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SMLOUVA O VYPUJCCE

Tato SMLOUVA (déle jen ,Smlouva o vypiijcce®)
uzaviend podle ustanoveni § 2193 a nasl. ob¢anského
zakoniku se sjednava k datu podpisu posledni smluvni
stranou (dale jen ,,.Datum ucinnosti‘) mezi

PROTHENA BIOSCIENCES LIMITED, se sidlem 77
Sir John Rogerson’s Quay, Block C, Grand Canal
Docklands, Dublin 2, D02 T804, Irsko (dale jen
»Zadavatel*) a

zdravotnickym zafizenim Fakultni nemocnice Ostrava
se sidlem na adrese 17. listopadu 1790, 708 52 Ostrava,
Ceska republika, ICO: 00843989, DIC: CZ00843989, ve
vécech této smlouvy je opravnén jednat a podepisovat: Ing.
Marek TabasSek, Ph.D., naméstek feditele pro techniku a
provoz povéfen zastupovanim nameéstka feditele pro
centralni nakup na zaklad¢ povéereni ze dne 3.8.2021 (dale
jen ,,Zdravotnické zarizeni),

v souvislosti se STUDII provadénou podle PROTOKOLU
NEODO001-301 ,,Randomizovana, multicentricka,
dvojité zaslepena, placebem kontrolovana, studie faze
3 hodnotici u¢innost a bezpec¢nost standardni péce plus
birtamimab oproti standardni péc¢i plus placebo u
subjektu s amyloidozou (AL) IV. stadia podle Mayo”
(dale oznacovanym spolecné se vS§emi zmeénami a dodatky,
které jsou soucasti tohoto dokumentu ve formé odkazu,
pojmem ,PROTOKOL®), (dile jen ,STUDIE®),
STUDIE bude provadéna v Fakultni nemocnici Ostrava,
XXXXXXXXXXX, 17. listopadu 1790, 708 52 Ostrava, Ceska
republika (dale jen ,,Centrum klinického hodnoceni®).
Zadavatel a Zdravotnické =zafizeni mohou byt dale
jednotlivé oznacovény jako ,.Smluvni strana“ anebo
spolecné¢ jako ,Smluvni strany“. Zadavatel najal
Pharmaceutical Research Associates CZ, s.r.o. a jeji
pridruzené subjekty (dale jen ,,PRA®), aby pomohly
Zadavateli s provadénim urcitych ¢innosti souvisejicich s
klinickym hodnocenim jménem Sponzora. Zdravotnické
zafizeni bere na védomi, ze PRA bude plnit nékteré
povinnosti Zadavatele podle této Smlouvy, a souhlasi se
spolupraci s PRA. Veskeré pokyny poskytnuté spolecnosti
PRA budou pro tucely této Smlouvy povazovany za
pokyny Zadavatele.

Smluvni strany se dohodly na nasledujicim:

Zdravotnické zatizeni a Zadavatel uzavieli SMLOUVU O
KLINICKEM HODNOCENI podepsanou dne ........... ,
evidovanou u  Zdravotnického  zfizeni pod  ¢.
017/0VZ/21/048-P (dale jen ,Smlouva o KH®), a to
v souvislosti se STUDII.
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LOAN AGREEMENT

THIS AGREEMENT (the “Loan Agreement”),
concluded according to provisions of Section 2193 et
seq. of the Civil Code, is effective on the date of last
signature hereof (the “Effective Date”), by and
between

PROTHENA BIOSCIENCES LIMITED, located
at 77 Sir John Rogerson’s Quay, Block C, Grand
Canal Docklands, Dublin 2, D02 T804, Ireland (the
“Sponsor”) and

Fakultni nemocnice Ostrava having an address at
17. listopadu 1790, 708 52 Ostrava, Czech Republic,
ICO (company ID number): 00843989, VAT ID:
CZ00843989, person authorized to act and sign in
respect of this Agreement: Ing. Marek Tabasek, Ph.D.
Deputy Director for Technology and Operations
authorized to represent the Deputy Director for
Central Purchasing on the basis of the authorization
dated 3-Mar-2021 (the "Institution"),

