DODATOK C. 1
K ZMLUVE O KLINICKOM SKUSANI LIEKU
PODLA
PROTOKOLU KLINICKEHO SKUSANIA
CLJN452D12201C (d’alej len ,,Protokol*)

AMENDMENT No. 1 TO
MEDICINE CLINICAL TRIAL AGREEMENT
ACCORDING TO
THE CLINICAL TRIAL PROTOCOL
CLJN452D12201C (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: v Obchodnom registri Okresného stdu
Bratislava I, oddiel: Sro, vlozka ¢. 44016/B

v mene ktorého kona/zastupeny:
Mgr. Hana Mrazova, vedica oddelenia pre
klinické sktisanie, na zéaklade

plnomocenstva
PharmDr. Katarina Nosjean, na zaklade
plnomocenstva

bankové spojenie:  Tatra banka, a.s.

SWIFT: TATRSKBX

IBAN: SKB8611000000002926123169

(d’alej len ,,Novartis®)

a

Fakultna nemocnica Nitra

sidlo: Spitalska 6, 949 01 Nitra
ICO: 17 336 007

DIC: 2021205197

ICDPH: SK 2021205197

Statutarny zastupca: JUDr. Marian Korytiak, PhD., riaditel’

bankové spojenie: Statna pokladnica, Radlinského 32,

Bratislava
IBAN: SK 49 8180 0000 0070 0028 0649
BIC/SWIFT: SPSRSKBA

(d’alej len ,,InStitacia‘“)
a

Skusajuci lekar: MUDr. Marek Rac, PhD.

bydlisko: Horno¢ermanska 71H, 949 01 Nitra
datum narodenia: 26.09.1974

bankové spojenie:
IBAN: SK59 7500 0000 0040 2262 4680
(dalej len ,,Skidsajici alebo ,,Hlavny skasajici)

(Institucia a Skusajuci tiez spolo¢ne ako druha zmluvna
strana)

Novartis Slovakia s.r.o.
Registered office: Zizkova 22B, 811 02 Bratislava

Company ID: 36 723 304
Tax ID: 2022302425
VAT ID: SK 2022302425

Registration: Commercial Register of District
Court Bratislava I, Section: Sro,
Insertion No. 44016/B
Represented by:
Mgr. Hana Mrazova, Head of the
Department for Clinical Trials, on
a basis of a power of attorney
PharmDr. Katarina Nosjean, on a

basis of a power of attorney

Bank Details: Tatra banka, a.s.
SWIFT: TATRSKBX
IBAN: SK8611000000002926123169

(hereinafter as “Novartis™)
a

Fakultna nemocnica Nitra
Registered Seat: Spitalska 6, 949 01 Nitra

Company ID: 17 336 007

Tax ID: 2021205197

VAT ID: SK 2021205197

Statutory Representative: JUDr. Marian Korytiak, PhD.,
Director

Bank Account:  Statna pokladnica, Radlinského
32, Bratislava
SK 49 8180 0000 0070 0028 0649

SPSRSKBA

IBAN:
BIC/SWIFT:

(hereinafter as the “Institution”)
a

Investigator: MUDr. Marek Rac, PhD.

Address: Horno¢ermanska 71H, 949 01 Nitra
Date of Birth: 26.09.1974

Bank Account:
IBAN: SK59 7500 0000 0040 2262 4680
(hereinafter as the “Investigator” or the “Principal
Investigator”)

(Institution and Investigator also together as the other
Party)

Zmluvné strany uzatvorili tento Dodatok ¢. 1
k horeuvedenej Zmluve o klinickom skusani zo dia
19.04.2021, ktorym sa ruSia, menia alebo dopliaju

The Parties entered into this Amendment No. 1 to
the above Agreement on the conduct of a clinical
study dated 19.04.2021, repealing and amend the
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ustanovenia 0 klinickom  sku$ani

nasledovne:

tejto  Zmluvy

provisions of the Agreement on the conduct of a
clinical study as follows:

Priloha ¢.2.

Priloha ¢. 2 Zmluvy, ktora upravuje Specifika rozsahu
a terminov thrady platieb za ¢innosti Institucie spojené
s vykonanim klinického sktSania, ktorej povodné
znenie bolo prilohou ¢. 2 Zmluvy, sa nahradza novym
znenim, ktoré je uvedené v Prilohe €. 2 tohto dodatku

¢. 1.

