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FIRST AMENDMENT
TO
INVESTIGATOR CLINICAL TRIAL AGREEMENT

PRVNi DODATEK
N KE ra r
SMLOUVE O KLINICKEM HODNOCENi

This FIRST AMENDMENT is made by and between:

Tento PRVNI DODATEK byl uzavfen mezi témito
smluvnimi stranami:

CHILTERN INTERNATIONAL s.r.0., Business Centrum
Zalesi, Building A2, Pod Visnovkou 1661/31, 140 00 Praha
4 - Krc, Czech Republic, registered in the Commercial
Register maintained by the Municipal Court in Prague,
section C., Insert: 130938, company identification number:
281 78 777, represented by
(hereinafter referred to as “Chiltern”); and

I

Fakultni nemocnice Brno, Jihlavska 20, 625 00 Brno,
Czech Republic, ID: 65269705, TAX ID: CZ65269705,
State contributory organization established by the Ministry
of Health, without any obligation to the commercial register,
registered in the Trade Register at the trade authorities of
Brno, represented by:
(hereinafter referred to as “Institution”) and

I

Czech Republic, (hereinafter referred to as “Investigator”)

CHILTERN INTERNATIONAL s.r.o., Business
Centrum Zalesi Budova A2, Pod Visfiovkou 1661/31,
140 00 Praha 4 - Kr&, Ceska republika, spolegnost
zapsana v obchodnim rejstiiku vedeném Méstskym
soudem vPraze, oddil C, vlozka: 130938,

identifikani ~ &islo  organizace: 28178 777,
zastoupens N (- o1

"Chiltern"); a

Fakultni nemocnice Brno, Jihlavska 20, 625 00
Bmo, Ceska republika, IC: 65269705, DIC:
CZ65269705, Statni pfispévkova organizace zfizena
rozhodnutim  Ministerstva  zdravotnictvi, bez
povinnosti zapisu do obchodniho rejstfiku, zapsana
do Zivnostenského rejstfiku vedeného Zivnostenskym
Ufadem mésta Brna, zastoupena i

(dale jen "Zdravotnické zafizeni") a

Ceska republika, (dale

jen "Zkousejici")

WHEREAS, Chiltern and Investigator entered into the
Investigator Clinical Trial Agreement with an effective date
of 18 August 2017 relating to clinical trial services (the

‘Agreement”) in connection with

H (“Sponsor’) clinical trial entitled, “A
PROSPECTIVE, RANDOMIZED, OPEN-LABEL,
BLINDED  ENDPOINT  EVALUATION  (PROBE)
PARALLEL GROUP STUDY COMPARING EDOXABAN
VS. VKA IN SUBJECTS UNDERGOING CATHETER
ABLATION OF NON-VALVULAR ATRIAL FIBRILLATION
(ELIMINATE-AF” (“Study”) according to Sponsor’s protocol
number DSE-EDO-01-16-EU incorporated herein by
reference (“Protocol”); and

l

JELIKOZ spoleénost Chiltern a zkousejici uzaviel
smlouvu o provedeni klinického hodnoceni s datem
udinnosti 18. srpna 2017, tykajici se poskytnuti sluzeb
v ramci klinického hodnoceni (,smlouva‘) v souvislosti
s hodnocenim  spolegnosti h
B (ocovaicl), | s nizvem
,PROSPEKTIVNI, RANDOMIZOVANE, OTEVRENE,
ZASLEPENE  KLINICKE ~ HODNOCENi K
VYHODNOCOVANI SLEDOVANYCH PARAMETRU
(PROBE) V  PARALELNICH  SKUPINACH
POROVNAVAJICICH EDOXABAN S LECBOU
ANTAGONISTY VITAMINU K (VKA) U PACIENTU
PODSTUPUJICICH KATETRIZACNI ABLACI PRI
NEVALVULARNI FIBRILACI SiNi (ELIMINATE-AF)*
(,klinické hodnoceni®) provadénym podle protokolu
zadavatele Cislo DSE-EDO-01-16-EU zaclenéného
zde formou odkazu (,protokol”) a

WHEREAS, the parties desire to amend the Agreement to
include the fee for Unused Study Drug Destruction as
further described herein.

VZHLEDEM K TOMU, Ze si smluvni strany pfeji
upravit smlouvu dopinénim poplatku za zniCeni
nepouZitého studijniho 1éku, jak je uvedeno nize.
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NOW, THEREFORE, in consideration of the mutual
agreements of the undersigned and for good and valuable
consideration, the parties hereto agree to amend the
Agreement as follows:

Section 7(h) is inserted in the Exhibit B Budget and reads
as follows:

“T (h) Unused Study Drug Destruction Fee
Chiltern shall pay to Institution Fee for Unused
Study Drug Destruction in an amount of JJJEUR

TIMTO SE STRANY po vzijemné dohodé
podepsanych zastupcu a po fadné a hodnotné uvaze,
dohodly zménit smlouvu nasledovné:

Do pfilohy Pfiloha B: Rozpocet se doplfiuje odstavec
7(h) nasledujiciho znéni:

»1 (h) Poplatek za zni¢eni nepouzitého studijniho
léku

Spoleénost Chiltern zaplati Zdravotnickému zafizeni
jménem Zadavatele &astku ve vy3i | EUR za zniceni
nepouZzitého studijniho Iéku.*

Except as specifically set forth herein, all other terms and
conditions contained in the Agreement shall remain in full
force and effect. Unless otherwise defined in this
Amendment, capitalized terms used herein shall have the
same meaning defined in the Agreement.

S vyjimkou specifickych pfipadd stanovenych timto
dodatkem budou v3echny ostatni podminky uvedené
ve smlouvé i nadale plné platné a ¢inné. Pokud tento
dodatek nestanovi jinak, pojmy vném pouzité
a definované v uvozovkach na zaCatku dodatku maji
tentyZ vyznam jako pojmy definované ve smlouvé.

IN WITNESS WHEREOF, duly authorized representatives
of the parties have executed and delivered this Agreement
as of the Effective Date written above.

NA DUKAZ TOHO podepsali zpinomocnéni zastupci
smluvnich stran tuto smlouvu s platnosti od data
udinnosti uvedeného vySe a vzajemné si predali jeji
vyhotoveni.

Dodatek byl pfijat a sjednan mezi / Accepted and Agreed:

CHILTERN INTERNATIONAL s.r.0.

Podpis/Signature;_____ | NG

Jméno htilkovym pismem / Printed Name:___ | || AN

Titul/funkce / Title: Jednatel / Executive Manager

Datum/Date: _

FAKULTNi NEMOCNICE BRNO

PodpissSignature:__ RN =~
Jméno htilkovym pismem / Printed Name: || N

Titul/funkce / Title: feditel / Director

DaturmDate:___ N
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.
Podpis/Signature: [N~

Titul/funkce / Title: Investigator / ZkousSejici

Datum/Date: _
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