DODATOK C. 1

AMENDMENT NO. 1

K ZMLUVE 0 KLINICKOM SKUSANi(dalej len TO THE CLINICAL TRIAL AGREEMENT
(

,Dodatok") hereinafter referred to as the ‘Amendment”)

Novartis Slovakia s.r.o. Novartis Slovakia s.r.o.

sidlo: Zizkova 22B, 811 02 Bratislava, Registered Seat: Zizkova 22B, 811 02
Slovenska republika Bratislava, Slovak Republic

ICO: 36 723 304 Company ID: 36 723 304

DIC: 2022302425 Tax ID; 2022302425

ICDPH: SK 2022302425 VAT ID: SK 2022302425

zapisany: v Obchodnom registri Mestského sudu Registration: Commercial Registry of the
Bratislava 11I, oddiel: Sro, vlozka ¢. City Court Bratislava 1,
44016/B Section: Sro, Insertion No.

44016/B

vV mene ktorého kona/zastupeny: Represented by:
Ing. Peter Takécs, na zaklade Ing. Peter Takacs, on a basis
plnomocenstva of a power of attorney
PharmDr.  Andrea Urbanova, na PharmDr. Andrea Urbanova,

zaklade plnomocenstva

(dalej len .Novartis*)
a

Fakultna nemocnica Nitra

so sidlom:  Spitalska 6, 949 01 Nitra
Pracovisko: Neurologicka klinika
ICO: 17 336 007

DIC: 2021205197

IC DPH: SK 2021205197
Zriadena: Okresny drad Nitra,

Cislo zivnostenskeho registra: 430-37602
v mene ktorého kona/zastupeny:

MUDr. Ondrej Sedivy, riaditel

bankové spojenie: Statna pokladnica, Radlinského
32, Bratislava

IBAN: SK 49 8180 0000 0070 0028 0649

BIC/SWIFT: SPSRSKBA

(dalej len “Centrum”)

a

Skusajuci lekar: MUDT. Gabriel Hajas, PhD.

bydlisko: Krivanska 2, 949 01 Nitra
datum narodenia:
IBAN: SK57 1100 0000 0026 1917 8637

(dalej len ,Skusajuci 1“ alebo ,Hlavny
skusajuici)

Spoluskusajci:
MUDr. Marta Mikloskova

bydlisko: Tajovského 4, 949 01 Nitra Address: Tajovského 4, 949 01 Nitra
datum narodenia: Date of Birth:
IBAN: SK98 7500 0000 0009 0263 8863 [BAN: SK98 7500 0000 0009 0263 8863

on a basis of a power of
attorney

(hereinafter referred to as ‘Novartis”)
and

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

Site: Neurologicka klinika
Company ID: 17 336 007

Tax ID: 2021205197

VAT ID: SK 2021205197

Registration: Nitra District Office,
Trade register number: 430-37602
Represented by:

MUDr. Ondrej Sedivy, Director

Bank Account:  Statna pokladnica,
Radlinského 32, Bratislava

IBAN: SK 49 8180 0000 0070 0028 0649

BIC/SWIFT: SPSRSKBA

(hereinafter referred to as the ‘Center”)

and

Investigator: MUDr. Gabriel Hajas, PhD.

Address: Krivanska 2, 949 01 Nitra
Date of Birth:
IBAN: SK57 1100 0000 0026 1917 8637

(hereinafter as the ‘Investigator 1” or the
“Principal Investigator”)

Co-investigator:
MUDr. Marta Miklogkova
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(dalej len ,,Skusajuci 2°)

Spoluskusajuci:

MUDTr. Slavomira Kovacova

bydlisko: Botanicka 11, 949 01 Nitra
datum narodenia: - .

IBAN: SK10 7500 0000 0040 0671 4555
(dalej len ,,Skusajuci 3

Spoluskuasajuci:

Dominika Raticova

bydlisko: Pod Vinohradmi 647/1, 951 48 Jarok
datum narodenia:

IBAN: SK89 0900 0000 0050 3358 0892
(dalej len ,Skusajuci 4“)

Spoluskusajuci:

Blanka Pogranova

bydlisko: Nova 730/14, 95113 Bran¢
datum narodenia: .

IBAN: SK61 0200 0000 0072 8814 5162
(dalej len ,,Skusajuci 57

Spoluskusajuci:

MUDr. Monika Virdgova

bydlisko: &. d. 406, Golianovo, 951 08
datum narodenia:

IBAN: SK1809 0000 0000 0232 599665
(dalej len ,,Skasajuci 6")

(Skusajici1-6 dalej spolocne aj len
,Skusajuci)

(Novartis, Institicia a Skusajuci tiez spolocne ako
_zmluvné strany” alebo osobitne ,zmluvna
strana”“)

uzatvaraju v zmysle ust. § 269 ods. 2 zakona €.
513/1991 Zb. Obchodny zakonnik v zneni
neskorsich predpisov (dalej len ,0bZ"), tento
Dodatok:

T(hereinafter as the “Investigator 2")

—

Co-investigator:
MUDr. Slavomira Kovacova

Address: Botanicka 11, 949 01 Nitra
Date of Birth:
IBAN: SK10 7500 0000 0040 0671 4555

(hereinafter as the “Investigator 3”)

Co-investigator:
Dominika Raticova

Address: Pod Vinohradmi 647/1, 951 48
Jarok

Date of Birth:

IBAN: SK89 0900 0000 0050 3358 0892

(hereinafter as the “Investigator 4")

Co-investigator:
Blanka Pogranova

Address: Nova 730/14, 95113 Branc
Date of Birth:
IBAN: SK61 0200 0000 0072 8814 5162

(hereinafter as the “Investigator 5)

Co-investigator:
MUDr. Monika Viragova

Address: &. d. 406, Golianovo, 951 08.
Date of Birth:
IBAN: SK1809 0000 0000 0232 599665

(hereinafter as the “Investigator 6”)

(Investigator 1 -6, jointly hereinafter referred
to as the “Investigators”)

(Novartis,
jointly referred fo as
separately as the “Party”)

Institution and Investigators also
the “Parties” and

conclude pursuant to Section 269 (2) of Act No.

