DODATOK C. 1
KZMLUVE 0 KLINICKOM SKUSANi(dalej len

»Dodatok*)
Novartis Slovakia S.I.0.
sidlo: Zizkova 22B, 811 02  Bratislava,
Slovenska republika
ICO: 36 723 304
DIC: 2022302425
ICDPH:  SK 2022302425
zapisany: v Obchodnom registri Mestského sudu

Bratislava III, oddiel: Sro, vlozka &.
44016/B

v mene ktorého koné/zastﬁpeny:
Ing.  Peter Takacs, na
plnomocenstva
PharmDr. Andrea Urbanova, na ziklade
plnomocenstva

zéklade

(d’alej len »Novartis®)
a

Fakultna nemocnica Nitra

so sidlom:  Spitdlska 6,949 01 Nitra
Pracovisko: Neurologick klinika

ICO: 17 336 007

DIC: 2021205197

IC DPH: SK 2021205197

Zriadena: Prispevkové organizacia zriadena

Zriad'ovacou listinou MZ SR ¢&.
3724/1991-A/VIII-1 zo dia
09.12.1991, v zneni neskorsich
rozhodnuti

MUDr. Ondrej Sedivy, riaditel

bankové spojenie: Stétna pokladnica, Radlinského 32,
Bratislava

IBAN: SK 49 8180 0000 0070 0028 0649

BIC/SWIFT: SPSRSKBA

(dalej len “Centrum”)

a

Skusajici lekar: MUDr. Gabriel Haia%. PhD,
bydlisko:
datum narodenia:

IBAN: SK37 1100 0000 0026 1917 8637

(d’alej len »Hlavny skasajiici®)

(Novartis, Intittcia a Skusajuci tiez spoloé¢ne ako
»Zmluvné strany“ alebo osobitne »Zmluvna strana“)

AMENDMENT NO. 1

TO THE CLINICAL TRIAL AGREEMENT
hereinafter referred to as the “Amendm ent”)

Novartis Slovakia s.r.o.

Registered Seat:  Zizkova 22B, 811 02 Bratislava,

Slovak Republic

Company ID: 36 723 304

Tax ID: 2022302425

VAT ID: SK 2022302425

Registration: Commercial Registry of the City
Court Bratislava III, Section: Sro,
Insertion No. 44016/B

Represented by:

Ing. Peter Takécs, on a basis of a
power of attorney

PharmDr. Andrea Urbanov4, 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: Neurologick4 klinika
Company ID: 17 336 007

Tax ID: 2021205197

VAT ID: SK 2021205197

Registration: Contributory organization
established by the Establishment Document of the
Ministry of Health of the Slovak Republic No.
3724/1991-A/VIII-1 dated 09.12. 1991, as amended by
later decisions

MUDr. Ondrej Sedivy, Director

Bank Account:Stitna 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:

Date of Birth:
IBAN:

SKS57 1100 0000 0026 1917 8637
(hereinafter as the “Principal Investigator™)

(Novartis, Institution and Investigators also jointly
referred to as the “Parties” and separately as the

“Party”)
|

uzatvaraju v zmysle ust. § 269 ods. 2 zdkona ¢&.

Zmluva o klinickom skusani — dodatok 1
Novartis / Fakultna nemocnica Nitra- 2204
Protokol &.: COMB157G2399

112



513/1991 Zb. Obchodny Zikonnik v zneni neskorSich
predpisov (dalej len ,ObZY), tento Dodatok:

conclude pursuant to Section 269 (2) of Act No.
513/1991 Coll., The Commercial Code, as
amended (hereinafier referred to as the
«C(”) this medicine Amendment:

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 07.06.2019
(hereinafter referred to as the “Agreement”), unless
stipulated otherwise in this Amendment.
The Contracting Parties entered into this Amendment
No. 1 to the Agreement, which repeals and amends the
srovisions of the Agreement as follows:
The parties herewith agree to enter into a contractual
relationship with MUDr. Slavomira Kovagové from
date 01.12.2023.

Pojmy pouZité v tomto Dodatku zaginajice velkym
zatiato&nym pismenom maji rovnaky vyznam aky im
je prisudzovany V Zmluve o klinickom skasani
uzatvorenej medzi smluvnymi  stranami  diia
07.062019 (dalej len Zmluva®), pokial nie je
v tomto Dodatku uréené inak.

Zmluyné strany uzatvorili tento Dodatok ¢&. 1
k Zmluve, ktorym sa rusia, menia alebo doplitaju
ustanovenia Zmluvy nasledovne:
Zmluvné strany sa tymto dohodli na uzatvoreni
zmluvného vztahu MUDT. Slavomiry Kovacovej ku
diiu 01.12.2023.

