AMENDMENT n°
AGREEMENT

1 TO CLINICAL TRIAL

This Amendment to Agreement (as defined
below) is made and entered into effective as of
the day of publishing in accordance with the
Act No. 340/2015 Coll on the Register of
Contracts (hereinafter "Effective Date")

BETWEEN:

ICON Clinical Research Limited located at
South County Business Park, Leopardstown,
Dublin 18, Ireland (“ICON”), acting as an
independent contractor for LFB Biotechnologies
located at Zone d’activité de Courtaboeuf 3,
avenue des Tropiques, 91940 Les Ulis, France
(the “Sponsor”). ICON has agreed to accept
certain obligations and duties in respect of the
conduct of the clinical trial in Czech Republic;
(hereinafter “ICON”),

AND

Fakultni nemocnice Motol a Homolka,

statni pfispévkova organizace

V Uvalu 84/1

150 00 Prague 5

Czech Republic

ID No.: 00064203

VAT No.: CZ 00064203

Represented by xxx, based on authorization
(hereinafter “Institution”, former entity name
Fakultni nemocnice v Motole),

AND

XXX, an employee of the Institution, acting
within the scope of his employment, located at
Fakultni nemocnice Motol a Homolka, xxx, V
Uvalu 84/1, 150 00 Prague 5, Czech Republic
(hereinafter “Investigator”),

When referred all together, hereinafter referred
as the “Parties”

WHEREAS

A. The Parties entered in to a clinical trial
agreement dated the 13 March 2025,
published in the Register of Contracts
on 21 March 2025, to provide for the
conduct of a clinical trial entitled “A
multicenter, randomized, double-blind,
placebo-controlled, parallel, phase 3

DODATEK ¢&. 1 KE SMLOl.[VI'E O PROVEDENI
KLINICKEHO HODNOCENI

Tento dodatek ke smlouvé (definované nize) se
uzavira a nabyva ucinnosti dnem zverejnéni dle
zakona ¢&. 340/2015 Sb., o registru smluv (dale
jen ,datum ucinnosti®)

MEZI:

spolecnosti ICON Clinical Research Limited
se sidlem South County Business Park,
Leopardstown, Dublin 18, Irsko (dale jen
,JICON")jednajici jako nezavisly dodavatel
spole¢nosti LFB Biotechnologies se sidlem
Zone d’activité de Courtaboeuf 3, avenue des
Tropiques, 91940 Les Ulis, Francie (dale jen
,<Zadavatel®). SpoleCnost ICON se zavazuje
prevzit urlité zavazky a povinnosti tykajici se
provadéni klinického hodnoceni v Ceské
republice (dale jen ,ICON®)

A

Fakultni nemocnice Motol a Homolka,

statni pfispévkova organizace

V Uvalu 84/1

150 00 Praha 5

Ceska republika

ICO: 00064203

DIC: CZ 00064203

Zastoupena xxx, na zakladé povéfeni (dale jen
.Poskytovatel nebo Poskytovatel zdravotnich
sluzeb®, drfivéjSi nazev subjektu Fakultni
nemocnice v Motole),

A

XXX, zaméstnancem Poskytovatele, jednajiciho
v rozsahu jeho zaméstnani, se sidlem Fakultni
nemocnice Motol a Homolka, xxx, V Uvalu
84/1, 150 00 Praha 5, Ceska republika (dale
jen ,zkousejici®),

spolecné dale jen ,smluvni strany®.

VZHLEDEM K TOMU, ZE

A. Smluvni strany uzaviely smlouvu
o provedeni klinického hodnoceni ze
dne 13. bfezna 2025, zvefejnénou
vregistru smluv dne 21.03.2025,
0 zajisténi provedeni klinického
hodnoceni s nazvem ,Multicentricka,
randomizovana, dvojité  zaslepena,



study to assess the efficacy and safety placebem kontrolovana studie faze 3 s

of fibrinogen concentrate (FGTW) in the paralelnimi skupinami hodnotici
management of bleeding in patients ucinnost a bezpecCnost koncentratu
undergoing complex cardiac surgery fiborinogenu  (FGTW) pfi  zvladani
(involving CPB)” (hereinafter referred to krvaceni u pacientll podstupujicich
as the “Study ")’ (the ‘Agreement’) komplexni chirurgicky zakrok na srdci
(véetné CPB)“ (dale jen ,Studie®)"

(,smlouva®).
B. The Parties hereto wish to supplement B. Smluvni strany této smlouvy si pfeji
the Agreement to provide for change of smlouvu doplnit tak, aby =zahrnovala
budget due to Protocol Amendment 9.0 zmeénu rozpoctu v dusledku Dodatku

€.9.0 k protokolu.