513/1991 Coll, The Commercial
Code, as amended (hereinafter
referred to as the “CC’) this

medicine Amendment:

Pojmy pouzité v tomto Dodatku zaginajuce velkym
zadiatoénym pismenom maju rovnaky vyznam aky
im je prisudzovany v Zmiuve o klinickom skusani
uzatvorenej medzi zmluvnymi stranami dna
14.07.2022 (dalej len ,Zmiuva’), pokial nie je
v tomto Dodatku uréené inak.

Terms used in this Amendment which begin
with first capital letter have the same meaning
as attributed to them in the Clinical Trial
Agreement concluded between the Contracting
Parties on 14.07.2022 (hereinafter referred to
as the “Agreement’), unless stipulated
otherwise in this Amendment.

Zmiuvné strany uzatvorili tento Dodatok €. 1
k Zmluve, ktorym sa rusia, menia alebo doplfiaju
ustanovenia Zmluvy nasledovne:

The Contracting Parties entered into this
Amendment No. 1 to the Agreement, which
repeals and amends the provisions of the
Agreement as follows:

Vzhladom k tomu, Ze v uzatvorenej Zmluve
o klinickom skusani zo dna 14.07.2022  boli
nespravne uvedené Udaje hlavného sku$ajuceho

Due to the fact that in the concluded Clinical
Trial Agreement from date 14.07.2022, the data
of the Principal Investigator 1 was incorrectly

Zmluva o klinickom skusani — dodatok 1
Novartis / Fakultna nemocnica Nitra- 2204
Protokol &.; CLOU064C12301

2112



— Skusajuci 1: stated:

Skuasajuci lekar: MUDr. Gabriel Hajas, PhD. Investigator: MUDr. Gabriel Hajas, PhD.

bydlisko: Address:

Nitra Nitra

datum narodenia: Date of Birth:

IBAN: SK59 7500 0000 0040 2262 4680 | IBAN: SK59 7500 0000 0040 2262 4680

Udaje hlavného skl$ajiceho — Sku3ajuci 1 sa | The data of the Principal Investigator —

nahradzaju v nasledovnom zneni: Investigator 1 are replaced by the following
wording:

Skusajuci lekar: MUDr. Gabriel Hajas, PhD. Investigator: MUDr. Gabriel Haias. PhD.

bydlisko: Address:

datum narodenia: Date of Birth:

IBAN: SK57 1100 0000 0026 1917 8637 | IBAN: SK57 1100 0000 0026 1917 8637

Zmluvné strany sa tymto dohodli na ukonéeni The parties herewith agree upon the

zmluvného vztahu Blanky Pogranovej (Skusajuci termination of the contractual relationship by

5) ku driu 01.09.2023. Blanka Pogranova (Investigator 5) dated
01.09.2023.

Zmluvné strany zhodne prehlasuju, Zze za &innosti
vykonané Skusajucim 5 podla Zmiuvy Novartis | The parties declare that for the services
riadne uhradzal odmenu Skuasajucemu 5 v stlade | provided by the Investigator 5 under the
s0 Zmluvou. Zmluvné strany sa dohodli, Ze za | Contract, Novartis has duly paid to the
¢innosti, ktoré vykonal Skisajlci 5 v sulade so | Investigator 5 remuneration in accordance with
Zmluvou do Dna skon&enia platnosti Zmluvy mu | the Contract. The parties agree that for the
bude vyplatenda odmena za vSetky navstevy | services which were provided by the
uskutocnené do 01.09.2023, ktoréa zahffia aj | Investigator 5 in accordance with the Contract
akékolvek iné nahrady a plnenia, ktoré by mal | untii the Termination Date, the Partial
Novartis poskytnut’ Skisajucemu 5 podla Zmluvy | remuneration will be paid for all visits made until
(dalej ako ,Alikvétna odmena“). Zmluvné strany sa | 01.09.2023 (hereinafter the “Partial
dohodli, ze Novartis uhradi Alikvotni odmenu | remuneration”). This Partial remuneration also
Skusajucemu 5 na jeho UcCet uvedeny v Zmluve | covers any other compensations or
najneskér do 01.11.2023. Zmluvné strany | performances that should be provided by
sa dohodli, Ze po uhradeni Alikvotnej odmeny nie | Novartis to the Investigator 5 under the
je  Novartis vsuvislosti so Zmluvou ajej | Contract. The parties agree that Novartis shall
skonenim povinny vyplatit Skusajicemu 5 uz | pay the Partial remuneration to the
ziadnu ind odmenu ani iné pefiazné pinenie, ¢o | Investigator's 5 account stated in the Contract
Zmluvné strany potvrdzuji podpisom tohto | by the 01.11.2023 at the latest. The parties
Dodatku. agree that after the Partial remuneration is paid,
Novartis is not obligated, in relation to the
Contract and its termination, to provide to the
Investigator 5 any other remuneration or other
monetary fulfilment, what the parties confirm by
signing of this Amendment.

