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Study: LT1580-301

Clinical Trial Agreement: Pharmnet vs. Ustredna vojensk4 nemocnica Ruzomberok

Clinical Trial Agreement

- PHARMNET s.r.o. (company identification
number 61856797) with a registred office at
K Hméiftm 20, 149 00 Praha 4, Czech Republic,
represented by RNDr. Jan Mal&, Ph.D.,
Managing Director, acting in its name in behalf of
Iris Pharma, (company with the Register of
Commerce and Companies number RCS Grasse B
349 423 301), with a registered office at Les
Nertiéres, Allée Hector Pintus, 06610 La Gaude,
France, represented by Yann QUENTRIC, es

qualités of President hereinafter referred to as

"Contractual
"CRO".

Research Organization” or

Iris Pharma is acting‘on behalf of Laboratoires
Théa (hereinafier “Sponsor”), 12 rue Louis
Blériot; 63017 Clermont-Ferrand, France.

and :

Institution:

Ustredn4 vojensk4 nemocnica SNP
RuZomberok - FN

With its registered office at:

ul. Gen. Milo3a Vesela 21, 03426 RuZomberok
Represented by: MUDTr. Peter Vanék, director
Subject identification number: 31 936 415

VAT: SK2020590187

Bank contact: Statna pokladnica

Account No.: 7000177393/8180

IBAN: SK 8481800000007000177393
BIC/SWIFT: SPSRSKBA/SUBASKBX

Hereinafter referred to as the “Institution®
Fd

Ed

and

Principle Investigator:
MUDr. Juraj Bajadek
Contact Address:

Ustredna vojensk4 nemocnica SNP Ruzomberok
-FN

ul. Gen. MiloSa Vesela 21, 03426 Ruzomberok
Hereinafter referred to as “Investigator”
ENTER INTO THE FOLLOWING
AGREEMENT

L
Purpose of the Agreement

Zmluva o klinickom skusani

PHARMNET s.r.0. (identifikainé ¢islo
61856797) so sidlom K Hméiftim 20, 149 00
Praha 4, Cesk4 republika, ktorii zastupuje RNDr.
Jan Mala&, Ph.D., vykonny riaditef, konajici
viastnym menom na Ulet spoloCnosti Iris
Pharma, (registracné &islo obchodného registra
spolo¢nosti RCS Grasse B 349 423 301), so
sidlom Les Nertiéres, Allée Hector Pintus, 06610
La Gaude, Francie, ktorii zastupuje Yann
QUENTRIC, prezident spolofnosti, dalej len
"Kontraktnd vyskumné organizicia” alebo
"CROV'.

Iris Pharma kond menom spolonosti
Laboratoires Théa (dalej len "Zadavatel™), 12
rue Louis Blériot, 63017 Clermont-Ferrand,
Franciizsko

a

In3titicia:

Ustredn4 vojenskd nemocnica SNP
RuZomberok - FN

so sidlom: -

ul. Gen. Milo$a Vesela 21, 03426 RuZomberok
zastupend: MUDr. Peter Vanék, riaditel

ICO: 31 936 415

IC DPH: SK2020590187

bankové spojenie: Statna pokladnica, Bratislava
&. 0¢tu: 7000177393/8180

IBAN: SK 8481800000007000177393
BIC/SWIFT: SPSRSKBA/SUBASKBX

d’alej len ,,Zdravotnicke zariadenie”
a
Hlavny skusajuci:
MUDr. Juraj Bajatek

Kontaktna adresa:

Ustredna vojenska nemocnica SNP RuZomberok
-FN

ul. Gen. Miloga Vesela 21, 03426 Ruzomberok

dalej len ,,Skulajaci*
UZATVARAJU TUTO ZMLUVU

L
Ukel zmluvy
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Study: LT1580-301

Clinical Trial Agreement: Pharmnet vs. Ustredn4 vojenska nemocnica Ruzomberok

1) The subject of this clinical trial agreement
(hereinafter referred to as the "Agreement") is
clinical study with protocol number LT1580-
301, version 2.0 titled “Efficacy and Safety
Assessment of T1580 versus Vehicle in Dry
Eye Disease Treatment®, as amended,
(hereinafter referred to as the “Study™).

