DODATEK |
KE SMLOUVE O KLINICKEM VYZKUMU LECIV
»Randomizovand, pro zkousejiciho zaslepend,
ucinnou latkou kontrolovand studie faze Ill
hodnotici ucinnost a bezpecnost efepoetinu alfa
v lécbé anémie u pacienti s chronickym
onemocnénim ledvin na dialyze”

UZAVRENE MEZI

zdravotnickym  zafizenim  Nemocnice  Cesky
Krumlov, a.s. se sidlem na adrese Nemocnicni 429,
Horni Brdna, 38101 Cesky Krumlov, které
zastupuje Mgr. Vojtéch Remen, MBA, predseda
predstavenstva (,,zdravotnické zarizeni”),

A

spolecnosti OPIS S.r.l. s feditelstvim na adrese Via
Matteotti 10, 20832, Desio (MB), Italie, IC a DIC

IT12605350151 (e-mail

zastoupenou jeji
zakonnou  zastupkyni, generdlni rfeditelkou
Dr. Laurou Ambrosoli (dale jen ,CRO“ nebo
»spoleCnost”), jednajici jménem  spole€nosti

Genexine, Inc. se sidlem na adrese 172 Magok
Jungang-ro, Gangseo-gu, Soul, 07789, Korejska
republika (dale jen ,zadavatel”), na =zakladé
zakonného zastoupeni/ zmocnéni udéleného dne
5.z4fi 2023, arovnéz jako zakonny zastupce
zadavatele podle clanku 74 nafizeni (EU)
€. 536/2014 (dale jen ,nafizeni“) na zakladé
pisemného jmenovani ze dne 16. srpna 2023,

dale jednotlivé/souhrnné  oznacované

»strana“/,strany”.

jako

VZHLEDEM K TOMU, ZE

strany dne 18.srpna 2025 uzaviely smlouvu
o provedeni klinického hodnoceni tykajici se
klinického hodnoceni ,Randomizovand, pro
zkousejiciho  zaslepeng, ucinnou  latkou

ADDENDUM |
TO CLINICAL INVESTIGATION AGREEMENT FOR
THE DRUGS “A Phase 3, Randomized,
Investigator-Blinded, Active-Controlled Study of
Efficacy and Safety of Efepoetin Alfa for
Treatment of Anemia in Patients with Chronic
Kidney Disease on Dialysis"

BETWEEN

Medical facilities Nemocnice Cesky Krumlov,
a.s. ith legal offices at Nemocni¢ni 429, Horni
Bréna, 381 01 Cesky Krumlov, hereby
represented by Mgr. Vojtéch Remen, MBA,
Chairman of the Board of Directors
(“Institution”);

AND

OPIS S.r.l., headquartered in Via Matteotti 10,
20832, Desio (MB), Italia, Fiscal Code and VAT
no. IT12605350151, (email:
I - - person
of legal representative, Dr. Laura Ambrosoli as
CEO, (hereinafter referred to as “CRO” or the
“Company”), acting on behalf of Genexine, Inc.
with offices at 172 Magok Jungang-ro, Gangseo-
gu, Seoul, 07789, Republic of Korea (hereinafter
referred to as “Sponsor”), by virtue of
proxy/mandate granted on 5 September 2023,
as well as in its capacity as the Legal
Representative of the Sponsor pursuant to
article 74 of Regulation (EU) no. 536/2014
(hereinafter the “Regulation”), by virtue of the
written appointment granted on 16 August
2023,

hereinafter individually/collectively “the
Party/the Parties”

WHEREAS

the Parties on 18Aug2025 have entered into
the Clinical Trial Agreement relating to the
clinical trial: “A Phase 3, Randomized,
Investigator-Blinded, Active-Controlled Study
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kontrolovana studie faze lll hodnotici ucinnost
a bezpecnost efepoetinu alfa vIécbé anémie
u pacientt s chronickym onemocnénim ledvin na
dialyze” vedeného podle protokolu
GX-E4-CKD-002 s Cislem
EuCT 2023-503634-50-00/2023-503634-50-01
(,protokol”), které provadi subjekt pod vedenim

(,hlavni zkousejici”)
v zafizeni  Nemocnice  Cesky  Krumlov,
Hemodialyzacni stredisko,

- pro ucely klinického hodnoceni je nutné doplnit
¢lanek 3.11 uvedené smlouvy snazvem
»Vybaveni”  opopis atechnické udaje
zapUjceného zarizeni.

