Loan Agreement

L
Contracting Parties:

Smlouva o vypiijéce

L
Smluvni strany

Fakultni nemocnice Olomouc, with registered
address at 1. P, Pavlova 185/6, 779 00 Olomouc,
Czech Republic, Company ID No.: 00098892,
Tax ID No.: CZ00098892, represented by Prof.
Roman Havlik, M.D., Ph.D., Director
(Hereinafter referred to as the “Borrower™)

And

F. Hoffmann-La Roche Ltd, headquartered in
Grenzacherstrasse 124, 4070 Basel, Switzerland
(,sSponsor” or ,,Lender), and

Labcorp Drug Development Inc., with its
registered seat at 206 Carnegie, Center Princeton,
New Jersey, 08540-6233, US, DIC 22-3265977
and its structural unit of legal entity Covance
Clinical and Periapproval Services Limited,
organizaéni slozka, V Parku 2343/24, 148 00
Prague 4, Czech Republic

Represented by:Robert Chudadek

Company ID: 273 70 976

VAT ID: CZ27370976

The organisation is registered with the
Commercial Register maintained by Municipal
Court in Prague

(hereinafter referred to as the "CRO")

in accordance with the provisions of Section
2193 et seq. of Act No. 89/2012 Coll., the Civil
Code, are entering into the following Agreement:
1L
Subject of the Agreement
The Lender leaves the following equipment to the
Borrower for free use:

"ERT - ECG, Central |

Fakultni nemocnice Olomouc, s¢ sidlem 1. P.
Pavlova 185/6, 779 00 Olomouc, Ceska republika,
IC: 00098892, DIC: CZ00098892, zastoupena
prof. MUDr. Romanem Havlikem, Ph.D,,
feditelem

(dale jen “vypujéitel”)

a

F. Hoffmann-La Roche Ltd, se sidlem
Grenzacherstrasse 124, 4070 Basilej, Svycarsko,
(,,Sponsor” or ,pijéitel“‘)a

Labcorp Drug Development Inc., se sidlem na
adrese 206 Carnegie Center Princeton, New
Jersey, 08540-6233, USA, DIC 22-3265977 a jeji
pfidruZené spole¢nosti Covance Clinical and
Periapproval Services Limited, organizacni
sloka, V Parku 2343/24, 148 00 Praha 4, Ceska
republika,

zastoupena: Robertem Chudackem, manazerem
IC: 273 70 976

DIC: CZ27370976

Spole¢nost je zapsana v OR vedeném u
Méstského soudu v Praze
(dale jen “CRO™)

uzaviraji v souladu s ust. § 2193 a nasl. zak. ¢.
89/2012 Sb. Ob¢. zik. nasledujici smlouvu:

II.
Piedmét smlouvy
Pujcitel pfenechava vypljciteli nezuZivatelnou
véc k bezplatnému uzivani

MAC 2000 ECG Machine /
Imaging, Lung
Biopsies / ERT - SIP Lung Biopsy Kits /

EKG, centralni &tent,
Biopse plic

shipment with 2 kits.




Total quantity for site
Kepends on the
recruitment. / Inicialni
mnoZstvi — 2. Celkové
mnoZstvi zaleZi na
poctu nabranych
pacientil.

Yprime - Electronic
Clinical Outcome

Tablet Device

540.00

Assessment (eCOA)
Vitalograph - 6600 COMPACT workstation: / |l Spirometer E‘ See specific
Spirometry, SMWT, | Workstation 6600 COMPACT: able
Borg Scale, DLco / 1 tablet for SMWT  [Vitalograph
Vitalograf — - Customized Spirotrac equipment
Spirometrie,. software for manual DLco Data |l back-up USB device values
6MWT, Borg 3kala, | Capture, 6SMWT and COMPACT
DLco Spirometry testing / Expert
Workstation
- Backup USB drives / and
fccessories*. /
Printer/scanner / Viz konkrétni