Priloha ¢.2. Annex No. 2.

Priloha & 2 Zmluvy, ktora upravuje S$pecifikd | Annex No. 2 of the Agreement, which governs
rozsahu aterminov uhrady platieb za ¢&innosti | particulars of the scope and dates of payments
Indtiticie  spojené s vykonanim  klinického | for activities of the Institution associated with
skusania, ktorej pévodné znenie bolo prilohou €. 2 | the conduct of the Clinical Trial, the original
Zmluvy, sa meni v odseku vyplacania odmeny | wording of which formed Annex No. 2 of the
nasledovne: Agreement, is amended in the section on the
payment of remuneration as follows:

Ostatné ustanovenia Zmluvy tymto Dodatkom | Other provisions of the Agreement, which are
vyslovene neupravené sa nemenia a zostavaju | not expressly regulated by this Amendment,
v platnosti. shall not be amended and remain valid.
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Tento Dodatok nadobuda platnost diom jeho
podpisania Zmluvnymi stranami a uc¢innost’ drfiom
nasledujucim po dni jej zverejnenia v Centralnom
registri zmlav.

This Addendum shall enter into force upon
signing by both Parties and shall come into
force on the day following the day after its
publication in the Central Register of
Contracts.

Tento  Dodatok je  vyhotoveny v piatich
vyhotoveniach, dvakrat pre Novartis, dvakrat pre
Centrum a jedenkrat pre Hlavného skigajlceho.

This Amendment is executed in five copies, two
for Novartis, two for Centre and one for the
Principal Investigator.

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 vyhlasuju, ze si Dodatok precitali,
jeho obsahu porozumeli, Ze ho uzavreli slobodne
avazne, urcite azrozumitelne, ana potvrdenie
toho, Ze obsah tohto dodatku zodpoveda ich

The Contracting 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,

skutoénej aslobodnej véli, ho vlastnoruéne | and in witness of that the content of this
podpisali. Amendment represents their good faith

intention and free will, they sign it by hand.
Novartis Slovakia s.r.o.

Novartis Slovakia s.r.0
Miesto / Place BRATICLAV R Zizkova 22B
811 02 Bratislava
-13-

Obchodné

plnomocenstva/based on power of attorney

Obchodné meno / Business name: Novartis Slovakia, s.r.o.
Meno a priezvisko / First and last name: Ing. Peter Takacs,
na zaklade plnomocenstva/based on power of attorney

Centrum / Center

177
25. 63, 202

Miesto / Place

Datum / Date

Fakultna nemocnica Nitra~

MUDr. Ondrej Sedivy, Statutarny zastupca/ Statutory Representative

nZeno / Business name: Novartis Slovakia, s.r.o.
Meno a priezvisko / First and last name: PharmDr. Andrea Urbanova, na za

L1 2 iy

de

Datum / Date

ovartis Slovakia s.t.

Zizkova 22B
811 02 Bratislava
=13-

Datum /Date 79 OK.4ozy
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Skusajuci 1/ Investigator 1
MUDr. Gabriel Hajas, PhD.

Skusajuci 2/ Investigator 2.
MUDr. Marta Mikloskova

Skusajuci 3/ Investigator 3
MUDr. Slavomira Kovacova

Skasajuci 4/ Investigator 4 .
Dominika Raticova

Skusajuci 5/ Investigator 5

Blanka Pogranova

Skuasajuci 6/ Investigator6 ..

MUDr. Monika Viragova

12 ot frg

Datum/Date:

Rfprr/ ;24

Datum/Date: ..

(A el T/ P7) 4

T

............. Datum/Date: \q\\\'\\k\(}\\\

Datum/Date: /j///}/‘)/jé

N

........................................................ Datum/Date: 7\7//7//1/7/ A
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Priloha &. 1 — Finanéné podmienky

Appendix No. 1 — Financial conditions

Pojmy pouzité vtejto prilohe & 1 zacéinajuce
velkym zagiato&nym pismenom majd rovnaky
vyznam aky im je prisudzovany v tele Zmluvy,
pokial nie je v tejto prilohe €. 1 ur¢ené inak.

Vsetky sumy sU uvadzané ako odmena vo vyske
100 %, pricom v bode 4.8. Zmluvy je urené aké
percento tejto odmeny prislicha Centru a aké

percento

skusajucemu,

tejto odmeny

prislacha Hlavnému
resp. jednotlivym clenom timu

(napr. pokial bude plnenie rozdelene medzi
jednotlivych ¢lenov timu, t. j. medzi Hlavného
Skugajticeho, Skugajucich a Clenov  $tudijného
timu podra navrhu Hlavného skisajiceho)

Term used in this appendix No. 1 which begin
with first capital letter have the same meaning
as attributed to them in the body of the
Agreement, unless stipulated otherwise in this
appendix No. 1.