Annex No. 2.

Annex No. 2 of the Agreement, which governs
particulars of the scope and dates of payments for
activities of the Institution associated with the
conduct of the Clinical Trial, the original wording of
which formed Annex No. 2 of the Agreement, shall
be supplemented by anew wording, as stated in
Annex No. 2 of this Amendment No. 1.

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

Tento dodatok nadobida platnost diiom jeho | This Amendment shall be valid upon signature by all

podpisania vSetkymi zmluvnymi stranami a ucinnost
ditom nasledujucim po dni jej zverejnenia v centralnom
registri zmliv na www.crz.gov.sk, nakolko ide
0 povinne zverejiiovany dodatok v zmysle § 5a ods. 1
Zakona 0 slobode informacii. Novartis zaroven udeluje
svoj suhlas so zverejnenim tohto dodatku podla
predchadzajucej vety. InStiticia bezodkladne zasle
dodatok na zverejnenie; pokial’ ned6jde k zverejneniu
do 7 dni odo dna jeho uzavretia, mdze Novartis podat
navrh na jeho zverejnenie. Institicia sa zavdzuje vydat
Novartisu pisomné potvrdenie o zverejneni dodatku
bez zbyto¢ného odkladu po jeho zverejneni. Institicia
je povinna zabezpedit nespristupnenie tych ustanoveni
tejto dodatku, ktoré obsahuju informaciu, ktora sa
podl’a platnych pravnych predpisov nespristupnuje.

parties and enter into force on the day following the
day after its publication in terms a central register of
contracts on www.crz.gov.sk, because it is an
Amendment which must be disclosed pursuant to
Section 5a para. 1 of Act on Free Access to
Information. Novartis also gives his consent to the
publication according to the previous sentence. The
Institution shall immediately send the Amendment
for disclosure; if the Amendment will not be
disclosed within 7 days following its conclusion,
Novartis may submit a proposal for disclosure. The
Institution undertakes to issue to Novartis a written
confirmation about the disclosure of the Amendment
without undue delay after its publication. The
Institution is obliged to ensure the non-disclosure of
these provisions of this Amendment, which is under
the current legislation confidential.

Tento dodatok je vyhotoveny v 4 rovnopisoch, dva
obdrzi Institucia a dva Novartis.

This Amendment is executed in four counterparts,
two 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, mé prednost’ slovenska 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 precitali, jeho
obsahu porozumeli, Ze ho uzavreli slobodne a vazne,
urite a zrozumitel'ne, a na potvrdenie toho, Zze obsah
tohto dodatku zodpoveda ich skuto¢nej a slobodnej
voli, 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: Datum/Date:

PharmDr. Katarina Nosjean, na zdklade plnomocenstva/based on power of attorney

Za Novartis/For Novartis: Datum/Date:

Mgr. Hana Mrazova, na zaklade plnomocenstva/based on power of attorney

Za Instituciu/For Institution: Datum/Date:

JUDr. Marian Korytiak, PhD., Statutarny zastupca/ Statutory Representative

Za Skusajuceho/For Investigator: Datum/Date:
MUDr. Marek Rac, PhD.
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Priloha ¢.2

Annex No. 2

VSetky uhrady sa vykonaju nasledovne:

All payments shall be made as follows:

Platby za navstevy zdokumentované v zdravotnej
dokumentécii Ucastnika (vietky vySetrenia vykonané
v stulade s Protokolom) sa budu uskutocniovat
polroéne, poéniic prvym zaradenym Ugastnikom, a to
v zdvislosti na vykonani pldnovanych navstev
a odovzdanych kompletnych zdznamov =z tychto
navstev.

Payments for visits documented in the medical
documentation of the Participant (all examinations
performed in accordance with the Protocol) shall be
made semi-annually, starting with the first enrolled
Participant and depending on the completion of
scheduled visits and submitted complete records of
such visits.