Priloha &.2. Annex No. 2.
Priloha &. 2 Zmluvy, ktord upravuje 3pecifika rozsahu
aterminov Ghrady platieb za ginnosti  Indtiticie
spojené s vykonanim klinického skigania, ktorej
pbvodné znenie bolo prilohou & 2 Zmluvy, sa meni
v odseku vyplacania odmeny nasledovne:

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 Amnex No. 2 of the Agreement, is amended in
the section on the payment of remuneration as
follows:
Other provisions of the Agreement, which are not
expressly regulated by this Amendment, shall not be
amended and remain valid.
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.

This Amendment is executed in five copies, two for
Novartis, two for Centre and one for the Principal
Investigator.
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.
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, and in witness of that the content
of this Amendment represents their good faith
intention and free will, the sign it by hand.

Ostatné  ustanovenia Zmluvy tymto Dodatkom
vyslovene neupravené sa nemenia a zostivaju
v platnosti.

Tento Dodatok nadobida plamost ditom jeho
podpisania Zmluvnymi stranami a Gginnost’ diiom
nasledujicim po dni jej zverejnenia v Centralnom
registri zmlav.

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

Tento Dodatok je vyhotoveny v slovensko-anglicke]
verzii. V pripade rozporu medzi slovenskou a
anglickou jazykovou verziou Dodatku alebo jeho
priloh, ma prednost’ slovenska verzia.

Zmluvné strany vyhlasujd, Ze si Dodatok pretitali,
jeho obsahu porozumeli, ze ho uzavreli slobodne
a vazne, urcite a zrozumitelne, ana potvrdenie toho,
se obsah tohto dodatku zodpoveda ich skutocnej
a slobodnej v6li, ho vlastnoruéne podpisali.
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Novartis Slovakia s.r.0.
Zizkova 22B
Novarts Slovaldas.ra. 811 02 Bratislava

Miesto / Place 2 2 WJVYLM/A'

Détum / Date ”e // /ﬂz /ﬁ’” 0? 4[

Obchodné Z(eno / Business name: Novartis Slovakia, s.r.o.
Meno a pri€zvisko / First and last name: PharmDr. Andrea Urbanova, na zéklade plnomocenstva/based on
power of attorney

"
. Détum / Date 79I - £OLY
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

Miesto / Place I/ TLA
Détum / Date 45 ; ﬂ)l ,Zoj?/~

Fakultnd nemocnica Mitra
MUDr. Ondrej Sedivy, Statutarny zastupca/ Statutory Representative

N2 Jitf2 /Zazl,
Hlavny sku3ajici / Principal Investigator ...~ Détum/Date: ...~
MUDr. Gabriel Haja$, PhD.
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r Priloha ¢&.1

Annex No. 1

Nazov skuganého produktu/lieku:
Ofatumumab

Name of the investigational product/medication:
Ofatumumab

Referenéné &islo: OMB157

Reference number: OMBI157

K6d klinického skagania: COMB157G2399

Clinical study code: COMB157G2399

Nézov/Popis klinického skusania:
Otvorené multicentrické predizenie
sk(gania v jednej skupine

na zhodnotenie dlhodobej bezpetnosti, znaSanlivosti a
Ginnosti ofatumumabu u pacientov s relabujicou
roztrisenou sklerdzou

klinického

Title/Description of the clinical study:

An open-label, single arm, multi-center extension
study evaluating long-term safety, tolerability and
effectiveness of ofatumumab in subjects with
relapsing multiple sclerosis

Datum findlnej verzie protokolu: 11.07.2018

Date of final version of the Protocol: 11.07.2018

Skusajuci: MUDr.Gabriel Hajas, PhD.
Spoluskasajuci: MUDr. Marta Mikloskova

The Investigator:  MUDr.Gabriel Haja$, PhD.
The Co-Investigator: MUDr. Marta Mikloskova

Centrum:

Fakultna nemocnica Nitra
Neurologicka klinika
Spitalska 6

949 01 Nitra

Telefén: 037/6545 530
Fax: 037/6345 439
Mobil: 0915775958

Centre:

Fakultna nemocnica Nitra
Neurology Clinic
Spitalska 6

949 01 Nitra

Phone: 037/6545 530
Fax: 037/6545 439
Mobile: 0915775958

Riaditel’ Institucie:
MUDr. Ondrej Sedivy, riaditel
Telefén: +421 37 6545 289

Director of the Institution:
MUDr. Ondrej Sedivy, director
Phone; +421 37 6545 289