in connection with a STUDY conducted pursuant to
PROTOCOL NEODO001-301 “A Phase 3,
Randomized, Multicenter, Double-Blind,
Placebo-Controlled, Efficacy and Safety Study of
Birtamimab Plus Standard of Care vs. Placebo
Plus Standard of Care in Mayo Stage IV Subjects
with Light Chain (AL) Amyloidosis” (together
with any amendments thereto, the “PROTOCOL”
which are incorporated herein by reference) (the
“STUDY”), STUDY will be conducted at Fakultni
nemocnice Ostrava, XxxxxxxxxxX, 17. listopadu
1790, 708 52 Ostrava, Czech Republic (the “Study
Site”). Hereafter, Sponsor and Institution may be
referred to individually as a “Party” or collectively
as the “Parties”. Sponsor has engaged
Pharmaceutical Research Associates CZ, s.r.o.
and its affiliates (“PRA”) to assist Sponsor by
performing certain clinical trial-related services on
behalf of the Sponsor. Institution acknowledge that
PRA will perform some of Sponsor’s obligations
under this Agreement, and agree to cooperate with
PRA. Any instructions provided by PRA will be
deemed to be instructions by Sponsor for purposes of
this Agreement.

The Parties agree as follows:

The Institution and Sponsor entered into CLINICAL
TRIAL AGREEMENT signed on ...............

registered at Institution under no. 017/OVZ/21/048—
P (the “CTA”) in connection with the STUDY.
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Aby Zdravotnické zafizeni mohlo vykonavat své
povinnosti podle Smlouvy o KH, potiebuje urcité
vybaveni (definované nize), o které pozadalo
Zadavatele a Zadavatel se zavazal je poskytnout, sam
¢i prostfednictvim zastupce, na zaklad€ ustanoveni a
podminek této Smlouvy o vypujcce.

Zadavatel poskytne Zdravotnickému  zafizeni
bezplatn¢  nasledujici  vybaveni (dale jen
»Vybaveni®) pouze k provedeni STUDIE v Centru
klinického hodnoceni, které bude vraceno v souladu
se Smlouvou:

ECG pristroj, MAC2000

Specifikace Vybaveni poskytnuta samostatné.
Vyrobce: GE Healthcare

Cena: Xxxxxx

Vyrobni ¢islo: .....o.ooevnnee.

Zdravotnické zatizeni podepise pii prevzeti Vybaveni
potvrzeni o doruceni.

Zadavatel je povinen zajistit, aby Vybaveni, vCetné
jakéhokoli nainstalovaného softwaru, bylo v souladu
s platnymi pravnimi pfedpisy a nafizenimi.

Do tii (3) pracovnich dni od doruceni Vybaveni
oznami Zdravotnické zafizeni Zadavateli veSkeré
vady Vybaveni, které zabranuji jeho spravnému
vyuziti k provedeni STUDIE. V takovém pfipad¢
Zadavatel tyto vady provéfi a Zdravotnickému
zatizeni poskytne nové Vybaveni.

Zdravotnické zafizeni prohlasuje, Ze zajisti, aby ono
samo 1 Zkousejici a povéfeni pracovnici Centra
klinického hodnoceni zapojeni do provadéni
STUDIE (dale jen ,,Tym Studie®):

a. pouzivali Vybaveni pouze pro ucely STUDIE
v Centru klinického hodnoceni v plném souladu
s podminkami Smlouvy o KH, PROTOKOLU,
touto Smlouvou a nikoliv pro jiny ucel, a aby
zajistili, ze Vybaveni bude pouzivat vyhradné
Tym Studie;

b. aby se Zdravotnické zatfizeni i Tym Studie peclivé
obeznamil s technickymi udaji, bezpecnostnimi
prvky, funkcemi apod. Vybaveni; a

c. vzdy pouzivali Vybaveni v souladu
technickymi moznostmi a parametry;

s jeho
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1. In order to perform its obligations under the CTA,
Institution requires certain Equipment (as defined
below) and which has requested it to Sponsor and
Sponsor has agreed to provide it, itself or through
a representative, under the terms and conditions

of this Loan Agreement.

2. The Sponsor shall provide to the Institution, at no
charge, the following equipment (the
“Equipment”) for the performance of the
STUDY at the Study Site only and to be returned
according to this Agreement:

ECG machine, MAC2000

Equipment specification provided separately.
Manufacturer: GE Healthcare

Value: xxxxx

Serial number: ...................

Institution shall sign on the acknowledgement of
delivery upon receipt of the Equipment.

The Sponsor shall be responsible for ensuring
that the Equipment, including any software
installed, is compliant with applicable laws and
regulations.

