DODATEK 3 k SMLOUVE o klinickém
hodnoceni

Tento dodatek 3 k smlouvé o klinickém
hodnoceni (,,dodatek 3)

PPD Czech Republic, s.r.0., se sidlem
Budégjovicka alej, Antala Staska 2027/79, 140
00 Praha 4, Ceskd republika, dcefina
spolecnost PPD International Holdings GmbH.,
jednajici  prostfednictvim  MUDr. Dariny
Hrdlickové — jednatelky spolecnosti a zapsana
v obchodnim rejstiiku vedeném Meéstskym
soudem v Praze, ¢ast C, €. vlozky 37941.

IC: 63671077

DIC: CZ63671077

(“PPD”) konajici jménem zadavatele jako
nezavisly dodavatel

A

Fakultni nemocnice Brno, 5
se sidlem Jihlavska 20, 625 00 Brno, Ceska
republika, zastoupena

IC: 65269705
DIC: CZ65269705
(,,poskytovatel®)

A

(,,zkousejici)

je  doplnkem  smlouvy mezi  PPD,
poskytovatelem a zkousejicim, ktera byla plné
podepsana dne 15 tnora 2011 (,,smlouva‘).

SMLUVNI STRANY PROHLASUJI, ZE

VZHLEDEM K TOMU, ze zadavatel, PPD,
poskytovatel a zkouSejici uzavieli smlouvu,

AMENDMENT 3 TO
AGREEMENT on Clinical Study

This Amendment 3 to the Agreement on
Clinical Study (“Amendment 3”)

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

(“PPD”), acting on its behalf and as an
independent contractor on behalf of Sponsor,

and

Fakultni Nemocnice Brno,
with its registered address at Jihlavska 20, 625

00 Brno, Czech Reﬁublic, reﬁresented bi

Company ID no.: 65269705
Tax ID no: CZ65269705
(“Institution’)

and

(“Investigator’)

shall be an amendment to that certain
Agreement between PPD and
Institution/Investigator dated 15" February
2011 (“Agreement”).

WITNESSETH

WHEREAS, Sponsor, PPD, Institution and
Investigator have entered into the Agreement
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podle které poskytovatel a zkousejici poskytuji
PPD wurcité sluzby spojené s klinickym
hodnocenim dle protokolu ¢. ‘
(“klinické hodnoceni”); a

VZHLEDEM K TOMU, Ze si smluvni strany
pfeji upravit podminky smlouvy, jak je
stanoveno v tomto dodatku,

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

1.  Na zaklad¢ posledniho dodatku
protokolu verze
datovaného ) rozpocet
klinického e zménén
nasledovng:

Jestvujici rozpocet v ptiloze 6 smlouvy
bude doplnén rozpoctem nize

pursuant to which Institution and Investigator
provide certain clinical trial services to PPD
related _to__Sponsor’s study with protocol
number (“Study”); and

WHEREAS, the parties desire to amend the
terms of the Agreement as set forth herein.

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

1. Due to the latest protocol amendment

version [ cated
, the study budget will be

modified as follows:

The existing Budget in Appendix 6 to
the Agreement will be added with the
Budget below

Rozpocet pro OLE / Budget for OLE

Visit name / Nazev navstévy

e Piijemci plateb budou proplaceny vsechny provedeny navstévy /

Costs per visit / Suma za nav$tévu

e payee shall be reimbursed for all visits actually performed

INVOICED ITEMS/ PROCEDURY
SPLATNE NA ZAKLADE FAKTURY

Unit Cost (including OH) / Cena za
jednotku (v€etné rezijnych nakladii)

Roche | liczech Republic PI-Amendment no. 3



Clanek 111 (3) misto a doba provadéni
klinického hodnoceni a fesitelské
centrum bude upraven nasledovngé:

Ukonceni celého klinickeé hodnoceni
je naplanovano na .

Dodatek 3 se podpisem smluvnich stran
stane soucasti smlouvy a veskeré odkazy
na smlouvu budou znamenat odkaz na
smlouvu v¢etné dodatku 3.

Vsechna ostatni ustanoveni a podminky
smlouvy zustavaji v plné platnosti a
ucinnosti. V pripadé jakéhokoli rozporu
mezi ustanovenimi smlouvy a tohoto
dodatku 3 budou rozhodujici a fidici
ustanoveni tohoto dodatku 3

Veskera pouzitd terminologie, kterd neni
blize definovana v tomto dodatku 1 bude
mit stejny vyznam jako je uvedeno ve
smlouvé.

2.

4.
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Article Il (3) place and term of
conducting the Clinical Trial and Trial
Centre will be corrected so that:

The entire Trial is scheduled to be
completed by

Upon execution, this Amendment 3
shall be made a part of the Agreement
and shall be incorporated by reference
therein.

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 3 the terms of this
Amendment 3 shall govern and
control.

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



NA DUKAZ UVEDENEHO, dolu podepsany IN WITNESS WHEREOF, the undersigned
uzaviraji tenhle dodatek 3 ke dni posledniho have executed this Amendment 3 as of the day
podpisu smluvnich stran. of the last signature of Parties.

PPD Czech Republic, s.r.o.

Podpis / By:
Jméno / Na
Funkce / Tit

Datum / Dat

POSKYTOVATEL /INSTITUTION

Podpis/ B

Jméno / Na
Funkce / Ti

Datum /D

ZKOUSEJICI / INVESTIGATOR

Podpis / By;
Jméno / Na

Datum / Dat
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