Cislo centra: 5504

Centre number: 5504

Planovany podet zaradenych Utastnikov: 4

Planned number of enrolled Participants: 4

Adresa:

Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel: 02/5070 6101

Fax: 02/5556 5886

Address:

Novartis Slovakia s.r.o.
Zizkova 22B, 811 02 Bratislava
Tel: 02/5070 6101

Fax: 02/5556 5886

Casovy rozvrh klinického skuSania:
15.02.2019 - 19.11.2028

Clinical study schedule:
15.02.2019 - 19.11.2028

Zaciatok zaradovania Ugastnikov:
15.02.2019

Commencement of Participants enrolment:
15.02.2019

Ukonéenie zarad’ ovania Utastnikov /randomizacie:
01.10.2020

End of patient enrolment Participants/randomization:
01.10.2020
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Zadiatok kompetitivneho zarad'ovania Utastnikov Commencement  of  competitive  Participants
15.02.2019 enrolment:
15.02.2019
Ukonéenie klinického ski3ania najneskor: End of the clinical study at the latest on:
19.11.2028 19.11.2028
S
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vartis Slovakia s.r.0.
Ne Zizkova 22B
811 02 Bratislava
13-

Novartis Slovakia s.r.o.

Miesto / Place ;ZZ/F/-/J'ZM;A.

Détum / Date o[ (Z ﬂ"g / v ,;{ ?

Obchodné meho / Business name: Novartis Slovakia, s.r.0.
Meno a priezvisko / First and last name: PharmDr. Andrea Urbanov4, na zéklade plnomocenstva/based on
power of attorney

. Datum/Date 7], Id- &ogy
Obchodné meno / Business name: Novartis Slovakia, s.tr.0.
Meno a priezvisko / First and last name: Ing. Peter Takacs,
na zéklade plnomocenstva/based on power of attorney

Centrum / Center

Miesto / Place 4// 7Zﬂ
Datum / Date 4] 0»7' MW =

Fakultna nemocnica Nitré -
MUDr. Ondrej Sedivy, Statutarny zastupca/ Statutory Representative

Détum/ DaZL/MA’Kﬁ" )27

Hlavny skugajuci / Principal Investigator
MUDr. Gabriel Hajag, PhD.
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I Priloha &2

Annex No. 2

Vietky tihrady sa vykonaju nasledovne:

All payments shall be made as follows:

Platby za ndvitevy zdokumentované v zdravotnej
dokumentacii Ugastnika (vietky vy3etrenia vykonané
v silade s Protokolom) sa budu uskutociiovat
polro¢ne, poéniic prvym zaradenym Utastnikom, a to
v zavislosti na vykonani planovanych navitev
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 zavizuje, ze uhradi ndklady a odmenu za
vykonanie klinického skuSania spolu vo vyske
{3 100- EUR =za jedného riadne ukonteného
Utastnika; odmena sa vyplati spésobom ako je
uvedené nizgie. Tato suma zahfiia vietky naklady
adinnosti  Inititicie a  Sku3ajuceho  spojenc
s vykonanim klinického skuSania. Odmena zahfiia aj
odmenu pre  Skisajuceho, spoluskusajucich,
nezavislého hodnotitela (Independent rater) a ureny
pracovny tim za Gkony 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 13,100 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-investigators, independent rater
and the designated working team for activities beyond
the scope of healthcare provision.

Planovy pocet Ugastnikov: 4

Vy3etrenia MRI si vykondvané na inom pracovisku,
odmena za ticto vysetrenia nie je sucastou uhrady pre
Intiticiu.

Odmena: 52 400,- EUR - Celkovo

Odmena najviac: 13 100 EUR (slovom:
trindsttisicsto eur) za kazdého kompletne
a vyhodnotitelne spracovaného Utastnika
v klinickom skuSani

pozostava z nasledovnych poloZiek:

Platba a) 450,- eur — Po kaZdej naviteve &
Screening, D1, 110, 120, 130, 140, 150

Platba b) 350,- eur — Po kaZdej navSteve €. 160,
180, 200, 210, 230, 250, 270, 290

Platba ¢) 400,- eur — Po kazdej naviteve & 170,
190

Platba d) 300,- eur — Po kaZdej naviteve ¢. 220,
240, 260, 280, 300

Platba €) 500.- eur — Po naviteve &. 1999

Platha e) 350,- eur - Po kaZdej ndviteve ¢. 310,
311,312, 313,314, 315,316,317, 318,
319,320

Platba f) 500,- eur — Po ndviteve ¢. 2999

a navyse Safety follow up navitevy podla protokolu
150.- Eur predpokladany podet G¢astnikov 1.

