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Czech Republic/Amendment #1 to Tripartite Agreement to Clinical Investigation

/ Ustfedni vojenska nemocnice — Vojenska fakultni nemaocnice Praha

AMENDMENT 01 |

MEDICAL DEVICE CLINICAL INVESTIGATION
AGREEMENT

This Amendment 1 to Agreement (“Amendment
01”) between:

FGK Clinical Research s.r.o.
Address: Polska 1283/18
120 00 Prague 2
Czech Republic

Registered.: Court in Prague, Section C,
File No. 186223
ID No: 241 81 056
VAT No: CZ24181056
Represented by: Edgar Fenzl, Managing Director
(hereafter known as the "CRQO")

on behalf of

URGO Research Innovation & Development
42, rue de Longvic

F-21300 Chenove

France

(hereafter known as the "Sponsor")

and

Institution:

Ustiedni vojenska nemocnice — Vojenska
fakultni nemocnice Praha

Address: U Vojenské nemocnice 1200, 169 02
Praha 6, Czech Republic

ID No: 61383082

VAT No.: CZ61383082

represented by: prof. MUDr. Miroslav Zavoral,
Ph.D., director
(hereafter known as "Institution")

shall be an Amendment to that certain Agreement
between CRO a Institution fully executed on January
5" 2018 (“Agreement”)

WITNESSETH

WHEREAS, CRO and Institution have entered into
the Agreement pursuant to which the Institution

provides certain clinical trial services to Spon
according to Clinical trials plan no.
and

WHEREAS, the parties desire to amend the terms of
the Agreement as set forth herein in Amendment 01,

DODATEK C. 01
SMLOUVA O PROVEDENI KLINICKE ZKOUSKY
ZDRAVOTNICKEHO PROSTREDKU

Tento Dodatek 1 ke Smlouvé o provadéni klinickych
zkou$ek (,Dodatek 01%) mezi:

FGK Clinical Research s.r.o.

se sidlem: Polska 1283/18
120 00 Praha
Ceska republika

Registrovana: Méstsky soud v Praze
C 186223

IC: 241 81 056

DIC: CZ24181056

zastoupena: Edgar Fenzl, jednatel

(dale jen "CRQO")

jednajici jménem

URGO Research Innovation & Development
42, rue de Longvic

F-21300 Chenove

Francie

(dale jen "Zadavatel")
a
Zdravotnické zafizeni:

Ustfedni vojenska nemocnice — Vojenska fakultni
nemocnhice Praha

se sidlem: U Vojenské nemocnice 1200, 169 02 Praha
6, Ceska republika

ICO: 61383082
DIC: CZ61383082

zastoupené: prof. MUDr. Miroslav Zavoral, Ph.D.,
feditelem
(dale jen "Zdravotnické zafizeni")

je dopliikem Smlouvy o provadéni klinickych zkousek
mezi CRO a Zdravotnickym zafizenim, ktera byla
uzaviena dne 5. ledna 2018 (,Smlouva").

SMLUVNi STRANY PROHLASUJI, ZE

VZHLEDEM K TOMU, Zze CRO a Zdravotnické zafizeni
uzaviely Smlouvu, podle které Zdravotnické zarlzem
poskytuje CRO urcité sluzby spojené s klini
zkouskami dle planu klinickych zkousek ¢.

VZHLEDEM K TOMU, Ze si smluvni strany pfeji upravit
podminky Smlouvy, jak je stanoveno v tomto Dodatku 01,
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NOW, THEREFORE, for the valuable consideration | DOHODLY SE smluvni strany s ohledem na obsah
contained herein, and intending to be legally bound, | tohoto Dodatku 01 a s umyslem byt jim pravné vazany
the parties agree as follows: takto:

1. Due to a time change of the anticipated|1. Vzhledem k ¢&asové zméné predpokladaného

enroliment of subjects in clinical trial the original naboru subjektl klinickych zkou$ek se nahrazuje

date listed in Paragraph Ill. Article 2 of the plvodni datum ukonceni Klinickych zkousek

Agreement shall be replaced. The entire updated v &lanku Il odstavce 2 Smlouvy. Celé znéni

Article 2 shall therefore read as follows: upraveného odstavce 2 je stouto zménou
nasledujici:

,2. Zahajeni zafazovani pacientt se planuje
na listopad 2017. Pfedpokladany konec
studie je planovan na leden 2020"

“2. Patient recruitment is scheduled to start in
November 2017. The expected end of
Clinical Investigation is planned for January

20207
2. Dodatek 01 se podpisem smluvnich stran stane

soucasti Smlouvy a veSkeré odkazy na Smilouvu |
budou znamenat odkaz na Smlouvu véetné Dodatku
01

2. Upon execution, this Amendment 01 shall be
made a part of the Agreement and shall be
incorporated by reference therein

3. Vsechna ostatni ustanoveni a podminky Smlouvy
z(stavaji v plné platnosti a uéinnosti. V pripadé
jakehokoli rozporu mezi ustanovenimi Smlouvy a
tohoto Dodatku 01 budou rozhodujici a fidici
ustanoveni tohoto Dodatku 01.

3. All other terms and conditions of the Agreement
shall remain in full force and effect. In the event
of any conflict between the terms of the
Agreement and this Amendment 01, the terms of
this Amendment 01 shall govern and control.

4. VeSkera pouzitd terminologie, kterd neni blize
definovana vtomto Dodatku 01 bude mit stejny
vyznam jako je uvedeno ve Smlouve.

4. All capitalized terms used, but not otherwise
defined herein, shall have the meanings ascribed
to them in the Agreement.

5. V prfipadé nejasnosti v obou verzich plati ceska

5. In case of some inconsistencies in both versions,
verze tohoto Dodatku 01.

the Czech version of this Amendment 01 is valid.

Tato smlouva nabyva platnosti ode dne podpisu

This agreement is dated the date the last party J g
posledni smluvni stranou.

signs below

NA DUKAZ SOUHLASU se znénim Dodatku 01

IN WITNESS OF THEIR CONSENT to this v o ¢ ; A =
pripojuji smluvni strany své podpisy nize

Amendment 01, the Parties have signed below.

On behalf of the CRO / Za CRO

Edgar
(name /

HR
(date / entative

On behalf of the Institution / Zdravotnicke zarizeni

Prof. MUDr. Miroslav Zavoral, Ph.D., feditel Ustredni vojenské nemocnice — Vojenské fakultni nemocnice Praha
(name / jméno)

(date / datum) 28 -05- 2018

signature / podpis) - S
=0 V ZASTOUPEN{ UDr, lvan Jafel

A
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Investigator's declaration:

| have read and understood this Amendment 01 and
| accept conditions and regulations relating to my
activities as the Investigator. Furthermore | agree that
| shall ensure so that all co-investigators and study
team members will be acquainted with their
responsibilities arising from this Agreement.
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ProhlaSeni zkousejiciho:

PrecCetla jsem si tento Dodatek 01 a porozuméla mu a
prijiméam podminky a ustanoveni, které se vztahuji k
mé cinnosti jakozto Zkousejiciho. Dale souhlasim s
tim, Ze zajistim, aby byli vSichni spoluzkouSejici a
Clenové tymu informovani o svych povinnostech
vyplyvajicich z této Smlouvy.

(date / datum)

(name and signature /iméno a podpis)
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