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Smlouva o vypujcce

(“smlouva”)

uzaviend podle ust. § 2193 a nasl. zdkona ¢. 89/2012
Sb., obc¢anského zakoniku (dale jen ,,obcansky zakonik“),
mezi:

(1) ICON Clinical Research Limited

se sidlem na adrese South County Business Park,
Leopardstown, Dublin 18, Irsko

DIC IE8201978R

Zastoupena: XXXXXXXXXX

(dale jen ,pujcitel”)

(2) Fakultni nemocnice v Motole,
statni prispévkova organizace; V Uvalu 84, 150 06 Praha
5, Ceska republika
ICO: 00064203
DIC: CZ 00064203
zastoupend: XXXXXXXXXX, na zakladé povéreni (ddle jen
,Vypujcitel”)

(pUjcitel a vypujcitel spolecné dale jen ,smluvni strany”)

obé smluvni strany prohlasuji, Ze maji pravni osobnost a
po vzajemném projednani a shodé uzaviely nize
uvedeného dne, mésice a roku smlouvu o vypuljéce v
tomto znéni ( dale jen ,, smlouva“):

1. PUGjcitel poskytne vypujciteli k uZivani tyto movité
véci, jak je uvedeno nize v priloze A (dale jen
»Vvybaveni”):

Pajcitel rudi za to, Ze software pouzivany v
zapUjcenych zafizenich je licencovany a v souladu
s platnymi pravnimi pozadavky. Pjcitel prohlasuje,
Ze zapljcené vybaveni je zpuUsobilé k radnému
uzivani a jho technicky stav odpovida pfislusnym
normam a predpisim. Vypujcitel vypljcené vybaveni
prijima.

2. PUjcitel se zavazuje, Ze vybaveni podle odst. 1. této
smlouvy vypUjéi k doCasnému uzivani vypuijciteli pro
ucely klinického hodnoceni s Cislem protokolu
M1095-HS-302 (dale jen ,klinické hodnoceni”) dle
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Borrowing Contract

(the “Contract”)

Concluded according to 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:

(1) ICON Clinical Research Limited
with a place of business at
South County Business Park, Leopardstown, Dublin 18,
Ireland
VAT number IE8201978R
Represented by: XXXXXXXXXX
(hereinafter referred to as the "Lender")

and

(2) Fakultni nemocnice v Motole,
state contribution organization; V Uvalu 84, 150 06 Praha
5, Czech Republic
ID: 00064203
VAT ID: CZ 00064203
Represented by: XXXXXXXXXX, under the power of attorney
("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:

1. The Lender shall provide the movable asset: (the
“Equipment”) as listed in the below attachment A.

The Lender guarantees that the software used in
the lended equipment is licensed and compliant
with applicable legal requirements. The Lender
declares that the lended equipment is suitable for
proper use and its technical condition is compliant
with the relevant standards and regulations. The
borrower accepts the borrowed equipment.

2. The Lender is obliged to loan the Equipment
according to Clause 1 of this Contract for
temporary use by the Borrower for the Clinical Trial
with protocol number M1095-HS-302 (hereinafter
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smlouvy o provedeni klinického hodnoceni (dale jen
»Smlouva o klinickém hodnoceni). Vyplijcitel se
zavazuje uZivat vybaveni podle odst. 1. této smlouvy
vyhradné pro uUcely tohoto klinického hodnoceni.
Pfeddnim vybaveni se rozumi jeho doprava a
umisténi v prostorach vypujcitele na pracovisti, viz.
bod 4. O pfedani a nasledné o vraceni vybaveni bude
sepsan preddvaci protokol, ktery podepise
opravnény zastupce pracovisteé.

