Priloha €. 1 — Finanéné podmienky

Appendix No. 1 — Financial conditions

Pojmy pouZité v tejto prilohe €. 1 zacinajuce
velkym zadiatoénym pismenom maju rovnaky
vyznam aky im je prisudzovany v tele Zmluvy,
pokial nie je v tejto prilohe €. 1 ur€ené inak.

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

VSetky uhrady sa vykonaju nasledovne:

All payments shall be made as follows:

Platby za navstevy zdokumentované
v zdravotnej dokumentacii subjektu skuSania
(vSetky vySetrenia vykonané v suUlade s
Protokolom) sa budu uskutoChovat polro¢ne,
poénuc prvym zaradenym subjektom skuSania,
ato vzavislosti na vykonani planovanych
navstev a odovzdanych kompletnych zaznamov
z tychto navstev.

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

Novartis sa zavazuje, Ze na ucet Centra
uvedeny v ¢lanku 4.3 Zmluvy uhradi naklady
aodmenu za vykonanie Klinického skusania
spolu vo vyske 1 020,- EUR za jeden riadne
ukonCeny subjekt skuSania. Tato suma zahffia

vSetky naklady aCinnosti Centra spojené
s vykonanim Klinického skuS$ania. Nezahffia
odmenu pre Hlavného Skusajuceho,

Skusajucich a Clenov skdsajuceho timu za
ukony nad ramec poskytovania zdravotnej
starostlivosti; tato je dodatoénym nakladom
spolo¢nosti  Novartis podfa odsuhlasenych
podmienok Novartisom v 0sobitnej
zmluve/osobitnych zmluvach anie je
predmetom Zmluvy.

Novartis undertake that to the further mentioned
account of the Center will pay the costs and
remuneration for providing of the Clinical Trial
total in amount of EUR 1 020 for one duly
completed Trial subject. This amount includes all
costs and activities of the Center related to the
execution of the Clinical Trial. Do not include
remuneration for the Investigator and the
designated working team for activities beyond
the scope of healthcare provision; this is an
additional cost for Novartis under the terms
agreed by Novartis in a separate agreement with
the Investigator and is not subject - matter of the
Agreement with the Center.

Planovany pocet Subjektov skusania: 7

Uhrada pre Centrum: 7 140,- EUR - Celkovo
Uhrada pre Centrum najviac: 1 020,- EUR
(slovom: jedentisicdvadsat eur) za kazdy

kompletne a vyhodnotitelne spracovany subjekt
skusSania v Klinickom skusani

sa vyplati nasledovne:

Platba a) 100,- eur — Po kazdej navsteve €.
SCR, D1, EOS/W96

Platba b)  80,- eur — Po navsteve ¢. BL, W2

Platbac) 20,- eur — Po navsteve €. D7

Platba d) 60,- eur — Po kazdej navsteve €.

W4, W8, W12, W24, W36, W48,
W60, W72, W84

Novartis poskytne Centru nahradu nakladov
vo vySke 20,- eur (slovom: dvadsat) za Safety
follow up navstevy (Safety FU EOS+3M, Safety
FU EOS+6M, Safety FU EOS+9M, Safety FU
EOS+12M), podla protokolu v ramci klinického
skusania za Ueéastnika, ktory predéasne

A planned number of the trial subjects: 7
Payment for the Center: EUR 7 140 - In total

Payment for the Center maximum of: EUR
1 020 (in words: one thousand and twenty
Euros) for each completely and in a manner
allowing for evaluation, processed trial subject in
the Clinical Trial

shall be paid as follows:

Payment a) EUR 100 — Following each of the
visit No. Screening, D1, EOS/W96

Payment b) EUR 80 — Following visit No. 1
Baseline and W2

Payment ¢) EUR 20 — Following visit No. D7

Payment d) EUR 60 — Following each of the
visits No. W4, W8, W12, W24, W36,
w48, W60, W72, W84

Novartis provides the Center with the additional
payment of EUR 20 (in word:
twenty Euro) for the Safety follow
up visits (Safety FU EOS+3M,
Safety FU EOS+6M, Safety FU
EOS+9M, Safety FU EOS+12M)
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ukongi stadiovu liecbu.

under the Protocol for the clinical
trial purposes for Participant who
permanently discontinues study
drug.

