AMENDMENT NO. 1 TO THE CONTRACT ON
CLINICAL TRIAL

F. Hoffmann-La Roche Ltd, having a place of
business at Grenzacherstrasse 124, 4070 Basel,
Switzerland

Identification number CH-270.3.000.406-0

of the commercial register of canton Basel-City
(Hereinafter referred to as the ‘Sponsor’)

and

Contractual research organization

Quintiles Czech Republic, s.r.o.

Praha S, Jinonice, Radlicka 714/113a

zip code 158 00

Czech Republic

Identification number: 247 68 651

Tax Identification numher: CZ247 68 651
represented by procurator and
Country Manager

(Hereinafter referred to as the ‘Contractual research
organization’)

and

Pardubicka krajskd nemocnice, a.s.

Kyjevska 44, Pardubice, postcode 532 03

Czech Republic

Identification number: 275 20 536

Tax Identification number: CZ27520536

Represented by MUDr. Tomé$ Gotlvald, director and
president of the board of the directors and Ing. Josef
Pcjchl, officer of the board of dircctors

Registered in the Companies Registry by Regional
Court in Hradec Kralové, section B, inlet 2629,

Acnnac-t : e

(Hereinafter referred to as the ‘Medical Facility”)

and

nyvpuutiv

(Hereinatter the

Investigator)

reterred  to  as “Principal
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DODATEK C. 1 KE SMLOUVE O KLINICKEM
HBODNOCENi HUMANNIHO LECIVA

F. Hoffmann-La Roche Ltd, se sidlem
Grenzacherstrasse 124, 4070 Basilej,

Svycarsko

Identifika¢ni &islo Cl-270.3.000.406-0, zapséno

v abchodnim rejstéiku kantonu Basel-City
(dale jen ,,Zadavatel*)

a

Smluvni vyzkumna organizace

Quintiles Czech Republic, s.r.0.

Praha 5, Jinonice, Radlickd 714/113a

PSC 158 00

Ceska republika

IC: 247 68 651

DIC: CZ247 68 651

zastoupena

Country Managerem

(dale jen .Smluvni vyzkumni organizacc™)

a

Pardubicka krajskd nemocnice, a.s.
Kyjevska 44, Pardubice 532 03
Ceska republika
IC: 275 20 536
DIC: CZ27520536
Zastoupené MUDr. Tomasem Gottvaldem, feditelem
a predsedou predstavenstva: Ing. Josefem Pcjchlem
¢lenem piedstavenstva
zapsand v obchodnim rejstfiku u Krajského soudu
Hradec Kralové oddil B, viozka 2629
a.s.,

(dale jen ,Zdravotnické za¥izeni™)

a

(dale jen ,,Hlavni zkou3ejici*)
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Q QUINTILES

Preamble Preambule:
WHEREAS: S OHLEDEM NA TO, ZE
A. The Parties have concluded on 30 November 2012 A. Strany uzaviely dne 30. 11. 2012 Smlouvu o

the Contract on clinical trial (hereinafter the
»~Agreement®), protocol No.: WA21093B.

The parties jointly agreed to change the terms of B.

the Agreement, to take into account the
participation of the Medical Facility in a research
study entitled "Optical coherence tomography
(OCT) - exploratory substudy”, which is a part of
the trial WA21093 (Opera II), the "sustudy", and
addition of the budget table for this substudy.

klinickém hodnoceni humanniho lé&iva (dile jen
~Smlouva®), €islo protokolu WA21093B.

Strany se spolecné dohodli na zméné podminek
Smlouvy, a to za ucelecm zohlednéni (&asti
zdravotnického zafizeni ve vyzkumné studii s
nazvem “Opticka koherentni tomografie (OCT) —
prizkumna podstudie”, ktera je soudasti klinického
hodnoceni WA21093 (Opera II), dile jen
wpodstudie”, a pfidani rozpottové tabulky pro tuto

Substudy requires the involvement of an podstudii.
ophthalmologist for the implementation of OCT. Podstudie vyZaduje zapojen{ oéniho lékafe pro
provadéni OCT,
C. The Parties wish to change the terms and
conditions of the Agreement as set out below. C. Strany maji zdjem zméenit ndleZitosti a

podminky Smlouvy tak, jak je stanovenc nize.

SE STRANY DOHODLY A UZAVRELY
NASLEDUJICI

NOW THEREFORE THE PARTIES HAVE
AGREED UPON AND CONCLUDED THIS

Amendment No. I to the Agreement Dodatek ¢. 1 ke Smlouvé

Article L. Clinek L.

