DODATEK ¢. 1
ke

Smlouvé o provedeni klinického
hodnoceni

ze dne 9.2.2018

Studie Protokol: HP002-001

Tento dodatek €. 1 uzaviraji tyto strany:

1.) Hamlet Pharma AB, spolec¢nost zaloZena a
pUsobici podle svédského prava, zapsana
v Obchodnim registru vedeném Finanénim
uradem, se sidlem BMC D10 Klinikgatan 32

SE-222 42 Lund, Sweden, IC: 556568-8958

(dale jen ,Zadavatel”)

2.) EMMES BIOPHARMA GLOBAL s.r.o0.,
se sidlem V Jdmé 699/1, 110 00 Praha 1, IC:
62917927

DIC: CZ62917927, zapsand v obchodnim
rejstfiku vedeném Méstskym soudem v Praze

pod sp. zn. C 35823, zastoupena jednatelem

(dale jen "EMMES"),

AMENDMENT NO. 1
to

Clinical Trial Agreement

Dated 9'" February 2018

Study Protocol: HP002-001

This Amendment No. 1 is made by and
between:

Hamlet Pharma AB, a company organized and
existing under the laws of Sweden, registered
in the Commercial Register kept by Financial
authority (Finansinspektionen) of Sweden with
its registered office at BMC D10 Klinikgatan
32 SE-222 42 Lund, Sweden, ldentification
Number: 556568-8958 represented by -

(hereinafter “Sponsor”),
and

2)) EMMES BIOPHARMA GLOBAL s.r.o.,
registered office: V Jamé 699/1, 110 00
Prague 1,
ID Number: 62917927 VAT: CZ62917927,
registered in the Commercial Register kept
by the Municipal Court in Prague, file

number C 35823, represented by its

(hereinafter "EMMES"),
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3.) Fakultni nemocnice v Motole, statni
pFispévkova organizace, se sidlem V Uvalu 84,
150 06 Praha, Ceska republika, zastoupena

povéreni, ICO: 00064203 DIC: CZ00064203,

dale jen (,,Poskytovatel”)

and

3.) Teaching hospital Motol, with its

registered office at V Uvalu 84, 150 06 Prague,

Czech Republic represented by_

authorization corporate ID no. 00064203, tax
ID no.: CzZ00064203,

(hereinafter the “Provider”)
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1. pUVvODY

1.1 Po uzavieni Smlouvy strany identifikovaly,
v souvislosti s novou verzi protokolu 4.1 ze dne
11.6.2020, ktery tvoti pfilohu A-1 tohoto
dodatku,

nutnost provedeni nasledujicich

zmeén:

(a) navyseni priblizného poctu subjektl

hodnoceni uvedeného ve Smlouvé

v odst. 6.1 z_

s navySenim  poctu

bude

v souvislosti

(b)
subjektd hodnoceni
prodlouzeno i trvani studie, a to

pfiblizné do prosince 2023.

1.2 S ohledem na okolnosti uvedené v ¢l. 1.1
vySe se smluvni strany dohodly uzavfit
tento dodatek ¢. 1 ke Smlouvé (dale jen
,Dodatek”), ktery je zamysSlen jako
nedilnd soucast Smlouvy a jehoz obsah byl

projedndn a odsouhlasen smluvnimi stranami.

1. BACKGROUND

1.1 After executing the aforementioned
Agreement, the Contracting parties identified,
In connection with the new Protocol version
4.1 dated on 11 June 2020, attached hereto as
Exhibit A-1, a need to make the following

changes:

(a) increasing approximate number of

Subjects, specified in the Agreement in the

article 6.1 from _

(b) In connection with the increase in the

number of enrolled Subjects, the
duration of the Clinical Trial will be extended

until approximately December 2023.