Odmena pre Centrum navySe za 1 subjekt
skusania, ktory nesplni kritéria pre
randomizaciu - tzv. screening failures:

Odmena 180,- Eur Celkovo

Odmena najviac 180,- Eur (slovom:
stoosemdesiat Eur) za kazdého
vyhodnotitelne spracovany subjekt
skusdania v Klinickom skusani

sa vyplati nasledovne:

Platba a) 100,- Eur Za kazdy subjekt skusania,
ktory nesplni kritéria pre pokraCovanie
v Klinickom skusani pri navsteve C¢.
Screening (screening failure)

Platba a) 80,- Eur Za kazdy subjekt skuSania,
ktory nesplni kritéria pre pokraCovanie
v Klinickom skusani pri navsteve C¢.
Baseline

Additional remuneration for 1  Trial
subjecttrial subject who will not meet the
randomization criteria — so-called screening
failures:

Remuneration EUR 180 - In total

Maximum remuneration: EUR 180 (in
words: one hundred and eighty
Euros) for each trial subject in
the Clinical Trial processed in a
manner allowing for evaluation
shall be paid as follows:
Payment a) EUR 100 For each trial subject
not meeting the criteria for
continuing the Clinical Trial
during visit No. Screening
(screening failure)
EUR 80 For each trial subject
not meeting the criteria for
continuing the Clinical Trial
during visit No. Baseline

Payment a)

Pri.  odsuhlasenom zaradeni viac ako
planovanych 7 randomizovanych subjektov
skuSania a 1 subjekt skuSania, ktory nespini
kritéria pre randomizaciu platia vy$Sie uvedené
podmienky pre kazdy dalSi subjekt skusania.

After approved inclusion of more than 7 planned
randomized trial subjects and 1 trial subject who
will not meet the randomization criteria the
conditions above apply for each additional trial
subject.

V pripade, Ze subjekt skuSania bude uznany
nespdsobily pre Klinické skisanie alebo pri jeho
ucasti bude poruseny Protokol, Novartis nie je
povinny zaplatif Uhradu za takyto subjekt
skiSania resp. je opravneny kratit Uhradu za
takyto subjekt skuSania az na 50 % z pdvodne;j
sumy podrla tejto prilohy.

V pripade, Ze subjekt skuSania dobrovolne
odstupi alebo je z Klinického sku8ania vyradeny
(&) Novartisom alebo (b) Hlavnhym sku$ajucim
pre akukolvek priinu ind0 ako nesplnenie
poziadaviek spésobilosti pre Klinické skusanie
alebo porusSenie Protokolu, Novartis zaplati
proporcionalnu Cast’ Uhrady za subjekt skusania
az do dna vyradenia, splatnu po prijati vSetkych
formularov s nalezmi ainej pozadovanej
dokumentacie.

Ak po skoncCeni Klinického skuSania Novartis
poskytol v ramci tejto Zmluvy sumy prevysujuce
opravnené uhrady podla vy3Sie uvedenych
podmienok, Centrum musi vratit Novartisu
prevysujucu sumu nad opravnené Uhrady.

If the trial subject 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 make payment for such trial subject or
shall be obliged to reduce the payment for such
trial subject by up to 50% of the original amount
pursuant to this Appendix.

If the trial subject voluntarily withdraws from the
Clinical Trial or is excluded from the Clinical Trial
(@) by Novartis or (b) by the Principal
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 payment for
such trial subject 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 Center must return the amount in
excess of the legitimate payments to Novartis.

Platby pre Centrum zahffiaju vSetky lekarske
vySetrenia podla Protokolu.

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

VSetky pripadné neplanované navstevy Ci vizity

All possible unplanned visits, doctors meeting or
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a telefonické vizity v ramci celého Klinického
skuSania su uz zapocitané v uhrade Centru
podla Prilohy €. 1, t.j. za takéto pripadné ukony
nebude hradena Ziadna zvlast odmena, di
Uhrada.

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.

