2015 Sb., o registru
smluv, ve znéni pozdéjSich predpisi (dale jen
»zakon o registru smluv®), a dale pokyny a
rozhodnutimi Ministerstva zdravotnictvi Ceské
republiky.

4.4. Pujcitel potvzuje, ze vypujcitel jakozto statni
prispévkova organizace, je povinna na dotaz treti
osoby poskytnout informace podle zakona ¢.
106/1999 Sb., o svobodném pristupu k
informacim, ve znéni pozd¢jsich predpisi.

4.5 Smluvni strany souhlasi s uvefejnénim této
smlouvy v plném znéni, vSech jejich nalezitosti
vC. priloh, které jsou jeji nedilnou soucasti v
registru smluv. (V pripade, Ze smlouva bude
obsahovat obchodni tajemstvi ve smyslu § 504
OZ a smluvni strany projevi zdajem chranit tyto
informace pred uverejnénim, lze v tomto
ustanoveni doplnit ujednani stran, co povazuji za
obchodni tajemstvi, tj. co nebude uverejnéno.

(b) keep the Equipment and reimburse Sponsor
for the residual fair market value of the
Equipment as of the date of Study termination.

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.Each Contracting Party 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. The Lender is
entitled to terminate the Contract only if it does
not jeopardize the proper conduct of the Study.

IVv.
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 amended (hereinafter referred to as “Contracts
Register Act”) and guidance notes and directives
of Ministry of Health Czech Republic.

4.4 The lender acknowledges, 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. (In case agreement will contain
trade secret in meaning of per Section 504 of
Civil Code and contractual parties will manifest
their concern to protect these type of information
from publication, it is possible to add a statement
of parties about what do they consider as a trade
secret, that means, what will not be published.




Nejjednodussim zpiisobem je vyclenit obchodni
tajemstvi do prilohy tak, aby nemusely byt
zacerniovany postupné riizné casti smlouvy, ale
pouze prave dana priloha).

4.6. Pravni vztahy touto smlouvou neupravené,
jakoz 1 pravni poméry zni vznikajici a
vyplyvajici se ftidi pfisluSnymi ustanovenimi
obcanského zakoniku.

4.7. Ptipadné spory smluvnich stran budou feSeny
smirnou cestou a v piipade¢, ze nedojde k dohodé
budou spory feseny piislusnymi soudy Ceské
republiky.

4.8. Tato smlouva je vyhotovena jak v Ceském,
tak anglickém jazyce. V pfipadé¢ jakychkoli
rozpori nebo nesrovnalosti mezi Ceskou a
anglickou verzi této smlouvy ma ceskd verze
prednost.

4.9. Smluvni strany prohlasuji, Ze si tuto smlouvu
pred jejim podpisem piecetly, ze byla ujednana
podle jejich pravé a svobodné vile, urcité, vazné
a srozumitelng. AutentiCnost této smlouvy
potvrzuji smluvni strany svym podpisem.

4.10. Tato smlouva byla vyhotovena ve dvou
stejnopisech, s platnosti originalu, pti¢emz kazda
ze smluvnich stran obdrzi po jednom vyhotoveni.

4.11 Smlouva je platnd dnem podpisu obéma
smluvnimi stranami a u¢innosti nabyva v souladu
se zakonem o registru smluv.

V Praze dne

Za vypujcitele
na zakladé povéieni od

feditele Fakultni nemocnice v Motole

Za pujcitele
(doplnit...........ceevennenne )

The easiest way is to separate the trade secret
into the amendment to prevent the need to black
out different parts of the contract. Only the
amendment would be blacked out).

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.

4.11. This Agreement becomes valid on the date
it is signed by both Contracting Parties and
becomes effective in accordance with the
Contracts Register Act.

In Prague, dated

On behalf of Borrower
, na zakladé poveteni

Director of Fakultni menocnice in Motol




PRO UZNANI A PRUJETI

RECOGNITION AND ACCEPTANCE




