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AMENDMENT NO. 1
to
Clinical Site Agreement
dated 10% May 2021

Study Protocol: PL101-HD301

This Amendment No. 1 is made by
and between:

TFS Trial Form Support, s.r.o. with
its registered office in Prague at
1216/46 Klimentska Str., 11002
Prague 1, Czech Republic, entered in
the commercial register kept by the
District Court in Prague (Section C,
number 123492), registration
number: 278 76 756, represented b

acting on behalf of Prilenia
Neurotherapeutics Ltd. with its
registered office at 10 Hamenofim St.,
Herzliya, 4672561, Israel, hereinafter
the “Sponsor”

and

TFS Trial Form Support, s.r.o. with
its registered office in Prague at
1216/46 Klimentska Str., 11002
Prague 1, Czech Republic, entered in
the commercial register kept by the
District Court in Prague (Section C,
number 123492), registration

number: 278 76 756, represented b
- hereinafter "TES"”

and

Vseobecna fakultni nemocnice v
Praze (General Universal Hospital
in Prague) with its registered office
in Prague 2 at U Nemocnice 499/2
Str., ZIP CODE 128 08 Prague 2,
Czech Republic, ID nr. 00064165
represented b

on the
basis of a power of attorney dated on
07-Jun-2019 (the “Institution”),

jointly referred to as “Parties” or sepa-
rately as "Party”.

DODATEK C. 1
ke
Smlouvé s fFesitelskym centrem
s datem 10. kvétna 2021

Studijni protokol: PL101-HD301

Tento dodatek €. 1 je uzavien mezi:

TFS Trial Form Support, s.r.o. se

sidlem na adrese Klimentska
1216/46, 11002 Praha 1, Ceska
republika, zapsanou v obchodnim

rejstiiku okresniho soudu v Praze
(oddil C, Cislo 123492), registracni
Cislo: 278 76 756, kterou zastupuje

jednajici jménem spolecnosti
Prilenia Neurotherapeutics Ltd. se
sidlem na adrese 10 Hamenofim St.,
Herzliya, 4672561, Izrael, dale jako
~zadavatel™

TFS Trial Form Support, s.r.o. se
sidlem na adrese Klimentska
1216/46, 11002 Praha 1, Ceska
republika, zapsanou v obchodnim
rejstfiku okresniho soudu v Praze
(oddil C, dcislo 123492), registracni
Cislo: 278 76 756, kterou zastupuje

dale
jako ,spolecnost TFS",

VSeobecna fakultni nemocnice v
Praze se sidlem Praha 2, U
nemocnice 499/2, _PSC 128 08 Praha
2, Ceskd republika, IC: 00064165,
zastoupena

na
zakladé plné moci ze dne 7.6.2019
(,zdravotnické zafizeni"),

Spole¢né dale jen ,smluvni strany"
nebo jednotlivé ,smluvni strana".
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1. BACKGROUND

1.1. The Parties entered into a Clinical
Site Agreement on 10* May 2021
(the "Agreement”), which the Par-
ties desire to amend to the extent

set out in Section 2 below.

1.2. Therefore, the Parties agree to
enter into this Amendment No. 1
to the Agreement (the "Amend-
ment”), which is intended as an
integral part of the Agreement,
and the contents hereof have
been discussed and understood by
the Parties as part of their under-
standing. Capitalised terms in this
Amendment shall bear the same
meaning as they do in the Agree-
ment, unless otherwise indicated
herein.

2. AMENDMENTS TO THE AGREE-
MENT

The Parties hereby agree to amend the
terms of the Agreement, as provided
below.

2.1. Art. 3.1 of the Agreement is
hereby changed, and shall be read
as follows:

"3.1. The agreed maximum
number of Study Subjects
at the Institution isH
The Sponsor/TFS sha
have the right to stop

recruitment at the site at

any time prior
notification.”
3. MISCELLANEOUS AND RE-
MAINABILITY
3.1. This Amendment amends the
terms and conditions of the

Agreement with effect as of the
Effective Date (upon the signa-
tures of all the Parties and as of
the day of publication of the
Amendment in Czech Register of
contracts).

1. UVODNI INFORMACE

1.1.  Smluvni strany uzavrely dne 10.
kvétna 2021 Smlouvu S
resitelskym centrem (dale jen
~Smlouva“), kterou si strany preji
zménit v rozsahu stanoveném
nize v oddile 2.

1.2.  Smluvni strany se proto dohodly,
Ze uzaviou tento dodatek ¢. 1 ke
smlouvé (ddale jen ,dodatek"),
ktery je zamyslen jako nedilnd
souCast smlouvy, a smluvni
strany tento obsah projednaly a
porozumély mu. Pojmy s velkym
pismenem v tomto dodatku
budou mit stejny vyznam jako ve
smlouvé, pokud zde neni uvedeno
jinak.

2. DODATKY KE SMLOUVE

Strany se timto zavazuji zménit
podminky smlouvy, jak je uvedeno nize.

Clanek 3.1 smlouvy se timto
meéni a zni takto:

2.1.

“3.1. Dohodnuty maximalni pocet
studijnich  subjektd  ve
zdravotnickém zafizeni je

Sponzor / TFS ma
pravo zastavit ndbor na
centru kdykoli po
pfedchozim oznameni. *

3. RUZNE A ZBYVAJicCi
3.1. Tento dodatek méni podminky
smlouvy s Gcinnosti ke dni

G¢innosti (na zakladé podpist

vSech smluvnich stran a ke dni
uverejnéni dodatku v Ceském
rejstfiku smluv).

PL101-HD301_CZE_site_no. 388_AM#1_CSA_lInst_(cze-eng)_20211011

2/6




3.2.

3.3.

