DODATOK C. 2
K ZMLUVE O KLINICKOM SKUSANI LIEKU
PODLA
PROTOKOLU KLINICKEHO SKUSANIA
CQGE031C2303 (dalej len ,,Protokol®)

AMENDMENT No. 2 TO
MEDICINE CLINICAL TRIAL AGREEMENT
ACCORDING TO
THE CLINICAL TRIAL PROTOCOL
CQGE031C2303 (hereinafter as the “Protocol”)

Novartis Slovakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava
ICO: 36 723 304
DIC: 2022302425

ICDPH:  SK 2022302425
zapisany: Obchodny register Okresného sidu
: Bratislava I, oddiel: Sro, vloZka &. 44016/B

konajtici v zastfipeni: Mgr. Hana Mrazova, na zéklade
plnomocenstva
PharmDr. Katarina Nosjean,
na zéklade plnomocenstva
(d’alej ako ,,Novartis®)

a

Fakultna nemocnica s poliklinikou Nové Zamky

sidlo: Slovenska 11/A, 940 34 Nové
Zamky

prévna forma: prispevkova organizacia §tatu

ICO: 17336112

DIC: 2021068324

v mene ktorého kona/zastlipeny:

Generalny riaditel: MUDr. Jozef Jezik

Ekonomicky riaditel: Ing. Pubica BartoSova
Medicinsky riaditel: MUDr. Zoltan Danczi

bankové spojenie:  Statna pokladnica

IBAN: : SK88 8180 0000 0070 0054 0295
BIC/SWIFT: SPSRSKBAXXX

(d’alej ako , InStitdcia“)

: Zamky
Legal form: contributory organization of the
state
Company ID: 17336112
-Tax ID: 2021068324
Represented by:

Novartis Slovakia s.r.o.
Registered Seat: ZiZkova 22B, 811 02 Bratislava

Company ID: 36 723 304

Tax ID: 2022302425

VATID: SK 2022302425

Registration: Commercial Registry of the

District Court Bratislava I,
Section: Sro, Insert No.
44016/B
Represented by: Mgr. Hana Mrézov4, on a basis of
a power of attorney
PharmDr. Katarina Nosjean, on
the basis of a power of attorney

(hereinafter as “Novartis™)
and

Fakultna nemocnica s poliklinikou Nové Zamky
Registered Seat: Slovenska 11/A, 940 34 Nové

General Director: MUDr. Jozef JeZik

Financial Director: Ing. Cubica BartoSova

Medical Director: MUDr. Zoltdn Danczi

Bank Account: Statna pokladnica ,
IBAN: SK88 8180 0000 0070 0054 0295
SWIFT: SPSRSKBAXXX

(hereinafter as the “Institution”)

Pojmy =zaCinajuce velkym zaliatodnym pismenom
maju rovnaky vyznam aky im je pripisovany v Zmluve
o klinickom sktgani lieku podFa protokolu klinického
skuSania CQGE031C2303 uzavretej medzi Novartis
a Indtiticiou dila 30.04.2019, v zneni jej dodatkov
(dalej len ,,Zmluva®), pokial vtomto dodatku nie je
uvedené inak.

Terms which are beginning with the first capital
letter have the same meaning as attributed to them in
the Agreement on the conduct of a clinical trial
according to the clinical trial protocol
CQGE031C2303, concluded by and between
Novartis and the Institution on 30.04.2019, as
amended (hereinafter referred to as the
“Agreement”), unless agreed otherwise in this
amendment.

" Priloha ¢.2.

V Prilohe €.2 zmluvy, ktora upravuje Specifikd rozsahu
a terminov hrady platieb za Einnosti Inititiicie spojené
s vykonanim klinického skuania, ktorej pdvodné
znenie bolo prilohou €.2 Zmluvy o klinickom skidsani,
sa _odsek meni nasledovne:

Annex No. 2.

In Annex No. 2 of the Agreement which governs
specifics of the scope and terms of payments for
activities of the Institution related to the execution of
clinical study, which was the original version of
Annex No. 2 of the Agreement on the conduct of a

clinical study, section changes as follows:
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Zmluvné strany sa dohodli, Ze v Prilohe & 2 Zmluvy,
v platnom zneni sa odsek zacinajici slovami:

,Pri realizacii klinického skugania Novartis poskytuje
Subjektom hodnotenia za vykonané navstevy v ramci
klinického skusania prispevok na nahradu cestovnych
ndkladov ~ spdsobom  avrozsahu  schvdlenom
regulaénymi a kontrolnymi organmi a Protokolom.
Indtiticia sa zavdzuje poskytnut administrativou
&nnost suvisiacu svyplatenim a spracovanim
cestovnych vydavkov pre Subjekty hodnotenia
zaradené do klinického skuiSania

Novartis uhradi prispevok na néhradu cestovnych
nakladov pacientov za ugelom ugasti na protokolom
$pecifikovanych navitevach vramci klinickej Stadii,
ato v pausalnej vyske 20,- EUR/1 navSteva/ naviteva
& SCR 20, 140, 150, 160, 200, 210, 220, 230,
240/EoT, 310, 320 aEoS/PsD, UnsV a v pauSalnej
vyske 30,- EUR/1 naviteva/ navsteva ¢&. 110, 120, 130,
170, 180, 190.