All sums referred to herein are listed in the
amount of 100 %, whereas para. 4.8. of the
Agreement specifies what percentage of this
remuneration belongs to the Centrum and
what percentage of this remuneration belongs
to the Principal Investigator (event. to
individual members of the team (e.g. in case
the remuneration will be distributed to
individual members of the team, ie. to the
Principal  Investigator, Investigators  and
Clinical Trial Members pursuant to the
proposal of the Principal Investigator)

Planovany pocet Subjektov hodnotenia: 5

Uhrada pre Institiiciu:

Celkovo

105 000 eur -

Uhrada pre Institiiciu najviac: 21 000 eur
(slovom: dvadsatjedna tisic eur) za kazdého

kompletne

a vyhodnotitelne spracovaného

Ueastnika v klinickom skasani
sa vyplati nasledovne:

Platba a)
Platba b)

Platba c)
Platba d)

Platba e)

Platba f)

Platbag)
Platba h)

Platba i)

Platba j)

Platba k)

900.- eur — Po naviteve ¢. SCR
950,- eur — P navsteve ¢. BSL (D1)

720,- eur — Po navsteve & M1

880,- eur — Po kazdej naviteve ¢. M3,
M6, M12, M24

700,- eur — Po kazdej naviteve &. M9,
M15, M18, M21
620,- eur — Po kazdej navéteve C.
M27 a CP Safety FU visit

950,-eur — Po
M30/EQS/EOCT
880.- eur — Po navsteve €. EP Day 1

navsteve &

620,- eur — Po kaZdej naviteve €. EP
M1 a EP Safety FU

850,- eur — Po kazdej navsteve ¢. EP
M6, EP M12, EP M24, EP M36, EP
M48

850,- eur — Po kaZdej navsteve & EP
M18, EP M30, EP M42, EP M54

Platba I} 950,- eur — Po navsteve ¢. EP M60/EOS

A planned number of the Study Subjects: 5
Payment for the Institution: EUR 105 000 -
In total

Payment for the Institution maximum of:
EUR 21 000

(in words: twenty one thousand Euro) for each
completely and in a manner allowing for
evaluation, processed Participant in the clinical
trial

shall be paid as follows:

Payment a) EUR 900 - Following visit No.
SCR

Payment b) EUR 950 - Following visit No. BSL
(D1)

Payment c) EUR 720 - Following visit No. M1

Payment d) EUR 880 - Following each of the
visits No. M3, M6, M12, M24

Payment e) EUR 700 - Following each of the
visits No. M9, M15, M18, M21

Payment f) EUR 620 - Following each of the
visits No. M27 and CP Safety FU
visit

Payment g) EUR 950 - Following visit No.
M30/EOS/EQT

Payment h) EUR 880 - Following visit No. EP

Day 1

Payment i) EUR 620 - Following each of the
visits No. EP M1 and EP Safety
FU

Payment j) EUR 850 - Following each of the
visits No. EP M6, EP M12, EP
M24, EP M36, EP M48

Payment k) EUR 650 - Following each of the
visits No. EP M18, EP M30, EP
M42, EP M54

Payment l) EUR 950 - Following visit No. EP
M60/EOS
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Platby podla tejto Prilohy zahffia vSetky lekarske
vySetrenia  jednotlivéeho  Ugastnika podla
Protokolu. V&etky pripadné neplanované navstevy
vramci celého Klinického skugania si uZ
zahrnuté v platbach v zmysle tejto Prilohy, aza
takéto Ukony nebudli poskytnuté ziadne dalie

|_platby.

Payments under this Annex shall include all
medical examination for each individual
Participant under the Protocol. Any potential
unplanned visits during all Clinical Trial are
already included in the payments under this
Annex, and no additional payment shall be
provided for such action.

Uhrada pre Institaciu navysSe za 1 U&astnika,
ktory nespini kritéria pre randomizéciu — tzv.
screening failures:

Uhrada pre Institiciu: 900,- eur — Celkovo

Uhrada pre Institiciu najviac: 900,- eur
(slovom: devat'sto eur) za kazdého vyhodnotitelne
spracovaného U&astnika v klinickom skugani

sa vyplati nasledovne;

Platba a) 900,- eur - Za kazdého
Ugastnika, ktory nespini kritéria pre pokraéovanie
v kllnICkOlTl skiigani pri navsteve &. SCR

Additional payment for the Institution for 1
Participant who will not meet the
randomization criteria -  so-called
screening failures:

Payment for the Institution: EUR 900 -

total

Payment for the Institution maximum of:
EUR 900 (in words: nine hundred Euros) for
each Participant in the clinical trial processed
in @ manner allowing for evaluation

shall be paid as follows:

Payment a) EUR 900 For each Participant
not meeting the criteria for continuing the
clinical trial during visit No. SCR

Odmena za zabezpeéenie tiloh EDSS rater:

Za riadne vykonanie Ukonov patri odmena za
zabezpecenie lloh EDSS hodnotitela - za 5
Ugastnikov:
Odmena 6 500- Eur - Celkovo pri
planovanom poéte U&astnikov

Odmena najviac 1 300,- Eur (slovom: tisictristo
Eur) za kaZzdého kompletne a vyhodnotitelne
spracovaného Uéastnika v klinickom sklsani,
ktory absolvuje vietky testysa vyplati nasiedovne:

Platba a) 50,- eur — Po kaZdej navéteve ¢. SCR,
BSL (D1), M1, M3, M6, M9, M12,
M15, M18, M21, M24, M27,
M30/EOS/EOT, CP Safety FU visit,
EP Day1, EP M1, EP M6, EP M12,
EP M18, EP M24, EP M30, EP M35,
EP M42, EP M48, EP M54, EP
MB0/EOS, EP Safety FU