Novartis sa zavdzuje, ze uhradi naklady a odmenu za
vykonanie klinického skt8ania spolu vo vyske
13 400,- EUR =za jedného riadne ukonceného
Ucastnika; odmena sa vyplati spdsobom ako je
uvedené nizsie. Tato suma zahfna vsetky naklady
acinnosti  InStitaicie a  SkuSajiceho  spojené
S vykonanim klinického skuisania. Odmena zahfna aj
odmenu pre Skusajuceho, spoluskuSajuceho a urceny
pracovny tim za ukony nad ramec poskytovania
zdravotnej starostlivosti.

Novartis undertake that it will pay the costs and
remuneration for providing of the clinical trial total in
amount of EUR 13 400 for one duly completed
Participant; the remuneration shall be paid in the
manner as specified below. This amount includes all
costs and activities of the Institution and the
Investigator related to the execution of the clinical
trial. The remuneration also includes remuneration for
the Investigator, co-investigator and the designated
working team for activities beyond the scope of
healthcare provision.

Planovany pocet Subjektov hodnotenia: 2

Uhrada pre Institiaciu: 26 800,- EUR - Celkovo
Uhrada pre Institaciu najviac: 13 400,- EUR
(slovom: trinasttisicStyristo eur) za kazdého
kompletne a vyhodnotitelne spracovany Subjekt
hodnotenia v klinickom skuSani

sa vyplati nasledovne:

Platba a) 1 500 eur — Po kazdej navsteve ¢. SCR1
aBL

Platba b) 950 eur — Po kazdej navsteve ¢. SCR2 a
W48

Platba c) 850 eur — Po kazdej navsteve ¢. W2, W4,

W8, W12, W16, W20, W24, W32, W40,
EOS/PSW FU W52

A planned number of the Study Subjects: 2
Payment for the Institution: EUR 26 800 - In total

Payment for the Institution maximum of: EUR
13 400 (in words: thirteen thousand four hundred
Euros) for each completely and in a manner allowing
for evaluation, processed Study Subject in the clinical
trial

shall be paid as follows:

Paymenta) EUR 1 500 — Following each of the
visits No. SCR1 and BL

Paymentb) EUR 950 — Following each of the visits
No. SCR2 a W48

Payment ¢) EUR 850 — Following each of the
visit No. W2, W4, W8, W12, W16,
W20, W24, W32, W40, EOS/PSW
FU W52

Uhrada pre Centrum navySe
Zabezpeclenie biopsie pecene :

za biopsiu pecene vrdtane hospitalizacie GCastnika vo
vyske 1 000,- EUR (slovom: jedentisic eur) za kazdé
jedno  VysSetrenie  preukazatelne  absolvované
Utastnikom; celkovy pocet Vysetreni u jedného
Utastnika predstavuje 2 (na naviteve & SCR 2 a
W48), pricom celkova odmena za vietky Vysetrenia
ujedného Utastnika predstavuje najviac 2 000
EUR (slovom: dvetisic eur). Predpokladany pocet
Utastnikov je 7. Celkova odmena pre vietkych
ucastnikov je 14 000,- Eur.

za VySetrenie —

Additional payment for the Center for the Test —
ensuring a liver biopsy:

for a liver biopsy including hospitalization of the
participant in the amount of EUR 1 000 (in words:
one thousand euro)

for each single Test demonstrably undergone by the
Participant; the total number of Tests of one
Participant amounts to 2 (on visit no. SCR 2, W48),
whereby the total compensation for all Tests of one
Participant amounts up to EUR 1 600 (in words: two
thousand euro). The scheduled number of Participants
is 7. Total compensation for all Participants is Eur

14 000.
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Uhrada pre Centrum navy$e za vySetrenie v
lokdlnom laboratériu (jedno laboratérne vySetrenie
pozostdva  z0 spracovania vzorky  bioptovaného
materidlu podla protokolu a laboratérneho manudlu
dodaného sponzorom) - 120 EUR (slovom:
stodvadsat Eur) za kazdé jedno VysSetrenie. Pre
jedného Utastnika aZ 2 laboratérne vySetrenia (na
navs§teve SCR2 aW48), spolu najviac 14
laboratornych vysetreni pre 7 Ucastnikov.