Smiluvni strany sc dohodly, 7e pivodni znéni élanku
XIIL., odstavec 2. Smlouvy (Platcbai schéma) se
nahrazuje nasledujicim znénim:

The Contract partics hereby agreed the original
wording of Article XIII., paragraph 2. of the

Agreem. .¢! (The payment Schedule) shall be
replaced by the following wording:

2. The payment schedule: 2. Platebni schéma:

Rozpodet pro hlavni klinické hodnoceni:

Budget for main clinical trial:

Dodatek &. 1/ Amendment No, | 10 CTA

F. Hoffmann-La Roche. Ltd.. protocal WA21093
PPardubicka krajska nemocnice, a.s..
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PATIENT REIMBURSEMENT: PACIFENTSKE NAHRADY:

Dodatck &. 1/ Amendment No 1toCt A 3
I, Hoffmann-La Roche, 1.1d., prot~~~' WA21093
Pardubickd krajskd ncmocnice, a.s..
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SCREENING FAILURE PAYMENTS:

PHARMACY SERVICES

Dodatek & 1/ Amendment No. 1 to CTA

F. lloffmann-1.a Roche. Ltd., protoee! W A2 1o
Pardubicka krajska nemocnice, ass., *

Project Code: JLA47286, v. 1. 17.01.2013
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PLATBY ZA REALIZACI

NAVSTEV

VYHODNOCENYCH JAKO _ “SCREENING

FATYF FIRW».

.

LEKARENSKE SLUZBY

4
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Article II. Clének IL

The Parties hereby agree that all other terms and Strany timto souhlasi stim, Ze v3cchny ostatni
conditions of the Agreement remain unaffected by this néleZitosti a podminky Smlouvy zistdvaji timto
Amendment No. 1. Dodatkem &. | nedotéeny.

Article III.

This Amendment No. 1 shall become valid upon
its signing by all Parties. Parties herein expressly
agree the effectiveness of payment details
mentioned in Art. | of this Amendment No. 1 is
retrospectively from 1 November 2012.

This Amendment No. 1 has been written in four
original copies in the Czech and English
languages, each Contract party obtaining one of
them. In the case of any inconsistency between the
English and Czech version Czech version shall
prevail.

In witness of their consent to the wording hereof,
the Parties sign this Amendment No. 1.

Clanek 111,

Tento Dodatek & 1 nabyva platnosti dnem jeho
podpisu viemi Stranami. Strany si timto vyslovné
sjednavaji aginnost platebnich daji uvedenych v
Cl. L. tohoto Dodatku &. 1 zpétn& ke dni 1. 11
2012.

Tento Dodatek & 1 byl vyhotoven ve &tyfech
stejnopisech v &eském a  anglickém  jazyce,
pficemz kazda smluvni strana obdrzi po jednom.
V pripadg jakychkoliv rozpord mczi anglickou a
teskou verzi ma piednost ceska verze.

Na dfikaz souhlasu se znénim Dodatku ¢&. |
piipojuji Strany své podpisy.

Dodatek &. 1/ Amendment No. | 10 CTA 5
F. HofYinann-La Roche, Ltd., protocol WA21093
Pardubicka krajska nemocnice, a s.. MUDr. Alena Novotna
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Sponsor Zadavatel

Signed by Quintiles Czech Republic s.r.o., under a Ppodepsino spoletnosti Quintiles Czech Republic s.r.o.,
Power of Attorney, for and on behalf of F.Hoffman — pna zakladé plné moci v zastoupeni F. Hoffinan-La

L.a Roche, Ltd. Roche, Lid.
Name: P Jméno:
Position: - Funkee: ™ 7 7 vt
Signature: Podpis:
Under a Power of Attorney Quintiles Czech Republic, s.r.o. Na zékladg pIné moci Quintiles Czech Republic, s.r.o.
Date: 24 -01- 2013 Datum: 74 -01- 2613
Medical Facility Zdravotnické zafizeni
Name: MUDr. Tomas Gottvald Jméno: MUDr. Tomas Gottvald
Signature: . 7 is: Ca-
f" : Podpis: ‘ ’d\./
Position: Director and president of the board Funkce: feditel a predseda predstavenstva
Date: ~ 11 -02- 2413 Dalu’m: 11 -01- 703

Name: Ing. jogefP/ejch.l7 Jméno: Ing. Josef Pejch)
Signature: <. /—/<Y ? Podpis/; e L
Position: officer of the board of directors I 7

Funkcc: &len predstavénsiva
Date: Datum: <. L0

Principal Investigator Hlavni zkouSejici

Name:

Jméno: |
Signature: - Podpis:
Position: Principal Investigator Funkee: Hlavni zkousejici
Date: 07 FedB. 2073 Dawm: % 2. Ro 73

Contractual Research Organization Smluvni zdravotnicka erganizace

Name:

Jméno:
Position: Funkce: PR
Signature: ’ Podpis:
Under a Power of Attorney Quintiles Czech Republic, s.r.o. N zaklade piné moci Quintiles Czech lic; @
Date: -31- 2012 . g - QUINTILES’
1k -0 0 Datum: 74 -01- 241 Gzoch Rapublc, 8.1.0.
Radlicka 714, 158 09 Praha 5
Dodatek &. I/ Amendment No. 110 CTA Czech Republic 5
E. Uoffmann-l.a Roche, Ltd... protocnt WA21093 <) 24768655 DIC: 224768651

Pardubické krajska ncmocnice, a.s.,
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