AMENDMENT NO. 1 TO THE CONTRACT ON
CLINICAL TRIAL ON MEDICAL DEVICE
WITHOUT CE MARK

concluded pursuant to Section 1746 (2) of Act
No. 89/2012 Coll., the Civil Code, as amended,
on the day, month and year below, between the
Contracting Parties (hereinafter referred to as
the “Amendment”), which are:

Restore Medical Ltd.
ID: 515166346

Reg. office: 6 Yoni Netanyahu street, Or
Yehuda 6037604, Israel
Actingby: [ R

(hereafter referred to as “Sponsor”)
and

MedNet EC-REP GmbH

VAT: DE 326 740 959

Reg. office: Borkstrasse 10,
48163 Minster, Germany

Acting by: I
(hereinafter referred to as “Legal
Representative”)

and

Nemocnice Na Homolce

Reg. office: Roentgenova 37/2, 150 30
Praha 5

ID: 00023884

VAT: CZ00023884

Bank acc. no.: 34534-17734051/0710

Acting by: Petr Poloucek, M.D., MBA

Director
(hereinafter referred to as “Provider”)

and

High Tech Med Consult s.r.o.

Reg. Office: Frimlova 1322/4E, 155 00
Prague 5

VAT: CZ28473221

Actingby: (D

(hereafter refered to as “Authorized
representative”)
and

DODATEK €. 1 KE SMLOUVE O PROVEDENI
KLINICKE ZKOUSKY ZDRAVOTNICKEHO
PROSTREDKU BEZ OZNACENI CE

uzavreny podle § 1746 odst. 2 zdkona ¢ 89/2012
Sb., obc¢ansky zdkonik, ve znéni pozdeéjsich
predpist, niZe uvedeného dne, mésice a roku mezi
smluvnimi stranami (ddle jen ,,dodatek”), kterymi
jsou:

Restore Medical Ltd.

IC: 515166346

Sidlem: 6 Yoni Netanyahu street, Or
Yehuda 6037604, Israel

zastoupena: | NN

(dale jen ,zadavatel”)

MedNet EC-REP GmbH

DIC: DE 326 740 959
Se sidlem: Borkstrasse 10,
48163 Minster, Némecko

zastoupena: | EEEEEEENE

(dale jen ,,zakonny zastupce®)

Nemocnice Na Homolce

Sidlem: Roentgenova 37/2, 150 30
Praha 5

ICO: 00023884

DIC: CZ00023884

Cislo uétu: 34534-17734051/0710

Zastoupena:  MUDr. Petrem Polouckem,

MBA, reditelem
(dale jen , poskytovatel”)

High Tech Med Consult s.r.o.

Sidlem: Frimlova 1322/4E, 155 00 Prague
5

DIC: CZ28473221

zastoupend: (GG

(ddle jen , opravnény zastupce”)
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Address: Roentgenova 37/2, 150 30
Praha 5
(hereafter referred to as “Investigator”)

(together also as “Parties” or individually as
“Party”)

PREAMBLE

The Parties entered into a MEDICAL DEVICE
CLINICAL INVESTIGATION AGREEMENT on 20
May 2022 (hereafter referred to as “Contract”)
entitled ContraBand Safety and Feasibility Study
(hereafter “Clinical Trial“).

1. The Parties agree to amend the Contract in
accordance with sec. 22 subsection 22.2. as
follows:

a) section 5. subsection 1. of the Contract
is being deleted and replaced by the
section 5. subsection 1. of the following
wording: “The period for recruitment of
Clinical Investigation subjects
(hereinafter referred to as ,Trial
Subject”) in the Clinical Investigation is

expected to begin NN

Recruitment of Trial Subjects is always
governed by current terms and
conditions of the protocol RM-20-01.”
b) section 5. subsection 2. of the Contract
is being deleted and replaced by the
section 5. subsection 2. of the following
wording: “The total number of Trial
Subjects included at Provider shall be

approximately -

c) Attachment No. 1. — Copy of insurance
document is on the effective date of this
Amendment deleted and replaced by
the new wording of Attachment No. 1. —

Adresa: Roentgenova 37/2, 150 30
Praha 5
(dale jen ,zkousejici”)

(spolecné také jako ,,strany” nebo jednotlivé
,Strana“)

PREAMBULE

Smluvni strany uzaviely dne 20. kvétna 2022
Smlouvu o PROVEDENI KLINICKE ZKOUSKY
ZDRAVOTNICKEHO PROSTREDKU (déle jen
,Smlouva”) sndzvem Studie bezpecnosti a
proveditelnosti systému ContraBand. (dale jen
,klinické zkouseni”).

1. Smluvni strany se v souladu s ¢l. 22 odst. 2.
smlouvy dohodly na smlouvy
nasledovné:

zmeéné

a) ¢l 5. odst. 1. smlouvy se rusi a nahrazuje
¢l.5 odst. 1. nasledujiciho znéni: ,Obdobi
pro zarazovani subjekt( klinické zkousky
(dale jen ,subjekt hodnoceni”) do klinické

zkousky se planuje pfiblizné _

_. Nabor subjekt(

hodnoceni se vidy fidi aktudlnimi

podminkami protokolu RM-20-01.“

b

~—

¢l. 5. odst. 2. smlouvy se rusi a nahrazuje
¢l. 5 odst. 2. nasledujiciho znéni:

,Celkovy predpokladany pocet subjektl
hodnoceni bude u poskytovatele Ccinit

priblizné [

c) Ptiloha ¢. 1. kopie pojistného dokladu —.
se ke dni ucinnosti tohoto dodatku rusi a
nahrazuje novym znénim pfilohy ¢. 1. —kopie
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2.

