Dodatek 1 ke
Smlouveé o zabezpeceni klinického hodnoceni

Tento dodatek 1 ke Smlouvé o zabezpeCeni
klinického hodnoceni (,,dodatek 1“) mezi:

PPD Czech Republic, s.r.o., se sidlem Budégjovicka
alej, Antala Staska 2027/79, 140 00 Praha 4, Ceska
republika, dcefind spolenost PPD International
Holdings GmbH., jednajici prostfednictvim MUDr.
Dariny Hrdlickové — jednatelky spole¢nosti a zapsana
v obchodnim rejstfiku vedeném Méstskym soudem v
Praze, Cast C, €. vloZky 37941.

IC: 63671077
DIC: CZ63671077
(.PPD”)

QD

Fakultni nemocrjice Brno se sidlem: Jihlavska 20,
625 00 Brno, Ceska republika, jednajici MUDr.
Romanem Krausem, MBA, feditelem nemocnice

ICO: 65269705
DIC: CZ65269705
dale jen ,,poskytovatel

trvalym  bydlistém

Datum nar.: || GG_.

dale jen “zkousejici”

je dopliikem smlouvy o zabezpeCeni klinického
hodnoceni mezi PPD, zkouSejicim a poskytovatelem,
kterd byla pIné podepsand dne 29. 10. 2015
(,,Smlouva®).

SMLUVNI STRANY PROHLASUJI, ZE

VZHLEDEM K TOMU, Ze PPD, zkousejici a
poskytovatel uzavieli smlouvu, podle které zkousejici
a poskytovatel poskytuji PPD urcité sluzby spojené s
klinickym hodnocenim dle protokolu €.
S ndzvem:

Amendment 1 to
Agreement on Clinical Study

This Amendment 1 to Agreement on Clinical Study
(“Amendment 1) between:

PPD Czech Republic, s.r.o., registered address at
Budejovicka alej, Antala StaSka 2027/79, 140 00
Prague 4, Czech Republic a subsidiary of PPD
International Holdings GmbH., represented by
MUDr. Darina Hrdlickova, executive of the
company, and registered in the Commercial Register
at the Municipal Court in Prague, Section C, Insert
37941.

Company ID no.: 63671077
Tax ID no.: CZ63671077
(“PP DH)

and

Fakultni nemocnice Brno

with its principal place of business at Jihlavska 20, 625
00 Brno, Czech Republic, represented by MUDr.
Roman Kraus, MBA, hospital director

Company ID no.: 65269705
Tax ID no.: CZ65269705
further, the “Medical Facility”

and

permanent residence at

Dob: I

further, the “Investigator”

shall be an Amendment to that certain Agreement on
Clinical Study between PPD, Investigator and
Medical Facility fully executed on 29" October 2015
(“Agreement”).

WITNESSETH

WHEREAS, PPD, Investigator and Medical Facility
have entered into the Agreement pursuant to which
the Investigator and Medical Facility provide certain
clinical study services to PPD according to protocol
no. (,Protocol”) entitled:

_. - Amendment 1 3-way site CTA Site -

1/9



I . (“Klinické

hodnoceni™), a

VZHLEDEM K TOMU, Ze si smluvni strany pfeji
upravit podminky smlouvy, jak je stanoveno v tomto
dodatku, aby do ramce smlouvy byl zafazen protokol
sub-studie zadavatele,

DOHODLY SE smluvni strany s ohledem na obsah
tohoto dodatku 1 a s myslem byt jim pravné vazany
takto:

1. Pfiloha ¢. 1 smlouvy bude vyjmuta a plné
nahrazena pfilohou €. 1 tohoto dodatku.

2. Dodatek 1 se podpisem smluvnich stran stane
soucasti smlouvy a veskeré odkazy na smlouvu
budou znamenat odkaz na smlouvu vcetné
dodatku 1.

3. VSechna ostatni ustanoveni a podminky smlouvy
zlstavaji v pIné platnosti a Ucinnosti. V pripadé
jakéhokoli rozporu mezi ustanovenimi smlouvy a
tohoto dodatku 1 budou rozhodujici a Fidici
ustanoveni tohoto dodatku 1.

4. VeSkera pouZita terminologie, ktera neni blize
definovana vtomto dodatku 1 bude mit stejny
vyznam jako je uvedeno ve smlouve.

NA DUKAZ SOUHLASU se znénim dodatku 1

pFipojuji smluvni strany své podpisy nize.

PPD:

B (‘Clinical Study”)and

WHEREAS, the parties desire to amend the terms of
the Agreement as set forth herein. to incorporate the
Sponsor’s Sub-Study Protocol into the framework of
the Agreement.

NOW, THEREFORE, for the valuable consideration
contained herein, and intending to be legally bound,
the parties agree as follows:

1. Appendix no. 1 of the Agreement shall be
deleted and fully replaced by Appendix. 1 to this
Amendment

2. Upon execution, this Amendment 1 shall be
made a part of the Agreement and shall be
incorporated by reference therein.

3. All other terms and conditions of the Agreement
shall remain in full force and effect. In the event
of any conflict between the terms of the
Agreement and this Amendment 1, the terms of
this Amendment 1 shall govern and control.

4. All capitalized terms used, but not otherwise
defined herein, shall have the meanings ascribed
to them in the Agreement.

IN WITNESS OF THEIR CONSENT to this
Amendment 1, the Parties have signed below.

Datum/Date:

Poskytovatel/Medical Facility:

Datum/date:

MUDr. Roman Kraus, MBA

Zkousejici/lInvestigator:

Datum/date:
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Seznam priloh k tomuto dodatku 1: List of appendices to this Amendment 1:

Priloha €. 1: Rozpis plateb Appendix no. 1: Payment Schedule
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PFiloha €. 1 — Rozpis Plateb Appendix no. 1 — Payment Schedule

ke smlouvé mezi: to an Agreement between:
PPD Czech Republic, s.r.o. PPD Czech Republic, s.r.o.
Poskytovatel: Fakultni nemocnice Brno Medical Facility: Fakultni nemocnice Brno
zkousejici: || G Investigator:
Actelion Actelion
Protokol &. | G Protocol # [ GG

|
1
N
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Tabulky plateb / Tables of Payments

Hlavni ¢ast/Core Study

Platby za jeden
subjekt hodnoceni v
Popis Navstév / Visit Description K¢/ Amount per
subject per visit in
CZK
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CELKEM ZA SUBJEKT HODNOCENI / TOTAL PER 28.345,-
SUBJECT
—' _

Re-treatment Extension/preléceni v prodlouzeni

Platby za jeden
subjekt hodnoceni v
Popis Navstév / Visit Description K¢/ Amount per
subject per visit in
CZK
| ___
| _
I -
| ____
] I
I
I I
CELKEM ZA SUBJEKT HODNOCENI / TOTAL PER 20.813.-
SUBJECT
 ————— -

Applicable for core study and Re-treatment Extension

Dalsi plaby / Additional Payments

Platby za ukon
nebo dle uvedeni v
K¢ / Payments per
unit or as indicated

in CZK

.
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PRO substudy/PRO vedlejsi klinické hodnoceni

Platby za jeden
subjekt hodnoceni v
Popis Navstév / Visit Description K& / Amount per
subject per visit in

CzK

|
|

TOTAL/CELKEM 2.440,-
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