FAKULTNII JNEMOCNICE
OSTRAVA

VYPUJCKA ENG PRISTROJ+IT
ev. ¢. Vypuijcitele: 099/0VZ/22/089-V
ev. C. Pujcitele: -

Smlouva o vypujcce

(“smlouva”)

uzaviena podle ust. 2193 a nasl. zakona ¢. 89/2012 Sb.,
obcéanského zdkoniku

Janssen - Cilag International N.V.,

se sidlem na adrese: Turnhoutseweg 30, 2340 Beerse,
Belgie

Registracni ¢.: BEO461607459

zastoupenou na zdkladé plné moci spole¢nosti
Janssen-Cilag s.r.o.

se sidlem na adrese Walterovo ndmésti 329/1, 158 00
Praha 5 — Jinonice, Ceska republika

IC: 27146928

DIC: CZ27146928

zapsanou v obchodnim rejstfiku vedeném Méstskym
soudem v Praze, oddil C, vlozka 99837

Bankovni spojeni: .

Cislo uctu: [

Datova schranka:8jvdhia

( dale jen ,pajcitel”)

Fakultni nemocnice Ostrava

se sidlem 17. listopadu 1790, 708 52 Ostrava, Ceska
republika

IC: 00843989

jednajici: Bc. Petr Foltyn, naméstek feditele pro informacni
technologie

ZFizovaci listina MZ CR ze dne 25. listopadu 1990 &.j. OP-
054-25.11.90

(dale jen ,,vypujcitel”)

1. Pujcéitel poskytne vypljciteli k uzivani

movité véci (“vybaveni”):

tyto

1ks ., v hodnoté . bez DPH

00082585-4

ICD: 1824434

Borrowing Contract

(the “Contract”)

Concluded according to provisions of Section 2193 et
seq. of the Civil Code

Janssen - Cilag International N.V.,

with registered offices at: Turnhoutseweg 30, 2340
Beerse, Belgium

Registration No.: BE0O461607459

Represented by the Power of Attorney by the
company

Janssen-Cilag s.r.o.

with registered offices at Walterovo namésti 329/1,
158 00 Praha 5 — Jinonice, Czech Republic

ID No.: 27146928

Tax ID: CZ27146928

Registered in the Commercial Register at the
Municipal Court in Prague, section C, enclosure
99837

Bank details: .

Account number:

Databox: 8jvdhia

(hereinafter referred to as the "Lender")
and

University Hospital Ostrava

with an office: 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Czech Republic,

ID: 00843989

Represented by: Bc. Petr Foltyn, Deputy Director for
Information Technologies

Foundation Deed of the Ministry of Health of the
Czech Republic dated 25 November 1990, Ref. No.
OP-054-25.11.90

(hereinafter referred to as the "Borrower")

1. The Lender shall provide the movable asset:
(the “Equipment”):

. with a replacement value of . without VAT
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Pajcitel

prohlasuje, Ze vySe uvedend informacni

technologie mda nainstalovan operacni systém .
Pujcitel ruci za to, ze software je legdlni.

00082585-4

Pujcitel se zavazuje, Ze vybaveni podle odst.1.
této smlouvy vypuUjci k docasnému uzivani
vypujciteli pro ucely klinického hodnoceni
64407564MMY3002 (“klinické hodnoceni“) dle
smlouvy o provedeni klinického hodnoceni €.
017/0VZ/22/059-P (“smlouva o klinickém
hodnoceni“). VypUjéitel se zavazuje uZivat
vybaveni podle odst.1. této smlouvy vyhradné
pro Ucely tohoto klinického hodnoceni.
Vypujcitel zaruduje a zajistuje, ze vypujcitel,
jeho zmocnénci, vedouci pracovnici, zastupci a
zkousejiciho,
spoluzkousejicich a dalsich ¢lenl zkousejiciho
persondlu) budou zafizeni pouzivat vyhradné za
ucelem provadéni klinického hodnoceni. O
pfedani a ndsledné o vraceni vybaveni bude
sepsan predavaci protokol, ktery podepiSe
opravnény zastupce pracovisté. PUjcitel nebo
jim povérena osoba bezplatné vyméni zatizeni v
pfipadé, Ze bude vyména vySe uvedeného
povaZovdna za nutnou v dasledku poruchy
zafizeni nebo béiné udrzby. VypUijciteli je
zakdzdno opravovat nebo nechat opravit
zafizeni bez pfedchoziho pisemného souhlasu
spolecnosti Janssen nebo ji povérené osoby.

zaméstnanci (vCetné

PUjcCitel preda vypuijciteli doklady, které se
vztahuji k vybaveni podle odst. 1. a tykaji se
zdkonnych pozadavk pro jeji provoz. Témi jsou
prohldseni o shodé nebo CE certifikat, navod
k obsluze v ¢eském jazyce v pisemné podobé,
protokol o zaskoleni obsluhy (spolu s povéfenim
odpovédného pracovnika k dalSimu
preskolovani) a pokud byla provedena vstupni
méreni (kalibrace, validace, jiny typ méreni),
pfislusny protokol a doklady odpovidajici
pozadavk(m zdkona o metrologii.