Remuneration for providing tasks of the
EDSS Rater:

For the properly provided tasks,
Independent rater is entited to
remuneration - for 5 Participants:
Remuneration EUR 6 500 - in total for the

the
the

planned number of
Participants
Maximum remuneration EUR 1 300 (in

words: one thousand and three hundred Euro)
- For each completely and in a manner
allowing for evaluation, processed Participant
in the clinical trial who got through all the tests
Payment a) EUR 50 - Following each of the
visits No. SCR, BSL (D1), M1, M3, M6, M9,
M12, M15  M18, M21, M24, M27,
M30/EQS/EOT, CP Safety FU visit, EP Day1,
EP M1, EP M6, EP M12, EP M18, EP M24, EP
M30, EP M36, EP M42, EP M48, EP M54, EP
M60/EOS, EP Safety FU

Novartis poskytne Institicii nahradu nakladov
vo vyske 24 eur (slovom: dvadsatétyri Euro) v
pripade zabezpecenia odberu vzorky DNA /1
Uéastnik, spolu najviac 1 odber pre kazdého
Uastnika. Predpokladany poget Ugastnikov je 5.

Novartis provides Institution with the additional
payment of EUR 24 (in word: twenty four Euro)
in the case of DNA sample collection / 1
Participant, maximum 1 collection for each
the Participant. The scheduled number of
Participants is 5.

Novartis poskytne Institucii néhradu nékladov
vo vyske 64 eur (slovom: Sestdesiatstyri Euro) v
pripade zabezpecenia vysetrenia LFT (Liver
function test)/1 Ué&astnik, spolu najviac 3
odbery (na navsteve M2, M4 a Mb5) pre kazdého

Novartis provides Institution with the additional
payment of EUR 64 (in word: sixty-four Euro)
in the case of LFT assessment (Liver function
test)/ 1 Participant, maximum 3 collections
(on the visits M2, M4 and M5) for each the

(podfa vy$sie uvedenych ustanoveni vratane

Uéastnika. Predpokladany pocet Ugastnikov je 5. Participant. The scheduled number of
Participants is 5.
Odmena za zabezpecenie vySetrenia LFT | The remuneration for LFT assessment

(pursuant to the above provisions including |
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odmeny navyse) sa vyplaca nasledovne:

Platba Institacii — Intitucii sa vyplati 40 %
z odmeny (a tato odmena bude vyplatena priamo
na ucet Ingtitucie uvedeny v zahlavi Zmluvy.

Platba pre Skasajucich - Hlavnemu
Skusajucemu, spoluskusajucim a inym
zamestnancom  Institicie  zu€astiujicim  sa

vykonavania klinického skusania, ktori s uvedeni
v zahlavi Zmluvy ako zmluvné strany sa vyplati
60% z odmeny a to, nasledovne:

(i) 30% z uvedenej platby S$tudijného timu za
realne vykonané navstevy sa  vyplati
Skusajucemu 2- MUDr. Marta Mikloskova a tato
gast sa vyplati priamo na ucet Skusajlceho 2
uvedeny v zahlavi Zmluvy.

Resp.

30% z uvedenej platby studijného timu za realne
vykonané navétevy sa vyplati Skasajucemu 3 -
MUDr. Slavomira Kovacova a tato ¢ast sa vyplati
priamo na Ucet Skusajuceho 3 uvedeny v zahlavi
Zmluvy.

(i) 30% z uvedenej platby Studijného timu sa
vyplati SkaSajucemu 4 - Studijnej sestre — Bc.
Dominika Raticova, a tato ¢ast sa vyplati priamo
na Uéet Skugajlceno 4 uvedeny v zahlavi Zmluvy.

Spésob vyplacania odmeny je mozné menit len
po pisomnej dohode zmluvnych stran.

also additional remuneration) shall be paid_\
as follows:

The payment to the Institution — 40% from
the remuneration (i.eshall 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 Investigators — Principal
Investigator,  co-investigators  and other
personnel of the Institution participating in the
conducting of the clinical trial mentioned in the
heading of the Agreement as contracting
parties - 60% from the remuneration (i.e. each
part of the abovespecified remuneration) shall
be paid to the study team and that as follows:

i) 30% from the above payment to the study
team for shall be paid to the Investigator 2 —
MUDr. Marta Mikloskova and that to the
directly to the bank account of the Investigator
2 specified in the heading of the Agreement;

respectively

(i) 30% from the above payment to the study
team for real realized visits shall be paid to the
Investigator 3 — MUDr. Slavomira Kovacova
and that to the directly to the bank account of
the Investigator 3 specified in the heading of
the Agreement;

(iii) 30% from the above payment to the study
team shall be paid to the Investigator 4 - study
nurse — Bc. Dominika Raticova and that to the
directly to the bank account of the Investigator
4 specified in the heading of the Agreement;

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

Odmena (podla vyssie uvedenych ustanoveni
vratane odmeny navySe) sa vyplaca
nasledovne:

Platba Institicii — Intitucii sa vyplati 40 %
zodmeny (tj. zkaZdej jednotlivej Ciastky
horeuvedenej odmeny) atdto odmena bude
vyplatena priamo na Uget Institicie uvedeny
v zahlavi Zmluvy.