A planned number of the Participants: 4

MRI Function tests are performed in other workplace,
payment for these examinations is not included in the
payment for the Institution

Remuneration;: EUR 52,400 - In total

Maximum remuneration: EUR 13,100 (in
words: thirteen thousand one
hundred Euros) for  each
completely and in a manner
allowing for evaluation, processed
Participant in the clinical trial

consists of the following items:

Payment a) EUR 450 - Following each of the

visits No. Screening, D1, 110, 120,
130, 140, 150

Paymentb)  EUR 350 - Following each of the
visits No. 160, 180, 200, 210, 230,
250, 270, 290

Payment c) EUR 400 - Following each of the
visits No. 170, 190

Payment d) EUR 300 - Following each of the
visits No. 220, 240, 260, 280, 300

Payment €) EUR 500 - Following visit No. 1999

Payment ¢) EUR 350 — Following each of the visits
Ne. 310, 311,312, 313, 314, 315, 316,
317,318, 319,320

Payment f) EUR 500 — Following visit No. 2999

Safety follow up visits under the Protocol EUR 150 —
a supposed number of Participants - 1.

Zmluva o klinickom skasani — dodatok 1
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Odmena navySe za 1 Utastnika, ktory nesplni
kritéria pre randomiziciu — tzv. screening failures:

Odmena 400,- Eur Celkovo

Odmena najviac 400,- Eur (slovom: ¥tyristo

Eur) za  kaZdého vyhodnotitelne
spracovaného  Utastnika v klinickom
skiisani

sa vyplati nasledovne:
Platbaa) 400,- Eur Za kazdého Utastnika, ktory

Additional remuneration for 1 Participant who will

not meet the randomization criteria — so-called

screening failures:

Remuneration EUR 400 - In total

Maximum remuneration: EUR 400 (in
words: four hundred Euros) for
each Participant in the clinical trial
processed in a manner allowing for
evaluation

shall be paid as follows:

nesplni  kritérid4  pre  pokradovanie Payment a) EUR 400 - For each Participant not
v klinickom sku3ani pri naviteve & V1Ser meeting the criteria for continuing
(screening failure). the clinical trial during visit No.
V1Ser (screening failure).
Odmena (podl’a vysiie uvedenych ustanoveni | The remuneration (pursuant to the above

vritane odmeny navyse) sa vyplica nasledovne:

Platba Institicii — InStiticii sa vyplati 50 %
zodmeny  (tj.  zkazdej jednotlivej  ¢iastky
horeuvedenej odmeny) a tito odmena bude vyplatena
priamo na Géet Institticie uvedeny v zéhlavi Zmluvy.

Platba pre 3tudijny tim (t.j. pre Skisajiceho,
spoluski3ajicich  ainy  persondl InStiticie
zacastiiujici sa vykonavania klinického skiifania)
— Studijnému timu (t.j. Skagajicemu, spoluskusajicim
ainym zamestnancom Institicie zOCastiiujicim sa
vykonéavania klinického skusania) sa vyplati 50 %
z odmeny a to, nasledovne:

() 20 % zuvedenej platby Studijného timu (t].
zkazdej jednotlivej ¢iastky horeuvedenej platby
Studijného timu) sa vyplati Skiajicemu a tato éast sa
vyplati priamo na ticet Skugajiiceho uvedeny v zahlavi
Zmluvy (okrem navitev &. 314, 315, 316, 318, 319,
320, kedy sa vyplati 25% ; horeuvedenej platby
Studijného timu);

(i) 60 % zuvedenej platby Studijného timu (t].
zkazdej jednotlivej &iastky horeuvedenej platby
Studijného timu) za redlne vykonané navstevy (okrem
navstev €. 314, 315, 316, 318, 319, 320, kedy sa
vyplati 75% z horeuvedenej platby 3tudijného timu za
redlne vykonangé navitevy); sa  vyplati
spoluskusajicemu - MUDr. Marta Mikloskov4, a to na
nasledujici bankovy uget spoluskusajaceho:

bankové spojenie: Ceskoslovensk4 obchodné banka
IBAN: SK98 7500 0000 0009 0263 8863

resp.

provisions including also additional rem uneration)
shall be paid as follows:

The payment to the Institution — 50 % 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, co-investigators and other personnel
of the Institution participating in the conducting of
the clinical trial) - 50 % from the remuneration (i.e.
each part of the abovespecified remuneration) shall be
paid to the study team and that as follows:

