DODATEK C.3 KE SMLOUVE O KLINICKEM
HODNOCENI HUMANNIHO LECIVA

Tento Dodatek ¢. 3 ke Smlouvé o klinickém hodnocenf{
humadnniho 1é¢iva (,,Dedatek™) je uzavien mezi:

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

zastoupenou na zakladé plné moci spole¢nosti IQVIA RDS
Czech Republic, s.r.o., se sidlem Pernerova 691/42, PSC
186 00, Praha 8, Karlin, Ceska republika

(“zadavatel”), a

IQVIA RDS Czech Republic s.r.o. (dfive Quintiles Czech
Republic, s.r.0.), se sidlem Pernerova 691/42, Karlin, 186
00 Praha 8, Ceskd republika, ICO: 247 68 651, DIC:
C724768651

(“smluvni vyzkumna organizace”), a

Nemocnice Jihlava, p.o.m Vrchlického 59
Jihlava, 586 33, IC: 00090638, DIC: CZ 00090638
IBAN: CZ 2201 0000 000 000 1873 6681

v.s. ¢.faktury

zastoupend MUDr. Lukasem Velevem, reditelem
dale jen ,,zdravotnické zafFizeni’

kazdd samostatné jako “Strana” a spolecn¢ jako “Strany”,

a to s a¢innosti ke dni uverejnéni v registru smluv, avsak
Strany si preji byt dpravou prav a povinnosti obsazenou v
tomto Dodatku vazany jiz od 23. listopadu 2018 ,,Datum
uéinnosti*).

TIMTO SE POTVRZUJE:

VZHLEDEM K TOMU, 7e smluvni vyzkumna
organizace, zadavatel, zdravotnické zafizeni a hlavni
zkousSejici jsou smluvnimi stranami smlouvy o klinickém
hodnoceni humanniho é¢iva s ndzvem Randomizovand,
dvajité zaslepend, dvojité maskovand studie s paralelnimi
néinnost a hezrnecnost

skuninami hodnotici

AMENDMENT NO. 3 TO CONTRACT ON
CLINICAL TRIAL

This Amendment No. 3 to Contract on Clinical Trial
(“Amendment”) is between:

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

represented upon power of attorney given to IQVIA
RDS Czech Republic, s.r.o., having a place of business
at Pernerova 691/42, 186 00 Prague &, Karlin, Czech
Republic

(“Sponsor”), and

IQVIA RDS Czech Republic s.r.o. (formerly
Quintiles Czech Republic, s.r.o.), having a place of
business at Pernerova 691/42, Karlin, 186 00 Praha 8,
Czech Republic, Identification number: 247 68 651,
Tax identification number: CZ247 68 651
(“Contractual research organization™), and

Nemocnice Jihlava, p.o., Vrchlického 59
Jihlava, 586 33

ID: 000 90 638, TAX ID: CZ 000 90 638
IBAN: CZ 2201 0000 000 000 1873 6681
v.s. Invoice No.

Represented by Lukas Velev, MD, Director

herainafter "the Inctitntian”

Investigator™)

each a “Party” and together the “Parties”,

and is effective as of its publication in the Register of
Agreements, but the Parties agree to be bound by the
rights and obligations arising from this Amendment
from the date 23. November 2018(“Effective Date”).

WITNESSETH:

WHEREAS, Contractual research organization,
Sponsor, Medical Facility and Principal Investigator
are parties to a contract on clinical trial entitled “A
Randomized, Double-Blind, Double-Dummy,
Parallel-Group Study To Evaluate The Efficacy And

Safety (
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9.9.2011 (,,Smlouva®), ve znéni Dodatku ¢. 1 ze dne 11.
tinora 2013 a Dodatku ¢. 2 ze dne 12.8.2113, a Strany si
preji zménit tuto Smlouvu;

NYNI, Z TOHOTO DUVODU, s ohledem na vzdjemné
piisliby a ujednani stanovend v tomto Dodatku a na jinou
dobrou a hodnotnou uplatu, jejiZz pfijeti a dostateCnost se
timto potvrzuje, se Strany timto dohodly na zméné
Smlouvy takto:

1. Strany se dohodly, Zze “Rozpocet pro oteviené
pokracovani klinického hodnoceni” uvedeny v Clanku
XIII. “Finanéni aspekty”, odstavci 2. “Platebni rozvrh”
Smlouvy se timto dopliiuje o nasledujici novou platebni
tabulku:

Vsechna ustanoveni a podminky Smlouvy, které nejsou
vyslovné zménény timto Dodatkem, ziistavaji pin€ platn€ a
ucinné.

2. REGISTR SMLUV

V souladu se zdkonem ¢&. 340/2015 Sb., o registru smluv,
bude tento Dodatek spole¢né se Smlouvou a Dodatkem ¢.
1 s Dodatkem €. 2 uvefejnén v registru smluv. Strany
souhlasi, Ze tento Dodatek spolecné se Smlouvou a
Dodatkem €. 1 s Dodatkem ¢. 2 uvefejni zdravotnické
zafizeni a uvefejnéni omezi na informace, jejichz
uveiejnéni pozaduje zakon.