Vypujcitel zajisti, aby bylo zafizeni fadné
udrzovano a udrzovano v dobrém provoznim

ICD: 1824434

The Lender declares the Information
Technology mentioned above has operating
system . The Lender guarantees the
Information technology has a legal software.

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 64407564MMY3002 (hereinafter
as “Clinical Trial”) according to the Clinical
Trial Agreement no. 017/0VZ/22/059-P (the
“Clinical Trial Agreement”). The Borrower is
obliged to use the Equipment according to
Clause 1 hereof exclusively for purposes of
the Clinical Trial. Borrower warrants and
ensures that Borrower, its trustees, officers,
agents and employees (including the
Investigator, co-investigators and other
members of the investigational staff) shall use
the Equipment for the sole purpose of
performing the  Clinical Trial. The
receipt/return ackowledgement will be be
signed by an authorized worksite
representative. Lender or its designee will
replace the Equipment at no cost to the
Borrower in the event replacement of the
foregoing is deemed required as a result of
Equipment failure or routine maintenance.
Borrower is prohibited from repairing or
having the Equipment repaired without prior
written approval from Janssen or its designee.

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.

Borrower shall ensure that the Equipment is
properly maintained and kept in good
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stavu. Jakoukoli specializovanou kalibraci
zafizeni zajisti pUjcitel nebo jim povérena osoba
bezplatné. Veskeré naklady vzniklé v souvislosti
s inicializaci, udrzbou a demontdzi zafizeni,
naklady na Skoleni personalu nebo jiné vydaje
souvisejici s poskytnutim Zafizeni hradi pUjcitel.

Vypujcitel nesmi na zafizeni provadét zadné
zmény, zejména doplnky, ani odstrafiovat zadné
Stitky nebo pfislusenstvi pfipevnéné na zafizeni.
Vypujcitel nesmi udélit tretim osobam Zadna
prava k uZivani Zafizeni. V pfipadé, Ze treti
osoba uplatni naroky na vybaveni zabavenim,
konfiskaci nebo na zakladé vécného prdva, je
vypujcitel povinen neprodlené informovat
pujcitele.

Vypujcitel se zavazuje umistit vybaveni podle
odst. 1. této smlouvy na pracovisti: Klinika
hematoonkologie FNO a LF OU a nepfemistovat
vybaveni bez predchoziho pisemného souhlasu
pujcitele na jiné misto. Vypujcitel vrati vybaveni
pujciteli ihned poté, co jiz jej nebude tfeba pro
ucely klinického hodnoceni.

Vypujcka podle této smlouvy se déje bezplatné.

Vypujcitel se zavazuje neprenechavat vybaveni
bez souhlasu pujcitele kuzivani jinou treti
stranou. Vypujcitel (i) neposkytne zafizeni ani
neumozni pfistup k nému zadné osobé kromé
zkousejiciho, spoluzkousejicich a dalSich ¢lend
zkousejiciho persondlu a osob pod pfimym
dohledem hlavniho zkousejiciho, ktefi se
podileji na provadéni klinického hodnoceni a
ktefi jsou vzdélanim, zkuSenostmi a/nebo
vycvikem kvalifikovani k bezpecné a spravné
obsluze zafizeni, ani (ii) nedovoli jeho vyneseni
z prostor vypUjcitele, pokud predem neziska
predchozi pisemny souhlas pujcitele.
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working condition. Any specialized calibration
for the Equipment will be provided by Lender
or its designee free of charge. Any costs
incurred for initialization, maintenance and
removal of the Equipment, costs for staff
training or other expenses related to the
provision of the Equipment, shall be borne by
Lender.

Borrower must not make any changes to the
Equipment, in particular additions, or remove
any labels or accessories attached to the
Equipment. Borrower may neither grant third
parties any rights to use the Equipment.
Should a third party assert claims on the
Equipment by confiscation, seizure or on the
basis of a right in rem, the Borrower is obliged
to immediately notify Lender.