() 20 % from the above payment to the study team
(i.e. each particular item of the above specified
payment to the study team) shall be paid to the
Investigator and that directly to the bank account of
the Investigator specified in the heading of the
Agreement (except for visits No. 314, 3135, 316, 318,
319, 320, when 25% of the above specified payment
to the study team shall be paid);

(ii) 60 % from the above payment to the study team
(ie. each particular item of the abovespecified
payment to the study team) for real realized visits
(except for visits No. 314, 315, 316, 318, 319, 320,
when 75% of the above specified payment to the
study team for real realized visits) shall be paid to the
co-investigator — MUDr. Marta Miklotkova and that
to the following bank account:

Bank Account: Ceskoslovenska obchodna banka
IBAN: SK98 7500 0000 0009 0263 8863

Resp.
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(iii) 60 % zuvedenej platby Studijného timu (L.
zkazdej jednotlivej &lastky horeuvedenej platby
ttudijného timu) za realne vykonané navstevy (okrem
navitev & 314, 315, 316, 318, 319, 320, kedy sa
vyplati 75% z horeuvedenej platby 3tudijného timu za
redlne vykonané navitevy) sa vyplati
spoluskugajicemu - MUDr. Slavomira Kovacova, ato
na nasledujici bankovy uget spoluskusajuceho:

IBAN: SKI10 7500 0000 0040 0671 4555

(iv) 5% zuvedenej platby Studijného timu (tJ.

zkazdej jednotlivej ¢iastky horeuvedenej platby

$tudijného timu okrem navstev . 314, 315, 316, 318,
319, 320) sa vyplati Studijnej sestre —

Dominika Raticovd, a to na nasledujuci bankovy ucet

tudijnej sestre:

[BAN:  SK89 0900 0000 0050 3358 0892

(v) 15% zuvedenej platby Studijne¢ho timu (t.
zkazdej jednotlivej ¢iastky horeuvedene] platby
studijného timu navstev ¢. 314, 315, 316, 318,

319, 320)) sa vyplati Studijnej sestre —
Blanka Pogranové, ato na nasledujici bankovy ucet
studijnej sestre:
bankové spojenie: Vieobecna uverova banka, a.s.
IBAN: SK61 0200 0000 0072 8814 5162

Spésob vypldcania odmeny je moZné menit len po
pisomnej dohode zmluvnych stran.

(iii) 60 % from the above payment to the study team |
(ie. each particular item of the abovespecified
payment to the study team) for real realized visits
(except for visits No. 314, 315, 316, 318, 319, 320,
when 75% of the above specified payment to the
study team for real realized visits) shall be paid to the
co-investigator — MUDr. Slavomira Kovacovd and
that to the following bank account:

IBAN: SK10 7500 0000 0040 0671 4555

(iv) 5% from the above payment to the study team (ie.
cach particular item of the abovespecified payment to
the study team except for visits No. 374, 315, 316,
318, 319, 320) shall be paid to the study nurse —
Dominika Raticova and that to the following bank
account:
[BAN:  SK89 0900 0000 0050 3358 0892

(v) 15% from the above payment to the study team
(i.e. each particular item of the abovespecified
payment to the study team except for visits No. 314,
315, 316, 318, 319, 320) shall be paid to the study
nurse — Blanka Pogranovéa and that to the following
bank account:

Bank Account: Vieobecna tiverova banka, a.s.

IBAN: SK61 0200 0000 0072 8814 5162

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

Odmena za zabezpedenie iiloh Independent rater:

odmena za
hodnotitela -

7Za riadne vykonanie ukonov patri
zabezpetenie dloh  Nezavislého
Independent rater - za 4 UCastnikov:
Odmena 4 200~ Eur - Celkovo pri
planovanom poéte UCastnikov

Odmena najviac 1 050,- Eur (slovom: jeden ftisic

patdesiat Eur) za kazdého
kompletne a vyhodnotitelne
spracovaného Utastnika
v klinickom skuSani, ktory

absolvuje vietky testy.

Remuneration for tasks of the

Independent Rater:

providing

For the properly provided tasks, the Independent rater
is entitled to the remuneration - for 4 Participants:

EUR 4 200 - in total for the
planned number of Participants

Remuneration

Maximum remuneration EUR 1 050 (in words: one
thousand and fifty Euro) - For each
completely and in a manner
allowing for evaluation, processed
Participant in the clinical trial who
got through all the tests.