2) The Agreement determines conditions for
conducting of the Study and to define the rights
and duties of the parties hereto for the
performance and processing of the Study.

3) The anticipated study period extends from 01
Sep 2018 (first patient in) to 29 Feb 2020 (last
patient out). ‘

4) The estimated number of recruited patients is
5.

IL
Place and Time of Conducting the Study and
Study Centre

1) The Study will be conducted at Ustredns
vojenski nemocnica SNP RuZomberok - FN,
O¢né oddelenie, ul. Gen. Milo¥a Vesela 21,
03426 RuZomberok (hereinafter referred to as
the “Study Centre”). The Investigator is a
qualified specialist responsible for the
performance of the Study and is heading a team
(hereinafter referred to as the "Study Team")
that is established at the Institution. The up to
date CVs of the Study team .nembers will be
filed in the Investigator Site*File (hereinafter
referred to as "ISF").

2) The Institution confirms that it has the legal
right to conduct the Study at the above-
mentioned Study Centre in accordance with its
legal status and/or contractual relationships.
The Institution confirms that the Investigator is
an employee of the Institution by his/her
contractual obligations.

3) The Investigator, each member of the Study
Team and the supporting personnel of the
Institution shall observe the terms and
conditions of the present Agreement to the same
extent as the Institution. The Institution and
Investigator shall inform the Study Team and
the supporting personnel about their obligations

1y

2)

3)

4

1)

2)

3)

Predmetom tejto zmluvy o klinickom hodnoteni
(dalej len ,,Zmluvy“) je klinické hodnotenie
humanneho lietiva podla protokolu ¢islo
LT1580-301, verzia 2.0 s ndzvom
»Hodnetenie u¢innosti a bezpeénosti lietiva
T1580 v porovnani s vehikulom pri lietbe
syndrému suchého oka“, vplatnom zneni
(d’alej len ,,§t|'1dia“).

Zmluva stanovuje podmienky vykonania Studie
a vymedzuje prava a povinnosti zmluvnych
strén pre priebeh a spracovanie Studie.

Predpokladany &as realizdcie $tidie sa zalina
diia 1.9. 2018 (zaradenie prvého pacienta) a
kondi sa diia 29.2.2020 (ukonlenie u&asti
posledného pacienta).

Predpokladany pocet uastnikov $tidie je 5
pacientov.

IL
Miesto a &as vykonania Stidie a rieSitel'ské
centrum

Studia bude vykonana v Ustrednej vojenskej
nemocnici SNP RuZomberok - FN, O¢né
oddelenie, ul. Gen. Milo3a Vesela 21, 03426
RuZzomberok (dalej len  ,Studijné
Centrum®). Sku¥ajucim je kvalifikovany
Ypecialista zodpovedny za priebeh Studie a
vedie tim (dalej len ,Studijny tim")
ustanoveny v Zdravotnickom  zariadeni.
Aktudlne Zivotopisy Studijného timu budd
zaloZené v Zaradovati Stidie (dalej len
»ISF).

Zdravotnicke zariadenie potvrdzuje, Ze je
opravnené vykonavat SkdSanie v Studijnom
Centre uvedenom vy3Sie v silade so svojim
prévnym $tatitom a/alebo zmluvnymi vztahmi.
Zdravotnicke  zariadenie potvrdzuje, Ze
Skadajici ma k Zdravotnickemu zariadeniu
pracovnopravny zavézok zamestnanca.

Skagajhci, kazdy &len Studijného timu a
podporny personl Zdravotnickeho zariadenia
budii  dodrziavat  podmienky Zmluvy
vrovnakom rozsahu ako Zdravotnicke
zariadenie. Zdravotnicke zariadenie a Skusajtici
zodpovedajii za to, aby Studijny tim a podporny
persondl  zdravotnickeho zariadenia boli




4)

)

6)

7)

Study: LT1580-301

Clinical Trial Agreement: Pharmnet vs. Ustredn4 vojenska nemocnica Ruzomberok

hereunder and to obtain their agreement to abide
by the terms and conditions of the present
Agreement.