Platba pre Skasajucich -  Hlavnému
Skusajucemu, spoluskuisajlcim ainym
zamestnancom  Indtiticie  zUéastfiujucim  sa

vykonavania klinického skasania, ktori s uvedeni
\Lzéhlavi Zmluvy ako zmluvné strany sa vyplati

The remuneration (pursuant to the above
provisions including also additional
remuneration) shall be paid as follows:

The payment to the Institution — 40% 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 Investigators — Principal
Investigator, co-investigators and  other
personnel of the Institution participating in the
conducting of the clinical trial mentioned in the
heading of the Agreement as contracting |
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60% z odmeny a to, nasledovne: parties - 60% from the remuneration (i.e. each
part of the abovespecified remuneration) shall

be paid to the study team and that as follows:

(i) 18% Z uvedenej platby Studijného timu {t].
Z kazdej jednotlivej Ciastky horeuvedene;j platby
studijného timu)  sa vyplati  Hlavnému
Skusajucemu a tato Cast sa vyplati priamo na
Ucet Hlavného Skusajuceho uvedeny v zahlavi
Zmluvy;

(i) 18% from the above payment to the study
team (ie. each particular item of the above
specified payment to the study team) shall be
paid to the Principal Investigator and that
directly to the bank account of the Principal
Investigator Specified in the heading of the
Agreement:

(i) 30% Z uvedenej platby Studijného timy {t.;.
z kazdej jednotlivej Ciastky horeuvedenej platby
Studijného timu) za redine vykonané navstevy sa
vyplati Skusajicemy 2- MUDr. Marta Miklo&kovz
a tato Cast sa vyplati priamo na Gcet Skusajlceho
2 uvedeny v zahlavi Zmluvy.

i) 30% from the above payment to the study
team for real realized visits shall be paid to the
Investigator 2 ~ MUDr. Marta Mikloskova and
that to the directly to the bank account of the
Investigator 2 specified in the heading of the
Agreement:

Resp.
30% z uvedenej platby Studijného timu za reaine
vykonané navstevy sa vyplati Skusajicemu 3 -
MUDr. Slavomira Kovacova a tato cast sa vyplati
priamo na (&et Skusajliceho 3 uvedeny v zahlavi
Zmluvy.

respectively
(i) 30% from the above payment to the study
team for real realized visits shall be paid to the
Investigator 3 — MUDr. Slavomira Kovadova
and that to the directly to the bank account of
the Investigator 3 specified in the heading of
the Agreement:

(i) 12% Z uvedenej platby studijného timu (t].
z kazdej jednotlivej Ciastky horeuvedenej platby
Studijného timu) sa vyplati Skusajicemu 4 -
Studijnej sestre —~ Be. Dominika Raticova, a tato
Cast sa vyplati priamo na uget Skusajliceho 4
uvedeny v zahlayj Zmluvy.

(iif) 12% from the above payment to the study
team (i.e. each particular item of the
abovespecified payment to the study team)
shall be paid to the Investigator 4 - study nurse
— Bc. Dominika Raticova and that to the
directly to the bank account of the Investigator
4 specified in the heading of the Agreement:

The manner of the payment of the
remuneration may be changed only upon the
written agreement of the Parties.
The remuneration for the Independent
Rater shall be paid as follows:

Spoésob vyplacania odmeny je mozné menit len
po pisomnej dohode zmluvnych stran.

Odmena pre Nezavislého hodnotitera -
Independent rater - sa vyplaca nasledovne:

The payment to the co-investigator — 100 9%
from the above remuneration (i.e. each part of
the abovespecified remuneration for the
Independent Rater) shall be paid to the
Investigator 6 — MUDr. Monika Viragova and
that to the directly to the bank account of the
Investigator 6 specified in the heading of the
Agreement.

Platba spoluskusajucemu - 100 % z odmeny
(tj. z kazdej lednotlivej  giastky horeuvedenej
odmeny pre Independent Rater) sa vyplati
Skusajlicemu 6 - MUDr. Monika Viragova a tato
Cast sa vyplati priamo na uget Skusajuceho 6
uvedeny v zahlavi Zmluvy.

Spdsob 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,

After approved inclusion of more than 5
planned randomized Participants and 1
Participant  who  will not meet the
randomization criteria the conditions the

9112

Pri odstihlasenom zaraden; viac ako planovanych
5 randomizovanych Ugastnikoy a 1 Ugastnika,
ktory nespini kritéria pre randomizaciu platia
vySsie uvedené podmienky pre kazdého dalsieho
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conditions above apply for each additional
Participant.
Vysetrenia  MRI su vykonavané na inom | MRl Function tests aré performed in other
pracovisku, odmena za tieto vysetrenia nie je workplace, payment for these examinations is
sGcastou Uhrady pre Institlciu. not included in the pa ment for the Institution.
Platby podia tejto Prilohy zahffia véetky lekarske | Payments under this Annex shall include all
vysetrenia jednotlivého Ugastnika  podia medical examination for each individual
Protokolu. Participant under the Protocol.
In&titicia ma narok na nahradu realne a Novartis will deliver 1o the center among the
preukazatelne vynalozenych nakladov v suvislosti tested drugs also cholestyramine — Questran
s liebou na urychlenu efiminaciu teriflunomidu 4mg for ultimate elimination of teriflunomid.
podavanim : The Institution shall have the right for
Cholestyraminu (Questran 4mg) alebo aktivneho compensation of the real and proved costs
uhlia, a to v sulade s protokolom, ak tieto naklagy | refated to the serving Of: (charkoil), in
boli vopred pisomne schvalené firmou Novartis. compliance with the protocol if such costs will
Dané lieky zabezpeti Institicia po schvaleni have been approved by Novartis prior. Such
Novartisom, pricom schvalené naklady preplati F“OStS shall be Pa'd upon the separate Alrnvmﬁe
Novartis Intitacii na saklade samostatnej faktary, issued according o the Clause 84, the

