
Q QUINTILES’

AMENDMENT No. 1 TO THE CONTRACT ON

CLINICAL TRIAL

DODATEK & 1 XE SMLOUVE 0 KLINICKEM

1-IODNOCENi HUMANNIHO LE6VA

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’)

F. Hoffmann-La Roche Lid, se
Grenzacherstrasse 124, 4070 Basilej,
Sv9eaisko
1dentifjkani islo C1I-270.3.000406-0,
v obehodnim rejstiku kantonu Basel-City
(dale en ,,Zadavatel”)

and a

Contractual research organization
Quintiles Czech Republic, s.r.o.

Praha 5, Jinonice, Radlická 7 14/1 13a
zip code 15800
Czech Republic
Identification number: 247 68 651
Tax Identification number (7247 68 651
represented by procurator and
Country Manager
(Hereinafter referred to as the ‘Contractual research
organization’)

Smluvni vS’zkutuná organ izace
Quintiles Czech Republic, s.r.o.
Praha 5, Jinonice, Radlická 7 14/1 13a
PSC 15800
eslcA republika
IC: 247 68651
Dl:CZ247 68651
zastoupená
Country Managerem
(dãlejen ,.Smluvni vzkumná organizace”)

and a

Pardubická krajská nernocnice, a.s.

Kyjcvská 44, Pardubice, postcode 532 03
Czech Republic
Identification number: 275 20 536
Tax Identification number: CZ27520536
Represented by MUDr. Tomá Oottvald, director and

president of the board of the directors and Ing. Josef

Pcjchl, officer of the board of directors
Registered in the Companies Registry by Regional

Court in 1-Iradec Královd, section B, inlet 2629,

A

Pardubickã krajská nemoenice, as.
Kyjevská 44, Parduhice 532 03
Ceskã republika
IC: 275 20 536
D1: CZ27520536
Zastoupené MUDr. i’oirtáem Gottvaldem, editelem

a predsedou piedstavenstva: Ing. Josefem Pcjchleni

ölenern predstavenstva
zapsaná v obehodnim rejstriku u Krajského soudu
Hradee Kralové oddIl B, vloka 2629

(dale jen ,Zd ravotnické za i’Izeni’)

Doclatek . (I Amendment No ito CIA
Jioflrnaim-La Roche. Ltd.. proV’” ¶.JA71 P102

Parduhická krajskU nciiiocniee, as.

t’rojec( code: JI,A47256, v. 1, I 71)1 .2013

sidlem

zapsáno

(Hereinafter referred to as the ‘Medical Facility’)

and a

c

(1-tereinatter reterrea to as the “Principal (date jen ,,Hlavni zkouejici”)

Investigator”)
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Preamble

o
Preambule:

WHEREAS:

A. The Parties have concluded on 30 November 2012
the Contract on clinical trial (hereinafter the
,.Agreement”), protocol No.: WA21093B.

B. The parties jointly agreed to change the terms of
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.
Substudy requires the involvement of an
ophthalmologist for the implementation of OCT.

C. The Parties wish to change the terms and
conditions othe Agreement as set out below.

NOW THEREFORE THE PARTIES HAVE
AGREED UPON AND CONCLUDED THIS

Amendment No. ito the Agreement

S OHLEDEM NA TO, ZE

A. Strany uzaviely dne 30. 11. 2012 Smlouvu o
kIm ickém hodnoceni humânniho ltëiva (dale jen
,.Sm louva4’), ê Islo protokolu WA2 1093 B.

B. Strany se spoleénè dohodli na zméné podminek
Smlouvy, a to za üöelem zohiednéni (LOasti
zdravotnického zarizenI ye vS’zkumné stLLdii s
názvem “Optická koherentni tomografie (OCT) —

prüzkumná podstudie”, kteráje sou&isti kliuického
hodnocenI WA21093 (Opera II), dale jen
,,podstudie”. a pfidáni rozpoëtové tabulky pro tuto
podstud ii.
Podstudie vyaduje zapojeni oenIho lekare pro
provádèni OCT.

C. Strany maji zájem zmènit ná1eitosti a
podminky Smlouvy tak, jakje stanoveno nIe.

SE STRANY DOHODLY A UZAVRELY
NAS LEDUJ ICI

Dodatek ë. 1 ke Smlouvé

Article I.

The Contract parties hereby agreed the original
wording of Article Xiii.. paragraph 2. of the
Agreem. t (The payment Schedule) shall be
replaced by the following wording:

Clanch 1.