Uhrada za vietky laboratorne vySetrenia pre vietkych
Utastnikov je najviac 1 680 EUR (slovom:
jedentisicSest’stoosemdesiat eur). Pri odsthlasenom
spracovani viac ako planovanych 14 vySetreni platia

Additional payment for the Center for
examination in Local Laboratory (one laboratory
examination contains of biopsy sample processing
according to protocol and laboratory manual
supplied by sponsor) — EUR 120 (in words: one
hundred and twenty Euro) for each single
examination. For one Participant up to 2 laboratory
examinations (during visit SCR2 and W48), in total
up to 14 laboratory examinations for all 7
Participants. Maximum payment for all laboratory
examinations for all Participants amounts up to EUR
1 680 (in words: one thousand six hundred and eighty
euro). After approved execution of more than 14

vys§ie uvedené podmienky pre kazdé dalsie | planned examinations the conditions above apply
Vysetrenie. for each additional examination.

Uhrada pre Centrum navyse Additional payment for the Center

za VySetrenie fibrosken vo vyS8ke  100,- EUR | for the Test fibroscan in the amount of EUR 100 (in

(slovom: jednosto eur) za kazdé jedno VysSetrenie
preukazatelne absolvované Ugastnikom; celkovy
podet Vysetreni u jedného Utastnika predstavuje 4 (na
nav§teve ¢. SCR 1, W12, W24 a W48), pricom
celkovd odmena za vsSetky VySetrenia u jedného
Utastnika predstavuje najviac 200,- EUR
(slovom: dvesto eur). Predpokladany pocet
Ucastnikov je 7. Celkova odmena pre vsetkych
ucastnikov je 1 400,- Eur.

words: one hnudred euro) for each single Test
demonstrably undergone by the Participant; the total
number of Tests of one Participant amounts to 4 (on
visit no. SCR 1, W12, W24, W48), whereby the total
compensation for all Tests of one Participant amounts
up to EUR 200 (in words: two hundred euro). The
scheduled number of Participants is 7. Total
compensation for all Participants is Eur 1 400.

Uhrada pre Inititiciu navySe za 5 Utastnikov,
ktori nesplnia Kkritéria pre randomizaciu - tzv.
screening failures:
Uhrada pre Institiciu: 17 750,- eur -
Celkovo

Uhrada pre Institiciu najviac: 3 550,- eur
(slovom: tritisicpdt'stopdtdesiat eur) za kazdého
vyhodnotitelne spracovaného Ucastnika v klinickom
skusani

sa vyplati nasledovne:

1500,- eur — Za kazdého Ucastnika,
ktory nesplni kritéria pre pokraCovanie v
klinickom ska$ani pri navsteve ¢. SCR1

Platba a)

100,- eur — Za kazdého Uéastnika,
u ktorého bol zrealizovany fibrosken
ktory nesplni kritéria pre pokra¢ovanie v
klinickom skusani pri navsteve ¢. SCR1
Platbab)  950,- eur — Za kazdého Ucastnika, ktory
nesplni kritérid pre pokracovanie v
klinickom sktsani pri navsteve ¢. SCR2

1000,- eur — Za kazdého Ucastnika,
uktorého bola zrealizovana biopsia
pecene vratane hospitalizacie ucastnika,
ktory nesplni kritéria pre pokraCovanie v
klinickom skusSani pri navsteve ¢. SCR2

Additional payment for the Institution for 5
Participants who will not meet the randomization
criteria — so-called screening failures:

Payment for the Institution: EUR 17750 - In
total

Payment for the Institution maximum of: EUR
3 550 (in words: three thousand five hundred and fifty
Euro) for each Participant in the clinical trial
processed in a manner allowing for evaluation shall be
paid as follows:

Paymenta) EUR 1 500 - For each Participant not
meeting the criteria for continuing the
clinical trial during visit No. SCR1

EUR 100 - For each Participant for
whom a fibroscope was performed
who not meeting the criteria for
continuing the clinical trial during
visit No. SCR1
Paymentb) EUR 950 - For each Participant not
meeting the criteria for continuing the
clinical trial during visit No. SCR2

EUR 1 000 — For each Participant
for whom a liver biopsy was
performed including participant’s
hospitalization who not meeting
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the criteria for continuing the
clinical trial during visit No. SCR2

Pri odsthlasenom zaradeni viac ako planovanych 2
randomizovanych Ugastnikov, a5 Ugastnikov, ktori
nesplnia kritéria pre randomizéciu, platia vysSie
uvedené podmienky pre kazdého d’alsicho Utastnika

After approved inclusion of more than 2 planned
randomized Participants and 5 Participants who do not
qualify for randomization the conditions above apply
for each additional Participant.

