AMENDMENT No. 1
(hereinafter, ,,Amendment‘‘)

To the Clinical Trial Agreement
(hereinafter, ,,Agreement‘¢)
entered into and valid as of 5.8.2020, and effective as of
10.8.2020 which is the date of its publication in the Registry

of Contracts
BETWEEN:

@)) Parexel International (IRL) Limited
(“CRO”), with registered offices at 70 Sir John
Rogerson’s Quay, Dublin 2, Ireland
Company number 541507
VAT No.: IE 3249971HH

And

) Fakultni nemocnice Hradec Kralové,
(“Institution’), with its registered seat at:
Sokolska 581, 500 05 Hradec Krdlové — Novy
Hradec Kralové, Czech Republic
ID No.: 00179906
VAT No.: CZ00179906
Represented by: prof. MUDr. Vladimir Palicka,
CSc., dr. h. c., director

And

3) ]

(“Principal Investigator™),
Employed in Fakultni nemocnice Hradec
Kralové, Ophtalmology Clinic, Sokolska 581,
500 05 Hradec Krilové - Novy Hradec Kralove,
Czech Republic

Regarding:

Protocol number

Protocol title

30 October 2019
1.0
Samsung Bioepis Co., Ltd.

Protocol date
Protocol version
Sponsor
Investigator

DODATEK ¢é. 1
(déle jen ,,Dodatek‘‘)

ke Smlouvé o klinickém hodnoceni
(déle jen ,,Smlouva‘“)
uzaviené a platné dnem 5.8.2020 a t¢inné dnem 10.8.2020,
coZ je datum uvefejnéni v registru smluv

MEZI NASLEDUJiCIMI STRANAMI:

1) Parexel International (IRL) Limited (,,CRO*), se
sidlem na adrese 70 Sir John Rogerson’s Quay,
Dublin 2, Irsko
ICO 541507
DIC: IE 324997 IHH

A

2) Fakultni nemocnici Hradec Kralové
(,,Poskytovatel*), se sidlem: Sokolska 581, 500 05
Hradec Kridlové — Novy Hradec Kralové, Cesk4

republika

ICO: 00179906

DIC:CZ00179906

zastoupend: prof. MUDr. Vladimirem Palickou, CSc.,
dr. h. c., , feditelem

(,,Hlavni zkouSejici*),

Zaméstnany ve Fakultni nemocnici Hradec Kralové,
O¢ni klinika, Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Ceska republika.

V souvislosti s:

Cislo protokolu

Nazev protokolu

Datum protokolu
Verze protokolu
Zadavatel

Halvni zkouSejici

30. fijna 2019
1.0
Samsung Bioepis Co., Ltd.
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Study Site Fakultni

Kralové

nemocnice Hradec

Of:

Samsung Bioepis Co., Ltd. (“‘Sponsor”), a company
incorporated in Republic of Korea, having a place of business
at 76, Songdogyoyuk-ro, Yeonsu-gu, Incheon, 21987,
Republic of Korea.

Each of CRO, Institution and Principal Investigator shall
hereafter be referred to collectively as the “Parties” and
individually as a ,,Party”;

WHEREAS, Sponsor is the sponsor of the multi-center/multi-
centre Study to clinically evaluate the Study Drug and CRO
(or its Affiliate) has been retained by Sponsor (under a
separate written agreement) to act as Sponsor’s contractor and
designee in managing the Study for Sponsor; and

WHEREAS Institution and Principal Investigator shall fully
cooperate with CRO and shall permit CRO to perform
Sponsor’s Study obligations and to exercise Sponsor’s Study
rights that lie with Sponsor on the basis of Applicable Law,
including GCP guidelines to the extent it has been delegated
by Sponsor to CRO; and

WHEREAS, the Parties have entered into the Agreement; and

WHEREAS, the Parties are willing to amend the above
referred Agreement;

Now, therefore the above-referred Agreement shall be
amended as follows and shall be effective as of the date of the
publication of this Amendment in the Registry of Contracts.

In the Appendix 1- Financial Terms, Enrolment and Payment
Schedule, Payment of Institution grants, section 1. Enrolment
Targets and Enrolment Schedule and section 2. Fee Per

Fakultni
Kralové

Studijni pracovisté nemocnice  Hradec

Spolec¢nosti:

Samsung Bioepis Co., Ltd. (,,Zadavatel”), spole¢nost
zaregistrovand v Korejské republice, se sidlem na adrese 76,
Songdogyoyuk-ro, Yeonsu-gu, Incheon, 21987, Korejskd
republika

CRO, Poskytovatel a Hlavni zkouSejici budou déle spole¢né
oznacovani jako ,,Strany“ a jednotlivé jako ,,Strana“.

VZHLEDEM K TOMU, Z7e Zadavatel je zadavatelem
multicentrické Studie, jejimz cilem je klinické hodnoceni
Hodnoceného 1éku, a CRO (nebo jeji ptidruZzend spolecnost)
byla Zadavatelem najata (na zdkladé¢ samostatné pisemné
smlouvy), aby pisobila jako zastupce Zadavatele pfi fizeni
Studie pro Zadavatele; a

VZHLEDEM K TOMU, Ze Poskytovatel a Hlavni zkouSejici
budou s CRO pln¢ spolupracovat aumozni CRO plnit
zavazky Zadavatele v ramci Studie a uplatiiovat prava
Zadavatele v ramci Studie, jez Zadavatel ma na zdkladé
platnych pravnich predpist, vcetné smeérnic o spravné
klinické praxi (GCP), v takovém rozsahu, v jakém Zadavatel
zmocnil spole¢nost CRO; a

VZHLEDEM K TOMU, Ze Strany uzaviely Smlouvu; a

VZHLEDEM K TOMU, Ze jsou Strany ochotné zménit shora
uvedenou Smlouvu;

Na zdklad¢ této skuteCnosti se shora uvedend Smlouva timto
meéni nasledovné a bude ¢innd ode dne uvetejnéni tohoto
Dodatku v registru smluv.