1.2 Having regard to circumstances specified in
Article 1.1 above, Contracting Parties agree to
enter into this Amendment No. 1 to the
Agreement (the "Amendment”), which is
intended as an integral part of the
Agreement, and the contents hereof have
been discussed and understood by the

Contracting parties.
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2. ZMENY SMLOUVY

Smluvni strany timto méni ustanoveni

Smlouvy, ato ndsledovné:

(a) clanek VI. odst. 6.1 smlouvy se méni

tak, Ze vprvni vété uvedeného

ustanoveni se  pocet pfiblizné
zarazenych subjekt( zvy§uje-
-Prvm’ véta odstavce 6.1 zni tedy
nasledovné: ,Do klinického

bude

nové
hodnoceni poskytovatelem
prostrednictvim zkousejiciho zafazeno

po rddném pouceni a

priblizné subjektt
hodnoceni,

podpisu informovaného souhlasu.”

Clanek V. odst. 5.2 smlouvy se méni tak, Ze

studie bude prodlouzena

pfibilizné do prosince 2023.

3. DALSI USTANOVENI

3.1 Tento Dodatek se stavad ucinnym ke dni
uverejnéni v registru smluv. Smluvni strany se
vsak vyslovné dohodly, Ze si preji byt timto
dodatkem vdazany jiz ode dne platnosti nové

verze protokolu 4.1, tj. ke dni 11.6.2020

2. AMENDMENTS TO THE AGREEMENT

The Contracting parties hereby agree to
amend the terms of the Agreement as

follows:

(a) First sentence of the Article VI
Paragraph 6.1 of the Agreement is
so, the

adjusted approximate

number of the enrolled subjects

increases from _ First

sentence of the paragraph 6.1
changes as follows: “The Provider
through the Investigator shall enrol
approximately. trial subjects in the
clinical trial, subject to their being
properly informed and signing an

informed consent form.”

(b) Article V. paragraph 5.2 is adjusted so,
the approximate duration of the
Clinical Trial Will be extended until

December 2023.

3. MISCELLANEOUS

3.1 This Amendment became effective on
the date of its publication in the Register of
Contracts. The Contracting Parties have
expressly agreed that they wish to be
bound by this Amendment from the date of

entry into force of the new version of

Protocol 4.1, ie 11 June 2021.
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3.2 S  vyjimkou prfipadl  vyslovné
uvedenych v oddilu 2 tohoto Dodatku vSechny
podminky Smlouvy zlstavaji v pIné platnosti a

ucinnosti.

NA DUKAZ TOHO smluvni strany prohlasuiji, ze
jejich fadné povéreni zastupci podepisuji tento

Dodatek ve tfech vyhotovenich.

3.2 Except as expressly provided in

Section 2 of this Amendment, all terms of the
Agreement shall remain in full force and

effect.

IN WITNESS WHEREOF, the Contracting

Parties hereto have caused their duly

authorized representatives to sign the

Amendment in triplicate.

NASLEDUJE STRANA S PODPISY

HAMLET_FN v Motole_AMD No. 1_31Mar2021

SINGNATURE PAGE FOLLOWS

5/7




Zadavatel/Sponsor

EMMES BIOPHARMA GLOBAL s.r.o.

V Praze dne/in Prague on ................. 2022

Jednatel firmy/ Managing director

Poskytovatel/Provider

V Praze dne/in Prague on .................... 2022

na zakladé povéreni/ Authorized personel

Ja, nize podepsan\’/_ zkousejici jako zkouSejici potvrzuji,

Ze jsem se fadné sezndmil s timto Dodatkem ke Smlouvé. / I, the undersigned

_as the Investigator certify that | have fully acquainted with

this Amendment.

Zkousejici/ Investigator
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Seznam priloh/List of the Exhibits

Pfiloha A-1 /Exhibit A-1 — Protocol Amendment 4.1

Nazev uctu

Cislo G¢tu

IBAN ¢islo

Nazev banky
Adresa banky
Mésto, PSC, Zemé

BIC

Fakultni nemocnice v Motole
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