LOAN AGREEMENT

SMLOUVA O VYPUJCCE

Entered into pursuant to Section 2193 ct seq. of
Czech Act No 89/2012 Coll., the Civil Code, as

uzaviend dle § 2193 a nasl. zak. ¢. 89/2012 Sb.,
obcansky zakonik, ve znéni pozdéjsich predpist

amended
I. L
The Parties Smluvni strany

Lender: H. Lundbeck A/S
with registered office at Ottiliavej 9, 2500 Valby,
Denmark

Pajcitel: H. Lundbeck A/S
s¢ sidlem na adrese Ottiliavej 9, 2500 Valby,
Dansko

Borrower: Méstska nemocnice Ostrava, funded
organisation

with its registered address at: Nemocniéni
898/20A, 728 80 Ostrava — Moravska Ostrava,
Czech Republic

ID No.: 00635162

VAT No.: CZ00635162

Vyplijcitel:  Méstska  nemocnice
prispévkova organizace
se sidlem na adrese Nemocni¢ni 898/20A, 728 80

Ostrava — Moravska Ostrava, Ceska republika

Ostrava,

1CO: 00635162
DIC: CZ00635162

Represented b irector zastoupe lig, feditel
IL Il
Subject Matter of the Contract Piedmét smlouvy
The Lender lends the Borrower for free use for its | PGj¢itel zapjcuje  vyptjciteli do  bezplatného

Ncurology department (hereinafter referred to as
the “Place of Performance”) solely for the use in
clinical trial named “Interventional, randomised,
double-blind, parallel-group, placebo-controlled
study of Lu AG09222 for the prevention of
migraine in patients with unsuccessful prior
preventive treatments” (hereinafter referred to as
the “Study”) as described in more detail in
protocol no. 19678A the following instruments:

ECG GE model MAC 2000 from eRT,

two e-diariecs — mobile phone Bluebird SF550,
Tablet Samsung Galaxy Tab A,

data logger,

min/max thermometer,

2 pieces of data logger,

tympanic body temperature thermometer,
refrigerated centrifuge and

materials: for Study Drug

(hereinafter referred to as “device™).

uzivani pro Neurologické oddéleni vyptjcitele
(dale jen ,,misto plnéni*) vyhradné pro pouZiti na
klinické hodnoceni s nazvem . JIntervenéni,
randomizované, dvojit€ zaslepené, placebem
kontrolované klinické hodnoceni s paralelnimi
skupinami hodnotici pFipravek Lu AG09222 v
prevenci migrény u pacienti s neuspéSnou
piedchozi preventivni 1é¢bou“(dale jen ,,Studie®),
které je blize popsano v protokolu €. 19678A, nize
uvedené pfistroje:

EKG piistroj GE model MAC 2000 ze spolecnosti
eRT,

2x e-diaf —- mobilni telefon Bluebird SF550,

Tablet Samsung Galaxy Tab A,

min/max teplomér,

2 kusy data loggeru,

usni teplomér k méreni télesné teploty,

chlazenou centrifugu a

material: k pfipravé a aplikaci Hodnoceného Iéku a
pro provedeni odbérh pro centralni laboratof

(déle jen , piistroj™).

111. 1.
Rights and obligations of the Contracting Prava a povinnesti smluvnich stran
parties

1. The Lender undertakes to transport the devices
in a condition capable of normal use free of
charge to the Borrower at the place of
performance, to install them and put them into

1. POjéitel se zavazuje piistroje ve stavu
schopném bézného uZivani bezplatné dopravit
vypajciteli do mista plnéni, instalovat je a
uvést do provozu. Po uvedeni do provozu bude

operation. After commissioning, the handover sepsan  pfedavaci  protokol  podepsany
protocol will be drawn up signed by the lender pujcitelem a vypujcitelem.
and the borrower.




Similar ~ Authorities  with  all necessary
cooperation and documentation in performing
the controls related to this Agreement.

- The Lender undertakes, if required, to supply | 2. Pijcitel se zavazuje, pokud Je to vyzadovéno,

the device with operating instructions and other k pristroji dodat ndvod k obsluze a dalg
documentation required by legal regulations, dokumentaci, kterou vyZaduji pravni piedpisy
and that it is not a completely new device, the a v pfipad¢, ze nejde o Gplné novy pfistroj,
current  protocol on the implementation of aktualni protokol o provedeni BTK ve smyslu
safety and technical control in accordance with zdkona o zdravotickych prostredcich
the law on medical devices (evidence valid (doloZeni platné BTK).
control).
At the Borrower's request, the Lender | 3. Pajcitel se zavazuje provést na Zadost
undertakes to provide free instruction in the vypujcitele, nebo pokud tak vyzaduji pravni
operation of the equipment at the Borrower's piedpisy  bezplatnou  instruktaz obsluhy
request and is obliged to provide at its own piistroji a déle je povinen zajistit na vlastni
expense all repairs and servicing of the naklady veskeré opravy a servis pfistroji,
equipment, their routine maintenance and Jejich béznou udrzbu a potiebné nahradni dily,
hecessary spare parts as well as all prescribed JjakoZ i veSkeré predepsané kontroly, prohlidky
inspections. a revize piistroja.