NOW, THEREFORE, IN CONSIDERATION OF PROTO SE SMLUVNIi STRANY S OHLEDEM
THE PREMISES AND MUTUAL PROMISES NA PREDPOKLADY, VZAJEMNE PRISLIBY
AND UNDERTAKINGS HEREIN CONTAINED, A ZAVAZKY ZDE OBSAZENE DOHODLY
THE PARTIES HERETO AGREE AS NA NiZE UVEDENEM:

FOLLOWS:

(i) The Parties now wish to amend the (i) Smluvni strany si nyni pfeji smlouvu
Agreement as per the terms and doplnit vsouladu se  smluvnimi
conditions of this Amendment due to the podminkami tohoto dodatku v dasledku
Study Protocol amendment # 9.0 dated dodatku k protokolu Studie €. 9.0 ze dne
on 23 April 2025, which results in 23. dubna 2025, jehoz dusledkem je

- Change in procedures to be - zmeéna postupl a ukond, jez
conducted, maji byt provadény,
and which will lead to budgetary changes. a ktery povede ke zménam rozpoctu.

(i) From the Effective Date the Parties (i) Smluvni strany souhlasi s tim, ze od
agree to add a new Annex 01 to the data ucinnosti doplni do smlouvy novou
Agreement in the terms of the attached pfilohu €. 1 v takovém znéni, v jakém
Annex 1 to this Amendment. The je pfilozena k tomuto dodatku. Smluvni
Parties agree to give retrospective strany souhlasi s tim, Ze budou
effects specifically and only to this poskytovat retrospektivni uc€inky pouze
change and agree that that it enters k této zméné&, a souhlasi s tim, ze
into effect as of the date of approval of vstoupi v platnost k datu schvaleni
the Protocol Amendment 9.0 by all dodatku protokolu 9.0 vsemi
relevant competent regulatory prislusnymi kompetentnimi regulacnimi
authorities (i.e. 12 September 2025). organy (tj. 12. zafi 2025).

This new Annex 01 shall become an Tato nova pfiloha & 1 se stane
integral part to the Agreement. nedilnou soucasti této smlouvy.

(i) Change of name of the party to (iii) Zména nazvu smluvni strany: K 1. lednu
Agreement: As of 01 January 2026 2026 Fakultni nemocnice v Motole
Fakultni nemocnice v Motole has zménila svlj nazev na Fakultni
changed its name to Fakultni nemocnice Motol a Homolka. S
nemocnice Motol a Homolka. Therefore, ucinnosti od 1. ledna 2026, proto
effective as of 1% January 2026, all vSechny odkazy na Fakultni nemocnice
references to Fakultni nemocnice v v Motole v ramci smlouvy se odstrani a
Motole within the Agreement shall be nahradi Fakutlni nemocnice Motol a
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removed and replaced by Fakultni Homolka.
nemocnice Motol a Homolka.

(iv) Except as otherwise provided in this (iv) VS8echny podminky smlouvy, které tento
amendment, all other terms and conditions dodatek neupravuije, zUstanou
of the Agreement shall remain unchanged nezménéné aplné platné a ucinné
in full force and effect in accordance with its v souladu s podminkami smlouvy.
terms.

SIGNATURES APPEAR ON FOLLOWING SIGNATURES APPEAR ON FOLLOWING
PAGE PAGE
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IN WITNESS WHEREOF, the Parties have NA DUKAZ CEHOZ fadné& zmocnéni zastupci
caused this Amendment to be executed by their smluvnich stran tento dodatek podepsali
duly authorized representatives, to be effective s uc€innosti ode dne zvefejnéni v registru smluv.
as of the date of publication in the Register of

Contracts.

ICON Clinical Research Limited

By/Podepsal:
Authorised Signature / podpis zmocnéného zastupce

Name/Jméno: xxx
Title/Funkce: xxx

Date/Datum:

INSTITUTION / POSKYTOVATEL

By/Podepsal:
Authorised Signature/ podpis zmocnéného zastupce

Name/Jméno: xxx
Title/Funkce: based on authorization / na zakladé povéreni

Date/Datum:

INVESTIGATOR/ZKOUSEJICI

By/Podepsal:
Name/Jméno: xxx

Title/Funkce: Principal Investigator / Hlavni zkousSejici

Date/Datum:
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ANNEX # 1/ PRILOHA C.1 )
REVISED BUDGET / REVIDOVANY ROZPOCET

BUDGET FOR INSTITUTION / ROZPOCET PRO POSKYTOVATELE

XXX



BUDGET FOR INVESTIGATOR / ROZPOCET PRO ZKOUSEJICIHO

XXX
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