Confidential Czech Republic/ Loan Agreement between Lender and Institution

Fakultni nemocnice v Motole, xxxxxx
FGTW2101

SMLOUVA O VYPUJCCE

Tato SMLOUVA (dale ,Smlouva®“) wuzaviena podle
ustanoveni § 2193 a nasl. obCanského zakoniku nabyva
platnosti ke dni podpisu posledni stranou a stava se ucinnou
dnem uvefejnéni dle zdkona ¢. 340/2015 Sb. (dale jen
»Datum u¢innosti*) mezi

spolecnosti Spole¢nost ICON Clinical Research Limited
se sidlem South County Business Park, Leopardstown,
Dublin 18, Irsko (dale jen ,Pujcitel) jednajici jako
nezavisly dodavatel spole¢nosti LFB Biotechnologies se
sidlem Zone d’activit¢ de Courtaboeuf 3, avenue des
Tropiques, 91940 Les Ulis, Francie (dale jen ,,Zadavatel*).
a

Fakultni nemocnici v Motole,

statni piispévkova organizace

V Uvalu 84

150 06 Praha 5

Ceska republika

ID No.: 00064203

VAT No.: CZ 00064203

Zastoupend XXXXXXXXXXXXXXXXXXXX, na zaklade
povéreni (dale jen ,,Vypijcitel®),

v souvislosti se STUDII provadénou podle
PROTOKOLU FGTw2101 »Multicentricka,
randomizovana, dvojit€é zaslepena, placebem

kontrolovana studie faze 3 s paralelnimi skupinami
hodnotici 1cinnost a bezpefnost Kkoncentratu
fibrinogenu (FGTW) pri zvladani krviceni u pacienti
podstupujicich komplexni chirurgicky zikrok na
srdci (véetné CPB)” (dile oznaCovanym spolecné se
vSemi zménami a dodatky, které jsou soucasti tohoto
dokumentu ve formé odkazu, pojmem ,,PROTOKOL*),
(dale jen ,,STUDIE*), zadanou LFB Biotechnologies
(dale jen ,,Zadavatel”). Pajcitel a Vypujéitel mohou byt
dale jednotlivé oznaCovany jako ,,Smluvni strana“
anebo spole¢né jako ,,Smluvni strany*.

Smluvni strany se dohodly na nasledujicim:

S tcinnosti k 21. bfezna 2025 uzavieli Pijcitel a Vypujcitel
SMLOUVU O KLINICKEM HODNOCENI (dale jen
»Smlouva 0 KH*), ato v souvislosti se STUDII.

1. Aby Vypujéitel mohl vykonavat své povinnosti
podle Smlouvy o KH, potfebuje uréité vybaveni
(definované nize), o které pozadal Pujcitele a ten se
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LOAN AGREEMENT

THIS AGREEMENT (hereinafter referred to as the
“Agreement”), concluded according to provisions
of Section 2193 et seq. of the Civil Code, is valid on
the date of last signature and effective on the date of
by publishing in accordance with the Act no.
340/2015 Coll. on the Register of Contracts (the
“Effective Date”), by and between

ICON Clinical Research Limited located at South
County Business Park, Leopardstown, Dublin 18,
Ireland (“Lender”), acting as an independent
contractor for LFB Biotechnologies located at Zone
d’activité de Courtabeeuf 3, avenue des Tropiques,
91940 Les Ulis, France (the “Sponsor). and

Fakultni nemocnice v Motole,
statni ptispévkova organizace
V Uvalu 84
150 06 Prague 5
Czech Republic
ID No.: 00064203
VAT No.: CZ 00064203
Represented by XXXXXXXXXXXXXXX, based
on authorization
(the “The Borrower™),

in connection with a STUDY conducted pursuant to
PROTOCOL FGTW?2101, “A  multicenter,
randomized, double-blind, placebo-controlled,
parallel, phase 3 study to assess the efficacy and
safety of fibrinogen concentrate (FGTW) in the
management of bleeding in patients undergoing
complex cardiac surgery (involving CPB) «
(together with any amendments thereto, the
“PROTOCOL” which are incorporated herein by
reference) (the “STUDY”), sponsored by LFB
Biotechnologies (the “Sponsor”). Hereafter, the
Lender and the Borrower may be referred to
individually as a “Party” or collectively as the
“Parties”.

The Parties agree as follows:

Effective on March 21st 2025, the Borrower and the
Lender entered into CLINICAL TRIAL
AGREEMENT (the “CTA”) in connection with the
STUDY.

1. In order to perform its obligations under the
CTA, the Borrower requires certain Equipment
(as defined below) and which has requested it to
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zavazal je poskytnout, sam ¢&i prostiednictvim
zastupce, na zaklad¢ ustanoveni a podminek této
Smlouvy.