Odmena pozostava z:

Platba a) 50,- Eur - Po kazdej névsteve ¢. SCR,
D1, 110, 120, 130, 140, 150, 160, 170,
180, 190, 210, 230, 250, 270, 290, 1999,
V313, V317,  V2999/EOS, 1x
vy$etrenie mimo navitevy v pripade
relapsu

Remuneration consists of:

Paymenta) Eur 50 - Following each of the visits No.
SCR, D1, 110, 120, 130, 140, 150, 160,
170, 180, 190, 210, 230, 250, 270, 290,
1999, V313, V317, V2999/EOS, 1x
examination outside the visit in case of
relapse
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Odmena pre hodnotitel’'a —  Nezavislého

Payment for the Independent rater - EDSS Rater is

hodnotite’a - EDSS rater - sa podita _podl’a

determined as per completed examinations on the

uskutoénenych vyi¥etreni na jednotlivych vizitich.

visits. If some of them are not realized, payment

Ak sa niektoré z nich neuskutocnia, adekvatne sa

will be shortened accordingly.

kriti odmena.

Odmena pre Nezivislého hodnotitel'a -
Independent rater - sa vyplaca nasledovne:

Platba InStitdcii — Institucii sa vyplati 50 %
zodmeny (tj.  zkazdej Jjednotlivej  &iastky
horeuvedenej odmeny pre Independent Rater) a tato
odmena bude vyplatena priamo na udet Indtiticie
uvedeny v zéhlavi Zmluvy.

Platba spoluskiSajicemu - 50 % z odmeny (t.].
z kazdej jednotlivej &iastky horeuvedenej odmeny pre
Independent Rater) sa vyplati spoluskusajuocemu -
MUDr. Monika Virdgova a to na nasledujtci bankovy
ucet spolusktisajuceho:

bankové spojenie: Slovenska sporiteliia, a.s.
IBAN:  SK1809 0000 0000 0232 599665.

Spbsob vyplacania odmeny je mozné menit len po
pisomnej dohode zmluvnych strén.

The remuneration for the Independent Rater shall
be paid as follows:

The payment to the Institution — 50 % from the
remuneration (i.e. each part of the above specified
remuneration for the Independent Rater) 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 co-investigator — 50 % from the
above remuneration (i.e. each part of the
abovespecified remuneration for the Independent
Rater) shall be paid to the co-investigator -~ MUDr.
Monika Virdgova and that to the following bank
account:

Bank Account: Slovenska sporitelia, a.s.

IBAN: SK1809 0000 0000 0232 599665,

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

Pri odsiihlasenom zaradeni viac ako planovanych 4
randomizovanych Utastnikov a 1 Utastnika, ktory
nesplni  kritéria pre randomizaciu platia vysiie
uvedené podmienky pre kazdého d’alsieho Ucastnika.

After approved inclusion of more than 4 planned
randomized Participants and 1 Participant who will
not meet the randomization criteria the conditions the
conditions above apply for each additional Participant.

V' pripade, Zze pacient/Ucastnik bude uznany
nespdsobily pre klinicku studiu alebo pri jeho Gicasti
bude poruseny Protokol, Novartis nie je povinny
zaplatit’ odmenu za takéhoto pacienta/Uastnika resp.
je oprdvneny kratit odmenu za takéhoto
pacienta/U¢astnika az na 50 % z pbévodnej sumy
podTa tejto prilohy.

V pripade, ze U¢astnik dobrovolne odstiipi alebo je zo
§tudie vyradeny (a) Novartisom alebo (b) Skusajicim
pre akikol'vek pri¢inu int ako nesplnenie poziadaviek
sposobilosti pre klinické skuSanie alebo porusenie
Protokolu, Novartis zaplati proporciondlnu &ast
odmeny za Utastnika aZ do diia vyradenia, splatni po
prijati  vSetkych formuldrov  snalezmi a inej
poZadovanej dokumenticie.

Ak po skongeni klinickej skusania Novartis poskytol v
ramei tejto Zmluvy sumy prevy3ujice opravnené
Ghrady podl'a vyssie uvedenych podmienok, Indtiticia
a Skuajici musia vritit Novartisy prevySujlicu sumu
nad oprévnené thrady.

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 zahriiaju lekarske

vySetrenia podla Protokolu.

vietky

Payments for the Institution include all medical
screenings under the Protocol.

Vsetky pripadné neplanované navitevy & vizity
a telefonické  vizity vramci celého klinického
skuSania si uZ zapo&itané v dhrade Institucie podla

All possible unplanned visits, doctors meeting or
telephone doctor meetings throughout the clinical trial
are included in the payment for the Institution under
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| Prilohy ¢2, tj. za takéto pripadné tkony nebude
hradena Ziadna zv1ast odmena ¢&i thrada.

Annex No. 2, i.e. for such activities will not be paiﬂ
any extra reward or compensation.

