KHL/2021/051/La

AMENDMENT NUMBER 1
to CLINICAL TRIAL AGREEMENT
with INSTITUTION and INVESTIGATOR

DODATEK é&. 1
ke SMLOUVE O KLINICKEM
HODNOCENI
se ZDRAVOTNICKYM ZARIZENIM a
ZKOUSEJiCiMm

Name of the Investigational Product

I ("STUDY
PRODUCT”) and Study Numbers I

Nazev hodnoceného pripravku I

B (didle jen ,HODNOCENY
PRIPRAVEK®) a &islo studii |
I

This AMENDMENT 1 (“AMENDMENT”) is
entered into and valid as of the last
contractual party signature date below and
effective as of the date of publication in the

Tento DODATEK €. 1 (,DODATEK®) je
uzavien a platny ode dne posledniho
podpisu smluvni strany uvedeného nize a
ucinny od data jeho uvefejnéni v registru

Registry of Contracts  (“EFFECTIVE | smluv (dale jen ,DATUM UCINNOSTI¥)
DATE”)

between mezi

PAREXEL International (IRL) Limited | PAREXEL International (IRL) Limited se
having a place of business at 70 Sir John | sidlem na adrese 70 Sir John Rogerson's,
Rogerson's, Quay, Dublin 2, Ireland, | Quay, Dublin 2, Irsko, registracni Ccislo
Company number: IE541507, VAT | spole€nosti: 1E541507, registracni Cislo
Registration No.: IE 3249971HH | DPH: IE 3249971HH (dale jen ,CRO")
(hereinafter “CRQO”)

and a

UCB BIOPHARMA SRL, a corporation | UCB BIOPHARMA SRL, spole¢nost

incorporated under the laws of Belgium
having its registered offices at Allée de la
Recherche 60, B-1070 Brussels, Belgium,

zaregistrovana podle belgickych zakond,
kterdA mé sidlo na adrese Allée de la
Recherche 60, B-1070 Brusel, Belgie,

Company  ID Number:  0534.573.053 | identifikacni Cislo: 0534.573.053 (dale jen
(hereinafter “SPONSOR”) LZADAVATEL")
and a

Fakultni nemocnice u sv. Anny v Brné,
having a place of business at Pekarska
664/53, 602 00 Brno, Czech Republic,
Company ID No.: 00159816, VAT ID No.:

Fakultni nemocnice u sv. Anny v Brné,
se sidlem na adrese Pekarska 664/53, 602
00 Brno, Ceska republika, ICO: 00159816,
DIC: CZ00159816,  zastoupena: Ing.

CZ00159816; Represented by: Ing. | Vlastimilem Vajdakem, feditelem (dale jen
Vlastimil Vajdak, director (hereinafter | ,ZDRAVOTNICKE ZARIZENI)
"INSTITUTION")

and a

I B N I N N I e
I .
I scrving

as the principal investigator for the | ktera bude ve funkci hlavniho zkousSejiciho

STUDIES (“INVESTIGATOR”), having a
place of business at Fakultni nemocnice u
sv. Anny v Brné, I. Clinic of Neurology,
Pekarska 664/53, 602 00 Brno, Czech
Republic,

pro STUDIE (dale jen ,ZKOUSEJICI*),
pusobici na adrese Fakultni nemocnice u
sv. Anny v Brné, I. neurologicka klinika,
Pekafska 664/53, 602 00 Brno, Ceska
republika,

Individually referred to as “PARTY” and
collectively referred to as “PARTIES”.

jednotlivé oznacovany jako ,STRANA“ a
spole¢né ,STRANY".
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WHEREAS, the SUB-INVESTIGATORS
listed below are also employed by the
INSTITUTION;

VZHLEDEM K TOMU, Ze nize uvedeni
SPOLUZKOUSEJICI jsou rovnéz
zaméstnanci ZDRAVOTNICKEHO
ZARIZENI:

WHEREAS, SPONSOR, CRO,
INSTITUTION and INVESTIGATOR are
parties to an agreement entitled
“CLINICAL TRIAL AGREEMENT with
INSTITUTION and INVESTIGATOR”,
effective from 17 February 2023 and any
amendments thereto, agreement no.
KHL/2021/051/La (hereinafter
“AGREEMENT”); and