Odmena (podla vysSie uvedenych ustanoveni
vratane odmeny navySe za vySetrenie fibrosken
a za vySetrenie v lokdlnom laboratériu) sa vyplaca
nasledovne:

Platba InStiticii — Institdcii sa vyplati 30 %
zodmeny (tj. zkazdej jednotlivej Ciastky
horeuvedenej odmeny) a tato odmena bude vyplatena
priamo na cet Institicie uvedeny v zahlavi Zmluvy.

Platba pre Studijny tim (t.j. pre SkiSajiceho a
spoluskus$ajiceho zicastiiujicich sa vykonavania
klinického skuSania) - Studijnému timu (tj.
Skusajucemu a spoluskisajucemu zicastiiujucim sa
vykonavania klinického sktSania) sa vyplati 70 %
z odmeny a to, nasledovne:

(i) 62 % z uvedenej plathy (t.j. z kazdej jednotlivej
Ciastky horeuvedenej platby) sa vyplati Skusajicemu
atato Cast sa vyplati priamo na ucet SkuSajiceho
uvedeny v zahlavi Zmluvy;

(if) 8 % zuvedenej plathy (t.j. z kazdej jednotlivej
Ciastky horeuvedenej platby) sa vyplati Studijnej sestre
- Maria Fikselova, a to na nasledujuci bankovy tcet:
bankové spojenie: VSeobecna tiverova banka, a.s.
IBAN: SK80 0200 0000 0039 3807 0855

Odmena navySe za biopsiu pecene vratane
hospitalizacie 0OCastnika vo vyske 1 000,- EUR
(slovom: jedentisic eur) sa vyplaca nasledovne: 80%
z uvedenej plathy, t.j. 800,- EUR sa vyplati Institucii
a20% , t.j. 200,- Eur sa vyplati skusajucemu teamu,
pricom z tejto Casti sa vyplati 75%, tj. 150,- EUR
hlavnému sktisajicemu a 25%, t.j. 50,- EUR Studijne;j
sestre.

Odmena navySe za vySetrenie v lokdlnom
laboratoriu (jedno laboratorne vysetrenie pozostiva
Z0 spracovania vzorky bioptovaného materidlu podla
protokolu a laboratérneho manudlu  dodaného
sponzorom) - 120 EUR (slovom: stodvadsat’ Eur) sa
vyplaca nasledovne: 30% z uvedenej platby, t.j. 36,-
EUR sa vyplati Institucii a 70%, t.j. 84,- Eur sa vyplati
MUDr. Monike Sekeresovej, MPH, a to na
nasledujuci bankovy ucet:

bankové spojenie: VSeobecna iverova banka, a.s.
IBAN: SK27 0200 0000 0032 5639 3251

The remuneration (pursuant to the above
provisions including also additional remuneration
for the Test fibroscan and for examination in Local
Laboratory) shall be paid as follows:

The payment to the Institution — 30 % from the
remuneration (i.e. each part of the abovespecified
remuneration) shall be paid to the Institution and this
remuneration shall be paid directly to the bank
account of the Institution specified in the heading of
the Agreement.

The payment to the study team (i.e. to the
Investigator and co-investigator participating in
the conducting of the clinical trial) - 70 % from the
remuneration (i.e. each part of the abovespecified
remuneration) shall be paid to the study team and that
as follows:

(i) 62 % from the above payment to the study team
(i.e. each part of the abovespecified remuneration)
shall be paid to the Investigator and that directly to the
bank account of the Investigator specified in the
heading of the Agreement;

(ii) 8 % from the above payment to the study team
(i.e. each part of the abovespecified remuneration)
shall be paid to the study nurse — Maria Fikselova and
that to the following bank account:

Bank Account: Veobecna Gverova banka, a.s.

