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PRVNi DODATEK KE SMLouyE O KLINICKEM
HODNOCENI

Prvni dodatek (,Dodatek”) ke Smlouvé o klinickém
hodnoceni uzaviené s u&innosti od 31. prosince 2020
(spole¢né dale jen ,Smlouva”), mezi Nemocnice
Ceské Budéjovice, a.s., B. Némcové 585/54, 370 01
Ceské Budsgjovice, Ceska republika, IC: 260 68 877,
DIC: CZ26068877, DIC: CZ699005400, zapsanou
v obchodnim rejstfiku vedeném Krajskym soudem
v Ceskych Budé&jovicich, sp. zn. 1349, zastoupenou
MUDr. Ing. Michalem Snorkem, Ph.D., ptedsedou
predstavenstva, a MUDr. Jaroslavem Novakem, MBA,
Clenem pfedstavenstva (,Zdravotnické zarizeni’) a
AbbVie, s. r. o., Metronom Business Center,
Bucharova 2817/13, Stodtilky, 158 00 Praha 5, Ceska
republika, IC: 24148725, DIC: CZ24148725,
zastoupena Mgr. Janem Balzerem, CCOM, na zakladé
piné moci (,AbbVie”) na poskytovani sluzeb
uvedenych v Protokolu ¢. M14-430 s nazvem

~.Multicentrickeé, randomizované, dvojité
zaslepené, placebem kontrolované udrZovaci a
dlouhodobé prodlouzeni klinického hodnoceni
hodnotici ucinnost a bezpecnost upadacitinibu
(ABT-494) u pacienti s Crohnovou nemoci, ktefi
dokoncili klinicka hodnoceni M14-431 nebo M14-
433"

S ohledem na fadné plnéni tohoto Dodatku a v souladu
s podminkami Smlouvy, se smluvni strany dohodly
pozménit Smlouvu nasledovné:

1. Rozpolet stanoveny v Pfiloze A Smlouvy se
zruduje v celém svém rozsahu a nahrazuje se
pfilozenou Pfilohou A.

Pojmy, jez zde nejsou definovany jinak, maji stejny
vyznam, ktery je jim pfipisovan ve Smlouvé. Kromé
podminek, které se vyslovné zménily timto
Dodatkem, zUstavaji vSechny ostatni podminky
této Smlouvy v pIné platnosti a uc¢innosti béhem
trvani této Smlouvy.

FIRST AMENDMENT TO THE CLINICAL STUDY
AGREEMENT

First Amendment (the “Amendment”) to that certain
Clinical Study Agreement effective 31. December 2020
(“‘Agreement’), between  Nemocnice Ceské
Budéjovice, a.s., B. Némcové 585/54, 370 01 Ceské
Budéjovice, Czech Republic, ID: 260 68 877, VAT ID:
CZ26068877, VAT ID: CZ699005400, registered in
Commercial Companies Registry operated by Regional
Court in Ceské Budg&jovice, file number 1349,
represented by MUDr. Ing. Michal Snorek, Ph.D.,
Chairman of Board of Directors and MUDr. Jaroslav
Novak, MBA, Member of Board of Directors (the
“Institution”) and AbbVie, s. r. 0., Metronom Business
Center, Bucharova 2817/13, Stodulky, 158 00 Praha 5,
Czech Republic, ID: 24148725, VAT ID: CZ24148725,
represented by Mgr. Jan Balzer, CCOM, based upon
power of attorney (“AbbVie”) for services relating to
Protocol No. M14-430 entitled

“A  Multicenter, Randomized, Double-Blind,
Placebo-Controlled Maintenance and Long Term
Extension Study of the Efficacy and Safety of
Upadacitinib (ABT-494) in Subjects with Crohn's
Disease who Completed the Studies M14-431 or
M14-433

Subject to the full execution of this Amendment and in
accordance with the terms of the Agreement, the
parties hereby agree to amend the Agreement, as
follows:

1. The Budget set forth in Exhibit A of the Agreement
shall be deleted in its entirety and replaced with
the attached Exhibit A.

Terms not otherwise defined herein shall have the
meanings ascribed to such terms in the
Agreement. Except as specifically amended by
this Amendment, all other terms and conditions of
the Agreement shall continue in full force and effect
during the term of the Agreement.
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NA DUKAZ CEHOZ kazda smluvni strana | IN WITNESS WHEREOF, each of the parties has
prostfednictvim svych fadné zmocnénych zastupcu | caused this Amendment to be executed by its

uvedla tuto smlouvu v platnost svym podpisem. authorized representative in its name and on its behalf.
AbbVie s.r.o. Nemocnice Ceské Budéjovice, a.s.

By/Podepsal: By/Podepsal:

Name/Jméno: Mgr. Jan Balzer Name/Jméno: MUDTr. Ing. Michal Snorek, Ph.D.

Title/Funkce: Country Clinical Operations Manager Title/Funkce: Chairman of Board of Directors

Based on power of attorney/ Na zakladéplnémaoci

Date/Datum: Date/Datum:

Nemocnice Ceské Budéjovice, a.s.

By/Podepsal:

Name/Jméno: MUDr. Jaroslav Novak, MBA

Title/Funkce: Member of Board of Directors

Date/Datum:

| have read this Agreement and acknowledge the
obligations in the Agreement.

Tuto Smlouvu jsem si pfecetl a uznavam zavazky z ni
plynouci.

By/Podepsal:

Name/Jméno: doc. MUDr. Martin Bortlik, Ph.D.

Title/Funkce: Principal Investigator/ HlavnizkouSejici

Date/Datum:
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