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AMENDMENT N° 1
(hereinafter Amendment)

to the
Clinical Site Agreement (hereinafter Agreement)
dated 26" August 2019
This Amendment is made by and between

Parexel International (IRL) Limited
70 Sir John Rogerson's Quay

Dublin 2
Ireland
(Company number 541507)
(hereinafter CRO)
and

Fakultni nemocnice Hradec Kralove

Sokolska 581

500 05 Hradec Kralove — Novy Hradec Kralove

Czech Republic

Organization ID No.: 00179906

Tax ID No.: CZ00179906

Represented by: prof. MUDr. Vladimir Palicka, CSc.,
dr.h.c. director

(hereinafter Institution)

and

Employee of the Institution
(hereinafter Investigator)

regarding

Protocol No: |l (hereinafter Protocol)

(hereinafter Study)
I (hcrcinafter Study Drug)

of

Dr. Reddy’s Laboratories S.A.

at Elisabethenanlage 11, CH-4051 Basel, Switzerland

hereinafter SPONSOR

242435 I cz AMDT No. 1 I 20220216 1.0

DODATEK ¢. 1
(déle jen Dodatek)

ke

Smlouvé o provedeni klinického hodnoceni (dile jen Smlouva)

@

)

ze dne 26. srpna 2019

Tento dodatek se uzavira mezi

Parexel International (IRL) Limited
70 Sir John Rogerson's Quay
Dublin 2
Irsko
(Registra¢ni ¢islo 541507)
(déle jen CRO)

a

Fakultni nemocnici Hradec Kralové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Kralové

Ceska republika

1C: 00179906

DIC: CZ00179906

Zastoupenou: prof. MUDr. Vladimirem Pali¢kou, CSc.,
dr.h. c., feditelem

(déle jen poskytovatel zdravotnich sluzeb anebo poskytovatel)

Zaméstnancem poskytovatele zdravotnich sluZzeb
(dale jen zkouSejici)

atykd se

Cisla protokolu: | Elll(dale jen protokol)

(dale jen “klinické hodnoceni™)

I ;< jcn studijni 1é¢ivo)

spole¢nosti

Dr. Reddy’s Laboratories S.A.
Elisabethenanlage 11, CH-4051 Basel, Svycarsko

déle jen ZADAVATEL
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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 representative in
managing the Study for SPONSOR;

WHEREAS Institution and Investigator shall fully cooperate with
CRO and shall permit CRO to perform any and all of the
SPONSOR’s Study obligations and to exercise any and all of
SPONSOR’s Study rights as has been delegated by SPONSOR to
CRO.

WHEREAS, the parties have entered into the above-referred
Agreement;

WHEREAS, parties agree to updates to the signed agreement
on 26™ August 2019 due Protocol Amendment Version 3,
where Covid-19 test have been included and new criteria
allowed inclusion of subjects with a history of hepatitis B;

Also Investigator agrees to comply and gather and share data as
part of Hepatitis B Post End of Study Follow-Up
Reporting Template (see Appendix B) to sponsor which is
intended to monitor and record post study management of
hepatitis B positive study subjects.

Therefore, following items will be added to budget:

WHEREAS, the parties are jointly willing to amend the above-
referred Agreement;

Now, therefore the above-referred Agreement shall be amended
and the herein amended wordings shall be effective as of the date
of full execution of this Amendment and shall enter into force
upon publication of this Amendments in the Register of
Contracts.
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VZHLEDEM K TOMU, ZE ZADAVATEL je sponzorem
multicentrického klinického hodnoceni zaméteného na klinické
posouzeni studijnfho 1é¢iva a CRO (nebo jeji sesterskd
spolecnost) byla ZADAVATELEM (na zdkladé¢ samostatné
pisemné smlouvy) povétena, aby pro ZADAVATELE zajistovala
vedeni klinického hodnoceni; a

VZHLEDEM K TOMU, ZE poskytovatel zdravotnich sluZeb a
zkousejici se zavazuji plné spolupracovat s CRO a umoZnit CRO
plnit vSechny povinnosti ZADAVATELE v souvislosti
s klinickym  hodnocenim, vcetn¢ vykonu vSech prav
ZADAVATELE, a to ve stejné mife, jako by tyto povinnosti a
prava néleZely pftimo CRO; a