IBAN: SK80 0200 0000 0039 3807 0855

Additional payment for the Test for a liver biopsy
including hospitalization of the participant in the
amount of EUR 1 000 (in words: one thousand euro)
80 % from the remuneration i.e. EUR 800 shall be
paid to the Institution and 20 % from the remuneration
i.e. EUR 200 shall be paid to the study team, while
75% of this part i. e. EUR 150 will be paid to the
Investigator and 25%, i.e. EUR 50 to the study nurse.

Additional payment for examination in Local
Laboratory (one laboratory examination contains of
biopsy sample processing according to protocol and
laboratory manual supplied by sponsor) — EUR 120
(in words: one hundred and twenty Euro) 30 % from
the remuneration i.e. EUR 36 shall be paid to the
Institution and 70 % from the remuneration i.e. EUR
84 shall be paid to MUDr. Monika Sekeresova, MPH
and that to the following bank account:

Bank Account: Vseobecna tiverova banka, a.s.

IBAN: SK27 0200 0000 0032 5639 3251
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Sposob vyplacania odmeny je mozné menit’ len po
pisomnej dohode zmluvnych stran.

The manner of the payment of the remuneration may
be changed only upon the written agreement of the
Parties.

Pri odsuhlasenom zaradeni viac ako planovanych 2
randomizovanych Ugastnikov, a5 Ugastnikov, ktori
nesplnia kritéria pre randomizaciu, platia vysSie
uvedené podmienky pre kazdého d’alieho Ucastnika

After approved inclusion of more than 2 planned
randomized Participants and 5 Participants who do not
qualify for randomization the conditions above apply
for each additional Participant.

V pripade, Ze pacient/Udastnik bude uznany
nesposobily pre klinicka $tidiu alebo pri jeho ucasti
bude poruSeny Protokol, Novartis nie je povinny
zaplatit odmenu za takéhoto pacienta/Ucastnika resp.
je opravneny  kratit odmenu za takéhoto
pacienta/Ucastnika az na 50 % zpdvodnej sumy
podTla tejto prilohy.

V pripade, ze Ugastnik dobrovol'ne odstupi alebo je zo
studie vyradeny (a) Novartisom alebo (b) Skiisajucim
pre akukol'vek pri¢inu intl ako nesplnenie poziadaviek
sposobilosti pre klinické sktsanie alebo poruSenie
Protokolu, Novartis zaplati proporciondlnu cast’
odmeny za Ugastnika az do dia vyradenia, splatnii po
prijati  vSetkych  formularov s nalezmi aingj
pozadovanej dokumentécie.

Ak po skonceni klinickej skuSania Novartis poskytol v
ramci tejto Zmluvy sumy prevySujuce opravnené
uhrady podl'a vyssie uvedenych podmienok, Institacia
a Skusajuci musia vratit' Novartisu prevySujucu sumu
nad opravnené uhrady.

If the patient/Participant is determined to be unfit for
the clinical trial or if the Protocol is breached during
his/her participation, Novartis shall not be obliged to
pay remuneration for such patient/Participant or shall
be obliged to reduce the remuneration for such
patient/Participant by up to 50% of the original
amount pursuant to this Annex.

If the Participant voluntarily withdraws from the trial
or is excluded from the trial (a) by Novartis or (b) by
the Investigator for whatever reason other than failure
to meet requirements for inclusion in the clinical trial
or breach of the Protocol, Novartis shall pay a
proportional part of the remuneration for such
Participant until the date of exclusion, which shall be
payable following receipt of all forms with findings
and other required documentation.

If after the completion of the clinical trial, Novartis,
within the framework of this Agreement, provided
amounts in excess of legitimate payments according to
the conditions above, the Institution and the
Investigator must return the amount in excess of the
legitimate payments to Novartis.

Platby pre Institiciu zahinaju vSetky lekarske
vySetrenia podla Protokolu, okrem volitelnych
vySetreni MRI, ktor¢é sa na Slovensku nebudu

vykonavat’ vobec.

Payments for the Institution include all medical
screenings under the Protocol, except for optional
MRI examinations, which won't be performed in
Slovakia at all.

Vsetky pripadné neplanované navstevy ¢i vizity
a telefonické vizity vramci celého klinického
skiSania st uz zapocitané v thrade Institicie podla
Prilohy ¢.2, tj. za takéto pripadné ukony nebude
hradend ziadna zvIast’ odmena ¢i Ghrada.