VZHLEDEM K TOMU, e ZADAVATEL,
CRO, ZDRAVOTNICKE ZARIZENi a
ZKOUSEJICi jsou stranami smlouvy
,SMLOUVA O KLINICKEM HODNOCENI
se ZDRAVOTNICKYM ZARIZENIM a
ZKOUSEJICIM*, uzaviené dne 17. Gnora
2023 a vSech jejich zmén, €. smlouvy
KHL/2021/051/La (dale jen ,SMLOUVA®);
a

WHEREAS, the PARTIES desire to amend
the AGREEMENT to update the STUDY
BUDGET due to PROTOCOL Amendment
2 of 17 October 2022;

VZHLEDEM K TOMU, ze si STRANY preji
uvedenou SMLOUVU zménit z divodu
Upravy rozpoétu STUDIE v dusledku
dodatku k PROTOKOLU &. 2 ze dne 17.
fijna 2022;

NOW THEREFORE, in consideration of
the mutual promises and covenants set
forth herein, and other good and valuable
consideration, the receipt and sufficiency
of which is hereby acknowledged, the
PARTIES hereby agree to amend the
AGREEMENT as follows:

NYNI PROTO, s prfihlédnutim k
vzajemnym slibdm a zavazkim uvedenym
ve SMLOUVE, jakoz i k daldimu
odpovidajicimu hodnotnému protipInéni,
jejichz dostateCnost se timto potvrzuje, se
STRANY timto dohodly na nasledujici
zméné SMLOUVY:

1. The BUDGET tables included in the
Attachment 1 of the AGREEMENT’s
APPENDIX | is hereby deleted in its
entirety and replaced with the revised
BUDGET tables attached in Exhibit1
hereof. This revision shall be effective as of
the date of approval of the PROTOCOL
Amendment 2 by the Ethics Committee on
11 January 2023.

1. Tabulky ROZPOCTU, které jsou
uvedeny v Pfiloze 1, ktera je soucasti
PRILOHY | SMLOUVY, se timto v plném
rozsahu ru8i a nahrazuji se revidovanymi
tabulkami ROZPOCTU pfipojenymi
v Pfiloze 1 tohoto DODATKU. Tyto zmény
jsou platné od data schvaleni dodatku ¢&. 2
k PROTOKOLU pfislusnou etickou komisi
dne 11. ledna 2023.

2. All terms and conditions of the
AGREEMENT not expressly amended by
this AMENDMENT shall remain in full force
and effect.

2. VeSkeré podminky SMLOUVY,
které  tento DODATEK  vyslovné
neupravuje, zustavaji nadale piné platné a
ucinné.

3. The PARTIES hereby acknowledge
and agree that the AMENDMENT is
subject to mandatory publication in the
Register of Contracts in accordance with

3. STRANY timto berou na védomi a
souhlasi, ze tento DODATEK podléha
povinnému uvefejnéni v souladu se
zakonem €. 340/2015 Sb., o registru smluv.

Act No. 340/2015 Coll., on the Registry of | Uverejnéni  provede ZDRAVOTNICKE
Contracts. The publication shall be made | ZARIZENI.
by the INSTITUTION.
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This AMENDMENT has been executed in
four copies, with each PARTY receiving
one copy.

This AMENDMENT is executed in English
and Czech. In the event of any conflict

Tento DODATEK byl vyhotoven ve ¢tyfech
stejnopisech, pficemz kazda STRANA
obdrzi po jednom.

Tento DODATEK je vyhotoven v anglickém
a Ceském jazykovém znéni. V pfipadé

between these versions, the Czech |jakéhokoli rozporu téchto verzi ma
language version shall prevail. prednost Ceska jazykova verze.
The estimated value of performance under | Pfedpokladana hodnota pInéni dle
the AGREEMENT as modified by the | SMLOUVY ve znéni DODATKU ¢ini
AMENDMENT is CZK 3 600 000. 3 600 000,- K¢.
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IN WITNESS WHEREOF, the PARTIES have
caused this AMENDMENT to be executed by their
duly authorised representatives.

NA DUKAZ CEHOZ STRANY uzavfely tento
DODATEK prostfednictvim svych fadné
opravnénych zastupcu.