The Borrower is obliged to place the
Equipment according to Clause 1 of this
Contract in the worksite of Clinic - Klinika
hematoonkologie FNO a LF OU 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.

The borrowing hereunder is granted free of
charge.

The Borrower is obliged not to let the
Equipment be used by any third parties
without the Lender's approval. Borrower will
not (i) supply or allow access to the
Equipment to any person except the
Investigator, co-investigators and other
members of the investigational staff and
people under the Principal Investigator’s
direct supervision who are involved in the
conduct of the Clinical Trial and who are
qualified by education, experience and/or
training to safely and correctly operate the
Equipment, or (ii) allow it to be removed from
the Borrower’s premises unless it first obtains
Lender’s prior written consent.
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10.

11.

12.

Vypujcitel bude zafizeni pouzivat v souladu s
navodem k pouziti, zejména véetné pripadné
sterilizace a dezinfekce, a také v souladu se
véemi platnymi zdkony, predpisy a vladnimi
smérnicemi. Vypujcitel je povinen dodrZovat
veskeré pokyny pujcitele nebo vyrobce zafizeni
tykajici se zafizeni. Vypujcitel prebira plnou pédi
o zafizeni po dobu, kdy je zafizeni poskytnuto
vypujéiteli, a vypujcitel zajistuje, Ze Zafizeni
bude uloZeno v bezpecném a zabezpeceném
prostredi. VypUjcitel nebude zafizeni za Zadnych
okolnosti upravovat. PUjéitel se zavazuje
zajistovat a na své naklady hradit preventivni
kontroly a prohlidky vybaveni dle navodu
k pouZiti a stanovené vyrobcem.

PGjcitel nenese Zadnou odpovédnost za Skody
jakéhokoli druhu, véetné Ujmy na zdravi nebo
Skody na majetku, které vznikly v dlsledku
vybaveni, ledaze (i) tyto skody byly zplsobeny
umysinym jednanim, nedbalostnim jedndnim
nebo opomenutim PUjcitele nebo jim povérené
osoby; nebo (ii) v pripadé Ujmy na zdravi
subjektu klinického hodnoceni, ktera je kryta
pojisténim klinického hodnoceni pujcitele v
souladu s podminkami Smlouvy o klinickém
hodnoceni.

Vypujcitel odpovida za jakékoli poskozeni,
ztratu nebo zniceni zafizeni v dUsledku
umyslného jednani nebo nedbalosti vypujcitele,
zkousejictho  nebo  jejich  zaméstnancd.
Vypuijcitel odpovida za Skody vzniklé v disledku
pouzivani zafizeni mimo Klinické hodnoceni a za
Skody zplsobené pouzivanim zafizeni v rozporu
s ndvodem k pouZiti Zafizeni.

Vypujcitel je povinen neprodlené informovat
puljcCitele do 72 (sedmdesati dvou) hodin v
pfipadé poskozeni, ztraty nebo zniceni zafizeni
nebo v ptipadé, Ze zafizeni v prabéhu klinického
hodnoceni nefunguje podle svych specifikaci. V
pfipadé ztraty Zafizeni je vypujcitel a jeho
zaméstnanci povinni  poskytnout pujciteli
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10.

11.

12.

Borrower will use the Equipment in
accordance with the instructions for use,
including in particular sterilization and
disinfection where applicable, as well as all
applicable laws, regulations, and
governmental guidelines. Borrower is obliged
to follow any instructions of Lender or the
manufacturer of the Equipment with respect
to the Equipment. Borrower shall assume full
custody of the Equipment for the duration the
Equipment is provided to Borrower, and
Borrower ensures the Equipment will be
stored in a safe and secured environment.
Borrower will not modify the Equipment
under any circumstances. The Lender is
obliged to perform at its own costs the regular
preventive inspections of the Equipment
according operating instruction or specified
by the manufacturer.

Lender has no liability for damages of any
sort, including personal injury or property
damage resulting from the Equipment unless
(i) such damages were caused by the wilful
misconduct, negligent acts or omissions of
Lender or its designee; or (ii) in case of a
personal injury to a Clinical Trial subject which
is covered by Lender” Clinical Trial insurance
pursuant to the terms of the Clinical Trial
Agreement.

Borrower shall be liable for any damage, loss
or destruction of the Equipment due to wilful
misconduct or negligent acts or omissions of
Borrower, the Investigator or any of their
staff. Borrower is liable for damages resulting
from use of the Equipment outside of the
Clinical Trial and for damages caused by use
of the Equipment in breach of the
Equipment’s instructions for use.

