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AMENDMENT # 3

DODATEK ¢. 3

to the Clinical Trial Agreement

ke smlouvé o klinickém hodnoceni

This Amendment # 3 (hereinafter called the
“Amendment”) to the Clinical Trial Agreement
(“Agreement”) shall enter into effect on and effective
as of the date of publication into the Register of
Contracts in the Czech Republic (“Effective Date”)

Tento dodatek ¢. 3 (dale jen ,dodatek”) Smlouvy o
klinickém hodnoceni (,,smlouva“) je ucinny k datu
uverejnéni
v Registru smluv Ceské republiky
(,,datum ucinnosti“)

and is made by and between:

a uzavira se mezi:

Actelion Pharmaceuticals Ltd., having as a place of
16, 4123 Allschwil,
Switzerland (“Actelion” or “Sponsor”),

business Gewerbestrasse

represented by

Janssen-Cilag s.r.o.

Walterovo namesti 329/1, 158 00 Praha 5 — Jinonice,
Czech Republic

ID Number: 27146928

VAT: CZ27146928

entered in the Commercial Register kept by the
Municipal Court in Prague, file number C 99837,
represented by XXXXXXXX, XXXXXXXX (“Janssen”)

spolecnosti Actelion Pharmaceuticals Ltd., se sidlem
na adrese Gewerbestrasse 16, 4123 Allschwil,
Svycarsko (dale jen ,Actelion” nebo ,,Zadavatel”),

zastoupenou

Janssen-Cilag s.r.o.

Walterovo namésti 329/1, 158 00 Praha 5 — Jinonice,
Ceska republika,

IC: 27146928

DIC: CZ27146928

zapsanou v obchodnim rejstfiku vedeném Méstskym
soudem v Praze, spisova znacka C 99837

zastoupend XXXXXXXX, XXXXXXXX (,,Janssen”)

And

A

Fakultni nemocnice v Motole

State contributory organisation
Identification Nr : 00064203

VAT Identification Nr : CZ00064203

V Uvalu 84

150 06 Praha 5

Czech Republic

Represented by XXXXXXXX, XXXXXXXX
(“Healthcare provider” or ,,Institution “)

(jointly referred as to the “Parties”)

Fakultni nemocnici v Motole

statni prispévkova organizace

ICO 00064203

DIC CZ00064203

V Uvalu 84

150 06 Praha 5

Ceska republika

zastoupena XXXXXXXX, XXXXXXXX
(dale ,,POSKYTOVATEL zdravotnich sluzeb nebo jen
poskytovatel”)

(dale spolecné jen ,Smluvni strany®)
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Study number: AC-058B303

Cislo studie: AC-058B303

Study Drug: ACT-128800 (Ponesimod)

Hodnoceny pfipravek: ACT-128800 (Ponesimod)

Protocol title: “Multicenter, non-comparative
extension to study AC-058B301, to investigate the
long-term safety, tolerability, and control of disease
of ponesimod 20 mg in subjects with relapsing
multiple sclerosis (RMS)”

»»Multicentrické, nesrovnavaci
AC-058B301, hodnotici
dlouhodobou bezpecnost, sndsenlivost a kontrolu

Nazev protokolu:
rozsireni studie
onemocnéni pripravkem ponesimod 20mg u

pacientd s relabujici roztrousenou skler6zou”

EudraCT number: 2016-004719-10

Cislo EudraCT: 2016-004719-10

Study Site:

XXXXXXXX

Neurologicka klinika 2. LF UK a FN Motol
V Uvalu 84

150 06 Praha 5

Czech Republic

Pracovisté studie:

XXXXXXXX

Neurologicka klinika 2. LF UK a FN Motol
V Uvalu 84

150 06 Praha 5

Ceska republika

Whereas, Actelion and Institution have executed the
Agreement on 23-Mar-2018 as amended.

Vzhledem k tomu, Ze spolecnost Actelion a
poskytovatel uzavieli smlouvu dne 23. brezna 2018

ve znéni naslednych dodatka.

Whereas, the Parties have expressed their wish to
amend certain provisions of the Agreement, as set out
below;

Vzhledem k tomu, Ze smluvni strany vyjadfily své
prani zménit néktera ustanoveni Smlouvy, jak je
uvedeno nize;

Now therefore, in consideration of the mutual
covenants set forth herein, the Parties hereto agree

as follows:

Nyni ohledem na
stanovené v tomto dokumentu, se smluvni strany

dohodly takto:

proto, s vzadjemné Umluvy

1. Change of Principal Investigator

1. Zména Hlavni zkousejici:

Actelion and Institution have executed the Agreement
based on which Institution performs Study under
supervision of Investigator on the Study Site.