Pljcitel preda vyplijciteli doklady, které se vztahuji
k vybaveni podle odst. 1. této smlouvy a tykaji se
zakonnych poZadavk( pro jeji provoz. Témi jsou
prohlaseni o shodé nebo CE certifikat, ndvod
k obsluze v ceském jazyce v pisemné podobé,
protokol o zaskoleni obsluhy (spolu s povérenim
odpovédného pracovnika k dalSimu preskolovani) a
pokud byla provedena vstupni méreni (kalibrace,
validace, jiny typ méfeni), pfislusny protokol a
doklady odpovidajici pozadavkim zakona
o metrologii.

Vypujcitel se zavazuje umistit vybaveni podle odst. 1.
této smlouvy na pracovisti: Fakultni nemocnice
v Motole, Dermatovenerologické oddéleni, V Uvalu
84, 150 06 Praha 5 a nepfemistovat vybaveni bez
predchoziho pisemného souhlasu pujcitele na jiné
misto. Vypujcitel vrati vybaveni puGjciteli ihned poté,
co jiz jej nebude treba pro ucely klinického
hodnoceni.

Pljcitel se zavazuje zajistit na vlastni naklady
pojisténi vybaveni.

Vyplujcka podle této smlouvy se déje bezplatné.

Vybaveni zlstane vyhradnim vlastnictvim pujcitele
nebo  zadavatele/dodavatelll  sjednanych s
pujCitelem nebo zadavatelem, podle okolnosti.
Zafizeni musi:

7.1 podléhat odejmuti kdykoli na Zadost pujcitele
nebo zadavatele za predpokladu, Ze takové
odejmuti nebrani vypujcéiteli v provadéni
klinického hodnoceni a plnéni jeho zavazk( podle
smlouvy o klinickém hodnoceni;

as “Clinical Trial”) according to the Clinical Trial
Agreement (the “Clinical Trial Agreement”). The
Borrower is obliged to use the Equipment
according to Clause 1 hereof exclusively for
purposes of the Clinical Trial. The Equipment
handover means its shipment and placement on
the Borrower's premises at the site referred to in
Section 4. The receipt and later return
ackowledgement will be be signed by an
authorized worksite representative.

The Lender shall provide to the Borrower all
documents related to the Equipment in
accordance with legal regulations for its proper
performance. It means declaration of conformity
or CE certificate, operating instructions in Czech
language in written form, log on staff training
(together with the authority responsible for further
retraining) and if any input measurements
(calibration, validation, different type of
measurements), competent protocol and relevant
documents in accordance with applicable law on
metrology.

The Borrower is obliged to place the Equipment
according to Clause 1 of this Contract in the
worksite of Fakultni nemocnice v Motole,
Dermatovenerologické oddéleni, V Uvalu 84, 150
06 Praha 5 and will not move the Equipment to
another location without the Lender’s prior
written approval. The Borrower shall return the
Equipment to the Lender promptly to the Lender
when the movable asset is no longer needed for
the Clinical Trial.

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

The borrowing hereunder is granted free of charge.

. The Equipment shall remain the sole property of

Lender or Sponsor/vendors contracted by Lender
or Sponsor, as the case may be. The Equipment
shall:

7.1 be subject to removal at any time upon the
Lender’s or Sponsor’s demand provided that
such removal does not prevent the Borrower
from conducting the Clinical Trial and carrying
out their obligations under the Clinical Trial
Agreement;
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7.2 byt pouzivano v souladu s jakymikoli manualy,
navody nebo pokyny dodanymi pujcéitelem nebo
zadavatelem/ dodavateli nasmlouvanymi
pljcitelem nebo zadavatelem pokud jsou v
drZeni vypUjcitele; a

7.3 byt jasné identifikovano jako vyhradni vlastnictvi
zadavetele/pujcitele/dodavatele, podle potfeby,
uvedenim ,BELONGS TO Name of legal owner”,
aby bylo oznameno tretim stranam, vcetné
véritell, Ze zakonny vlastnik si ponechava
vlastnické pravo.

7.2 be used in accordance with any manuals,
guidelines and/ or instructions provided by the
Lender or Sponsor/vendors contracted by
Lender or Sponsor while in possession of the
Borrower; and

7.3 be clearly identified as the sole property of the
Sponsor/Lender/vendor, as applicable, by
stating “BELONGS TO Name of legal owner” in
order to notify any third parties, including
creditors, that the legal owner retains title
thereto.