V Piiloze 1 - Finanéni podminky, Nabor a harmonogram
plateb, Uhrada grantd Poskytovatele, odst. 1. Cile a

harmonogram ndboru subjekti hodnoceni a odst. 2. Odména

Completed Subject shall be amended as following:

1. Principal Investigator, on behalf of the Institution,
shall Enrol at minimum in the Study. Up
to the the original terms of the
Agreement shall continue to apply. Starting from the
the Enrolled, Fee Per Completed Subject

(Associated with visit schedule) will change from

B o will be paid according to the table
below:

za dokonceny subjekt hodnoceni se méni nasledovné:

1. Hlavni zkousSejici jménem Poskytovatele zatadi do
hodnoceni.

Studie minimalné Ptvodni
podminky Smlouvy naddle plati do

Pocinaje|
za dokonceny subjekt hodnoceni
harmonogramem ndvS§tév) zméni

se odména
spojeni s

(ve

a bude placena
podle nésledujici tabulky:

Visit /
Navstéva

Fee for Visit (CZK) /
Poplatek za navstévu (K<)
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CRO shall pay to Institution a fee for the Amendment
execution to the Agreement in the amount
This fee covers the costs of the Institution associated with the
administrative work and with the legal and financial review of
the Amendment. This fee will be invoiced immediately after
the execution of the Amendment by all Parties and the fee
shall be due within 45 days after respective invoice is issued.

All other terms and conditions of the Agreement remain
unchanged and in full force and effect. This Amendment shall
hereafter be incorporated into and deemed part of the
Agreement and any future reference to the Agreement shall
include the terms and conditions of this Amendment.

To the extent any provision of the Agreement conflicts with
any provision of the Amendment, this Amendment will
control. Capitalized terms used but not otherwise defined in
this Amendment shall have the meanings ascribed to them in
the Agreement.

This Agreement will be executed in three (3) counterparts,
with one (1) counterpart for the Institution, one (1) for the
Principal Investigator, and one (1) for the CRO. Each
counterpart shall be deemed to be an original, and all of such
counterparts shall together constitute one and the same
document.

This Amendment has been drawn up in the Czech and English
language, and the Contracting Parties consider both language
versions to be equal; however, in case of any interpretation
discrepancy between the individual versions, the Czech
version shall prevail as agreed by the Contracting Parties

The expected amount to be paid as per Amendment is
2 681 737,00 CZK.

CRO se zavazuje uhradit Poskytovateli poplatek za sjednini
Dodatku ke Smlouvé ve vysi ktery zahrnuje
ndklady Poskytovatele spojené s administrativou a
projednanim Dodatku z pravniho a ekonomického hlediska.
Tento poplatek je fakturovdn bezprostfedné po podepsini
Dodatku vSemi Stranami, se splatnosti do 45 dnf po vystaveni
piislu$né faktury

Vsechny ostatni podminky shora uvedené Smlouvy se neméni
a zustavaji plné platné a i¢inné. Tento Dodatek bude zaélenén
do Smlouvy a bude se napfisté povazovat za soucdst Smlouvy.
Jakykoli budouci odkaz na Smlouvu bude zahrnovat
podminky tohoto Dodatku.

V rozsahu, v ném?Z je jakékoli ustanoveni Smlouvy v rozporu
s jakymkoli ustanovenim Dodatku, bude urcujici tento
Dodatek. Pouzité pojmy s velkym pocatecnim pismenem,
které nejsou v tomto Dodatku definovany jinak, maji vyznam,
ktery jim je pfipisovan ve Smlouvé.

Tento Dodatek bude vyhotoven ve tfech (3) stejnopisech,
pricemz jeden (1) stejnopis je urcen pro Poskytovatele, jeden
(1) pro Hlavniho zkousejiciho a jeden (1) pro CRO. Kazdy
stejnopis bude povaZovdn za origindl a vSechny tyto
stejnopisy budou spolecné tvofit jeden a tentyZ dokument.

Tento Dodatek je sepsan v Ceském a anglickém jazyce a
Smluvni strany povazuji ob¢€ jazykové verze za rovnocenné,
avSak pro pfipad vykladovych nesrovnalosti mezi
jednotlivymi verzemi se Smluvni strany dohodly, Ze pfednost
md Ceska verze dodatku.
Ocekdvand hodnota znéni
2681 737,00 K¢&..

plnéni ve Dodatku je
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ACKNOWLEDGED AND AGREED BY CRO / POTVRZUJE A SOUHLASI CRO
Parexel International (IRL) Limited

BY/PODPIS:

Name/Jméno:

Title/Funkce:

Date/Datum: 25. 3. 2021

ACKNOWLEDGED AND AGREED BY / POTVRZUJE A SOUHLASI

BY/PODPIS:

Name/Jméno: |

Title/Funkce: Principal Investigator / Hlavni zkousejic{

Date/Datum: 7. 4. 2021

ACKNOWLEDGED AND AGREED BY / POTVRZUJE A SOUHLASI
Fakultni nemocnice Hradec Kralové

BY/PODPIS:

Name/Jméno: prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.
Title/Funkce: Director / Reditel

Date/Datum: 7. 4. 2021
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