Now, Actelion and Institution have agreed on change
of Investigator in accordance with section 12.4 of the
Agreement.

Actelion a poskytovatel uzavreli smlouvu, na jejimz
zakladé poskytovatel provadi pod vedenim zkousejici
vySe uvedenou Studii na vySe uvedeném pracovisti.

Nyni se Actelion a poskytovatel dohodli na zméné
zkousejici v souladu s odstavcem 12.4 smlouvy.

Change of data in Agreement

Zména udajli ve smlouvé
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In consideration of the above facts, the Parties
agreed to change the following data in the
Agreement:

Data of the Investigator XXXXXXXX will be removed
from Agreement, and they will be replaced with data
of the new Investigator XXXXXXXX Namely: in
Preambule, section 1.2, and signature page of the

Agreement.

S ohledem na vysSe uvedené skutecnosti se smluvni
strany dohodly na nasledujici zméné udaji ve
smlouvé:

Udaje zkousejici XXXXXXXX budou ze smlouvy
odstranény a nahrazeny udaji nové zkousejici
XXXXXXXX , a to v zahlavi a ¢ldanku 1.2 smlouvy a na
podpisové strané smlouvy.

Parties have expressly agreed to comply with this
Amendment from the date of the new Investigator
approval by SUKL and LEC.

Smluvni strany se vyslovné dohodly, Zze se budou
tohoto Dodatku fidit od data
schvaleni nové zkousejici ze strany SUKLu a lokalni

ustanovenimi

etické komise.

Except as specifically provided herein, all other terms

and conditions in the Agreement shall remain
unchanged and in full force and effect and this
Amendment shall not be construed to amend or
waive any provisions of the Agreement except as

specifically set forth above.

S vyjimkou pfipadl, které jsou zde vyslovné

stanoveny, zlstdvaji vSechny ostatni podminky
smlouvy nezménény a v plné platnosti a uc¢innosti a
tento dodatek nebude vykladan tak, Ze by meénil
jakdkoli ustanoveni smlouvy nebo od nich upoustél, s

vyjimkou pfipadll uvedenych vyse.

Where permitted according to applicable law, this

Amendment will be executed in two or more
counterparts, each of which shall be deemed an
original, and all such counterparts together shall
This

Amendment may be executed (i) either in paper form,

constitute one and the same Amendment.

in as many original copies as there are parties to the
Amendment, each copy to be signed in full by each
party on the same document, or (ii) in electronic form
through a validated electronic signing software,
where the electronic version is signed in full by each
party on the same electronic instrument. Electronic
signatures executed in accordance with the relevant
legislation shall have the full force and effect of
original signatures.

Pokud to pfislusny zdkon dovoluje, bude tento
Dodatek vyhotoven ve dvou nebo vice vyhotovenich,
kazdé z nich bude povaZovano za original, a vSechna
takovad vyhotoveni tvofi jeden a tentyz Dodatek.
Tento Dodatek muze byt vyhotoven (i) bud' v listinné
podobé v tolika origindlnich vyhotovenich, kolik je
smluvnich stran Dodatku, kazdé vyhotoveni v plném
znéni podepise kazda smluvni strana na stejné listing,
nebo (ii) v elektronické podobé prostfednictvim
softwaru ovétujiciho elektronické podpisy, pficemz
elektronickou verzi podepiSe v plném znéni kazida
smluvni strana prostfednictvim téhoz elektronického
nastroje. Podpisy provedené elektronicky v souladu
s pfislusSnymi pravnimi predpisy budou mit stejnou
platnost a Ucinnost jako originalni podpisy.

IN WITNESS WHEREOF, the parties hereto have
caused this Amendment to be executed by their duly
authorized representatives.

NA DUKAZ TOHO, smluvni strany podepsaly tento
dodatek
zplnomocnénych zastupca.

prostfednictvim svych radné

On behalf of/ Za spoleénost: ACTELION PHARMACEUTICALS LTD
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Signature/ Podpis

Janssen-Cilag s.r.o.
Represented by XXXXXXXX, XXXXXXXX, XXXXXXXX /
zastoupend XXXXXXXX, XXXXXXXX, XXXXXXXX

Done at Prague date / Podepsano v Praze dne

On behalf of Institution / Za: Fakultni nemocnice v Motole

Signature/ Podpis
XXXXXXXX
XXXXXXXX, XXXXXXXX

Done at Prague date/ Podepsano v Praze dne

Investigator’s statement / Prohlaseni zkousejiciho
Read and acknowledged / Precetla a vzala na védomi

Investigator’s Signature/ Podpis Zkousejiciho

XXXXXXXX

Done at Prague date/ Podepsano v Praze dne
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