8. The Borrower is obliged not to let the Equipment be

8. Vypujcitel _j,t.ev.zavazw%’nfepir.(.enech?va,t vybaveni bez used by any third parties without the Lender's

souhlasu pujcitele k uzivani jinou tfeti stranou.
approval.

9. Pajcitel se zavazuje zaji$tovat a na své naklady hradit 9. The Lender is obliged to perform at its own costs the
preventivni kontroly a prohlidky vybaveni dle ndvodu regular preventive inspections of the Equipment
k poutiti a stanovené vyrobcem. Pokud se jedna o according to operating instruction or specified by the
zdlravotnicky'/v prcl>stFedek, Zajis"j pﬁjéitel SV\"n? manufacturer. In case the landed equipment is
nakladem V?,Skere .opravy: .I?ez?ecvn(.)stne technicke considered as medical device, the Lender is obliged to
kontroly a pfip. revize vyp(jcené véci, a to v souladu . ) ]
se zdkonem & 375/2022 Sb., o zdravotnickych ensure all repairs, professional maintenance and all
prostiedcich a diagostickych prostfedcich in vitro. revisions of the landed equipment in compliance with

Act No. 375/2022 Coll., on medical devices and in
vitro diagnostic medical devices.

10. Pujc¢itel bude hradit na své naklady spotiebni 10. The Lender is obliged to pay at its own costs
materidl a reagencie spojené s pouzivanim vybaveni. consumables which are necessary for proper

performance of the Equipment.

11. Vypljcitel odpovida za uschovu vybaveni, dokud je 11. Borrower shall be responsible for the safekeeping
vybaveni v drZeni vyplijcitele. Zadavatel nebo jim of Equipment while Equipment is in Borrower’s
povéfend osoba je odpovédnd za pravidelnou possession. Sponsor, or its designee, shall be
pozadovanou Udrzbu vybaveni dle uzivatelské responsible for regular required maintenance of
pfirucky, jakozZ i za vyménu dil( v disledku bézného the Equipment as per the user’s manual, as well as
opotrebeni. replacing parts due to ordinary wear and tear.

12. Béhem doby, kdy je vybaveni v drZeni vypujcitele, 12. During the time Equipment is in the possession of
bude vypujcitel odpovédny za jakoukoli ztratu nebo the Borrower, Borrower shall be responsible for
poikozeni vybaveni (po odelteni bé&iného any'Ioss of, or damage to the Equipment (minus
opotrebeni), s vyjimkou pfipadd, kdy je takova ztrata ordinary wear and tear), except to the extent

’ R R such loss or damage is due to the acts and/or
nebo poskozeni zpuUsobena jednanim a/nebo omissions of Sponsor and/or Lender.
opomenuti zadavatele a/nebo pujcitele.

13. Zataji-li pajcitel vypudjditeli vadu vypudjéené véci, 13. If the Lender conceals any defect of the lended
nepreda-li vypujciteli potiebné doklady Equipment or fails to hand over the necessary
k vyplGjéenému vybaveni (uvedené v seznamu documents (listed in the inventory checklist
poskytnutém s vypdjéenym  vybavenim), nebo provided with the Equipment) or fails to inform

neseznami-li vypujcitele dle predchoziho ustanoveni
s provoznimi pokyny k uZivani vypujcené véci a v
disledku tohoto vznikne vypUjciteli Skoda, je pujéitel

the 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
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14.

15.

16.

17.

18.

19.

20.

povinen tuto nahradit vypujciteli v pIné vysi. Ztézuje-
li vada zasadnim zplsobem uZivani véci nebo
znemoznuje-li  zcela uZivani, mulze vypuijcitel
vypovédét tuto smlouvu pujciteli bez vypovédni

doby.