4.1.

Except as expressly provided in
Section 2 of this Amendment, all
terms of the Agreement shall re-
main in full force and effect.

In connection with the negotiation
and conclusion of this Amendment
No. 1, the Sponsor through TFS
undertakes to pay the Institution
an administrative fee of CzK
5,000. The fee is payable after the
conclusion of Amendment No. 1
on the basis of a separate invoice
issued by the Institution and the
due date for payment is set at 30
days from the date of delivery of
the invoice to TFS.

PUBLICATION OF THE
AMENDMENT IN THE PUBLIC
REGISTRY

TFS undertakes to deliver to the
Institution a modified version of
the Amendment, approved by
Sponsor, in the appropriate
electronic format for submitting
for publication in the public
registry of agreements pursuant
to the Act no. 340/2015 Coll., on
Special Conditions for the
Effectiveness of Certain Contracts,
the Disclosure of These Contracts
and the Register of Contracts, as
amended (hereinafter the
“Contracts Register Act”); not
later than by the date of signing a
full version of the Amendment in
electronic form and sending to the
email address . The
notification of the administrator of
the register of contracts on the
publication of contracts will be
sent to the email of the authorised
person by the Sponsor

The
submit such modified version of
the Amendment for publication
within 5 (five) days from the

Institution undertakes to

Amendment signature by the

3.2.

3.3.

4.1.

S vyjimkou pfipadd vyslovné
stanovenych v oddile 2 tohoto
dodatku zUstavaji  vSechny

podminky dohody plné platné a
acinné.

Zadavatel prostfednictvim
spolec¢nosti TFS se v souvislosti
s vyjednavanim a  uzavienim
tohoto dodatku ¢.1 zavazuje
uhradit zdravotnickému zafizeni
administrativni poplatek ve vysi 5
000 Kc¢. Poplatek je splatny po
uzavieni dodatku ¢.1 na zakladé
samostatné faktury vystavené
zdravotnickym zafizenim a Ih(ta
splatnosti pro platby se stanovi
na 30 dnG od dne dorugeni
faktury TFS.

UVEREIJNENI DODATKU VE
VEREJNEM REGISTRU

TFS se zavazuje dodat
zdravotnickému zafizeni
upravenou verzi Dodatku,
schvalenou Zadavatelem, Y%

prislusném elektronickém formatu
pro podani k uverejnéni smluv ve
verejném registru podle zakona ¢.
340/2015 Sb., o zvlastnich
podminkach Ucinnosti nékterych
smluv, uverejiiovani téchto smluv

a rejstfiku  smluv, ve znéni
v .vs v . O r .

pozdéjsich predpisu (dale jen

,zakon o registru smluv");

nejpozdéji do data podpisu plné
verze Dodatku v elektronické
podobé a zaslani na e-mailovou
adresu | Oznémeni
spravce  rejstfiku smluv o
uverejnéni smluv bude zaslano na

e-mail opravnéné osob
zadavatele:

Zdravotnické zarizeni se zavazuje
predlozit takto upravenou verzi
Dodatku k uvefejnéni do 5 (péti)
dnl  od podpisu  Dodatku
zdravotnickym zafizenim.
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Institution.

If such modified version of the
Amendment is not submitted for
publication by the Institution in

the agreed timeframe, TFS is
authorized to  publish such
modified version of the
Amendment.

Due to the changes imposed by
this Amendment, the total value
of the Agreement shall be 588.056
CZK.

In witness whereof, the Parties hereto
have caused this Amendment to be exe-
cuted by their duly authorized officers
on the dates shown below.

IN WITNESS WHEREOF, the Parties
hereto agree that the Amendment will
take effect on the Effective Date and
have caused their duly authorized repre-
sentatives to sign the Amendment in
triplicate.

Pokud takova upravena verze
Dodatku neni  zdravotnickym
zafizenim predlozena k uverejnéni
ve sjednaném casovém ramci, je

TFS opravnéna takovou
upravenou verzi Dodatku
uverejnit.

Z dlvodu zmén uloZenych timto
dodatkem bude celkovd hodnota
Smlouvy 588.056 KC.

Na dbkaz vySe uvedeného smluvni
strany  tento dodatek  vyhotovily
prostfednictvim svych radné

oprdvnénych zastupcl k datu, jak je
uvedeno nize.

NA DUKAZ VYSE UVEDENEHO smluvni
strany souhlasi s tim, Zze tento dodatek
vstoupi v platnost k datu Gcinnosti, a
zajistily, aby jejich Fadné opravnéni
zastupci tento dodatek podepsali ve
tfech stejnopisech.

(signatures follow on the next page)

(podpisy nasleduji na dalsi strané)
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INSTITUTION /
ZDRAVOTNICKE ZARIZEN{:

Date / Datum

Signature / Popis

TFS on behalf of SPONSOR / TFS:

Spole¢nost TFS jménem ZADAVATE-

LE:

Date / Datum Date / Datum
Signature / Podpis Signature / Podpis

Prohlaseni zkousejiciho / The statement of Investigator:

Ja, nize podepsany, m zkousSejici této studie, timto
potvrzuji, Ze jsem byl seznamen s dodatkemc.1 uzavrenym mezi Zadavatelem a

VSeobecnou fakultni nemocnici v Praze (Zdravotnické zafizeni), a budu dodrzovat
zavazky stanovené nebo vyplyvajici ze Spravné klinické praxe zkousejiciho.

I, the undersigned, IIIINIGEGEE [\cstigator of this Study,
hereby confirm that I have been acquainted with Amendment No. 1 concluded
between the Sponsor and the General University Hospital in Prague (Institution),
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and will comply with the obligations set out in or arising from good clinical practice
of the Investigator.
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