VZHLEDEM K TOMU, ZE strany uzaviely vy$e uvedenou
Smlouvu;

VZHLEDEM K TOMU, ZE smluvni strany souhlasi
s aktualizaci podminek smlouvy podepsané dne 26.08.2019,
jiz se v disledku dodatku protokolu ¢. 3 ke studijnim
proceduram pridavaji testy na onemocnéni Covid-19 a nova
kritéria umozZiujici zarazeni subjektd s anamnézou
hepatitidy B;

V souvislosti s dodatkem protokolu se zkousSejici zavazuje sbirat
a sdilet se zadavatelem klinicka data dle dotazniku pro hepatitidu
B v ramci studie || Gz iz ptiloha B tohoto dodatku), jehoZ
cilem je monitorovat stav a 1écbu subjektt s hepatitidou B i po
skonceni studie.

Timto se do studijniho rozpoétu pridavaji nasledujici
polozky:

VZHLEDEM K TOMU, ZE smluvni strany se dohodly na tpravé
vySe uvedené Smlouvy;

Nyni se proto vySe uvedend Smlouva méni a dopliuje a znéni

uvedené v tomto dodatku nabyva platnosti k datu podpisu tohoto
Dodatku a uc¢innosti k datu jeho uvetejnéni v Registru smluv.
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1. Parties herewith agree that the Budget table of Exhibit A — 1. Smluvni strany se dohodly, Ze Rozpoctova tabulka v rdmci

Enrollment and Payment Schedule is replaced in its entirety Prilohy A — Rozpocet a Platebni podminky pivodni Smlouvy
and attached hereto as Attachment A. se nové nahrazuje verzi uvedenou niZze v piiloze A tohoto
Dodatku.

2. Parties agree that a new paragraph with the following 2. Smluvni strany se dohodly, Ze se v clanku 4 piilohy A
language shall be inserted into the Section 4 of the Exhibit A smlouvy (Ostatni platby studijnimu centru) pfed posledni
(Other Site Fees) above the last paragraph: odstavec vklada novy odstavec tohoto znéni:

All other terms and conditions of the above-referred Agreement Ve vSech ostatnich bodech a ustanovenich zistivd Smlouva beze
remain unchanged and in full force and effect. zmeén a platnd a G¢innd v plném rozsahu.

Expected total value of all payments per this Agreement as Pfedpoklddand hodnota Smlouvy ve znéni tohoto Dodatku je
amended herein is 103,642 EUR. 103 642,-- EUR.

IN WITNESS WHEREOF, the parties hereto have set their NA DUKAZ CEHOZ smluvni strany této smlouvy vyjadiily

hands in triplicate with the intention that this is a binding svym podpisem na vSech tfech stejnopisech sviij souhlas se
agreement to amend as provided herein. znénim smlouvy dle zde uvedenych podminek.
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Parexel International
(IRL) Limited:

(Signature of Authorized Official) 21.2.2022
(Typed or Printed Name) Date
Fakultni nemocnice Hradec Kralové
Institution / poskytovatel
zdravotnich sluZeb:
(Signature of Authorized Official) 24.2.2022
prof. MUDr. Vladimir Palicka, CSc., dr.h.c. Date
director / feditel
Investigator:
(Signature of Investigator) 25.2.2022
. Date
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Appendix A Priloha A

Amended version of the Budget table of Exhibit A — Enrolment Aktualizovand Rozpoc¢tova tabulka Prilohy A — Nabor subjekti
and Payment Schedule of the Agreement a platebni kalendar pivodni smlouvy
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Appendix B Priloha B

_-Hepatitis B Post End of Study Follow-Up Reporting Dotaznik pro hepatitidu B v rdmci studie [ ]
Template

(pursuant to Section 6.10 Guidance for hepatitis B and hepatitis (v souladu s ¢lankem 6.10 Guidance for hepatitis B and hepatitis
C seropositive subjects of the amended Protocol) C seropositive subjects protokolu ve znéni dodatku €. 3)
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Dr.Reddy’s €3¢
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