AMENDMENT NO. 1 TO THE CONTRACT ON
CLINICAL TRIAL

concluded on 13. 12. 2012 between

F. Hoffmann-La Roche Ltd, having a place of F.

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 5, Jinonice, Radlicka 714/113a

zip code 158 00, Czech Republic

Identification number: 247 68 651

Tax Identification number: CZ247 68 651
(Hereinafter referred to as the ‘Contractual research
organization’)

and

Fakultni nemocnice Brno

Jihlavska 20, 625 00 Brno,

Czech Republic

Identification number: 652 69 705

Tax identification number: CZ65269705 represented
by MUDr. Roman Kraus, MBA, director
(Hereinafter referred to as the ‘Medical Facility’)

and

(Hereinafter referred to as the “Principal
Investigator)

Preamble

WHEREAS:

DODATEK €. 1 KE SMLOUVE O KLINICKEM
HODNOCENI HUMANNIHO LECIVA

uzaviené 13. 12. 2012 mezi

Hoffmann-La Roche Ltd, se sidlem
Grenzacherstrasse 124, 4070 Basilej, Svycarsko
Identifika¢ni ¢islo CH-270.3.000.406-0, zapsano
v obchodnim rejstiiku kantonu Basel-City

(dale jen ,,Zadavatel*)

a

Smluvni vyzkumna organizace

Quintiles Czech Republic, s.r.o.

Praha 5, Jinonice, Radlicka 714/113a

PSC 158 00, Ceska republika

IC: 247 68 651

DIC: CZ247 68 651

(dale jen ,,Smluvni vyzkumna organizace®)

a

Fakultni nemocnici Brno,

Jihlavska 20, 625 00 Brno,

Ceska republika

IC: 652 69 705

DIC: CZ65269705

zastoupend MUDr. Romanem Krausem, MBA,
feditelem (dale jen ,,Zdravotnické zafizeni)

a

(dale jen ,,Hlavni zkouSejici*)

Preambule:

S OHLEDEM NA TO, ZE

A. The Parties have concluded on 13. 12. 2012 the A. Strany uzavfely dne 13. 12. 2012 Smlouvu o

Contract on clinical trial (hereinafter
»Agreement), protocol No.: WA21093.

B. The parties jointly agreed to change the terms of B. Strany se
the Agreement to add the budget table for an
extended phase of the study - Open Lable Phase,

the

klinickém hodnoceni humanniho 1é¢iva (dale
jen ,,.Smlouva®), ¢islo protokolu WA21093.

spoleéné¢ dohodli na zméné
podminek Smlouvy za tUcelem pridani
rozpoCtové tabulky pro prodlouzenou fazi
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and to add to the Agreement the loan of infusion studie — Open Lable Phase, a smluvniho
pump. osetfeni zaptjceni inflzni pumpy.

C. The Parties wish to change the terms and C. Strany maji zdjem zménit nalezitosti a

conditions of the Agreement as set out below. podminky Smlouvy tak, jak je stanoveno nize.
NOW THEREFORE THE PARTIES HAVE SE STRANY DOHODLY A UZAVRELY
AGREED UPON AND CONCLUDED THIS NASLEDUIJICI
Amendment No. 1 to the Agreement Dodatek €. 1 ke Smlouvé
Article I. Clanek .

The Contract parties agreed the original wording Smluvni strany se dohodly, Ze ptivodni znéni
of Article XIIl., paragraph 2. of the Agreement ¢lanku XIII., odstavec 2. Smlouvy (Platebni
(The payment Schedule) is amended and replaced schéma) se méni a nahrazuje nasledujicim
by the following wording: znénim:

2. The payment schedule: 2. Platebni schéma:
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Article I1.

The Parties hereby agree that all other terms and
conditions of the Agreement remain unaffected by
this Amendment No. 1.

Clanek II.

Strany timto souhlasi stim, Ze vSechny ostatni
nalezitosti a podminky Smlouvy ziistavaji timto
Dodatkem ¢. 1 nedotceny.

Article 111. Clanek Il1.
1. This Amendment No. 1 shall become valid and 1- Tento Dodatek ¢&. 1 nabyva platnosti a
effective upon its signing by all Parties. ucinnosti dnem jeho podpisu v§emi Stranami.
2. This Amendment No. 1 has been written in four 2 Lento ]_)Odﬁtek €. 1 byl vyhotoven ve Ctyfech
copies, each Contract party obtaining one of stejnopisech v Ceském a anglickém jazyce,
them. pficemz kazda smluvni strana obdrzi po
jednom.
3. In witness of their consent to the wording hereof, R - 5
the Parties sign this Amendment No. 1. Na diikaz souhlasu se znénim Dodatku ¢. 1
pfipojuji Strany své podpisy.
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Sponsor/ Zadavatel

Signed by Quintiles Czech Republic s.r.0., under a
Power of Attorney, for and on behalf of F.Hoffman —
La Roche, Ltd./ Podepsano spole¢nosti Quintiles
Czech Republic s.r.0., na zaklad¢ plné moci v
zastoupeni F.Hoffman — La Roche, Ltd.
Name/Jméno:

Position/Funkce:

Signature/Podpis:

Date/Datum:

Under a Power of Attorney Quintiles Czech Republic,
s.r.0./ Na zakladé¢ plné moci Quintiles Czech Republic,
S.r.0.

Contractual Research Organization
Name/Jméno:

Position/Funkce:

Signature/Podpis:

Date/Datum:

Under a Power of Attorney Quintiles Czech Republic,
s.r.o./ Na zédkladé plné moci Quintiles Czech Republic,
s.r.0.

Medical Facility/ Zdravotnické zatizeni
Name/Name: MUDr. Roman Kraus, MBA
Position/Funkce: Director/ feditel

Signature/Podpis:

Date/Datum:

Principal Investigator/ Hlavni zkousejici

Name: [N

Position: Principal Investigator/ Hlavni zkousejici
Signature/Podpis:

Date/Datum:
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