All possible unplanned visits, doctors meeting or
telephone doctor meetings throughout the clinical trial
are included in the payment for the Institution under
Annex No. 2, i.e. for such activities will not be paid
any extra reward or compensation.

V pripade, ak akakol'vek komunikacia v stvislosti
S klinickym skaSanim bude vykonavana formou
faxovej komunikacie alebo formou telefonickych
hovorov, Novartis sa zavdzuje InStiticii nahradit
preukazatelné a G¢elne vynaloZené naklady spojené
s takouto komunikaciou.

In case any communication in connection with the
clinical trial is conducted via fax or telephone calls,
Novartis shall reimburse to the Institution any
demonstrably and reasonably expended costs relating
to such communication.

V suvislosti s klinickym skuSanim sa pred zaciatkom
klinického skuSania ako aj pocas jeho realizacie
uskutocnuju Investigatorské mitingy, na ktorych sa
oboznamuju dodlezité farmakologicke, toxikologické a
klinické informacie, ktoré su potrebné pre spravne
naplanovanie a vykonanie klinického skuSania, a
z(Castnené osoby sa pripravuji a Skolia o danom
klinickom skusani, dolezitych priebeznych
okolnostiach a informéaciach a postupoch v danom
klinickom  skusSani. Vzhladom  k tomu, ze
Investigatorské mitingy su sucastou klinického
sktsania, Sktsajuci (resp. dohodnuty ¢len skiisobného
timu) sa bude zucastiovat’ Investigatorskych mitingov

In connection with the clinical trial, Investigator
Meetings take place prior to the commencement of the
clinical trial as well as during its conduct, in order to
share important pharmacological, toxicological and
clinical information needed for correct planning and
conduct of the clinical trial, and participants are
preparing for and get trained with regard to the
particular ~ clinical trial, important continuous
circumstances and information and procedures used in
the particular clinical trial. As Investigator Meetings
are part of the clinical trial, the Investigator (or
approved member of the investigator’s team) shall
attend such Investigator Meetings as instructed by
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podla pokynov Novartisu.

Novartis.

V pripade GCasti na Investigditorskom mitingu
realizovanom na zéklade pokynov a len so sthlasom
Novartisu, Novartis preplati naklady suvisiace
sucastou Skusajuceho (resp. dohodnutého ¢lena
skaSobného  timu) vrozsahu podla  vopred
dohodnutych  podmienok  (vratane  emailovou
komunikaciou). Pravidla niektorych vydavkov su
urcené nasledovne:

a) cesta hromadnym dopravnym prostriedkom
(autobusom, vlakom) — z miesta bydliska do
miesta Investigatorského mitingu a spat —
preplacanie cestovného listka — zdokladovat
cestovny listok,

b) cesta vlastnym dopravnym prostriedkom
(osobnym autom) — z miesta bydliska do
miesta Investigatorského mitingu a spat’ -
preplacanie spotrebovanych pohonnych hmot
podla priemernej spotreby vozidla podla
technického preukazu aceny pohonnych
hmot stanovenych Statistickymi
ukazovatelmi cien  pohonnych  hmot
v Slovenskej republike (aj pri ceste mimo
uzemie Slovenskej republike) — zdokladovat
technicky  preukaz  osobného  vozidla,
podpisané prehlasenie o pocte kilometrov,

C) cesta taxikom — preplacanie nakladov na
taxik v ramci mesta (mesto Investigatorského
mitingu) — z miesta letiska, vlakovej alebo
autobusovej stanice na hotel ¢i miesto
Investigatorského mitingu a spat -
zdokladovat’ potvrdenie o uhrade.

Vydavky, ktoré neboli vopred odsuhlasené, sa
nepreplacaju, hoci boli Instituciou, Skusajucim (resp.