- The Borrower undertakes to use the device in | 4. Vypiij¢itel se zavazuje uzivat piistroj v
accordance with this contract, legal regulations souladu s touto smlouvou, pravnimi predpisy a
and operating instructions and is not entitled to navodem k obsluze a neni opravnén pienechat
let the device into use to a third party. pfistroj do uzivéni tfeti osobég,

The Borrower undertakes to return the | 5. Vypujcitel se  zavazuje  vratit piistroje
instruments undamaged and in a state nepoSkozené a ve stavu odpovidajicim
corresponding to normal wear and tear to the béznému opotiebeni pljciteli po skondeni
Lender after the loan has ended. The devices vypiljcky. Vraceni piistrojii bude provedeno v
will be returned at the place of performance on misté plnéni na zakladé pisemného protokolu
the basis of a written protocol signed by the podepsané¢ho  pujditelem a  ze strany
Lender and the Borrower by an authorized vypujCitele opravnénym pracovnikem OBMI
employee of the Department of Biomedical oddéleni biomedicinského inZenyrstvi.
ingeneering,

1V, Iv.

Loan time Doba vypijéky

The loan is arranged for the duration of the | 1. Vypljcka se sjednavd na dobu provadéni
Study. klinického hodnoceni.
This Agreement may be terminated by written | 2. Tuto smlouvu je moZno ukonéit pisemnou
agreement of the Parties. dohodou smluvnich stran.

V. V.

Other Provisions Ostatni ujednani
The Lender agrees to disclose or disclose all | 1. Pijcitel  souhlasi se zpfistupnénim nebo
the particulars of this contractual relationship. zvefejnénim  vSech  ndleZitosti  tohoto
smluvniho vztahu.

The Lender shall provide the Control and | 2. Pijcitel poskytne kontrolnim a obdobnym

organdm veSkerou potiebnou soucinnost a
dokumentaci pii vykonu kontrol tykajicich se
této smlouvy.

VI.
Final provisions

V1.
Zaiveérena ustanoveni




. The legal relationship hereunder follows the

provisions of the Civil Code.

Pravni vztahy neupravené touto smlouvou sc
fidi piislusnymi ustanovenimi ob&anského
zakoniku.

. The Contracting Parties agree that they will

exclusively use the written form for the
conclusion of this Agreement and that they will
not be bound if this form is not observed. This
Contract is drawn up in 2 counterparts, of
which cach Contracting Party shall receive one
counterpart.

Smluvni strany s¢ dohodly, Ze pro uzavieni
této smlouvy uZiji vyhradng pisemnou formu a
Ze nechtéji byt vaziny, nebude-li tato forma
dodrZena. Tato smlouva se vyhotovuje ve 2
stejnopisech, z nich? kazda smluvni strana
obdrZi jedno vyhotoveni.

. Any prior oral or written agreement of the

parties that matches its content with the content
of this Agreement shall not be considered
binding.

Veskeré piedchozi ustni nebo pisemné
ujedndni smluvnich stran shodujici se svym
obsahem s obsahem této smlouvy, nejsou
povaZovany za zavazné.

. This

Agreement may be amended and
supplemented by agreement of the Parties only
in the form of written numbered amendments.

Tuto smlouvu lze ménit a dopliovat po
dohod€ smluvnich stran pouze ve formé
pisemnych &islovanych dodatkd.

. If the value of the subject of this Agreement

exceed the amount of CZK 50,000, the
Borrower, as an organization funded from the
state budget, is obliged to publish this contract
in the Register of Contracts pursuant to Act No.
340/2015 Coll., on the Register of Contracts, as
amended.

Presahuje-li hodnota predmétu této smlouvy
¢astku 50.000,- K¢ bez DPH, je vypijéitel
jako piispévkovd organizace povinen tuto
smlouvu uvefejnit v registru smluv dle zakona
¢. 340/2015 Sb., o registru smluv, ve znéni
pozdéjSich predpisi.

6.

This contract comes into force and becomes
effective on the date of signature by the
representatives of both contracting parties; it
the Donee is obligated to publish this contract
under Act No. 340/2015 Coll., on the Register
of Contracts, as amended, the contract becomes
effective on the date it is published in the
Register of Contracts regardless of the first
sentence of this paragraph.

Tato smlouva nabyva platnosti a uUginnosti
okamzikem jejiho podpisu opravnénymi
zéstupci obou smluvnich stran, v piipadé
povinnosti vypujéitele uvetejnit tuto smlouvu
dle zakona ¢. 340/2015 Sb., o registru smluv,
ve znéni pozdéjSich predpisii, nabyva tato
smlouva Gc¢innosti dnem uvefejnéni v registru
smluv a to nezdvisle na vét€ prvni, tohoto
odstavce.

. This Agreement shall be governed by and

construed in accordance with the laws of the
Czech Republic. All disputes arising out of this
Agreement will be resolved by the court of the
Czech Republic of competent jurisdiction.

Tato Smlouva se fidi a vyklada podle platnych
zékont Ceské republiky. Veskeré spory z této
Smlouvy budou feSeny pred prislugnymi
soudy Ceské republiky.

. The Agreement is drawn up in English and in

Czech language versions. In case of any dispute
Czech language version shall prevail.

Tato Smlouva je vyhotovena v anglickém a
Ceském  jazykovém  znéni. V  pripadé
Jjakéhokoli rozporu bude rozhodujici ceska
jazykovid verze,




Lender / Pijcitel: CRO prostiednictvim plné moci jménem spoleénosti H. Lundbeck A/S / by CRO
through power of attorney on behalf of H) Lundbeck A/S

tunkce / Iitle:

Borrower / Vypiijéitel: Méstskd nemocnice Ostrava,piispévkovd organizace

Datum / Date:
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