PAREXEL International (IRL) Limited:

By/ Podpis:

Name/ Jméno:

Title/ Funkce:

Date/ Datum: 25. 3. 2024

PAREXEL International (IRL) Limited, acting as authorised representative of UCB
BIOPHARMA SRL / PAREXEL International (IRL) Limited, jednajici jako povéreny zastupce

spolec¢nosti UCB BIOPHARMA SRL:

By/ Podpis:

Name/ Jméno:

Title/ Funkce:

Date/ Datum: 25 3- 2024

INSTITUTION / ZDRAVOTNICKE ZARIZENI:

By/ Podpis:

Name/ Jméno: Ing. Vlastimil Vajdak

Title/ Funkce: director/ feditel

Date/ Datum: __ 8- 4-2024

INVESTIGATOR / ZKOUSEJICi:
By/ Podpis:

Name/ Jméno: I

Date/ Datum:
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By execution of this AMENDMENT The SUB-
INVESTIGATORS acknowledge and agree to the
establishment of the payment allocation made by
the INVESTIGATOR according to Exhibit 1 of the
AMENDMENT.

Podpisem tohoto DODATKU berou
SPOLUZKOUSEJICi na védomi a souhlasi se
zavedenim rozdéleni  plateb  provedeném

ZKOUSEJICIM podle PFilohy 1 DODATKU.

SUB-INVESTIGATOR-1 / SPOLUZKOUSEJICI-1:

|, I . hereby declare

that | have read and understood the provisions of
this AMENDMENT and by executing this
AMENDMENT | hereby agree to perform all
obligations stipulated herein.

Ja, I orohlasuiji, ze
jsem se seznamil s ustanovenimi tohoto DODATKU
a svym podpisem stvrzuji, Ze budu plnit povinnosti,
které z n&j vyplyvaiji.

By/Podpis:

Name/Jméno: I

Date/Datum:

SUB-INVESTIGATOR-2 / SPOLUZKOUSEJICI-2:

|, . hereby
declare that | have read and understood the
provisions of this AMENDMENT and by executing
this AMENDMENT | hereby agree to perform all
obligations stipulated herein.

Ja, I orohlasuiji,
Ze jsem se seznamila s ustanovenimi tohoto
DODATKU a svym podpisem stvrzuji, Ze budu plnit
povinnosti, které z né&j vyplyvaji.

By/Podpis:

Name/Jméno: I

Date/Datum:
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SUB-INVESTIGATOR-3 / SPOLUZKOUSEJICI-3:

I, I hereby declare that

| have read and understood the provisions of
this AMENDMENT and by executing this
AMENDMENT | hereby agree to perform all
obligations stipulated herein.

J4, I rohlasuiji, ze jsem
se seznamila s ustanovenimi tohoto
DODATKU a svym podpisem stvrzuji, Ze
budu pInit povinnosti, které z n&j vyplyvaiji.

By/Podpis:

Name/Jméno: I

Date/Datum:

SUB-INVESTIGATOR-4 / SPOLUZKOUSEJICI-4:

|, . hereby

declare that | have read and understood the
provisions of this AMENDMENT and by
executing this AMENDMENT | hereby agree
to perform all obligations stipulated herein.

Ja, I prohlasuii,
Ze jsem se seznamil s ustanovenimi tohoto
DODATKU a svym podpisem stvrzuji, ze
budu plnit povinnosti, které z n&j vyplyvaji.

By/Podpis:

Date/Datum:

Name/Jméno: I

SUB-INVESTIGATOR-5 / SPOLUZKOUSEJICI-5:

[, I hcreby declare that

| have read and understood the provisions of
this AMENDMENT and by executing this
AMENDMENT | hereby agree to perform all
obligations stipulated herein.

Ja, I rohlasuiji,
Ze jsem se seznamil s ustanovenimi tohoto
DODATKU a svym podpisem stvrzuji, ze
budu plInit povinnosti, které z n&j vyplyvaji.

By/Podpis:

Date/Datum:

Name/Jmeno: I

6 of 17
Czech Republic AMENDMENT 1 to CLINICAL TRIAL AGREEMENT with INSTITUTION and

INVESTIGATOR
Protocol:

Pl:
CONFIDENTIAL



KHL/2021/051/La

EXHIBIT 1 PRILOHA1
Payments, as described within the BUDGET, | Platby uvedené v ROZPOCTU _budou
will not be made to INSTITUTION, |vyplaceny ZDRAVOTNICKEMU ZARIZENI,

INVESTIGATOR and SUB-INVESTIGATORS
for any milestone that is not achieved as
defined herein.

ZKOUSEJICIMU a SPOLUZKOUSEJICIM za
radné dokoncCené/dosazené jednotlive milniky
tak, jak je uvedeno v této SMLOUVE.
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