Priloha €. 1: Finanéné podmienky -
Centrum

1. Odmena Centra sa urCi ako sucet
Ciastkovych odmien uvedenych nizSie za
jednotlivé €innosti riadne a v&as vykonané,
v obdobi, za ktoré je odmena Uuctovana.
Narok na odmenu za prislusné obdobie
vznika poslednym diiom takého obdobia, a
to vrozsahu zodpovedajucemu riadne
vyplnenym elektronickym formularom CRF
za jednotlivych ucéastnikov SkuS$ania, ktoré
boli spolo¢ne s vyplnenou dokumentaciou k
Uplne vykonanej monitorovacej navsteve
odovzdané spolo¢nosti Bayer najneskér
v posledny den prislusného obdobia.

2. Odmena ur€ena podfa tejto Prilohy kryje
vietky naklady na vSetky vySetrenia
(vratane dalSich administrativnych a/alebo
rezijinych nakladov Centra, platby za
manipulaciu  a uchovavanie  sku$aného
produktu a  archivaciu)  vyzadované
Protokolom, vratane napr. uhrady
regulacnych poplatkov, rovnako ako kryje
vSetky naklady na plnenia zavazkov Centra
vyplyvajucich zo Zmluvy, ak nie je dalej
alebo v Zmluve explicitne dohodnuté nieco
iné.

3. Pri predéasnom ukon€eni Zmluvy uhradi
spolo¢nost Bayer Centru a Skusajucemu iba
naklady uz preukazatelne vynalozené a
ukony uz preukazatelne vykonané.

4. V zmysle riadneho vykonu  SkuSania
a transferu prav podla &l. 5 Zmluvy, Bayer
suhlasi s nasledovnymi platbami v prospech
Centra.

4.1.1 Naklady so spustenim Centra:

Spolo¢nost Bayer uhradi naklady Centra na
Studiu, ktoré Zmluvnym partnerom oddévodnene

1.

Appendix 1: Financial Terms - Site

The remuneration of the Center shall be
calculated as the total of particular prices
(amounts) presented herein below for
individual activities duly and timely performed
in the period, for which the remuneration is
charged. The title to the remuneration for a
particular period shall arise on the last day of
such period and in the extent corresponding
to the duly filled electronic forms CRF for
individual patients, which were handed over to
Bayer together with the filled documentation
concerning the completely performed
monitoring visit on the last day of the
respective period at the latest.

2. The remuneration calculated under this

Appendix covers all costs for all examinations
(including Center's employees and any
administrative and/or overhead costs of the
Center, costs for study drug handling and
storage and archiving) required by the Study
Protocol as well as all regulatory charges and
costs incurred by fulflment of Center’s
obligations resulting from the Contract if not
explicitly agreed otherwise further herein or in
the Agreement.

3. In case of an early termination of the Contract,

Bayer will pay the Center and the Investigator
only the provably spent costs and for the
activities provably accomplished.

4. In consideration of the proper performance of

the Study and the transfer of rights under § 5
of Contract, Bayer agrees to make the
following payments to Center.

4.1.1 Start-Up Costs:

Bayer shall reimburse Center's expenses for

the Study which Contract Partners reasonably
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avdobrej viere vznikli pred zaradenim
uc¢astnika do skuSania najviac do sumy 500
EUR.

Tato suma zahffia ndaklady
a spustenie Skusania v centre.

na pripravu

Podla podmienok platieb nizSie, platby budu
splatné po splneni podiatoCnych aktivit
a potvrdeni suvisiacej dokumentacie
preukazujucej detaily o tom, Ze sa pociatocné
aktivity ukondili.

4.1.2 Platba za pacienta:
Ugastnicky poplatok méa byt zaplateny na
zaklade navstev riadne vykonanych tak ako
je uvedené v sprievodnej dokumentacii
v polro¢nych intervaloch.

Schéma pre thradu jednotlivych dkonov:

and in good faith incurred prior to trial subject
enrolment up to a maximum sum of 500 EUR.