Pied uverejnénim tohoto Dodatku, Smlouvy, Dodatku €. 1
a Dodatku ¢. 2 musi byt zneCitelnény (tj. zaCernény)
veSkeré Diveérné informace, osobni udaje a udaje
obsahujici obchodni tajemstvi ve smyslu jeho definice v
ob¢anském  zdkoniku, (souhrnné ,Nezverejnované
udaje”), véetné zejména Protokolu, brozury zkousejiciho
(je-li ptilohou Smlouvy), a ¢l. XIII Smlouvy, ve kterém
jsou uvedeny cdstky za vySetfeni; uverejnén bude pouze
ocekdvany celkovy rozpocet Studie (hodnota Smlouvy).
Piiblizna celkova hodnota Smlouvy ve znéni tohoto
Dodatku je cca 6787,- K¢.

“Contract”) , as amended by Amendment No. | dated
11 February 2013 and Amendment No. 2 dated
12.8.2013, and the Parties desire to amend such
Contract;

NOW THEREFORE, in consideration of the mutual
promises and covenants set forth herein, and other good
and valuable consideration, the receipt and sufficiency
of which is hereby acknowledged, the Parties hereby
agree to amend the Contract as follows:

1. The Parties agree that “Budget for the Open
Lable Phase of clinical trial” stated in Article XIII.
“Financial aspects”, paragraph 2. “the Payment
schedule” of the Contract is hereby amended by
addition of the following new budget table:

All terms and conditions of the Contract not expressly
amended by this Amendment remain in full force and
effect.

2. CONTRACTS REGISTRY

In accordance with the law 340/2015 Coll. on Registry
of Contracts, this Amendment shall be published on the
Ministerial Contract Registry together with the
Contract and Amendment No. 1 with Amendment No.
2. The Parties agree that Medical Facility shall publish
this Amendment together with the Contract and
Amendment No. 1 with Amendment No. 2 and shall
limit its disclosure to the information required by law.

Prior to publication, all information related to
Confidential Information, personal information, and
business and trade secrets, as defined by the Civil Code,
shall be redacted to be illegible (ex: blacked out) from
the Amendment, Contract, Amendment No. | and
Amendment No. 2 to be published (collectively, the
“Excluded Information”), including, without
limitation, the Protocol, the investigator brochure (if
attached to the Contract) and the Article XIII of the
Contract detailing the costs per procedures; only the
expected total Study budget (Contract value) shall be
published. The estimated value of financial payment
under the Contract, as amended, shall be approximately
CZK 6787,-
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Findlni podoba a formét verze tohoto Dodatku, Smlouvy a
Dodatku €. 1 s Dodatkem €. 2 uréené k uvefejnéni v registru
smluv  (,findlni verze*) bude stranami schvdlena
prosttednictvim e-mailu.

Zdravotnické zafizeni se zavazuje uvefejnit findlni verzi a
vyplnit metadata v registru smluv ve lhit€ dvaceti (20)
pracovnich dni od podpisu posledni smluvni strany.

The final form and format of the Amendment, Contract
and Amendment No. 1 with Amendment No. 2 for
publication on the Ministerial Contract Registry (the
“Final Document”) shall be agreed to between the
parties via email.

The Medical Facility agrees to publish the Final
Document and complete the metadata on the
Ministerial Contract Registry within twenty (20)
working days from last signature of this Amendment.

NA DUKAZ TOHO Strany uzaviely tento Dodatek IN WITNESS WHEREOF, this Amendment has been

prostiednictvim svych fadné opravnénych vedoucich
pracovniki k datim uvedenym niZe.

executed by the Parties hereto through their duly
authorized officers on the dates set forth below.
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Na dikaz souhlasu pripojuje svaj podpis opravnény Acknowledged and agreed by IQVIA RDS Czech
zastupce IQVIA RDS Czech Republic s.r.o.: Republic s.r.o.:

Jméno:

Funkce:

Podpis:

Datum:

Podepsano IQVIA RDS Czech Republic s.r.o., na Signed by IQVIA RDS Czech Republic s.r.o., under

zakladé Plné moci, jménem F. Hoffmann-La Roche Litd: a Power of Attorney, in the name of F. Hoffmann-
La Roche Ltd:

Jméno:

Funkce:

Podpis:

Datum:

Na dikaz souhlasu pfipojuje svij podpis opravnény Acknowledged and agreed by Medical Facility:
zastupce zdravotnického zarizeni:

Jméno:

Funkce:

Podpis:
Datum:

Na dukaz souhlasu pripojuje svij podpis hlavni Acknowledged and agreed by Principal
zkousSejici: Investigator:

Jméno: |

Podpis:

Datum:
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