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SESTY DODATEK KE SMLOUVE O KLINICKEM SIXTH AMENDMENT TO THE CLINICAL STUDY
HODNOCENI AGREEMENT

Sesty dodatek (,Dodatek”) ke Smlouvé o klinické studii
uzaviené s ucinnosti od 10. listopadu 2017, pozménéné
dodatkem €. 1. ze dne 15. kvétna 2018 a dodatkem €. 2 ze
dne 21. listopadu 2018, dodatkem €. 3 ze dne 5. srpna 2019,
dodatkem ¢&. 4 ze dne 3. bfezna 2020 a dodatkem €. 5 ze dne
30. bfezna 2023 (spole¢né dale jen ,Smlouva”’), mezi
AbbVie, s. r. 0., Metronom Business Center, Bucharova
2817/13, Stodtlky, 158 00 Praha 5, Ceska republika, IC:
24148725, DIC: CZ24148725, zastoupené [N

. |
I (.AbbVie”) a Fakultni Thomayerova nemocnice,
se sidlem Videfiska 800, 140 59 Praha 4 - Kr&, Ceska
republika, IC: 000 64 190, DIC: CZ00064190, statni
pfispévkova organizace zfizena Ministerstvem zdravotnictvi
CR, Uplné znéni zfizovaci listiny &.j. MZDR 17268-1v/2012,
zapsana v obchodnim rejstfiku u Méstského soudu v Praze,
oddil Pr, vl. 1043, zastoupenou doc. MUDr. Zdernkem
BeneSem, CSc. (,Zdravotnické zafizeni”) na provedeni
klinické studie, za jejiz provedeni odpovida NN
I (Hlavni zkousSejici®) podle Protokolu

€. M16-000 s nazvem

.Multicentrické, randomizované, dvojité zaslepené,
placebem kontrolované, 52tydenni udrzovaci a oteviené
prodlouzeni klinického hodnoceni hodnotici bezpe¢nost
risankizumabu u pacientd s Crohnovou nemoci, ktefri
reagovali na indukéni Iécbu v klinickém hodnoceni M16-
006 nebo M15-991*

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

1. Rozpocet stanoveny v Pfiloze A Smlouvy — Rozpocet a
platebni plan se rusi v celém svém rozsahu a nahrazuje se
pfiloZzenou PFilohou A — Rozpocet a platebni plan.

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

Smluvni strany souhlasi s uvefejnénim tohoto dodatku
véetné predchozich dodatki a smlouvy Zdravotnickym
zafizenim za u€elem splnéni povinnosti uloZzenych mu
platnou a ucinnou pravni upravou, a to zejména zakonem ¢.
340/2015 Sb., o registru smluv, ve znéni pozdéjSich
predpisU.

Sixth Amendment (the “Amendment”) to that certain Clinical
Study Agreement, effective 10 November 2017, amended by
Amendment no. 1 as of 15 May 2018 and Amendment no. 2
as of 21 November 2019, Amendment no. 3 as of 5 August
2019, Amendment no. 4 as of 3 March 2020 and Amendment
no. 5 as of 30 March 2023 (collective hereinafter referred to
only as the “Agreement”), concluded between AbbVie,
s.r.o., Metronom Business Center, Bucharova 2817/13,
Stodulky, 158 00 Praha 5, Czech Republic, ID: 24148725,

VAT ID: Cz24148725, represented by NG
|

("AbbVie") and Thomayer University hospital, Videriska
800, postcode 140 59, Praha 4 - Kr¢, Czech Republic, ID: 000
64 190, VAT ID: CZ00064190, state allowance organization
established by the Ministry of Health of the Czech Republic,
full text of foundation deed No. MZDR17268-1V/2012,
registered in Companies Registry by Municipal Court in
Prague, Section PR, inlet 1043, represented by doc. MUDr.
Zdenék Bene$, CSc. Director (the “Institution”) for
performance of clinical study, for the conduct of which is
responsible I (‘Principal
Investigator”) in accordance with the Protocol No. M16-000
entitled

“A Multicenter, Randomized, Double-Blind, Placebo-
Controlled 52-Week Maintenance and an Open-Label
Extension Study of the Efficacy and Safety of
Risankizumab in Subjects with Crohn's Disease Who
Responded to Induction Treatment in M16-006 or M15-
991~

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 -
Budget Summary and Payment Schedule of the Agreement
shall be deleted in its entirety and replaced with the attached
Exhibit A - Budget Summary and Payment Schedule.

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.

Contracting parties hereby agree with the
disclosure/publication of this amendment, including but not
limited to, any/all preceding amendments and Agreement by
the Institution in accordance with the obligations stipulated by
applicable legal regulations, specifically Act no. 340/2015
Coll., on Contracts Registry, as amended.
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V pfipadé jakéhokoli rozporu mezi &eskou a anglickou
jazykovou verzi tohoto Dodatku bude rozhodujici jeji eska
jazykova verze.

NA DUKAZ CEHOZ kazda smluvni strana prostfednictvim
svych fadné zmocnénych zastupcl uvedla tuto smlouvu
v platnost svym podpisem.

In the event of conflict between Czech and English language
version of this Amendment, Czech language version shall
prevail.

IN WITNESS WHEREOF, each of the parties has caused this
Amendment to be executed by its authorized representative
in its name and on its behalf.

AbbVie s.r.o.

By/Podepsal:

Name/Jméno: I
Title/Funkce: I

Date/Datum:

Fakultni Thomayerova nemocnice

By/Podepsal:

Name/Jméno: Doc. MUDr. Zdenék Benes, CSc.

Title/Funkce: Director / feditel

Date/Datum:

I have read this Amendment and acknowledge the
obligations in the Amendment.

Tento Dodatek jsem si pfecetl a uznavam zavazky z néj
plynouci.

By/Podepsal:
Name/Jméno: I

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Date/Datum:
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