Novartis poskytne Indtitacii nahradu nékladov za
zabezpetenie uchovavania Medicinskych produktov,
najma skuganych produktov a/alebo skuganych liekov,
v nemocnicnej lekdrni InStiticie v jednorazovej
pausalnej vyske 700,- Eur. Uvedend odmena sa
vyplati len na téet Intitucie.

Novartis shall provide to the Institution the
reimbursement of the costs for ensuring the storage of
the Medical Products, mainly of the investigational
products and/or investigational medicines, at the site
of the Institution, and that as a single payment in the
amount EUR 700. This remuneration shall be paid
only to the bank account of the Institution.

In&tittcia ma narok na nahradu realne a preukazatelne
vynaloZenych nékladov v stvislosti s podavanim:
(Questran 4 mg na urychlend  elimindciu
teriflunomidu, antihistaminik, paracetamolu, steroidov
a aktivneho uhlia), a to v silade s protokolom, ak tieto
naklady boli vopred pisomne schvalené firmou
Novartis. Dané lieky zabezpeti Intiticia po schvéleni
Novartisom, pricom schvalené naklady preplati
Novartis Inititicii na zaklade samostatnej faktiry,
ktor(i vystavi Intiticia v lehotach podl'a Zmluvy (¢l
8.4); faktira za dané licky bude vystavena zvIast od
ostatnych platieb podla Zmluvy. Néklady za vy§ie
spomenuté licky budid schvalované maximalne v
sume, ktord by za dané lieky preplatila verejna
zdravotna poistoviia.

Ak Indtiticia nepredlozi faktoru za ndklady
vynalozené v suvislosti s podavanim vysiie
spomenutych lickov najneskor do 30 dni odo dna
poslednej néavitevy posledného pacienta v cenire
5504, pravny narok na vystavenie faktary InstitGciou
a na jej pefiazné plnenie resp. zaplatenie nakladov zo
strany firmy Novartis zanika.

Pripadna praca skudajiceho &i Indtiticie pri podani
vyssie uvedenych liekov a liecby ¢&i dkonov s tym
sivisiacich je uz zapotitana v thrade Institucie podla
Prilohy &2 tj. za takéto pripadné dkony nebude
hradena Zziadna zvlast odmena &i dhrada. V3etky
pripadné neplanované néavitevy ¢i vizity v ramci
celého klinického skiifania si uz zapogitané v ihrade
Indtitacie podla Prilohy &2, tj. za takéto pripadné
akony nebude hradend Zziadna zvlast odmena &i
ubrada.

The Institution shall have the right for compensation
of the real and proved costs related to the serving of:
(Questran 4mg for ultimate elimination of
teriflunomid, antihistaminic, paracetamol, steroids and
activated charkoil), in compliance with the protocol, if
such costs will have been approved by Novartis prior.
Such costs shall be paid upon the separate invoice
issued according to the Clause 8.4., the invoice shall
be issued separately from any other Contract’s
invoices. The costs for such drugs will be approved in
the amount equals to the prices of the healthcare
insurance company.

If the Institution does not submit the invoice n
relation to the above stated drugs within 30 days as of
the last visit of the last patient in the center 5504, the
legal right of the Institution for such costs
reimbursement shall expire.

Costs related to work of the Investigator or Institution
performed during the above stated drug administration
is already included in the price of the Institution
contained in Annex No.2 i.e. such work shall not be
reimbursed separately. Costs related to work of the
Investigator or Institution for unplanned visits during
this clinical trial is already included in the price of the
Institution contained in Annex No.2 i.e. such work
shall not be reimbursed separately.

V pripade, ak akékolvek komunikdcia v sivislosti
s klinickym sk@$anim bude vykondvana formou
faxovej komunikédcie alebo formou telefonickych
hovorov, Novartis sa zavdzuje InStiticii nahradit
preukazatelné a udelne vynaloZené naklady spojené
s takouto komunikdciou.

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 skuadania ako aj pocas jeho realizacie
uskutoéfiuji Investigatorské mitingy, na ktorych sa
oboznamuja dolezité farmakologické, toxikologické a
klinické informacie, ktoré s potrebné pre spravne
naplanovanie a vykonanie klinického skiSania, a
zGéastnené osoby sa pripravuju aSkolia o danom
klinickom skugani, délezitych priebeznych
okolnostiach a informaciach a postupoch v danom
klinickom  sktigani. Vzhladom  ktomu, Ze

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
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Investigitorské mitingy st sadastou klinického
sksania, Skusajici (resp. dohodnuty ¢len skiisobného
timu) sa bude zi¢astiiovat Investigatorskych mitingov
| podl'a pokynov Novartisu.

are part of the clinical trial, the Investigator (or
approved member of the investigator’s team) shall
attend such Investigator Meetings as instructed by
Novartis.