Borrower shall immediately inform Lender
within 72 (seventy-two) hours in the event of
damage, loss or destruction of the
Equipment, or in case Equipment fails to
function according to its specifications during
the Clinical Trial. In case the Equipment is lost,
Borrower and its personnel shall provide all
necessary assistance and information to
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13.

14.

15.

16.

17.

veskerou potfebnou soucinnost a informace k
vySetfeni ztraty zafizeni. V pfipadé poskozeni
zafizeni se vypUijcitel bude fidit pokyny pujcitele
nebo jim povérené osoby, které byly poskytnuty
v dobé dodani zafizeni.

PuGjcitel bude hradit na své naklady spotfebni
materidl a reagencie spojené s pouzivdnim
vybaveni

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

V ptipadé jakéhokoli sporu, ktery mezi stranami
vznikne v souvislosti s podminkami této dohody,
vynaloZi strany veskeré Uusili, aby zaleZitost
vyresily smirnou cestou. Neni-li touto smlouvou
ujedndno jinak, fidi se vzajemny prdvni vztah
mezi obéma stranami ust.
§ 2193 a nasl. oblanského zakoniku. Strany
souhlasi s tim, aby veskeré spory nebo rozpory
mezi stranami této smlouvy, které se jim
nepodafi vyresit smirnou cestou, fesil prislusny
soud v Ceské republice.

Tato smlouva nabyva platnosti dnem jejiho
posledniho podpisu a uzavird se na dobu
klinického hodnoceni, tj. v predpokladané dobé
do . nebo do té doby, kdy jiZ nebude vybaveni
tfeba pro uUcely klinického hodnoceni.

Pajcitel ma pravo postoupit tuto smlouvu a
vynaloZi pfimérené usili, aby o tom vyplUijcitele
pfedem pisemné informoval. Vyplijcitel
nepostoupi sva prava nebo povinnosti
vyplyvajici z této smlouvy na jiného bez
pfedchoziho pisemného souhlasu puijcitele.
Jakékoli postoupeni v rozporu s timto oddilem
bude neplatné. S vyhradou vyse uvedeného je
tato Smlouva zdvaznd a pfindsi prospéch
prislusSnym Stranam a jejich nastupcim a
postupnikim.
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13.

14.

15.

16.

17.

Lender for the investigation of the loss of the
Equipment. If the Equipment is damaged,
Borrower shall follow Lender or its designee’s
instructions provided at the time the
Equipment was supplied.

The Lender is obliged to pay at its own costs
consumables which are necessary for proper
performance of the Equipment.

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.

In the event of any dispute arising between
the Parties in relation to the terms of this
Agreement, the Parties shall use their best
endeavours to resolve the matter on an
amicable basis. 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.
The Parties consent to the appropriate court
in the Czech Republic of competent
jurisdiction for the resolution of all disputes
or controversies between the Parties hereto
that the Parties are unable to settle amicably.

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 | or ending on the date
when the Equipment is no longer needed for
the Clinical Trial.

Lender shall have the right to assign this
Agreement and shall use reasonable efforts to
provide prior written notice thereof to
Borrower. Borrower shall not assign its rights
or duties under this Agreement to another
without prior written consent of Lender. Any
assignment in violation of this section will be
null and void. Subject to the foregoing, this
Agreement shall bind and inure to the benefit
of the respective Parties and their successors
and assigns.
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18. Tato Smlouva je vyhotovena ve dvojjazyéné
verzi, anglické a Ceské. V pfipadé rozporl a
(nebo) nesrovnalosti mezi anglickou a ¢eskou
verzi ma prednost verze ceska.

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

20. Pujcitel timto bere na védomi, Ze vypujcitel je
povinen zverejnit tuto smlouvu a jeji pfipadné

dodatky v souladu se zadk. ¢. 340/2015 Sb., o
Registru smluv.

Pujéitel/Lender:

Podpis/Signature:

18.

19.

20.

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.

This Contract is executed in two copies, of
which each contracting party shall receive
one.

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.

Jméno/Name: Vladimira Filipova, M.D., Procurist, GCO Country Head/prokuristkou, GCO Country Head

Datum/Date:

Vypljéitel/Borrower:

Podpis/Signature:

Jméno/Name: Bc. Petr Foltyn, ndméstek feditele pro informacni technologie/Deputy Director for Information

Technologies

Datum/Date:
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