Copy of insurance document, which is
an integral part of this Amendment.

d) Attachment No. 2. — Payment chart is
on the effective date of this Amendment
deleted and replaced by the new
wording of Attachment No. 2. -
Payment chart, which is an integral part
of this Amendment. The new payment
scheme applies retrospectively to all
acts performed as part of study
procedures that are/were not part of the
standard of care.

Except as set forth in this Amendment, the
Contract is unaffected and shall continue in
full force.

This Amendment shall enter into force on
the date of signature of the last of the Parties
and into effect on the date of its publication
in the Agreement Register pursuant to the
Act no. 340/2015 Coll. on Special Conditions
for the Efficacy of Some Agreements,
Publication of These Agreements, and on an
Agreement Register. This Amendment shall
be published in the Agreement Register by
the Provider in accordance with the Act no.
340/2015 Coll.

This Amendment exists in six counterparts in
both Czech and English languages. The Czech
language version is decisive. Provider shall
receive two counterparts of the
Amendment. Other Parties shall receive one
counterpart each.

The undersigned Parties have read and
understood the foregoing provisions and are
entering this Amendment on their own free
will.

Attachments:
Attachment No. 1. - Insurance certificate
Attachment No 2. — Payment chart

2.

2.

. Tento dodatek nabyva

pojistného dokladu, kterd tvofi nedilnou

soucast tohoto dodatku.

d) Priloha ¢. 2. — Platebni schéma se ke dni
ucinnosti tohoto dodatku rusi a nahrazuje

novym znénim ptilohy ¢. 2. — Platebni
schéma, které tvofi nedilnou soucast
tohoto dodatku. Platnost nového

platebniho schéma se se zpétnou platnosti
vztahuje na vSechny ukony provedené v
ramci studijnich procedur, které
nejsou/nebyly souéasti standardni péce.

Kromé zmén uvedenych v tomto dodatku
z(0stava smlouva nezménéna a je nadale
v platnosti.

platnosti dnem
podpisu posledni ze smluvnich stran a
ucinnosti dnem jeho uverejnéni v registru
smluv dle zdkona ¢ 340/2015 Sb.,, o
zvlastnich podminkach ucinnosti nékterych
smluv, uverejiovani téchto smluv a o registru
smluv. Dodatek v registru smluv v souladu se
zakonem ¢.  340/2015 Sb., uvefejni
poskytovatel.

Tento dodatek se vyhotovuje v Sesti
stejnopisech, znichz kaidy je sepsan
soucasné vjazyce anglickém a ceském.
Vykladové rozhodna je Ceska jazykova verze.
Poskytovatel obdrzi dvé vyhotoveni dodatku,
kazda ze zbyvajicich smluvnich stran obdrzi
po jednom stejnopise.

NiZe podepsané strany prohlasuji, Ze si
precCetly vySe uvedend ustanoveni a
porozumély jim a tento dodatek uzaviraji z
vlastni svobodné vdle.

Prilohy:

Ptiloha ¢ 1. — Pojistny certifikat
Pfiloha ¢. 2. — Platebni schéma
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Date/DNe oo

Restore Medical Ltd.

(Zadavatel/Sponsor)

Date/DNe ...oveeeeeeeeeeeeveeereesennes

MedNet EC-REP GmbH

(Zdkonny zdstupce/Legal
representative)

Date/DNe c.oveeeeeeeeeeeeveeereerennas

High Tech Med Consult s.r.o.

(Oprdvnény zdstupce/Authorized
representative)

Date/DNe ..eooveeeeeeeeeee e

Nemocnice Na Homolce

MUDr. Petr Poloucek, MBA
(Poskytovatel/Provider)

Date/DNe ..oceeeeeveeeeveeeeeeeeenenann

(Zkousejici/Investigator)

Pfiloha €. 1 — Pojistny certifikat (Restore_ RM-20-01_Czech_Rep_Certificate_02May2023) je soucasti

obchodniho tajemstvi

Attachment No. 1 — Insurance certificate (Restore_RM-20-01_Czech_Rep_Certificate_02May2023) is

part of business secret

4/7


14444
Zvýraznění


Pfiloha €. 2 — Platebni schéma ze dne 24. zafi 2023 je soucasti obchodniho tajemstvi

Attachment No. 2 — Payment chart dated 24Sep2023 is part of business secret

Priloha ¢. 2

Platebni schéma

Attachment no 2

Payment chart

Klinicka Studie bezpecnosti a | Clinical Studie bezpecnosti a
zkouSka: proveditelnosti systému | Investigation: proveditelnosti systému
ContraBand ContraBand

Zadavatel: Restore Medical Ltd. Sponsor: Restore Medical Ltd.
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