CLINICAL SERVICES

Protocol number: Keto-022-CP1

EastHORN study code: 10701

Type of contract: Amendment No. 1 to Clinical Study Agreement
Site number: 15

PI name:

Country: Czech Republic

Sponsor: Fresenius Kabi Deutschland GmbH

Cislo protokotu: Keto-022-CP1

EastHORN ¢islo projektu: 10701

Typ smlouvy: Dodatek ¢. 1 ke Smlouvé o klinickém hodnoceni
Cislo centra: 15

Jméno :

Zemé: Ceska republika

Zadavatel: Fresenius Kabi Deutschland GmbH

AMENDMENT NO.1 TO
CLINICAL STUDY AGREEMENT

concluded on 8™ Feb 2017 by and between:

Sponsor:

DODATEK C.1 KE
SMLOUVE O KLINICKE STUDII

uzaviené dne 8. unora 2017 mezi:

Zadavatel:

Fresenius Kabi Deutschland GmbH
Else-Kroner-Strafe 1
61352 Bad Homburg
Germany/ Némecko
Tax ID / DIC: DE 812738852

acting by its legally authorized representative / jednajici prostiednictvim svého zastupce:

hereinafter “Sponsor”;

represented upon the power of attorney given to:

dale jen ,,zadavatel*;

zastoupeny na zdakladé¢ plné moci udélené
spolecnosti:

EastHORN Clinical Services in CEE Limited
Kyvelis 7, Office 102, P.C. 1087, Nicosia, Cyprus / Kypr
Court Registration Number / Identifika¢ni ¢islo organizace: HE253002
Tax ID / DIC: CY10253002U
represented by Malgorzata Szerszeniewska, MD, Executive Head /zastoupena MUDr. Malgorzatou
Szerszeniewskou, jednatelem

And

Contract Research Organisation (CRO):

a

Smluvni vyzkumna organizace (CRO):

EastHORN Clinical Services in CEE Limited
Kyvelis 7, Office 102, P.C. 1087, Nicosia, Cyprus / Kypr
Court Registration Number / Identifikacni ¢islo organizace: HE 253002
Tax ID / DIC: CY10253002U
represented by Malgorzata Szerszeniewska, MD, Executive Head /zastoupena MUDr. Malgorzatou
Szerszeniewskou, jednatelem

hereinafter “CRO”,
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dale jen ,,CRO,
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CLINICAL SERVICES

Protocol number: Keto-022-CP1 Cislo protokotu: Keto-022-CP1

EastHORN study code: 10701 EastHORN ¢islo projektu: 10701

Type of contract: Amendment No. 1 to Clinical Study Agreement Typ smlouvy: Dodatek ¢. 1 ke Smlouvé o klinickém hodnoceni
Site number: 15 Cislo centra: 15

PI name: [ NNEGEGEGEGEGN Jméno :

Country: Czech Republic Zemg¢: Ceska republika

Sponsor: Fresenius Kabi Deutschland GmbH Zadavatel: Fresenius Kabi Deutschland GmbH

And a

Institution: Zdravotnické zarizeni:

Thomayerova nemocnice
Videnska 800
140 59 Prague 4 — Kr¢
Czech Republic/ Ceska republika

represented by | NS, Dircctor/ jednajici: (. i ditc!

Tax ID No./ DIC: CZ00064190

hereinafter “Institution” dale jen ,,zdravotnické zarizeni*
And a
Principal Investigator: Hlavni zkouSejici:

Czech Republic / Ceské republika

Date of Birth / Datum nar.: ||| | GG

hereinafter “the Principal Investigator” dale jen ,,Hlavni zkouSejici‘

Whereas S ohledem na to, ze

A. The Parties have concluded on 8" Feb 2017 the A. Strany uzaviely dne 8. twnora 2017

Clinical Study Agreement (hereinafter the Smlouvu o klinické studii (dale jen
»Agreement®), protocol No. Keto-022-CP1; »Smlouva“), protokol ¢. Keto-022-CP1,

B. The Parties wish to change the terms and B. Strany maji zajem zménit nalezitosti a
conditions of the Agreement as set out below; podminky Smlouvy tak, jak je stanoveno

nize;
now therefore the Parties have agreed upon and
concluded this se Strany dohodly a uzavtely nasledujici
2727 Institution — Principal Investigator
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PI name:

Country: Czech Republic

Sponsor: Fresenius Kabi Deutschland GmbH

Cislo protokotu: Keto-022-CP1

EastHORN ¢islo projektu: 10701

Typ smlouvy: Dodatek ¢. 1 ke Smlouvé o klinickém hodnoceni
Cislo centra: 15
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Amendment No. 1 to the Agreement

1. The original wording of section 22. d) and

Appendix A - Budget and payment details and

Dodatek &. 1 ke Smlouveé

1. Pavodni znéni odstavce 22. d) a Prilohy A

- Rozpocet a platebni podminky a Platebni

Payment details, section b) (xii) shall be replaced

udaje, odstavec b) (xii) smlouvy bude

by the following wording:

22. Final provisions

(d) All correspondence and reports in connection
with this Study shall be sent to the address or
fax number of the company EastHORN
Clinical Services in CEE, Ltd., U Dubu
260/10, 147 00 Praha 4, Czech Republic, fax:
+420 244 462 271.

