AMENDMENT N°1
(hereinafter Amendment)
to the
Clinical Trial Agreement (hereinafter Agreement)

dated 5 November 2019

This Amendment is made by and between

Hexal AG
Industriestrasse 25
83607 Holzkirchen
Germany

(Hexal)

)

and

Fakultni nemocnice Plzen

Edvarda BeneSe 1128/13

Jizni Predmésti

305 99 Plzen

Czech Republic

Company ID Number: 00669806

Tax ID No: CZ00669806

Represented by: MUDr. Viclav Simanek, Ph.D.
(the Institution)

o)

and

(3) Doc. MUDr. Vaclav Vysko¢il, Ph.D.

(Principal Investigator)

DODATEK¢. 1
(déle jen dodatek)
ke
Smlouveé o klinickém hodnoceni (dale jen smlouva)

uzaviené dne 5. 11. 2019

Tento dodatek se uzavird mezi

(1) Hexal AG
Industriestrasse 25
83607 Holzkirchen
Némecko
(dale jen Hexal)
a
(2) Fakultni nemocnice Plzei
Edvarda BeneSe 1128/13
Jizni Pfredmésti
305 99 Plzen
Ceska republika
1CO: 00669806
DIC: CZ00669806
Zastoupena: MUDr. Vaclav Simanek, Ph.D.
(déle jen zdravotnické zatizeni)
a
(3) Doc. MUDr. Vaclav Vyskocil, Ph.D.

(dale jen hlavni zkousejici)

WHEREAS
subjects on

Hexal is sponsoring a clinical trial involvin

WHEREAS, Hexal and PAREXEL International (IRL) Limited
or an Affiliate (hereinafter CRO) have agreed (under a separate
written agreement) that CRO will act on behalf of Hexal as its
authorized representative and agent;

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

VZHLEDEM K TOMU, Zze spole¢nost Hexal je zadavatelem
klinického hodnoceni se zafazovanim subjektt uZivajicich

VZHLEDEM K TOMU, ze Hexal a PAREXEL International
(IRL) Limited nebo jeji sesterska spolecnost (dale smluvni
vyzkumna organizace nebo CRO) se dohodly (na zakladé
samostatné pisemné smlouvy), Zze CRO bude jednat jménem
Hexalu jako jeho opravnény zastupce;

VZHLEDEM K TOMU, ze smluvni strany uzaviely vySe
uvedenou smlouvu;
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WHEREAS, the purpose of this Amendment is to add a payment
for Screening Failure due to COVID-19, Protective Material due
to COVID-19, Unscheduled Visit prior Randomization and
Telephone Visit;

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

VZHLEDEM K TOMU, ze tcelem tohoto dodatku je doplnéni
plateb za netispésny screening z divodu COVID-19, za ochranné
prostfedky z divodu COVID-19, platby za neplanované navstévy
pred randomizaci a za telefonické navstévy;

VZHLEDEM K TOMU, Ze smluvni strany souhlasi s upravou
uvedené smlouvy;

Now, therefore the above-referred Agreement shall be amended,
and the following amended wordings shall be effective as of the
date of Protocol Amendment 5 approval by the Ethics Committee
and the Regulatory authority: 7 May 2020.

Proto bude uvedena smlouva upravena a doplnéna a nasledujici
zmény nabyvaji u¢innosti dnem schvaleni dodatku protokolu ¢.5
prislusnou etickou komisi a regula¢nim ufadem: 7. kvétna 2020.

Exhibit A - Enrolment and Payment Schedule, in Section 4.
Other Payments the following provisions shall be added:

Priloha A - Harmonogram naboru a plateb, v odstavci 4. Jiné
uhrady jsou pfidany nasledujici body:

All other terms and conditions of the above-referred Agreement
remain unchanged and in full force and effect.

Vsechna ostatni ustanoveni vyse uvedené smlouvy zistavaji
plné platna a G¢inna.
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IN WITNESS WHEREOF, the parties hereto have executed
this Amendment through their duly authorised representatives
with the intention that this is a binding agreement to amend as
provided herein. This Amandment is executed in three (3)
counterparts, with one (1) counterpart for the Institution, one (1)
for the Investigator and one (1) for Hexal. Each counterpart shall
be deemed to be an original, and all of such counterparts shall
together constitute one and the same Amendment.

NA DUKAZ CEHOZ smluvni strany podepsaly tento dodatek
prostfednictvim fadné opravnénych zastupci. Tento dodatek se
vyhotovuje ve tfech (3) provedenich, pficemz jedno (1)
provedeni je wurCeno zdravotnickému zafizeni, jedno (1)
zkousejicimu 1ékafi a jedno (1) Hexalu. Kazd¢ provedeni je
origindlem a vSechna provedeni spolecné tvoii jeden a tentyz
dodatek.

Hexal:

Represented by its authorized agent
zastoupeny svym opraviéenym zdstupcem
PAREXEL International (IRL) Limited:

0]

Signature / Podpis

Name / Jméno

Institution/Zdravotnické zaiizeni:

(0]

Signature / Podpis

Date

Name / Jméno

(©))

Principal Investigator/Hlavni zkousSejici:

Signature / Podpis

Date

Name / Jméno Date
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