Vpripade uCasti na Investigitorskom mitingu
realizovanom na zaklade pokynov alen so sihlasom
Novartisu, Novartis preplati ndklady sdvisiace
s i¢astou Skuajuceho (resp. dohodnutého &lena
skifobného  timu)  vrozsahu podla vopred
dohodnutych  podmienok  (vratane  emailovou
komunikaciou). Pravidld niektorych vydavkov st
uréené nasledovne:

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

b) cesta vlastnym dopravnym prostriedkom
(osobnym autom) — zmiesta bydliska do
miesta Investigatorského mitingu a spit -
preplacanie spotrebovanych pohonnych hmét
podla priememej spotreby vozidla podla
technického preukazu aceny pohonnych
hmot stanovenych Statistickymi
ukazovatefmi cien  pohonnych  hmot
v Slovenskej republike (aj pri ceste mimo
uzemie Slovenskej republike) — zdokladovat
technicky  preukaz osobného vozidla,
podpisané prehldsenie o poéte kilometrov,

¢) cesta taxikom — preplacanie nakladov na
taxik v rdmei mesta (mesto Investigatorského
mitingu) — z miesta letiska, vlakovej alebo
autobusovej stanice na hotel & miesto
Investigdtorského ~ mitingu  aspat -
zdokladovat’ potvrdenie o thrade.
Vydavky, ktoré neboli vopred odsahlasené, sa
nepreplacaju, hoci boli Indtituciou, Skisajicim (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,

¢) 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

preukézatelne vynaloZené vydavky len viedy, ak tieto
budi riadne zdokladované, pri€¢om Indtitacia resp.
Skusajiici predlozi Novartisu vyaétovanie nakladov s
potrebnymi dokladmi v najneskér do 14 dni od
ukonéenia Investigatorského mitingu. V dohodnutych
pripadoch méze Novartis poskytnif preddavok na
tieto vydavky.

Vpripade, 7e sa preukde, Ze 3pecifikované
dohodnuté a preukdzatelne vynalozené vydavky nie
si spravne podlozené prislusnymi dokladmi, resp.
neboli vynaloZené alebo su vrozpore s internymi
predpismi Novartisu, Novartis si vyhradzuje pravo
odmietnut’ ich prefinancovanie av pripade, ak uz
Novartis  poskytol platbu na prefinancovanie,
Institdcia je povinnd vratif Novartisu poskytnuti
Ciastku, ktord nebola vynaloZena v sulade s touto

dohodnutym  &lenom  skugobného  timu)  aj | Institution, Investigator (or agreed member of the
reukazatelne uhradené. investigator’s team).
Novartis  vyplati  3pecifikované dohodnuté a | Novartis shall pay for specified, agreed and provable

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
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dohodou alebo
platnymi dokladmi.

podlozend preukazatelnymi i

supported by provable or valid documents, t0
Novartis.

Indtiticia vystavené faktiry dorucuje na adresu:

Novartis Slovakia, s.r.0., Zizkova 22B, 811 02
Bratislava

The issued invoices of the Institution will be delivered
on the address of Novartis:

Novartis Slovakia, s.r.0., Galvaniho 15/A, 821 04
Bratislava

Ako variabilny symbol sa pouzije ¢islo faktury
Institicie na zaklade odsuhlasenych podkladov
dorugenych do Ingtiticie Novartisom, pokial’ zmluvné
strany po vzajomnej dohode neurcia 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 budii realizované len v petiaznej mene EURO
a vietky bankové poplatky znésa Novartis.

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

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

Novartis Slovakia s.r.o.

LT CLAVA-

Miesto / Place

Datum / Date
Obchodné meno// Business name: Novartis Slovakia, s.r.o.

Al 0L Fo 4

Meno a priezvisko / First and last name: PharmDr. Andrea Urbanov4, na zaklade plnomocenstva/based on

power of attorney

’ Datum / Date
Obchodné meno / Business name: Novartis Slovakia, s.r.o.

AI08 £ty

Meno a priezvisko / First and last name: Ing. Peter Takacs,

na zaklade plnomocenstva/based on power of attorney

Centrum / Center

Miesto / Place d// 72:/4'
Détum / Date m R4 J/Z&ij 5

Fakultnd nemocnicaNitra

MUDr. Ondrej Sedivy Statutarny zastupca/ Statutory Representative

Hlavny skusajici / Principal Investigator
MUDr. Gabriel Haja$, PhD.
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