- 3 L Precision Syringe

- Pack(s) BVE/Noseclips
(50)/

For connection to Site internet
(required for transmissions to
CDMS) /

- WiF1 Adaptor /
- Ethernet cable /

Tablet with customized
Spirotrac software for 6SMWT
tablet /

6600 kompaktni pracovni
stanice

- Pfisptisoben Spirotrac
software pro manual DLco Data
Capture, 6MWT a test
spirometrie

tabulka
Hodnoty
zatizeni
Vitalograph
COMPACT
Expert
Workstation a
pfisluSenstvi *




Tiskarna / skener

nos (50)
Pro pfipojeni k internet na

CDMS)

kabel

Tablet s prispusobenym

zalozni USB disky

3 L. piesna stiikacka

Baleni BVF/spony na

pracovisti (nutné pro prenos do

WiFi Adapter

Ethernetovy

Spirotrac softwarem pro 6MWT

tablet
*

Equipment/Vybaveni Hodnota /Value €
Compact Workstation 3071.08
Syringe 262.08
BVF's 91.01
HP Envy 7155 Printer 142.75
Microsoft Surface Go 2 tablet 397.45
HP Officejet 8015 108.52

“Ethernet/RJ45 Cable 12.52
WiFi Adaptor 16.70
Pulse Oximeter 563.49
6MWT Kit (stopwatch, lap counter, tape and 20.87
cones)
-70 C freezer and thermometer 484
Sphygmomanometer 216

Hereinafter together referred to as the Equipment/ Spole¢né dale jen pfistroj.

Also, the Lender declares the above-mentioned
Equipment is suitable for proper use and its
condition complies with applicable regulations.
To the extent the Equipment is qualified as a
medical device, the Lender declares the
manufacturer has issued a declaration of
conformity to the subject item in accordance with
Czech law.

Pajcitel soucasné prohlasuje, Ze vySe uvedeny
pfistroj je zpiisobily k fadnému uZivani a jeho stav
odpovida pfislusnym ptedpisim. V rozsahu v
jakém je piistroj povaZovan ya zdravotnické
vybaveni, pijcitel prohlasuje, Ze vyrobce vydal
prohlaseni o shodg k pfedmétu smlouvy v souladu
s eskymi pravnimi pfedpisy.




Any repairs, maintenance, inspections (electrical,
pressure, gas) and servicing of the Equipment,
including — to the extent applicable - authorized
maintenance according to Section 65 of Act
89/2021 Coll., on Medical Devices, or according
to the manufacturer's recommendations,
calibration and validation will be arranged by the
Lender (No Lender prompt shall be required for
periodic  activities). Unless such repair,
maintenance, inspection or servicing have been
caused by Borrower’s negligence, wilful
misconduct or breach of this Agreement, Lender
shall bear the costs of such intervention. Copies of
reports on inspections, service interventions,
revisions, calibrations and validations shall be
sent to the Borrower immediately.

111
Borrower Responsibilities

The Borrower shall use the Equipment properly,
appropriately to the item's nature, in accordance
with its Instructions for Use and exclusively for
the purpose of the Clinical Trial No. WA42293
and WAS42204.

The Borrower shall protect the borrowed Device
from damage, loss and/or destruction. No third
party use is allowed. When the Loan Period
expires, the Borrower shall return the Equipment
to the Lender subject terms of the Article I1, in the
condition it was delivered, except for wear and
tear from normal use. Borrower shall be liable for
all damages caused by Borrower’s negligence,
wilful misconduct or breach of this Agreement..

Iv.

Loan Period
The Loan Period shall correspond to the duration
of the Clinical Trial No. WA42293 and
WA42294
The Parties may terminate the L.oan by mutual
agreement.
The Lender may request an early return of the
Equipment if the Borrower's use of the Equipment
is in violation hereof.

Under circumstances that the Iender could not
have foreseen, the Borrower shall return the
Equipment early at the Lender's request.

If the Borrower desires to return the Equipment
early and such a return would be an inconvenience
for the Lender, such a return is subject to the
Lender’s consent.