Pujcitel nebo jeho zastupci poskytnou Vypujéiteli
bezuplatné docasné nasledujici vybaveni (dale jen
,»Vybaveni“) pouze k provedeni STUDIE:

Pumpa B-Braun pro podani IP Infusomat Space
8713050 (EU verze) - 126,

Vybaveni poskytnuta samostatné.

Cena: XXXXXXX

Vyrobni Cislo:

Nastavitelny infuzni stojan se 4 haky, Holtex,
OSA0084C-5725

Vybaveni poskytnuta samostatn¢.

Cena: XXXXXXX

Vyrobni Cislo:

Svorka na stojan pro pumpu B-Braun, 8713130
(Seda/kovova) — 1467

Vybaveni poskytnuta samostatné.

Cena: XXXXXXXX

Vyrobni Cislo:

Centrifuga Hettich, EBA 200 (220V / 50-60Hz) EU
- 227

Vybaveni poskytnuta samostatne.

Cena: XXXXXXXXX

Vyrobni ¢islo:

Vyrobni
protokolu.

Cisla budou wuvedena v piedavacim

Vyptujcitel podepise pii pfedani Vybaveni potvrzeni
o doruceni. Pfedanim Vybaveni se rozumi jeho
doprava, umisténi v prostorach Vypijcitele, uvedeni
do provozu, provedeni instruktaze, predani navodu
Kk pouziti a informace, ktera se vztahuji k
bezpeénému pouzivani, to vse v Ceské verzi.

Pujcitel je povinen zajistit, aby Vybaveni, vcetné
jakéhokoli nainstalovaného softwaru, bylo zpisobilé
k fadnému uzivani a jeho technicky stav odpovidal
ptislusnym normam a piedpisum. Pujcitel nebo jeho
zastupci Se zavazuji zajistit na vlastni naklady
pojisténi véci. Zataji-li pujcitel vypujéiteli vadu
vypljéené véci, nepieda-li vypujciteli potiebné
doklady Kk vyptjcené véci (uvedené v seznamu
poskytnutém s vyptjcéenou véci), nebo neseznami-li
vypujcitele dle predchoziho ustanoveni s provoznimi
pokyny kuzivani vypujéené véci a v disledku
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Lender and Lender has agreed to provide it,
itself or through a representative, under the
terms and conditions of this Loan Agreement.

2. The Lender or its representatives shall provide to
the Borrower, at no charge temporarily, the
following equipment (the “Equipment”) for the
performance of the STUDY

B-Braun pump for IP administration, Infusomat
Space 8713050 (EU verze) - 126,

Equipment specification provided separately
Value: XXXXXXXX

Serial number:

Adjustable IV pole stand w/4 hooks, Holtex,
OSA0084C-5725

Equipment specification provided separately
Value: XXXXXXXXX

Serial number:

Pole clamp for Space Pump B. Braun, 8713130
(Grey/Metal) - 1467

Equipment specification provided separately
Value: XXXXXXXXXX

Serial number:

Centrifuge Hettich, EBA 200 (220V / 50-60Hz)
EU - 227

Equipment specification provided separately
Value: XXXXXXXXX

Serial number:

Serial numbers will be listed in the handover
protocol.

The  Borrower shall sign  on  the
acknowledgement of delivery upon handover of
the Equipment. The handover of the Equipment
shall mean its transportation, placement at the
Borrower’s premises, commissioning,
instructional work, handover of the instructions
for use and information related to safe use, all in
the Czech version.

The Lender shall be responsible for ensuring
that the Equipment, including any software
installed is suitable for proper use and
technically compliant with applicable standards
and regulations. The Lender or its
representatives undertakes to arrange insurance
of the item at its own expense. Should the
Lender withhold from the Borrower a defect in
the Item on Loan, fail to deliver to the Borrower
the necessary documents for the Item on Loan
(listed in the list provided with the Item on
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tohoto wvznikne Vypujéiteli Skoda, je Pujcitel
povinen tuto nahradit Vypujciteli v plné vysi.
Ztézuje-li vada zdsadnim zplsobem uzivani véci
nebo znemoznuje-li zcela uzivani, mize Vypujcitel
vypoveédét tuto smlouvu pujciteli bez vypovédni
doby.

Do 24 hodin od doruéeni Vybaveni oznami
Poskytovatel spole¢nosti ICON  veskeré vady
Vybaveni, které zabraiuji jeho spravnému vyuziti
k provedeni STUDIE. V takovém ptipadé ICON
tyto vady provéii a Poskytovateli poskytne nové
Vybaveni.