By signing this Agreement, the Institution and
the Investigator represent and warrant that
neither the Investigator, nor any member of the
Study Team, nor any person engaged into the
fulfilment of the obligations under the current
Agrecment has been debarred under any
applicable laws of the Slovak Republic or any
comparable limitations of the European Union,
U.S.A or other jurisdictions, and no debarred
person will be in the future employed in
connection with the Study. The above-
mentioned representation and warranty imposes
a continuing obligation upon the Institution to
notify the Sponsor or CRO in writing of any
change in the truth of this statement.

Should the Investigator become unable to carry
out his/her obligations as the head of the Study
Team, a new Investigator shall be appointed on
agreement betwen the CRO and the Institution.
In the event that the Institution and the CRO
cannot agree upon a new Investigator, all further
enrolment of subjects into the Study shall
immediately cease, and the parties will
deliberate the procedures and terms of the

premature Study discontinuation as described in
Section XIV. :

4)

5)

The Investigator agrees with publication of 6)

his/her name in any of clinical trial registries
kept by European and US Competent
Authorities.

The Institution agrees that the Agreement may
be forwarded to Institutional Review Board
(IRB)/ Independent Ethics Committee (IEC)
and/ or regulatory (comepetent) authorities
where requested.

1.

General Conditions for Conducting the Study

1) The Institution, the Investigator and the Study

Team shall perform, record and report the
Study in strict compliance with the Protocol,
applicable laws and regulations of the Slovak
Republic, in particular Law No. 362/2011
Coll. (Laws on medicinal products and
medical devices and on amendment to some
, related laws) as amended and in accordance
with Decree No. 433/2011 Coll. as amended,
which sets requirements for the workplace,
where is performed clinical testing,- the

7

1)

informovani o ich zavézkoch podla Zmluvy
aaby ziskali suhlas Studijného teamu
s dodrZiavanim tychto podmienok.

Zdravotnicke zariadenie a SkaSajtici podpisom
Zmluvy vyhlasujt a zaruCuju, Ze ani Skasajtci,
ani Ziadny ¢len Studijného timu ani in4 oseba
zahrnuta do plnenia zédvizkov podla Zmluvy
nebola vylitend zmoZnosti vykondvania
pristuSnej €innosti podla prisluSného prava
Slovenska alebo podl'a inych porovnatelnych
obmedzeni Eurépskej unie, USA alebo inej
jurisdikcie a Ziadna takto vylitend osoba
nebude v budticnosti zamestnané ani zapojena
v spojeni s touto Stidiou. Potvrdenie a ziruka
uvedené vysiie zavizuju Zdravotnicke
zariadenie aj nadalej vyrozumiet CRO
pisomne o akejkofvek zmene tykajucej sa
pravdivosti tohto vyhldsenia.

Ak SkaZajici nebude moct’ vykondvat' svoje
zavazky ako veduci Studijného timu, bude
ustanoveny novy Skii§ajici na zdklade dohody
medzi CRO a Zdravotnickym zariadenim.
V pripade, Ze sa Zdravotnicke zariadenie a
CRO nedohodnii na novom Skusajicom, nébor
subjektov hodnotenia do Stidie sa okamZite
pozastavi a strany budi postupovat podla
podmienok pred€asného ukondenia Stadie, ako
je opisané v ¢lanku XIV.

Skugajici sahlasi s uverejnenim svojho mena
v oficidlnych registroch klinickych $tadii
publikovanych prislu§nymi sprdvnymi orgdnmi
v EU a USA.

Zdravotnicke zariadenie suhlasi s pripadnym
poskytnutim Zmluvy Etickej komisii a
prislu¥nym sprédvnym orginom v oblasti
klinického hodnotenia lie€iv.

