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DRUHY DODATEK KE SMLOUVE O KLINICKEM
HODNOCENI

Tento druhy dodatek (,Dodatek”) ke Smlouvé o klinické studii
(,Smlouva”), uzaviené s ucinnosti ke dni 21. listopadu 2017,
ve znéni dodatku €. 1. ze dne 5. kvétna 2018, mezi AbbVie,
s. r. 0., Metronom Business Center, Bucharova 2817/13,
Stodtlky, 158 00 Praha 5, Ceska republika, IC: 24148725,
DIC: CZ24148725, zastoupené jednatelem  MUDr.
Branislavem Trutzem (-AbbVie”) a Nemocnici
Pardubického kraje, a.s., Kyjevska 44, 53203 Pardubice,
Ceska republika, IC: 27520536, DIC: CZ27520536,
zastoupenou MUDr. Tomasem Gottvaldem predsedou
pfedstavenstva a MUDr. Vladimirem Ningerem, Ph.D. &lenem
pfedstavenstva, registrovanou v obchodnim rejstiiku: B 2629
vedena u Krajského soudu v Hradci Kralové (,Zdravotnické
zarizeni’) na provedeni klinické studie podle Protokolu €.
M15-991 s nazvem

.Multicentrické, randomizované, dvojité zaslepené,
placebem kontrolované indukéni klinické hodnoceni
hodnotici ac¢innost a bezpecnost risankizumabu u
pacientll se stfedné zavaZnou aZ zavaZnou aktivni
Crohnovou nemoci, u kterych selhala predchozi
biologicka lécba “

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

1. Clanek 12. Doba platnosti a ukond&eni, odst. a) Smlouvy
se timto rusi a nahrazuje nasledujicim rozsahu:

Pokud tato Smlouva nebude ukonéena dfive zplsobem
uvedenym nize v €lancich 12(b) nebo 12(c), nabude
Gcinnosti Datem ucinnosti a vyprsi nejpozdé;ji: (i) dva (2) roky
od Data ucinnosti, pokud se ve Zdravotnickém zafizeni
nebude provadét nabor subjektt podle této Smlouvy, nebo (ii)
v okamziku konec¢ného uzavieni Udaji Studie na vSech
pracovistich, které se Studie uc¢astni (,Doba platnosti”).

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

Smluvni strany souhlasi s uvefejnénim tohoto dodatku véetné
predchozich dodatki a smlouvy Zdravotnickym zafizenim za
ucelem splnéni povinnosti ulozenych mu platnou a u€innou
pravni upravou, a to zejména zakonem ¢&. 340/2015 Sb., o
registru smluv, ve znéni pozdéjsich predpisu.

SECOND AMENDMENT TO THE CLINICAL STUDY
AGREEMENT

Second Amendment (the “Amendment’) to that certain
Clinical Study Agreement (the “Agreement”), effective 21
November 2017, amended by Amendment no. 1 as of 05 May
2018, concluded between AbbVie, s.r.o., Metronom
Business Center, Bucharova 2817/13, Stodllky, 158 00
Praha 5, Czech Republic, ID: 24148725, VAT ID:
Cz24148725, represented by Branislav Trutz, MD, General
Manager and Executive ("AbbVie"™) and Nemocnice
Pardubického kraje, a.s., Kyjevska 44, 53203 Pardubice,
Czech Republic, ID: 27520536, VAT: CZ27520536,
represented by MUDr. Toma$ Gottvald, Chairman of the
Board of Directors and MUDr. Vladimir Ninger, Ph.D.,
Member of the Board of Directors, registration in commercial
register: B 2629 registered by Krajsky soud in Hradec Kralové
(the “Institution”) for performance of clinical study in
accordance with the Protocol No. M15-991 entitled

“ A Multicenter, Randomized, Double-Blind, Placebo-
Controlled Induction Study to Assess the Efficacy and
Safety of Risankizumab in Subjects with Moderately to
Severely Active Crohn's Disease Who Failed Prior
Biologic Treatment”

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. Section 12 (a) Term and Termination of the Agreement
is hereby deleted and replaced with the following:

Unless terminated earlier as provided in Sections 12(b) or
12(c) below, this Agreement shall be effective on the
Effective Date and shall terminate on the earlier of: (i) two (2)
years from the Effective Date, if there is no subject
enrollment at Institution under this Agreement; or (ii) at such
time as the occurrence of final data lock for the Study at all
sites participating in the Study (the “Term”).

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

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: Ing. Monika MojziSova

Title/Funkce: Finance Director / Finanéni feditelka

Date/Datum: 21. 11. 2018

CONFI

Nemocnice Pardubického kraje, a.s.

By/Podepsal:
Name/Jméno: MUDr. Tomas Gottvald

Title/Funkce: Chairman of the Board of
Directors/Predseda predstavenstva

Date/Datum: 21. 11. 2018

Nemocnice Pardubického kraje, a.s.

By/Podepsal:

Name/Jméno: MUDr. Vladimir Ninger, Ph.D.

Title/Funkce: /Member of Board of Directors / ¢len
predstavenstva

Date/Datum: 21. 11.2018

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

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

By/Podepsal:

Name/Jméno: MUDr. Petr Vyhnalek, Ph.D.

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Date/Datum: 21. 11. 2018
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