This amount includes the costs for preparation
and starting of the Study in Center.

Subject to the payment terms below,
payments shall be due upon completion of the
start-up activities and receipt of supporting
documentation providing details of the start-up
activities completed.

4.1.2. Per Subject Fee:
The per subject fee shall be paid on the basis
of visits properly performed as demonstrated
by supporting documentation on semi-annual

basis.

Scheme for remittance of individual activities:

Navsteva Suma (EUR) Visit Amount (EUR)
Navsteva 1 (skrining) 81,80 Visit 1 (Screening) 81,80
Navsteva 2 95 Visit 2 95
(randomizacia) (Randomisation)

Den 7 alebo Prepustenie z Day 7 or Hospital

. 16 - 16
nemocnice Discharge
Navsteva 3 (telefonicky) 10,80 Visit 3 (Phone call) 10,80
Navsteva 4 51,80 Visit 4 51,80
Navsteva 5 (telefonicky) 10,80 Visit 5 (Phone Call) 10,80
Navsteva 6 63,40 Visit 6 63,40
Navsteva 7 (telefonicky) 10,80 Visit 7 (Phone Call) 10,80
Navsteva 8 83,10 Visit 8 83,10
Navsteva 9 (telefonicky) 10,80 Visit 9 (Phone Call) 10,80
Navsteva 10 45,60 Visit 10 45,60
Navsteva 11 (telefonicky) 10,80 Visit 11 (Phone Call) 10,80
Navsteva 12 (ukoncenie Visit 12
lieby) 54,60 (EOT) 54,60
Navsteva 13 Visit 13 (Safety FU, 10.80
(bezpetnostny Follow-up, 10,80 Phone Call) '
telefonick SUM
Spolu za)j/zedného for one patient 556,10

: 556,10
pacienta
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Platby za dalSie typy navstev v ramci skuSania

Payments for other visit types in the Study

Tato platba sa povaZuje sa primeranu
kompenzaciu Zmluvnych partnerov, za ich
sluzby, zahffajuc — bez obmedzenia -
vSetky  prevadzkové
alalebo rezijné naklady Centra.

Spolo¢nost Bayer ma pravo zadrzat az 50

% platby za UcCastnika Sku$ania do doby,
ked budu prijaté vSetky prislusné CREF,

budu zodpovedané vSetky otazky
s ohfadom na udaje obsiahnuté v tychto
odstranené  vSetky
nedostatky udajov

CRF a budu
nespravnosti a
v databaze.

Poplatok za prislusného ucastnika Skusania
bude znizeny v nasledujucich pripadoch:

V pripade

(i) ucastnikov Skusania, ktori presli skriningom,
ale nesplnili kritéria pre zaradenie do Sku$ania,
bude uhradena Ciastka za Navstevu 1 (skrining)
a

Navsteva Suma (EUR) Visit Amount
(EUR)

Navsteva 1&2 114 Visit 1&2 114
(kombinovana) (Combined)
Navsteva 4 alebo 9,30 Visit 4 or Subsequent 9,30
neskorSia navsteva Visit
(PK, PD odbery) (PK, PD sampling)
Navsteva 76,90 Early Termination 76,90
predéasného Visit
ukonéenia lieCby Drop Out Continuation 34,80
Navstevy po 34,80 Visits
pred€asnom Drop Out Continuation 10,80
ukonéeni lieCby Visits (Phone Call)
Navstevy po 10,80 Redispensation of 21,90
predéasnom Study Drug Visit
ukonceni lieCby (Irregular)
(telefonicky) Liver Function test 19,30
Navsteva kvoli 21,90 Monitoring Visit (App.
vydaniu skusaného 5 Protocol)
produktu
(nepravidelne)
Navsteva pre 19,30
potreby monitoringu
pecenovych testov
(App. 5 protokolu)

a administrativne

This payment is considered to appropriately
compensate Contract Partners for their
services, including - without limitation - all
operational and administrative  and/or
overhead costs of the Center.