Uvodni ¢&ast tvofi nedilnou a podstatnou &ast
tohoto dodatku.

SMLUVNIi STRANY SE TEDY DOHODLY
NASLEDOVNE:

Cl. 3.11, Vybaveni

CRO zapujcuje kpouZiti subjektem pfistroje
podrobnéji popsané nize, ato soucdasné
s pfislusSnymi  materidly k pouziti a pfislusnou
dokumentaci o dodani a vyzvednuti (déle souhrnné
jen , Vybaveni“):

- €. 1 mraznicka

- Vyrobce: Vestfrost Solutions

- Model: VTS 098

- Obchodni hodnota: 5 477,00 EUR

..OMISSIS..

Ustanoveni uvedena vdodatku ¢.1 nabyvaji
G€innosti datem posledniho podpisu tohoto
dodatku.

Smlouva €. | je podepsana vlastnoru¢nimi podpisy,
jak to vyzaduiji platna nafizeni.

of Efficacy and Safety of Efepoetin Alfa for
Treatment of Anemia in Patients with Chronic
Kidney Disease on Dialysis”, Protocol GX-E4-
CKD-002, EuCT code no. 2023-503634-50-
00/2023-503634-50-01 (the  “Protocol”)
ongoing at the Entity, under the
responsibility of (the
“Principal Investigator”) at Nemocnice Cesky
Krumlov, Hemodialyzacni stredisko;

- for the purposes of the Clinical Trial, it is
necessary to supplement article 3.11
“Equipment” of the Contract with the
description and technical details on provided
Equipment on loan;

The recitals form an integral and substantial
part of this Addendum.

NOW THEREFORE, IT IS HEREBY AGREED AS
FOLLOWS:

Art.3.11 Equipment

CRO grants on loan for use to the Entity the
Instruments better described below, together
with the relevant material for use, with the
relevant documentation of delivery and
collection  (hereinafter cumulatively the
“Equipment”):

- nr. 1 Freezer

- Constructor: Vestfrost Solutions
- Model: VTS 098

- Commercial value € 5.477,00

..OMISSIS..

The provisions contained in this Addendum n° |
shall become effective upon the last signature
date of the Addendum.

This Agreement n° | is signed by wet-ink
signature in accordance with the applicable
regulations.
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Smlouva byla sepsana v anglictiné a prelozena do
cestiny. V pripadé nesrovnalosti mezi ceskou
a anglickou verzi bude vykladové rozhodna verze
anglicka.

This Agreement was drawn up in English and
translated into Czech. In the case of
discrepancies between the Czech version and
the English version, the English version shall
prevail.

For the CRO / Pro CRO

Signature / Po
Name / Jméno
Dr. Laura Ambrosoli

Title / Funkce: CEO/ predseda predstavenstva

For the Entity / Pro subjek
Nemocnice Cesky Krumlo

Signature / Podpis:
Name / Jméno: Mgr. Vojtéch Remen, MBA
Title / Funkce: CEO/ pfedseda predstavenstva

A —
Date / Datum: A. Ao . LOZS

Signature / Podpi
Name / Jméno: M
Title / Funkce: Pl/hlavni zkouSejici

= —
Date / Datum: o) A0 . ‘QUQB

Date / Datum: (QS SQJ\?J/)T@,&\,&Z/\/ ZQ?,S

Opis s.r.l., on behalf of Genexine, Inc. / Opis s.r.l. jménem spoleénosti Genexine, Inc.

or acknowledgment and acceptance /
bere na védomi a souhlasi
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