Vypujcitel se zavazuje umoznit pujciteli vstup na
svoje pracovisté za ucelem kontroly, zda je vybaveni
podle odst. 1. této smlouvy uzZivdna v souladu
s podminkami jeji vypljcky podle této smlouvy.

Neni-li touto smlouvou ujedndno jinak, fidi se

vzajemny pravni vztah mezi obéma stranami
ust. § 2193 a ndsl. ob¢anského zakoniku.
Tato smlouva nabyvd platnosti dnem jejiho

posledniho podpisu a uzavird se na dobu klinického
hodnoceni, tj. v predpoklddané dobé do listopadu
2026, nebo do té doby, kdy jiz nebude vybaveni tfeba
pro ucely klinického hodnoceni.

Tato Smlouva je vyhotovena ve dvojjazyéné verzi,
anglické a ceské. V pfipadé rozporl a (nebo)
nesrovnalosti mezi anglickou a ceskou verzi ma
prednost verze Ceska.

Smlouva je vyhotovena ve dvou stejnopisech, z nichz
kazda smluvni strana obdrzi po jednom vyhotoveni.

Pajcitel timto bere na védomi, Ze vypUjcitel je
povinen zverejnit tuto smlouvu a jeji pripadné
dodatky v souladu se zdkonem ¢. 340/2015 Sb., o
registru smluv.

Seznam pfiloh za¢lenénych do smlouvy:

Pfiloha A — seznam vybaveni
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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 Lender.

14. The Borrower is obliged to allow the Lender to
enter its worksite for the purpose of performing
inspection to check, if the Equipment according
to Clause 1 of this Contract is used in accordance
with the borrowing conditions hereunder.

15. If not agreed otherwise hereby, the mutual legal
relationship between the parties is governed by
the provisions of 2193 et seq. of the Civil Code.

16. This Contract is effective on the date of last
signature below and is effective for the duration
of the Clinical Trial according to the Clinical Trial
Agreement, in anticipated term of duration till
November 2026, or ending on the date when the
Equipment is no longer needed for the Clinical
Trial.

17. This Contract has been drafted in bilingual
version, English and Czech. In case of any
contradictions and/or inconsistencies between
the English and the Czech versions, the Czech
version shall prevail.

18. This Contract is executed in two copies, of which

each contracting party shall receive one.

19. The Lender acknowledges that the Borrower is

obligated in accordance to the Act. No. 340/2015
Coll., on Agreement Registry to publish this
Agreement and any amendments thereto.

20. List of Incorporated Schedules:

Schedule A — List of equipment
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Pujcitel/Lender:

Podpis/Signature:

Jméno/Name: XXXXXXXXXX

Datum/Date:

Vypujéitel/Borrower:

Podpis/Signature:

Jméno/Name: XXXXXXXXXX

Datum/Date:
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Priloha A — seznam vybaveni

Equipment / Vybaveni

Serial #/
Sériové ¢.

Asset Tag #/ C.
Stitku aktiva

Quantity /

Pocet kusu

Estimated
Original
Value /
Odhadovana
puvodni
cena

eCOA handheld (Motorola Moto
G32)

Will be available
after equipment
shipped to study
site /

Bude k dispozici
po zaslani
vybaveni na
pracovisté studie

Will be available
after equipment
shipped to study
site /

Bude k dispozici
po zaslani
vybaveni na
pracovisté studie

5,520K¢

eCOA tablet (Lenovo K10)

Will be available
after equipment
shipped to study
site /

Bude k dispozici
po zaslani
vybaveni na
pracovisté studie

Will be available
after equipment
shipped to study
site /

Bude k dispozici
po zaslani
vybaveni na
pracovisté studie

5,280K¢

ECG machine (MAC 2000)

Will be available
after equipment
shipped to study
site /

Bude k dispozici
po zaslani
vybaveni na
pracovisté studie

Will be available
after equipment
shipped to study
site /

Bude k dispozici
po zaslani
vybaveni na
pracovisté studie

66,000K¢
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