Novartis vyplati tento prispevok priamo pacientom
prostrednictvom in3titicie za kaZdd zrealizovani
protokolom pecifikovanu navstevu.

Za tymto uelom Novartis poskytne na tcet institacie
zalohové platby nasledovnym sp&sobom:

- po zadati klinickej §tidie vo vyske 1/3 celkovej
| predpokladanej vysky prispevku  na  nédhradu
cestovnych nakladov na celu klinicku Stadiu,

- po ukon&eni vyberu subjektov Kklinickej Studie

pricbezne podla skutotného podtu zaradenych
pacientov, frekvencie navstev a vyrozumeni
Skigajuceho.

Institicia vyplati poskytnuty prispevok na néhradu
cestovnych nakladov kazdému zaradenému pacientovi
za kardi vykonanu navitevu podla protokolu.
V pripade, Ze neddjde k erpaniu tohto prispevku
vobec alebo len &iastoéne z dovodu napr. nesplnenia
planovaného po¢tu zaradenych pacientov alebo
nerealizovania vietkych Protokolom 3pecifikovanych
navitev, vrati institicia zostavajucu &iastku na ucet
Novartisu.

Ingtiticia odovzda Novartisu vyiétovanie
poskytnutych platieb na cestovné néklady pacientom
v Potvrdeni  vyplatenia  cestovnych  nakladov
upacientov zaradenych do klinického skuSania.”
nahradza novym odsekom v zneni:

,Pri realizacii klinického skiSania Novartis poskytuje
Subjektom hodnotenia za vykonané névstevy v ramci
klinického skuSania prispevok na nahradu cestovnych
nékladov  spésobom  avrozsahu  schvilenom
regulaénymi a kontrolnymi organmi a Protokolom.

Indtiticia sa zavizuje poskytnut administrativnu
ginnost  suvisiacu s vyplatenim a spracovanim
cestovnych vydavkov pre Subjekty hodnotenia
zaradené do klinického sktiSania

The Parties agree that in the Annex No. 2 of the
Agreement, as amended, the paragraph which reads
as follows:

“During the realization of the clinical trial, Novartis
will provide to the Study Subjects, for completed
visits during the clinical trial, the confribution to
cover their travel costs in the manner and scope
approved by the regulatory and supervisory
authorities and the Protocol.

The Institution undertakes to provide administrative
activities related to payment and processing of such
travel costs to the Study Subjects enrolled in the
clinical trial.

Novartis will pay a contribution to cover of patient’s
travel costs in order to participate in the protocol
specified visits in a clinical trial, at a flat rate of 20, -
EUR / 1 visit / visit no. SCR 20, 140, 150, 160, 200,
210, 220, 230, 240 / EoT, 310, 320 and Eos / PsD,
UnsV and at a flat rate of 30, - EUR / 1 visit / visit
No. 110, 120, 130, 170, 180, 190.|
Novartis pays this contribution directly to the patient
through the Institution for each realized protocol
specified visit.

For this purposes Novartis will provide the following
advance payment to the account of Institution with
following way:
- after starting a clinical study at the rate of 1/3 of the
total allowance for the contribution to cover of travel
costs for the entire clinical trial,
- after completing the selection of the subjects of the
clinical trial continuously according to the actual
number of patients enrolled, the frequency of visits
and the Investigator's notification.

The Institution pays the the contribution to cover of
travel costs to each assigned patient for each visit
under the protocol. In the event that this contribution
is not used, either in part or in part, for example,
failure to meet the scheduled number of patients
enrolled, or failure to complete all specified visit logs
will return the remaining Institution remaining
amount to the Novartis account.
Institution will give Novartis a charge for travel
payments made to patients in the Travel Expense
Confirmation Certificate for patients enrolled in
clinical trials.” shall be replaced new paragraph:

“During the realization of the clinical trial, Novartis
will provide to the Study Subjects, for completed
visits during the clinical trial, the contribution to
cover their travel costs in the manner and scope
approved by the regulatory and supervisory
authorities and the Protocol.

The Institution undertakes to provide administrative
activities related to payment and processing of such
travel costs to the Study Subjects enrolled in the
clinical trial.

Novartis will pay a contribution to cover of patient’s
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Novartis uhradi prispevok na ndhradu cestovnych
nékladov pacientov za ti¢elom ufasti na protokolom
Specifikovanych nédvitevach vramci klinickej $tudii,
ato v pauséalnej vyske 20,- EUR/1 navsteva/ nviteva
& SCR 1, SCR 20, 140, 150, 160, 200, 210, 220, 230,
240/EoT, 310, 320 aEoS/PsD, UnsV a v pausalnej
vyske 30,- EUR/1 navsteva/ navsteva ¢&. 110, 120, 130,
170, 180, 190.

Novartis vyplati tento prispevok priamo pacientom
prostrednictvom institticie za kaZdi zrealizovani
protokolom $pecifikovanil navstevu.