Within three (3) business days from the delivery
of the Equipment, the Institution will notify
Sponsor of any defects that prevent its proper use
for the conduct of the STUDY. In such case,
Sponsor shall verify such defects and provide
Institution with a new Equipment.

3. Institution represents that it will and that it will
cause the Investigator and the authorized Study
Site’s personnel involved in the conduct of the
STUDY (the “Study Team”), to:

a. only use the Equipment for the conduct of
the STUDY at the Study Site in full
compliance with the provisions of the CTA
the PROTOCOL, this Agreement and for no
other purpose and to ensure the Equipment
shall be exclusively used by the Study
Team;

b. thoroughly familiarize itself and the Study
Team with the technical details, safety
features, function, etc. of the Equipment;
and

c. use the Equipment, according to its

technical capacities and specifications at all
times;
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4.

d. az do jeho navraceni Zadavateli nebo do ukonceni
této Smlouvy o vypujcce skladovali Vybaveni
vzdy bezpecné a piijali veskera nezbytna opatieni
k zajisténi jeho bezpecnosti.

Zdravotnické zafizeni vyslovné souhlasi, ze bez
pisemného souhlasu Zadavatele nepfeda Vybaveni ani
neumozni za zadnych okolnosti jakékoli tfeti strané
vyuzivat Vybaveni.

Zdravotnické zatizeni neni opravnéno jakkoli upravovat
Vybaveni, a zadné opravy Vybaveni nelze provadét bez
predchoziho pisemného souhlasu Zadavatele. Zadavatel
se zavazuje provadét preventivni prohlidky, servis,
pravidelnou udrzbu a kalibraci (validace) Vybaveni,
pokud je vyrobcem doporucena.

Zdravotnické zafizeni neprodlené pisemné vyrozumi
Zadavatele o pfipadné poruse Vybaveni.

V ptipadé¢ ztraty, poSkozeni nebo zni¢eni Vybaveni o tom

Zdravotni zafizeni neprodlené pisemné vyrozumi
Zadavatele a Zadavatele nebo jeho zastupce. V piipadé
ztraty, poskozeni (vétSim nez pii bézném opotiebeni)
nebo zniCeni Vybaveni, zatimco je v drzbé nebo pod
kontrolou  Zdravotnického  zafizeni, které je
zpuisobenonespravnym  uloZzenim, nespravnym  ¢i
nevhodnym pouzitim nebo nerespektovanim kterékoli
podminky této Smlouvy nebo pokyni Zadavatele nebo
vyrobce, bude Zdravotnické zafizeni odpovédné za
naklady za opravu nebo nadhradu dané¢ho Vybaveni.

8. Zdravotnické zafizeni se zavazuje umoznit Zadavateli

pristup do Centra klinického hodnoceni za ucelem
kontroly, zda je Vybaveni uZzivano v souladu
s podminkami této Smlouvy o vypujcce, Smlouvou o
KH a PROTOKOLEM.

9. Zdravotnické zafizeni uznava a souhlasi s tim, Ze Vybaveni

je a zistane vyhradnim a vyluénym majetkem
Zadavatele nebo piipadné Zadavatelova zastupce.
Zdravotnické zafizeni na naklady Zadavatele vrati
Vybaveni Zadavateli do patnécti (15) dnit od obdrzeni
pisemné Zadosti od Zadavatele, nebo po ukonceni
platnosti této Smlouvy o vypiijcce ¢i ukonc¢eni STUDIE.
Zadavatel ma pravo vyzadat si kdykoli a z jakéhokoli
divodu vraceni Vybaveni, vCetné jeho vraceni pred
ukonéenim STUDIE, v souladu s podminkami této
Smlouvy o vypidjcce nebo jakéhokoli piislusného
zékona, pravidla nebo ptedpisu. Zadavatel ma pravo
pozdrzet jakékoli platby splatné podle Smlouvy o KH,
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d. provide at all times a safe storage for the
Equipment until its return to or Sponsor or
until the termination of this Loan
Agreement and shall take all the necessary

precautions in order to ensure its safety.

The Institution expressly agrees that it will not
transfer the Equipment or make it available to any
third party under any circumstances without the
or Sponsor’s prior written approval.

5. The Institution has no right to modify in any way

7.

9.

the Equipment and no repairs of the Equipment
will be made without Sponsor’s prior written
approval. The Sponsor undertakes to perform
preventive  inspections,  service,  regular
maintenance and calibration (validation) of the
Equipment, if recommended by the
manufacturer.