In case of attendance at the Investigator Meeting as
instructed by and only with approval of Novartis,
Novartis shall reimburse costs associated with the
participation of the Investigator (or approved member
of the investigator’s team) as agreed in advance
(including e-mail communication). Rules for certain
expenses are determined as follows:

a) travelling by mass transportation vehicle
(bus, train) — from the place of residence to
the venue of the Investigator Meeting and
back — reimbursement of the travel ticket —
provide proof of the travel ticket,

b) travelling by own vehicle (personal car) —
from the place of residence to the venue of
the Investigator Meeting and back -
reimbursement  of  fuel  consumption
according to average consumption of the
vehicle based on the certificate of
roadworthiness and the price of fuel
determined by statistical indicators of fuel
prices in the Slovak Republic (also in case of
travelling outside the territory of the Slovak
Republic) - submit the certificate of
roadworthiness of the personal car and signed
statement of kilometres travelled,

c) travelling by taxi — reimbursement of taxi
costs inside the town (the town of the
Investigator Meeting) — from the airport,
train or bus station to the hotel or venue of
the Investigator Meeting and back — submit
the receipt.

Expenses not approved in advance shall not be
reimbursed, even if they were provably paid by the

dohodnutym  ¢lenom  skuSobného  timu)  aj | Institution, Investigator (or agreed member of the
preukazatel'ne uhradené. investigator’s team).
Novartis ~ vyplati  $pecifikované dohodnuté a | Novartis shall pay for specified, agreed and provable

preukazatelne vynalozené vydavky len vtedy, ak tieto
budi riadne zdokladované, priCcom Institicia resp.
Skusajuci predlozi Novartisu vyuctovanie nakladov s
potrebnymi dokladmi v najneskdér do 14 dni od
ukoncenia Investigatorského mitingu. V dohodnutych
pripadoch méze Novartis poskytnut’ preddavok na
tieto vydavky.

V pripade, Ze sa preukaze, ze Specifikované
dohodnuté a preukazatelne vynalozené vydavky nie
st spravne podlozené prislusnymi dokladmi, resp.
neboli vynalozené alebo st vrozpore S internymi
predpismi Novartisu, Novartis si vyhradzuje pravo
odmietnut’ ich prefinancovanie a Vv pripade, ak uz
Novartis  poskytol platbu na prefinancovanie,
Institicia je povinna vratit Novartisu poskytnutu
Ciastku, ktora nebola vynalozena v sulade s touto
dohodou alebo podlozend preukazatelnymi ¢i
platnymi dokladmi.

incurred costs only if such costs are properly
documented and the Institution or Investigator shall
submit the settlement of costs with required
documents to Novartis within 14 days after the
completion of the Investigator Meeting. In agreed
cases, Novartis may provide advance payments for
such costs.

If it is proved that specified, agreed and provably
incurred costs are not appropriately supported with
relevant documents or if they were not incurred or are
in conflict with internal regulations of Novartis,
Novartis reserves the right to reject their refunding
and in case Novartis has already made payment for
their refunding, the Institution shall be obliged to
return the amount which it received and which was
not incurred in accordance with this agreement or
supported by provable or valid documents, to
Novartis.

Institicia vystavené faktiry dorucuje na adresu:

The issued invoices of the Institution will be delivered
on the address of Novartis:
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Novartis Slovakia, s.r.o., Zizkova 22B, 811 02
Bratislava

Novartis Slovakia, s.r.o., Galvaniho 15/A, 821 04
Bratislava

Ako variabilny symbol sa pouzije ¢islo faktiry
Institicie na zaklade odsthlasenych podkladov
dorucenych do Institicie Novartisom, pokial’ zmluvné
strany po vzajomnej dohode neuréia iny variabilny
symbol.

As variable symbol will be use the invoice number of
the Institution on the basis of agreed documents
delivered to the Institution by Novartis, unless the
Parties, after a mutual agreement, stipulate other
variable symbol.

Platby budu realizované len v penaznej mene EURO
a vSetky bankové poplatky znésa Novartis.

Payments will be realized only in the EURO currency
and all bank charges shall be borne by Novartis.

Za Novartis/For Novartis:

Datum/Date:

PharmDr. Katarina Nosjean, na zaklade plnomocenstva/based on power of atto

Za Novartis/For Novartis:

Datum/Date:

Mgr. Hana Mrézova, na zaklade plnomocenstva/based on power of attorney

Za InStituciu/For Institution:

Datum/Date:

JUDr. Marian Korytiak, PhD., Statutarny zastupca/ Statutory Representative

Za Skusajuceho/For Investigator:
MUDr. Marek Rac, PhD.

Datum/Date:
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