Za tymto G¢elom Novartis poskytne na udet institiicie
zalohové platby nasledovnym spdsobom:

- po zadati klinickej $tidie vo vy¥ke 1/3 celkovej
predpokladanej vysky prispevku na nédhradu
cestovnych nakladov na celd klinicku Stadiu,

- po ukongeni vyberu subjektov Kklinickej Stidie

pricbeZzne podfa skutoéného po&tu zaradenych
pacientov, frekvencie = navStev  a vyrozumeni
Skusajuceho. .

Inititucia vyplati poskytnuty prispevok na néhradu
cestovnych ndkladov kaZdému zaradenému pacientovi
za kaZdd vykonani névtevu podla protokolu.
V pripade, Ze neddjde k erpaniu tohto prispevku
vobec alebo len diastone z dovodu napr. nesplnenia
planovaného poctu zaradenych pacientov alebo
nerealizovania vSetkych Protokolom 3Specifikovanych
navstev, vrati inStiticia zostévajicu Eiastku na Udet
Novartisu.

Institacia odovzda Novartisu vyltctovanie
poskytnutych platieb na cestovné ndklady pacientom
v Potvrdeni  vyplatenia  cestovnych  nékladov
u pacientov zaradenych do klinického skuSania.*

travel costs in order to participate in the protocol
specified visits in a clinical trial, at a flat rate of 20, -
EUR / 1 visit / visit no. SCR 1, SCR 20, 140, 150,
160, 200, 210, 220, 230, 240 / EoT, 310, 320 and
Eos / PsD, UnsV and at a flat rate of 30, - EUR / 1
visit / visit No. 110, 120, 130, 170, 180, 190.
Novartis pays this contribution directly to the patient
through the Institution for each realized protocol
specified visit.
For this purposes Novartis will provide the following
advance payment to the account of Institution with
following way:
- after starting a clinical study at the rate of 1/3 of the
total allowance for the contribution to cover of travel
costs for the entire clinical trial,
- after completing the selection of the subjects of the
clinical trial continuously according to the actual
number of patients enrolled, the frequency of visits
and the Investigator's notification.
The Institution pays the the contribution to
cover of travel costs to each assigned patient
for each visit under the protocol. In the event
that this contribution is not used, either in part
or in part, for example, failure to meet the
scheduled number of patients enrolled, or
failure to complete all specified visit logs will
return the remaining Institution remaining
amount to the  Novartis  account.
Institution will give Novartis a charge for
travel payments made to patients in the Travel
Expense Confirmation Certificate for patients
enrolled in clinical trials.”

Ostatné ustanovenia Zmluvy tymto dodatkom | Other provisions of the Agreement, which are not
vyslovene neupravené sa nemenia a zostdvaji | expressly regulated by this Amendment, shall not be
v platnosti. amended and remain valid.

Tento dodatok je platny a u€inny diiom podpisania
oboma zmluvnymi stranami.

This Amendment shall enter into force and effect on
the date of its signing by both parties.

Tento dodatok je vyhotoveny v 3 rovnopisoch, jeden
obdrZi Institicia a dva Novartis.

This Amendment is executed in three counterparts,
one for the Institution and two for Novartis.

Tento dodatok je vyhotoveny v slovensko-anglickej
verzii. V pripade rozporu medzi slovenskou a
anglickou jazykovou verziou dodatku alebo jeho
priloh, ma prednost’ slovenské verzia.

This Amendment is executed in Slovak-English
version. In case of any discrepancies between the
Slovak and the English language version of the
Amendment or its Annexes, the Slovak version shall
prevail.

Zmluvné strany prehlasujt, Ze si dodatok preéitali, jeho
obsahu porozumeli, Ze ho uzavreli slobodne a vaZne,
urcite a zrozumitel'ne, a na potvrdenie toho, Ze obsah
tohto dodatku zodpoveda ich skuto&nej a slobodnej
v6li, ho vlastnoruéne podpisali.

The Parties represent that they read this
Amendment, understood its content and concluded it
on their own free will, in earnest, in all conscience
and unequivocally, and in witness of that the content
of this Amendment represents their good faith
intention and free will, they sign it by hand.
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Za Novartis/For Novartis:

PharmDr. Katarina Nosjean a 791{]2{19 n]nnmneenstva/based on power of attom

Za Novartis/For Novartis: — _ _..am/Date:

Za Novartis/For Novartis: ... vatum/Date:
Ing. Lucia Fucek SerSetiova, projektovy manazér klinického skii¥ania/
Clinical study manager

.............................

c:
Za Institaciu/For the Institution: avany Lodte: 01\6 1 ‘ 1 7—-’) 1

MUDr. Jozef Jezik, Generalny r1ad1te1’/Genera1 D1rector

Za Institiciu/For the Institution? A 77 e SN Date:
Ing. Cubica BartoSova, Ekonomicky riaditel'/Financial Director

Za Institaciu/For the Institution: Lawny Late: /Z/Q !

MUDr. Zoltan Danczi, Medicinsky riaditel’/Medical Director

Zmluva o klinickom skiidani — dodatok 2

4/4