Institution shall immediately notify Sponsor in
writing in case of Equipment’s malfunctions.

If the Equipment is lost, damaged or destroyed,
Institution will immediately notify Sponsor in
writing and Sponsor, or its representative, In the
event that Equipment is lost, damaged (exceeding
normal wear and tear) or destroyed whilst in
Institution possession or control for, caused by
incorrect storage, incorrect or inappropriate
usage or non compliance with any term of this
Agreement or instruction of Sponsor or the
manufacturer, Institution shall be liable for the
cost of repair or replacement of the affected
Equipment.

The Institution is obliged to allow the Sponsor to
access the Study Site for the purpose of
performing an inspection to ensure the
Equipment is used in accordance with the
provisions of this Loan Agreement, the CTA, and
the PROTOCOL.

Institution acknowledges and agrees that the
Equipment is and shall remain exclusive and sole
property of the Sponsor or Sponsor’s
representative, as applicable. Institution, at
Sponsor’s expense, will return the Equipment to
Sponsor within 15 days of Sponsor’s written
request or upon termination of this Loan
Agreement or the completion of the STUDY.
Sponsor has the right to request return of the
Equipment for any reason at any time, including
prior to the termination of the STUDY, pursuant
to the terms of this Loan Agreement or any
applicable law, rule or regulation. Sponsor has
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nevrati
vraceno

dokud Zdravotnické zafizeni
Vybaveni  bude  Zadavateli
Zdravotnického zafizeni.

Vybaveni.
v sidle

10. Tato Smlouva o vypiijcce byla vyhotovena v anglickém

11.

a Ceském jazyce. V ptipad€ rozporti nebo nesrovnalosti
mezi anglickou a Ceskou jazykovou verzi ma piednost
verze Ceska. V pripadé€ rozporti nebo nesrovnalosti mezi
podminkami Smlouvy o KH a podminkami Smlouvy o
vyptjcce, plati podminky Smlouvy o KH.

Tato Smlouva o vyptijcce plati od Data tc¢innosti do
uplynuti doby platnosti nebo zruSeni Smlouvy o KH,
nebo do dokonceni STUDIE. Zadavatel muize tuto
Smlouvu o vypijcce kdykoli a z jakéhokoli divodu
zrusit na zakladé¢ pisemného oznameni zaslaného
Zdravotnickému zatizeni.

12. Smlouva o vyptijcce je vyhotovena ve dvou stejnopisech,

znichz kazda smluvni
vyhotoveni.

strana obdrzi po jednom
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the right to postpone any payments due under the
CTA until Institution returns the Equipment. The
equipment will be returned to the Sponsor at the
location of the Institution.

This Loan Agreement has been drafted in English
and Czech languages. In case of any discrepancy
or contradiction between the different language
versions, the Czech language shall prevail. In
case of any discrepancy or contradiction between
the terms of the CTA and the terms of this Loan
Agreement, the terms of the CTA shall prevail.

This Loan Agreement is effective from its
Effective Date until expiry or termination of the
CTA or completion of the STUDY. This Loan
Agreement may be terminated by the Sponsor at
any time and for any reason upon written
notification to Institution.

This Loan Agreement is executed in two copies,
of which each contracting Party shall receive one.
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NA DUKAZ TOHO Smluvni strany uzaviely tuto IN WITNESS WHEREOF, the Parties have entered into
Smlouvu o vyptjéce ke dni uginnosti, prostfednictvim this Loan Agreement as of the Effective Date by their

svych zplnomocnénych zastupci. duly authorized representatives.

PROTHENA BIOSCIENCES LIMITED

Podpis/By:
Podpis opravnéné osoby / Authorised Signatory

Jméno/Name:

Titul/Title:

Datum/Date:

FAKULTNi NEMOCNICE OSTRAVA

Podpis/By:
Podpis opravnéné osoby / Authorised Signatory

Jméno/Name: Ing. Marek Tabasek, Ph.D.

Titul/Title:  Deputy Director for Technology and Operations authorized to represent
the Deputy Director for Central Purchasing on the basis of the
authorization dated 3.8.2021/ Naméstek feditele pro techniku a provoz
povéfen zastupovanim naméstka feditele pro centralni nakup na zdkladé
povéfeni ze dne 3.8.2021

Datum/Date:
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