Bayer has the right to retain up to 50 % on
each due per subject fee until all CRFs have
been received and all queries with regard to
the data contained therein are resolved and a
clean database for the Study has been
achieved.

The per subject fee will be reduced in the
following cases:

Cases of
(i) trial subjects who have gone through
screening but did not meet the enrolment
criteria, amount of Visit 1 (Screening) will be
paid and

Agreement between Bayer, Institution and Investigator for the performance of a clinical trial — Appendix 1

BAY 2433334 / Protocol 19766

Appendix 1 to Cl/Ala dated 17AUG2018, based on global version IA — Bayer Organized generic (V 3.6., February 2018)

Stranka 3z 6



(ii) preruSenych pripadov alebo pripadov, ktoré
nie je mozné vyhodnotit (vypadky), sa
vyplacaji pomerne za vykonané ulohy za
predpokladu, Ze uz vykonané lieCebné postupy
boli uUplne zdokumentované. V pripade, ze
vypadok je spbsobeny porusenim podmienok
Protokolu prostrednictvom Umyselného alebo
nedbanlivého konania alebo opomenutia zo
strany Zmluvnych stran (napr. nedodrzanie
kritérii pre zaradenie do zoznamu), nebudu
splatné Ziadne platby.

S ohladom na vysSie uvedené retenéné pravo
spolo€nosti Bayer, platby za ucéastnikov budu
splatné po predlozeni prislusného vyplneného
CRF spoloCnosti Bayer alebo tretej strane
uréenej spolo€nostou Bayer.

4.1.3 Naklady za lekaren

Spolo¢nost Bayer zaplati Centru za prijem,
uchovavanie, evidenciu, a vydaj SkusSaného
lieku jednorazovu ¢iastku vo vySke 200 EUR,
a to bez ohladu na pocet jednotlivych
dodavok a mnozstvo Skudaného lieku

4.1.4. Pass-through costs:
Spolo¢nost Bayer uhradi Centru nasledujuce
naklady, ktoré nie su kryté platbou za uc¢astnika:

e V sulade s platnymi zakonmi a kdédexmi
bude spoloénost Bayer rezervovat a
platit’ lety (letenka ekonomickej triedy,
pokial trvanie letu presiahne 6 hodin),
cestovanie vlakom a hotelové ubytovania
pre Skusajuceho, lekarov Timu skisania,
Clenov timu skd$ania, nevyhnutnych v
suvislosti s ich ucastou na stretnutiach
tykajucich sa Studie, vzniknutych na
poziadanie spoloCnosti Bayer. Bayer
navySe nahradi Centru primerané
vydavky na cesty skutoéne vynaloZené v
suvislosti s takymito stretnutiami v
zavislosti od i) prijatia originalnych faktur
alebo potvrdeni spolo¢nostou Bayer a ii)
predchadzajuceho suhlasu Bayer.
Centrum suhlasi s tym, ze spolocnost

(ii) discontinued cases or cases which cannot
be evaluated (drop-outs) will be paid pro rata
for the duties already performed, provided that
the treatments already performed have been
completely documented. In case the drop-out
is caused by a breach of the terms of the
Protocol through a wilful or negligent act or
omission by Contract Partners (e.g. non
failure to comply with inclusion criteria), no
payments shall be due.

Subject to the retention rights of Bayer set
forth above, per subject fees shall be due
upon submission of the respective completed
CRF to Bayer or a third party designated by
Bayer.

4.1.3 Pharmacy costs

Bayer shall pay to the Center for receipt,
storage, records keeping and dispensing of
the Study Drug the one-time fee of 200
EUR amount with no regard to the number
of individual shipments and Study Drug
volumes.