: F g w : invoice shall be issued sé arately from an
ktoru vystavi Institucia v lehotach podla Zmluvy other Contract’s invoices. Tphe cogts for sucﬁ

(&l %‘4); falctra = dane_: lieky bude vystavena drugs will be approved in the amount equals to
2vlast od ostatnych platieb podia Zmluvy. the prices of the healthcare insurance
Naklady za vyssie spomenuté lieky budu company.

schvalované maximélne v sume, ktord by za dané | if the Institution does not submit the invoice in
lieky preplatila verejna zdravotna poistovha. rolation to the above stated drugs within 30
Ak Inatitticia neprediozi fakturu za naklady days as of the last visit of the last patient in the
vynalozené v stvislosti s podavanim vyssie center 2204, the legal right of the Institution for
spomenutych liekov najneskdr do 30 dni odo dha | such costs reimbursement shall expire.
poslednej navstevy posledného pacienta v centre
2204, pravny narok na vystavenie faktary
Inétittciou @ na jej pefazne plnenie resp.
zaplatenie nakladov zo strany firmy Novartis
zanika.

V pripade, Ze subjekt hodnotenia bude uznany
nesposobily pre Klinické skusanie alebo pri jeho
Géasti bude poruseny Protokol, Novartis je
opravneny  kratit uhradu za takyto subjekt
hodnotenia az na 50 % z pévodnej sumy podla
tejto prilohy. V pripade, Ze pude pri G&asti
subjektu hodnotenia poruseny Protokol z dévodov
na strane Centra alebo Hiavného skasajuceho,
Novartis nie je povinny zaplatit uhradu za tento
subjekt hodnotenia.

V pripade, ze subjekt hodnotenia dobrovolne
odstupi alebo je Z Klinického skusania vyradeny
(a) Novartisom alebo (b) Hlavnym skusajucim pre
akukolvek pricinu ina ako nesplnenie poziadaviek
sposobilosti pre klinické skuganie alebo porudenie
Protokolu, Novartis zaplati proporcionalnu ¢ast
ghrady za subjekt hodnotenia az do dna
vyradenia, splatni po prijati vdetkych formularov
s nalezmi a inej pozadovanej dokumentacie.

If the trial subject is incapable of participating
in the Clinical Trial, event. the Protocol is
breached during his/her participation, Novartis
is entitled to reduce payment for such trial
subject even by 50% of the original amount
under this Appendix. In case the Protocol is
breached by the participation of a trial subject
for reasons on the part of the Center or the
Principal Investigator, Novartis is not obliged to
hay for such trial subject.
In case the trial subject voluntarily withdraws
from or is rejected from the Clinical Trial by (a)
Novartis or (b) by the Principal Investigator for
any reason other than non-compliance with the
capacity requirements for the Clinical Trial or a
breach of the Protocol, Novartis shall pay
proportional part of the payment for such trial
subject until the day of rejection, payable after
receipt of all forms with findings and other
required documentation.
In case Novartis provided under this
Agreement amounts  exceeding justified
payments under the above mentioned
conditions after the expi of the Clinical Trial,
10/12

Ak po skonceni Klinického skisania Novartis
poskytol v ramci tejto Zmluvy sumy prevysujuce
opravnené uhrady podla vy$sie uvedenych
sodmienok, Centrum a Hiavny skugajuci musia
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| vratit Novartisu prevysujicu sumu nad opravnené
Uhrady.

the Center and the Principal Investigator shall
return the exceeding payments to Novartis.

Vsetky pripadné neplanovane navstevy ¢i vizity
atelefonické vizity vramci celého Kiinického
skuSania st uz zapoé&itané v thrade Centru podla
Prilohy &. 1, t. za takéto pripadné ukony nebude
hradena Ziadna zvlast odmena, ¢i Uhrada.

All possible unplanned visits, doctors meeting
or telephone doctor meetings throughout the
Clinical Trial are included in the payment for
the Center under Appendix No. 1, i.e. for such
activities will not be paid any extra reward or
compensation.

Vslvislosti s Klinickym  ska&anim  sa pred
zaciatkom Klinického skugania ako aj pocas jeho
realizacie uskuto&iuju Investigatorské mitingy, na
ktorych sa oboznamuju délezite farmakologické,
toxikologické a klinicke informacie, ktoré su
potrebné pre spravne naplanovanie a vykonanie
Klinického sklsania, a z(éastnené osoby sa
pripravuji a $kolia o danom Klinickom skdsani,
délezitych priebeznych okolnostiach
a informaciach a postupoch v danom Klinickom
skudani. Vzhladom ktomu, Ze Investigatorské
mitingy st stéastou Klinického skusania, Hlavny
sklsajuci (resp. dohodnuty Clen $tudijného timu)
sa bude zugastiovat Investigatorskych mitingov
podla pokynov Novartisu.