Appendix A
Budget and payment details:
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nahrazeno nasledujicim znénim:

22. Zavéreéna ustanoveni

(d) Veskera korespondence a oznadmeni ve
spojitosti s timto Klinickym hodnocenim
musi byt zasilany na adresu nebo faxové
Cislo spole¢nosti EastHORN  Clinical
Services in CEE, s.r.o., U Dubu 260/10,
147 00, Praha 4, Ceska republika, fax:
+420 244 462 271.

Priloha A
Rozpocet a platebni podminky:

Institution — Principal Investigator
Czech Republic
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Protocol number: Keto-022-CP1
EastHORN study code: 10701

Type of contract: Amendment No. 1 to Clinical Study Agreement

Site number: 15

PI name:

Country: Czech Republic

Sponsor: Fresenius Kabi Deutschland GmbH

Cislo protokotu: Keto-022-CP1

EastHORN ¢islo projektu: 10701

Typ smlouvy: Dodatek ¢. 1 ke Smlouvé o klinickém hodnoceni
Cislo centra: 15

Jméno :

Zemé: Ceska republika

Zadavatel: Fresenius Kabi Deutschland GmbH

Budget is increased of 9 350 € by Amendment

No.1 to the Agreement.

Payment details, b)

(xii) Shipment Address is EastHORN Clinical
Services in CEE, s.r.0., U Dubu 260/10, 147 00

Praha 4, Czech Republic.

2. Terms and conditions

Sponsor, CRO and Institution hereby acknowledge

that this Amendment will be published together
with the Agreement in the Register of

Agreements in accordance with Act no. 340/2015
Sb., on Register of Agreements. The Parties hereby
agree that the Amendment and the Agreement will
be published by the Institution. Information which

constitutes trade secrets of either Party is exempt
from publication. For the purposes of the
Agreement and the Amendment, trade secrets

include the protocol, a detailed Study budget, total
enrollment goal, expected number of enrolled study

subjects, the insurance certificate and the total
duration of the Study. Personal data are also
exempt from publication, unless previously
published in another public register.

The Parties hereby agree that all other terms and
conditions of the Agreement remain unaffected by

this Amendment No. 1.

477

Dodatkem ¢. 1 ke Smlouvé je rozpocet
navysen 0 9 350 €.

Platebni udaje, b)

(xii) Dorucovaci adresa je EastHORN
Clinical Services in CEE, s.r.o., U Dubu
260/10, 147 00 Praha 4, Ceska republika.

2. Smluvni podminky

Zadavatel, CRO a Zdravotnické zafizeni timto
berou na védomi, ze tento Dodatek bude
zvefejnén spoleéné se Smlouvou v registru
smluv v souladu se zdkonem ¢&. 340/2015 Sb., o
registru smluv. Smluvni strany se dohodly, ze
Dodatek a Smlouvu uvefejni Zdravotnické
zafizeni. Zvefejnéni nepodléhaji informace,
které piedstavuji obchodni tajemstvi nékteré ze
Smluvnich stran. Pro G¢ely Smlouvy a Dodatku
se za obchodni tajemstvi povazuje mimo jiné
protocol, podrobny rozpocet studie, minimalni
naborovy cil, ocekavany pocet zatfazenych
subjektl, pojistny certifikdt a celkovd doba
trvani Studie. Zvetejnény déale nebudou osobni
udaje fyzickych osob, pokud jiz nejsou
zvetejnény v jiném vetejném rejstiiku.

Strany timto souhlasi s tim, Ze vSechny ostatni
nalezitosti a podminky Smlouvy zlistavaji timto
Dodatkem ¢. 1 nedotceny.

Institution — Principal Investigator
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3. Final provisions

(@) This Amendment No. 1 shall become valid and
effective upon its signing by all Parties.

(b) This Amendment No. 1 has been written in
four original copies, each Contract party
obtaining one of them.

(c) In case of discrepancies between Czech and
English versions of this Amendment No.1, the
Czech version prevails.

(d) In witness of their consent to the wording
hereof, the Parties sign this Amendment No. 1:
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3. Zavéreéna ustanoveni

(a)

(b)

()

(d)

Tento Dodatek ¢. 1 nabyva platnosti a
ucinnosti dnem jeho podpisu vSemi
Stranami.

Tento Dodatek ¢. 1 byl vyhotoven ve
Ctyfech  stejnopisech, pfiCemz kazda
smluvni strana obdrzi po jednom.

V piipadé¢ rozporu mezi anglickou a
Ceskou verzi tohoto Dodatku ¢. 1 je
rozhodujici verze ceska.

Na dikaz souhlasu se znénim Dodatku €. 1
pfipojuji Strany své podpisy:

Institution — Principal Investigator
Czech Republic
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Protocol number: Keto-022-CP1

EastHORN study code: 10701

Type of contract: Amendment No. 1 to Clinical Study Agreement
Site number: 15

PI name:

Country: Czech Republic

Sponsor: Fresenius Kabi Deutschland GmbH

Cislo protokotu: Keto-022-CP1
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(1) Sponsor / Zadavatel:

na zaklad¢ plné moci /

based on the power of attorney

EastHORN Clinical Services in CEE Limited
Malgorzata Szerszeniewska, MD

Executive Head / Jednatel

(2) CRO:

Date / Datum

Malgorzata Szerszeniewska, MD.
Executive Head / Jednatel

(3) Institution/Zdravotnické zafizeni:

Date / Datum

Director/ Reditel

(4) Principal Investigator/ Hlavni zkouSejici:

Date / Datum
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Date/ Datum
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Czech Republic
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