4.1.4. Pass-through costs:

Bayer shall reimburse Center with regard

to the following expenses, which are not

covered by the per subject fee:

* In line with applicable laws and compliance
codes, Bayer will book and pay flights
(economy class airfare unless the flight
duration exceeds 6 (six) hours), train travel
and hotel accommodation for Investigator,
Study Team Physicians and Study Team
Members required in connection with their
participation in Study-related meetings on
request of Bayer. In addition, Bayer shall
reimburse Center for reasonable expenses
on travelling actually incurred by Center in
connection with such meetings, subject to
(i) the receipt of original invoices or receipts
by Bayer and (ii) prior approval by Bayer.
Center hereby agrees to Bayer alternatively
reimbursing Investigator, Study Team
Physicians and Study Team Members
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Bayer alternativne priamo preplati
naklady Skusajuceho, Clenov timu
skuSania, lekarov Timu skuSania za
vy$Sie uvedené vydavky, s vyhradou
predlozenia prisluSnej faktary / dokladu.
Naklady na stravovanie a napoje sa
nepovazuju za cestovné.

e SpoloCnost Bayer na zaklade
predchadzajuceho suhlasu spolo¢nosti
Bayer uhradi naklady, ktoré vznikli Centru
za primerané cestovné naklady a naklady
na ubytovanie (okrem hospitalizacie)

uCastnikov  skudSania  vzniknutych v
suvislosti s ich uéastou na Studii, s
vyhradou predloZzenia faktur alebo
potvrdeni spolo¢nosti Bayer, formou

stravnych listkov v celkovej vySke 15
EUR za navstevy 1, 10 a 12, 30 EUR za
navstevy 2, 6 a 8, a 60 EUR za navstevu
4 v ramci skuSania.

Centrum méze uhradou cestovnych nahrad vo
forme stravnych listkov poverit Skusajuceho,
ktory moze dalej poverit Clenov timu
Skusania. Skusajuci a/alebo Clenovia timu
SkdSania maju povinnost tieto nahrady
poskytnut prislusnym u€astnikom Skusania.
Centrum je povinné vratit zostavajuce stravné
listky na konci SkuSania spat spolo€nosti
Bayer.

Ziadna dan z pridanej hodnoty ("DPH") nebude
vratena v pripade, Ze sam prijemca faktury tretej
strany je opravneny ziskat danovy odpocet
(vratku) na tejto fakture. Preplacané naklady sa
budu platit na polroénej baze.

Dalsie pripadne vzniknuté naklady budu
nahradené iba s predchadzajucim pisomnym
suhlasom spolo¢nosti Bayer a doruceni prislusne;j
faktary a prisluSnych preukaznych prijmovych
dokladov.

directly for aforementioned expenses,
subject to receipt of a corresponding invoice
/ receipts. Costs for meals and drinks are
not considered travel expenses.

Bayer shall reimburse Center upon prior
approval by Bayer for reimbursement costs
incurred by Center for reasonable travel
and lodging expenses (excluding
hospitalization) of trial subjects arisen in
connection with their participation in the
Study, subject to the receipt of invoices or
receipts by Bayer in the form of meal
vouchers of 15 EUR for Visits 1, 10 and 12,
30 EUR for Visits 2, 6 a 8, and 60 EUR for
Visit 4 within Study.

Center may delegate Investigator, who can
further delegate Study Team Members, to
forward meal vouchers to trial subjects.
Investigator and/or Study team members
are responsible to pass meal vouchers to
trail subjects. Center shall return all
remaining meal vouchers back to Bayer at
the end of the study.

No Value Added Tax (“VAT”) will be

reimbursed in case the recipient of the third
party invoice is entitled to receive a tax
credit on that invoice himself. Pass-through
costs will be paid on a semi-annual basis.

Other eventual pass-through costs shall be
reimbursed only after prior written approval
of Bayer and upon receipt of supporting
documentation with receipts attached.

Bayer, spol. s r.o.

Miesto/Datum - Place/Date:

PharmDr. Adriana Funderakova Benova
prokurista / proxy
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Center/nazov Centra

Place/date - Miesto/datum:

MUDr. Renata Vandriakova, MPH
riaditelka / director

Investigator/Skusajuci

Place/date - Miesto/datum:

Prof. MUDr. Peter Turéani, PhD.
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