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 trial subjects
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 Principal Investigator (or
approved Clinical Trial Team Member) shall
attend such Investigator Meetings as
instructed by Novartis.

V pripade dc¢asti na Investigatorskom mitingu
realizovanom na zaklade pokynov alen so
stuhlasom Novartisu, Novartis preplati naklady
suvisiace s Ucastou Hlavného skusajlceho (resp.
dohodnutého Clena $tudijného timu) v rozsahu
podla vopred dohodnutych podmienok (vratane
emailovou  komunikaciou). Pravidla niektorych
vydavkov su uréené nasledovne:

a) cesta hromadnym dopravhym
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

podfa technického preukazu a ceny
pohonnych hmot stanovenych
Statistickymi ukazovatelmi cien

pohonnych hmét v Slovenskej republike
(@ pri ceste mimo Uzemie Slovenske;j
republike) - zdokladovat technicky
preukaz osobného vozidla, podpisané
prehlasenie o pocte kilometrov,

c) cesta taxikom — preplacanie nakladov na

taxik v ramci mesta (mesto taxi costs inside the town (the town of
Investigatorského mitingu) — z miesta the Investigator Meeting) — from the
letiska, viakovej alebo autobusovej airport, train or bus station to the hotel |

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
Principal Investigator (or approved Clinical
Trial Team Member 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
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[ stanice na hotel, ¢i miesto mitingu a spat
- zdokladovat potvrdenie o Ghrade.
Vydavky, ktoré neboli vopred odsuhlasene, sa
nepreplacaju, hoci boli Centrom, Hlavnym
skusajucim (resp. dohodnutym Clenom &tudijneho

timu) aj preukazatelne uhradené.

or venue of the meeting and back -
submit the receipt.
Expenses not approved in advance shall not
be reimbursed, even if they were provably paid
by the Center, Principal Investigator (or
approved Clinical Trial Team Member.

Novartis vyplati 3pecifikované dohodnuté a
preukazatefne vynalozene vydavky len vtedy, ak
tieto budu riadne zdokladovane, pricom Centrum
resp. Hlavny skudajici (resp. dohodnuty Clen
studijného timu) predIozi Novartisu vyUctovanie
nakladov s potrebnymi dokladmi v najneskor do
14 dni od ukonéenia Investigatorského mitingu.
V dohodnutych  pripadoch ~ moze Novartis
poskytnat preddavok na tieto vydavky.

V pripade, Ze sa preukaze, 7ze %pecifikovane
dohodnuté a preukazatelne vynalozene vydavky
nie st spravne podlozene prislugnymi dokladmi,
resp. heboli vynaloZzené alebo su Vv rozpore
s internymi  predpismi  Novartisu, Novartis ~ si
vyhradzuje pravo odmietnut ich prefinancovanie
av pripade, ak uz Novartis poskytol platbu na
prefinancovanie je Centrum povinné  vratit
Novartisu poskytnutd Giastku, ktora nebola
vynalozena v sulade s touto dohodou alebo
podlozena preukazatelnymi i platnymi dokladmi.

Novartis shall pay for specified, agreed and
provable incurred costs only if such costs are
properly documented and the Center or
Principal Investigator (or approved Clinical
Trial Team Member) 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 intemal
regulations of Novartis, Novartis reserves the
right to reject their refunding and in case
Novartis has already made payment for their
refunding, the Center 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.

Vietky ustanovenia Zmiuvy, vratane tych
tykajucich sa najma zavazku micanlivosti,
vlastnickych prav, publikacii, vysledkov ¢innosti a
ich pouzitia a ochrany, prav dusevného a
priemyselného  vlastnictva, ochrany osobnych
udajov, sa rovnako vztahuju na pravne vztahy
suvisiace s U¢astou na Investigatorskom mitingu.
V pripade, Ze Investigatorsky miting sa uskutognil
este pred podpisom Zmluvy s (castou Hlavného
skugajuceho (resp. dohodnutého &lena Studijneého
timu), Zmluvné strany zhodne konstatujli, Ze
ustanovenia Zmluvy sa vztahuju aj na pravne
vztahy slvisiace s ucastou na takomto
Investigatorskom mitingu.

All provisions of the Agreement, including
namely those related to the obligation of
confidentiality, ownership rights, publications,
results of the activities and their use and
protection, intellectual and industrial property
rights, personal data protection pertain equally
to legal relations associated with  the
participation at the Investigator Meeting. In
case the Investigator Meeting took place
before the Agreement was signed and the
Principal Investigator (or agreed member of
the Clinical Trial Team Members) attended the
meeting, the Contracting Parties jointly state
that the provisions of the Agreement also apply
to the legal relations associated with the
participation in such Investigator Meeting.

Zmiuvné strany sa zavazujl, Ze ak budu
odobrané vzorky biologického materidlu, tieto
bude mozné pouzivat vylutne len pre ucely
Klinického skugania alen pocas vykonavania
tohto Klinického skusania.

The Contracting Parties undertake that if any
biological material will be taken off, they will be
used solely for the purposes of the Clinical
Trial and only during the execution of this
Clinical Trial.

Centrum vystavene faktury doruc¢uje na adresu:

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

The issued invoices of the Center will be
delivered to the address of Novartis:

Novartis Slovakia, s.r.o., Zizkova 22B, 811 02
Bratislava J
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