Srnluvni strany Sc dohodly, e pOvodnI znni èlánku

XIII., odstavec 2. Srntouvv (Platebni schema) se
nahrazujc následuiicIm znCnim:

2. The payment schedule: 2. Platehni schema:

Bud!et for main clinical trial: Rozpoéet pro hlavni klinickC hodnoceni:

Dodatek C. (I Amendment No. Ito CIA
F. HntThiammn-Ls Roche. Ltd.. pro:ocnI WAI I 091
I’ardubicka krajska nemoenice, as..
Proicet Code: JLA47286, v I. 17.Om.2’JIi clinical I commercial I consulting I capital



Q QUINTILES

PATIENT REIMBURSEMENT: PA CIENTSKE NAHRADX

Dodaick ë. IfArnendmcntNo 1 toClA 3

P. Iloffrnaiui-La Roche, ltd., pTOV’”’ VA2 1093

Pardubická krajskã nernocoice, as..
FrojcctCode:JLA47286, . L 1701 2013 clinical commercial I consulting I capital



0 QUINTILES

SCREENING FAILURE PAYMENTS:

PHARMACY SERVICES

PLATBY ZA REALIZACI NAVSTEV
VYHODNOCENYCI-! JAKO “SCREENING
PATI Tiny”.

LEKARENSKE SLUBY

Dodatek & 1/Amendment No. ito CPA
F. lloiTmann-t.a Roche. Ltd., prober’
Pardubiekã krajska rtemocnice, as.,
Project Code: Ji.A472S6, v. 1. 17012013
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Article H.

o
öanck H.

Tire Parties hereby agree that all other terms and
conditions of the Agreement remain unaffected by this
Amendment No. I.

Article Ill.

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

2. This Amendment No. I 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.

Dodatek . 1) Amendment No. Ito CTA

F. HotThiano-La Roche, Ltd.. protocol WA2 1093

Parduhicka trajskd oernocnice, as.. MuDr. Alcoa Novotod

Project Code: JLA472&6, . I, 1701.2013

Strany tfrnto souhlasI s tim, ie vcchny ostatni
nálñitosti a podminky Smlouvy zUstávaji timto
Dodatkem ë. 1 nedoleeny.

(lánek III.

1. Tento Dodatek ê. 1 nab9vá platnosti dnem jeho
podpisu verni Stranatni. Strany si timlo v$’slovne
sjednávaji Oëinnost platebnich irdajü uvedenS’ch v
Cl. I. tohoto Dodatku ë. I zpètnè kc dni I. II
2012.

2. Tento Dodatek è. I byl vyhotoven ye ãtytcch
stejnopisech v éeském a anglickéni jazyce,

pFiéerni kada smluvni strana obdrii p0 jcdnom.
V pNpadé jak9chkoliv rozporO mczi anglickou a

eskou verzi mA pednost èeskA vcrze.

3. In witness of their consent to the wording hereof, 3. Na dtrkaz souhlasu se znénim Dodatku e. I

the Parties sign this Amendment No. I. piipojuji Strany své podpisy.
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Sponsor
Signed by Quintiles Czech Republic s.r.o., under a
Power of Attorney, for and on behalf of F.I-loftban —

La Roche, Ltd.

Name: -

Position:

Sign attire:
Under a Power of Attorney Quintiles Czech Republic, ss.o.

Date: 24 -01- 2013

Medical Facility

Name: MU Dr. Tomá Gottvaid

Signature:

Position: Director and president of the board

Date: — i -02- 2013

Name: Ing. JoseØbi_—7

Signature: - > ç c
Position: officer of the bord ofAirectors

Date:

Principal Investigator

Name:

Signature:

Position: Principal Investigator

Date: 0’/ Pe& .Qofs

Contractual Research Organization

Name:

Posit i on:

Signature:
Under a Power of Attorney Quintiles Czech Republic, ss.o.

Date: -01- 2013

Dodaiek ë. It Amendment No, 1 Ic CTA
I:. I lolTmann-i.a Roche, ltd., preteen) W42 11)01

Pardubickd krajska icinocitice. as.,
Proicel Code: iLA472Ii6, v 1, I?.0i.2uIa

Zadavatel
Podepsáno spoleCnosti Quintiles Czech Republic s.r.o..
na zákla& pIne moci v zastoupcni F. lIofThian—La
Roche, Ltd.

.lmCno:

- ,, ,YFunkce:

Podpis:
Na zthkladC pInd inoci Quintiles Czech Republic, s.r.o.

Datum: 24 -Di- 2013

ZdravotnickC zatizenI

imeno: MU Dr. Tomã Gottvald

Podpis:

Punkce: fed ilel a pfedseda pfedstavenstva

Datum: ii 02 2013

JmCno: lug. Josef Pejchl

PodpisZ,_<

nsLvaFunkcc: len pfed

Datum: —I Q. of_3

FflavnI zkouejIcI

JmCno: I

Podpis:

Ftinkce: l-llavni zkouejici

Datum: + 2. P0/5

SmlLn’ni zd ravotu ická organizacc

Jméno:

Funkce:

Podp is:
Na zAklade pine mcci Quinlilcs Czech pbIic. ®
s.r.o.

-
. QUINTILES’Datum: 2 4 U1- 2013 Czech Ppubc, .r.o.

RadickA 714, 15800 Praha 5
Czech Republic 6

‘,‘:fl’ 24768651 016: CZ2476865’

clinical I commercial I consulting I capital