3. Vypujcitel vyphjéenou véc piijima. Vypujcitel
prohlasuje, ze zajisti, aby on sam i Zkousejici a dalsi
poveteni pracovnici 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 vyhradn¢ Tym
Studie;

b. se Vypujcitel 1 Tym Studie peclivé obeznamil s
technickymi ~ udaji,  bezpe¢nostnimi  prvky,
funkcemi apod. Vybaveni; a

C. vzdy pouzivali Vybaveni v souladu s jeho
technickymi moznostmi a parametry;

d. az do jeho navraceni Pyjciteli nebo do ukonceni této
Smlouvy o vypuj¢ce skladovali Vybaveni vzdy
bezpecné a piijali veSkera nezbytnd opatieni k
zajisténi jeho bezpecnosti.

4. Vypujcitel vyslovné souhlasi, ze bez pisemného souhlasu
Pujcitele nepfedad Vybaveni jakékoliv tieti strané ani ji
neumozni za zadnych okolnosti vyuzivat Vybaveni.

5. Vypiujcitel neni opravnén jakkoli upravovat Vybaveni a
zadné opravy Vybaveni nelze provadet bez predchoziho
pisemného souhlasu Pujcitele. Vypujcitel se zavazuje
ponechat na Vybaveni vSechny popisky, Stitky, sériova
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Loan), or fail to notify the Borrower of
operating instructions for use of the Item on
Loan, and as a result the Borrower incurs
damage, the Lender shall be required to
reimburse the Borrower in full. If the defect
makes it difficult to use the item in a material
manner or makes it impossible to use it in its
entirety, the Borrower may terminate this
Agreement to the Lender without notice.

Within 24 hours from the delivery of the
Equipment, the Institution will notify ICON of
any defects that prevent its proper use for the
conduct of the STUDY. In such case, ICON
shall verify such defects and provide Institution
with a new Equipment.

3. The Borrower accepts the borrowed item. The
Borrower represents that it will and that it will
cause the Investigator, and the other 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.

d. provide at all times a safe storage for the
Equipment until its return to the Lender or
until  the termination of this Loan
Agreement and shall take all the necessary
precautions in order to ensure its safety.

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

5. The Borrower has no right to modify in any way
the Equipment and no repairs of the Equipment
will be made without Lender’s prior written
approval. The Borrower undertakes to keep all
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Cisla a podobna oznaceni.
Vyptjcitel zajisti pfiméfenou udrzbu tohoto Vybaveni
po dobu, kdy ho ma vdrzbé, za predpokladu, ze
Pijcitel ponese naklady za udrzbu a opravy v disledku
bézného opotiebeni.

Vyptjcitel neprodlené pisemné vyrozumi Pijcitele 0
ptipadné poruSe Vybaveni.

Pijcitel svym nakladem zajisti veskeré opravy a udrzbu
vypljéené véci. Pokud se jednd o zdravotnicky
prostfedek, zajisti Puaj¢itel svym nakladem veskeré
opravy, bezpecnostné technické kontroly a pfip. revize
vypajéené véci, a to v souladu se zakonem ¢. 375/2022
Sb., o zdravotnickych prostfedcich a diagnostickych
prosttedcich in vitro.

7. V pripad¢ ztraty, poskozeni nebo zni¢eni Vybaveni o tom

9.

10.

Vyptjcitel neprodlené pisemné vyrozumi Pijcitele.
V piipadé ztraty, poskozeni (vétSim nez pfi bézném
opotfebeni) nebo zniceni Vybaveni, zatimco je v drzbé
nebo pod kontrolou Vypujcitele, véetné, avsak nikoli
pouze nespravného  ulozeni, nespravného i
nevhodného pouziti nebo nerespektovani kterékoli
podminky této Smlouvy nebo pokyni Pujcitele nebo
vyrobce, bude Vypujéitel odpovédny za naklady za
opravu nebo nahradu daného Vybaveni.

Vypujcitel se zavazuje umoznit Pujciteli piistup Kk
Vybaveni za ucelem kontroly, zda je Vybaveni uzivano
v souladu s podminkami této Smlouvy, Smlouvou o KH
a PROTOKOLEM.

Vypujcitel uznava a souhlasi s tim, Ze Vybaveni je a
zlstane vyhradnim a vyluénym majetkem Pujcitele
nebo pripadné jeho zastupce. Vypujcitel na naklady
Pujcitele vrati Vybaveni Pujciteli do patnacti (15) dnt
od obdrzeni pisemné zadosti , nebo po ukonceni
platnosti této Smlouvy ¢i ukonceni STUDIE. Pujcitel
ma pravo vyzadat si kdykoli a z jakéhokoli divodu
vraceni Vybaveni, v¢etné jeho vraceni pied ukoncenim
STUDIE, v souladu s podminkami této Smlouvy o
vypujéce nebo jakéhokoli prislusného zakona, pravidla
nebo predpisu.

