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AMENDMENT No. 1

DODATEK ¢. 1

Protocol Number: 161504

Cislo protokolu: 161504

THIS AMENDMENT NO. 1 (the “Amendment
No. 1) effective as of (the 29 day of Oct, 2018
(the “Effective Date”), by and among Baxalta
Innovations GmbH having a place of business at
Industriestrasse 67, 1220 Vienna, Austria Tax
Identification number: FN 113291f, represented

by Judit Korany, ("Sponsor”), Fakultni
nemocnice Brno, having a place of business at
se sidlem Jihlavska 20, 625 00 Brno,
Identifikacni cislo: 65269705, Danové
identifikacni  ¢islo: CZ65269705 zastoupené

MUDr. Roman Kraus, MBA, (“Institution™) and

nemocnice Brno (the “Investigator” and together
with the Institution, the “Site””) amends the terms
of the Sponsored Clinical Trial Agreement dated
as of the 8 day of September, 2017 and any
subsequent amendment made by the parties to
that Clinical Trial Agreement between the parties
(the “Agreement”). For purposes of this
Amendment No. 1, each of the Sponsor,
Institution, and the Investigator may be referred
to as a “Party” and together as the “Parties”.
Capitalized terms not defined herein shall have

TENTO DODATEK C. 1 (dile jen ,,Dodatek
¢. 1%) platny od (29 fijna, 2018) a G¢inny ode dne
zvefejnéni v registru smluv (dale jen ,Datum
uéinnosti*) uzavieny mezi spolecnosti Baxalta
Innovations GmbH sc sidlem Industriestrasse
67, 1220 Viden, Rakousko, danové identifikacni
cislo: FN 113291f, zastoupenou pani Judit
Korany (dale jen , Zadavatel”), Fakultni
nemocnici Brno se sidlem Jihlavska 20, 625 00
Brno, identifikacni  ¢islo: 65269705, danové
identifikacni cislo: CZ63269703, zastoupenou

MUDr. Romanem Krausem, MBA (dale jen
JZdravotnické zafizeni®) a

Fakultni nemocnice Brio
(dale jen ,Zkousejici Ilékai* aspole¢né se

zdravotnickym zafizenim ddle jen ,,Centrum
klinického hodnoceni) méni podminky Smlouvy
o klinickém hodnoceni provadéném zadavatelem
z 8. zafi 2017 aveSkeré daldi nasledné zmény
u¢inéné smluvnimi stranami v této Smlouvé
o klinickém hodnoceni, kterou mezi sebou
uzavrely (dale jen ,.Smlouva™). Pro Gcely tohoto
Dodatku &. 1 mohou byt Zadavatel, Zdravotnicke
zafizeni a Zkousejici oznacovani jednotlivé jako

the same meaning as set forth in the Agreement. | ,.Smluvni strana™ a spolecné jako ,Smluvni
strany*. Vyrazy psan¢ s velkym pocatetnim
pismenem, jez nejsou v tomto Dodatku
definovany, maji stejny vyznam jako ve
Smlouve.

WHEREAS, the Parties desire to amend the | Smluvni strany si pfeji zménit Smlouvu

Agreement; nasledujicim zplisobem:

NOW THEREFORE, in consideration of the | Po zvazeni vzajemnych zavazki a dohod

mutual covenants and agreements herein, the
Parties, intending to be legally bound, have
entered into this Amendment No. 1 and do
specifically agree as follows:

uvedenych vtéto Smlouvé uzaviely Smluvni
strany s imyslem vstoupit do zdvazného
pravniho vztahu tento Dodatek ¢. 1 a vyslovné se
dohodly takto:

I, Exhibit A (the “Attachmnet A”) of the
Agreement shall be deleted in its entirety and
replaced with the revised Exhibit B (the
“Attachmnet B”) attached hereto and
incorporated by reference herein.

I Priloha A (,,Pfiloha A*) Smlouvy bude
veelém  rozsahu  vypusténa  anahrazena
upravenou Pfilohou B (,,Pfiloha B*) pfipojenou
k tomuto dokumentu, kterd se timto odkazem na
ni stavéa nedilnou souéasti Smlouvy.

IN WITNESS WHEREOF, the Parties hereto,
intending to be legally bound, have executed this
Amendment No. 1 by their duly authorized
representatives as of the Effective Date.

Smluvni strany s imyslem vstoupit do zdvazného
pravniho vztahu podepsaly tento Dodatek ¢. 1
k Datu G&innosti prostfednictvim svych fadné
zmocnénych zastupcti.
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 Baxalta Innovations GmbH

Baxalta Innovations GmbH ]

Industriestrasse 67, 1220 Vienna, Austria

By:

(Signature)

Name:

Title:

[ndustriestrasse 67, 1220 Viden, Rakousko
Podepsal(a):

(podpis)

Jméno:

Funkce:

Fakultni nemocnice Brno,

| Fakultni nemocnice Brno

Jihlavska 20, 625 00 Brno, Ceskd republika

Jihlavskd 20, 625 00 Brno, Ceskd republika

By:

(Signature)

Name:

Name:

Podepsal(a):

(podpis)

Jméno:

Funkce:

reditel MU
(podpis)

Jméno:

‘.-"’rmi_,f of consent is the signature of the Na dikaz souhlasu pripojuje sviij podpis

investigator

B_)‘:
‘ Signature:

zkouSejici

Jméno:

Podpis:

ﬁ
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