V suvislosti s Klinickym sku$anim sa pred
zacCiatkom Klinického skuS$ania ako aj pocas
jeho realizacie uskutoCriuju Investigatorské
mitingy, na ktorych sa oboznamuju délezité
farmakologické,  toxikologické a  klinické
informacie, ktoré su potrebné pre spravne
naplanovanie a vykonanie Klinického sku$ania,
a zucCastnené osoby sa pripravuju a Skolia

o danom Klinickom skusani, délezitych
priebeznych okolnostiach a informaciach
a postupoch vdanom Klinickom skusani.

Vzhladom k tomu, Ze Investigatorské mitingy su
sucastou Klinického skusania, Hlavny skusajuci
(resp. dohodnuty Clen skusajuceho timu) sa
bude zucastfiovat 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 ucasti na Investigatorskom mitingu
realizovanom na zaklade pokynov alen so
suhlasom Novartisu, Novartis preplati naklady
suvisiace s uC€astou Hlavného skusajuceho
(resp. dohodnutého Clena skusajuceho timu)
v rozsahu 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 hmét podla priemernej
spotreby vozidla podla technického
preukazu aceny pohonnych hmét
stanovenych Statistickymi ukazovatelmi
cien pohonnych hmoét 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 vramci mesta (mesto
Investigatorského mitingu) — z miesta
letiska, vlakovej alebo autobusovej
stanice na hotel, & miesto mitingu
aspat - zdokladovat potvrdenie
o uhrade.

Vydavky, ktoré neboli vopred odsuhlasené, sa

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 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 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
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nepreplacaju, hoci boli Centrom, Hlavnym
skusajucim  (resp.  dohodnutym  Clenom
skis$ajuceho timu) aj preukazatelne uhradené.

Clinical Trial Team Member.

Novartis vyplati Specifikované dohodnuté a
preukazatelne vynaloZené vydavky len vtedy, ak
tieto budu riadne zdokladované, priCom
Centrum resp. Hlavny skasajuci  (resp.
dohodnuty Clen skusajuceho timu) predloZi
Novartisu vyuctovanie nakladov s potrebnymi
dokladmi v najneskdr do 14 dni od ukonéenia
Investigatorského  mitingu. VvV dohodnutych
pripadoch mdze Novartis poskytnut' preddavok
na tieto vydavky.

V pripade, Ze sa preukaze, ze $pecifikované
dohodnuté a preukazatelne vynalozené vydavky
nie su spravne podlozené prislusnymi dokladmi,
resp. neboli vynaloZzené alebo su v 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 Ciastku, ktora nebola
vynaloZzena v sulade stouto dohodou alebo
podloZzena  preukazatefnymi & 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 internal
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.

Novartis prehlasuje, ze v zmysle Protokolu by
v suvislosti s Klinickym sku$anim nemala byt
nutna  hospitalizacia  subjektu  skuSania.
V pripade, Ze by napriek uvedenému bola
nevyhnutna hospitalizacia subjektu skuSania
z dbévodu ucasti na Klinickom skuSani, teda nie
z dévodu jeho zdravotného stavu, pre ktory by
bol hospitalizovany aj bez u€asti na Klinickom
skuSani, tak Novartis uhradi  Centru
vykalkulovanu cenu aj s I6zkodrfiami podla UNB
Cennika platenych sluzieb a vykonov zdravotnej
starostlivosti .

Novartis declares that according to the Protocol,
the hospitalization of the trial subject should not
be needed in connection with the Clinical Trial.
In case that despite the above declaration the
hospitalization of the trial subject will be
necessary because of participation in a Clinical
Trial, and not because of his medical condition
for which he was hospitalized without
participation in Clinical Trial, Novartis will pay to
Center the price calculated with beddays
according to UNB's Pricelist of Paid Services
and Health Care Outcomes.

Zmluvné strany sa =zavazuju, Zze ak budu
odobrané vzorky biologického materialu, tieto
bude mozZné pouzivat vyluCne len pre ucely
Klinického sku$ania alen po€as vykonavania
tohto Klinického sku$ania.

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 vystavené faktury doru€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
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