Tato Smlouva byla vyhotovena v anglickém a ¢eském
jazyce. V piipad¢ rozporii nebo nesrovnalosti mezi
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numbers and similar
markings on the Equipment.
The Borrower will use reasonable care to
maintain such Equipment while in its
possession, provided that Lender shall be
responsible for maintenance and repair costs due
to normal wear and tear.

labels, labels, serial

The Borrower shall immediately notify the
Lender in writing in case of Equipment’s
malfunctions.

The Lender shall, at its expense, arrange for all
repairs and maintenance of the Item on Loan. If
the device is a medical device, the Lender shall
arrange, at its expense, all repairs, safety
technical inspections and/or review of the Item
on Loan, in accordance with Act No. 375/2022
Coll., on Medical Devices and Diagnostic
Devices in Vitro.

If the Equipment is lost, damaged or destroyed,
the Borrower will immediately notify the Lender
in writing., In the event that Equipment is lost,
damaged (exceeding normal wear and tear) or
destroyed whilst in the Borrower possession or
control for, included but not limited to, incorrect
storage, incorrect or inappropriate usage or non
compliance with any term of this Agreement or
instruction of the Lender or the manufacturer,
Borrower shall be liable for the cost of repair or
replacement of the affected Equipment.

The Borrower is obliged to allow the Lender
access to the Equipment for the purpose of
performing an inspection to ensure the
Equipment is used in accordance with the
provisions of this Agreement, the CTA, and the
PROTOCOL.

The Borrower acknowledges and agrees that the

Equipment is and shall remain exclusive and
sole property of the Lender or its representative,
as applicable. Borrower, at Lender’s expense,
will return the Equipment to Lender within
fifteen (15) days of written request or upon
termination of this Loan Agreement or the
completion of the STUDY. The Lender 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 Agreement or any applicable law,
rule or regulation.

This Agreement has been drafted in English and
Czech languages. In case of any discrepancy or
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anglickou a ceskou jazykovou verzi ma pfednost verze
Ceska. V pripadé¢ rozporii nebo nesrovnalosti mezi
podminkami Smlouvy o KH a podminkami této
Smlouvy, plati podminky Smlouvy o KH. Pfipadné
spory smluvnich stran budou feSeny smirnou cestou a
v pfipad€, ze nedojde k dohodé€, budou spory feSeny
prislusnymi soudy Ceské republiky.

Tuto smlouvu Ize zménit nebo doplnit jen vyslovnym
pisemnym ujedndnim, jez podepisi opravnéni zastupci
obou smluvnich stran, pfi¢emz takova zména nebo
doplnéni musi mit formu ocislovaného dodatku.

Zavazky ztéto smlouvy se #idi pravem Ceské
republiky.

Pijcitel bere na védomi, ze vypujcitel jakozto statni
prispévkova organizace, je povinna na dotaz tfeti osoby
poskytnout informace podle zakona ¢. 106/1999 Sb., o
svobodném pfistupu k informacim, ve znéni pozdéjsich
predpisi.

11. Tato Smlouva je v platnosti do zruseni Smlouvy o KH,

nebo do dokonceni STUDIE. Pgjcitel mize tuto
Smlouvu kdykoli a z jakéhokoli divodu zrusit na
zaklad¢€ pisemného oznameni zaslaného Vypijciteli.

12. Tato Smlouva je vyhotovena ve dvou stejnopisech,

znichz kazda smluvni
vyhotoveni.

strana obdrzi po jednom
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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 Agreement, the terms of the former shall
prevail. Any disputes between the Parties will be
settled amicably and, in the event of no
agreement, disputes will be resolved by the
competent courts of the Czech Republic.

This Agreement may only be amended or
supplemented by an express written agreement
signed by authorized representatives of both
parties, such amendment or supplementation to
be in the form of a numbered amendment.

Obligations under this Agreement shall be
governed by the law of the Czech Republic.

The Lender acknowledges that the Borrower, as
a state contributory organization, is obliged to
provide information pursuant to Act No.
106/1999 Coll., on Free Access to Information,
as amended.

This Agreement shall remain in effect until
termination of the CTA or completion of the
STUDY. This Agreement may be terminated by
the Lender at any time and for any reason upon
written notification to the Borrower.

This 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
Smlouvu o vyptijéce ke dni u¢innosti, prostfednictvim into this Loan Agreement as of the Effective Date by

svych zplnomocnénych zastupc. their duly authorized representatives.

ICON Clinical Research Limited

Zast./By:

Podpis opravnéné osoby / Authorised Signatory
Jméno/Name:
Titul/Title:

Datum/Date:

VYPUJCITEL / BORROWER

Podpis/By:

Jméno/Name:

Funkce/Title:

Datum/Date:

»Pro uznani a prijeti“ / ,For Acknowledgement and
Acceptance®

ZKOUSEJICI / INVESTIGATOR

Podpis/By:

Jméno/Name:

Funkce/Title:

Datum/Date:
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