Veskeré opravy, udrzbu, revize (clektrické,
tlakové, plynové) a servis pfedmétu vypiijcky
(jak je vyzadovano s ohledem na pfedmet
vypujcky) véetné provadéni odborné adrzby dle §
65 zakona 89/2021 Sb., o zdravotnickych
prostfedcich, nebo dle doporuéeni vyrobce,
kalibrace a validace bude provadét na své naklady
pljéitel (v pfipadé periodickych &innosti bez
vyzvani). VySe uvedené se nevztahuje na opravy,
GdrZbu, revize a servis pfedmétu vypiijeky, ktery
byl zplisoben nedbalosti, imyslnym opomenutim
a nebo v rozporu s touto smlouvu Vypujéitelem.
V téchto piipadech pfipadné ndklady hradi
Vypujéitel. Kopie protokold o provedenych
prohlidkach, servisnich zasazich, revizich,
kalibracich a wvalidacich budou neprodlené
zasilany vypujéiteli.
II1.
Povinnosti vypujcitele

Vypujéitel je povinen uvedeny pfistroj Fadné
uzivat pfiméfené povaze véci v souladu
s niavodem k jeho obsluze vyhradné pro potifeby
Studie Protokol: WA42293 a WA42294

Vypijcitel je povinen zapijéeny pristroj chréanit
pfed poskozenim, ztratou nebo znidenim, nesmi
jej predat k uzivani tfetim osobam. Po skonéeni
vypujéky je vypujditel povinen piistroj dle L. 11
této  smlouvy vratit pijciteli ve stavu
odpovidajicimu dobé¢ jeho uZivani.

V.

Doba vypujcky
Doba vypiijcky je stanovena na dobu klinického
hodnoceni &. WA42293 a WAS42294
Smluvni ukonéit  vypijcku
dohodou.
V ptipadé, Ze by vypujcitel uZival pfistroj
v rozporu s touto smlouvou, je pujéitel opravnén
pozadovat jeho vraceni i pfed skon¢enim doby
vypujcky.
Smluvni sirany se dohodly, Ze z divodu, ktery
nemohl pijéitel pfedvidat, bude za zakladé
pozadavku piijéitele piistroj pfed&asné vracen.
Pokud by vypiijcitel cht&l pristroj pfedasné vratit
a pijciteli by ztoho vznikly potiZe, miZe tak
uéinit jen se souhlasem pujCitele.

strany mohou




V.
Final Provisions
This Agreement enters into force and effect on the
day when signed by both Parties. If this
Agreement is required to be posted in the Contract
Register in accordance with Act No. 340/2015
Coll., the Agreement enters into effect as of the
day of such posting.

This Agreement shall be drawn up in duplicate,
and each Contracting Party shall receive one copy.

Any updates hereto shall be made by a written
amendment agreed upon by both Parties.

Each Contracting Party shall notify the other Party
of any potential changes in their details including
their name, registered office, and/or statutory
body within 30 days.

This Agreement shall be governed by and
construed in accordance with the law of the state
of Czech republic. Disputes arising out of or in
connection with this Agreement shall be resolved
by competent courts of the Czech Republic.

In the event of a conflict between the Czech and
English version of this Agreement, the Czech
versi i

revail.

V.
Zavéredn4 ustanoveni
Smlouva nabyva platnosti a i¢innosti dnem jejiho
podpisu obéma smluvnimi stranami, v pfipadé, ze
se na tuto smlouvu vztahuje povinnost jejiho
uveiejnéni v souladu se zakonem ¢&. 340/2015 Sb.,
o registru smluv, nabyva G¢innosti dnem jejiho
zvetejnéni v registru smluv.

Vyhotovuje se ve dvou stejnopisech, po jednom
pro kazdou smluvni stranu.

Jakékoliv zmény této smlouvy budou fesSeny
pisemnym dodatkem se souhlasem obou
smluvnich stran.

Smluvni strany se zavazuji, Ze sdéli ve lhit¢ 30
dnil zmény v oznaCeni (nazev, sidlo, statutirni
zastupce) druhé smluvni strané.

Tato smlouva se fidi a je vykladana v souladu se
zékony stétu Ceské republiky. Spory vzniklé z této
Smlouvy nebo v souvislosti s touto Smlouvou
budou feseny ptislusnymi soudy Ceské republiky.

V piipadé rozporu mezi ¢eskou a anglickou verzi,
maé pfednost a je rozhodujici verze ceska.