L.
Zakladné podmienky realizicie Stidie

Zdravotnicke zariadenie, SkuSajuci a Studijny
tim budd vykonévat, zaznamendvat’ a podévat’
hlasenia o Studii za prisneho dodrZiavania
protokolu a platnych pravnych predpisov
Slovenskej republiky, a to predovietkym
zakona &. 362/2011 Z. z. (Zakon o liekoch a
zdravotnickych poméckach a o zmene a
doplneni  niektorych  zikonov) v zneni
neskorsich predpisov, vyhlasky €. 433/2011
Z.z., ktorou sa stanovia podrobmosti o
poZiadavkach na pracovisko, na ktorom sa
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2)

3)

application requirements of its approval, the
request for an opinion on the ethics of clinical
trials, and the particulars of this opinion, as
amended, and all international rules and
standards applicable to the performance of the
Study (“Good Clinical Practice™), including
without limitation the Declaration of Helsinki
(2008) and Principles of Good Clinical
Practice as specified by the ICH-GCP
Guidelines, and in accordance with the
general conditions and principles specified in:

a. The Study protocol issued by the
Sponsor, as specified in Article I.1. of
this Agreement (the "Protocol”™), with
any future amendments, is part of the
ISF. ISF is available for inspection at
the Investigator.

b. The . instructions of the Sponsor
" designated as Investigator Brochure,
which contains all currently available
information about the pharmaceuticals
used in the Study as well as information
about the characteristics of such
pharmaceuticals, as handed over by the
Sponsor or CRO to the Investigator as a
part of the ISF.

c. The written instructions of the Sponsor
to administer the Protocol.

Documents specified in section 1, letter a) and
b) are confidential and information about the
contents thereof may be provided only in
accordance with the provisions of Art. IX. of
this Agreement. P

The Institution will not commence or
continue the Study and will not permit the
Investigator to commence and continue the
Study unless:

all  necessary  documentation and
information is available and

all required reviews and approvals (or
favourable opinions) by applicable
competent authorities and IECs/ IRBs are
obtained.

1V,
Selection of Subjects for the Study
and Requesting Their Consent

2)

3)

vykondvaju klinické skaky, o ndleZitostiach
Ziadosti o0 jeho schvalenie, Ziadosti o stanovisko
k etike klinického skusania a ndleZitostiach
tohto stanoviska, v zneni neskorsich predpisov,
ako aj vietkych medzindrodnych pravidiel a
Standardov aplikovatelnych pri vykondvani
3tadii (,,Spravna klinické prax*) vratane piného
uplatnenia Helsinskej deklardcie (2008) a
Zasad sprévnej klinickej praxe, ako je
Specifikované v pokynoch ICH-GCP, a
v stlade a zhode so vieobecnymi podmienkami
a zasadami stanovenymi v nasledujicich
pravidlach alebo dokumentoch:

a. V protokole Stadie, vydanom
Zadéavatel'om, 3$pecifikovanom v odseku
L1. tejto Zmluvy (d'alej len ,,Protokol”),
ktory je sucastou ISF, vratane pripadnych
budicich dodatkov. ISF je k dispozicii u
Skusajuceho.

b. Vindtrukcii Zadivatela snizvom Sibor
informécii pre skdSajiceho (Investigator’s
Brochure), obsahujiicej vietky v sti¢asnosti
znéme informicie o lieCivich pouZitych
v Stadii a o ich vlastnostiach. In§trukciu
odovzdad SkiSajicemu Zadivatel alebo
CRO ako sucast’ ISF.

c. Vpisomnych in§trukcidch Zadévatela na
vykonavanie Protokolu.

d.
Dokumenty uvedené v ods. 1 pism. a) a b) su
ddverné a informéacie o ich obsahu méZzu byt

poskytnuté len v stlade s ustanoveniami ¢lanku
IX. Zmluvy.

Zdravotnicke zariadenie gepristﬁpi k zatatiu,
pripadne pokratovaniu Stidie a povoleniu
Skudajucemu zafat, pripadne pokralovat
v Stadii, ak:

a. nie sa kdispozicii vSetky potrebné
dokumenty a informacie a

b. nie si kdispozicii vSetky posudenia a
sthlasy prislu$nych sprévnych organov a
etickych komisii.

IV.
Vyber subjektov hodnotenia pre Stadiu
a vyZiadanie ich sithlasu

[P W SV PP a
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2)

3)

4)

5)

Study: LT1580-301

Clinical Trial Agreement: Pharmnet vs. Ustredn4 vojenské nemocnica RuZomberok

The recruitment of the Study is a competitive 1) Nabor do Studic je kompetitivny a zastavi sa po

one and will be stopped after 450 patients are
recruited in total across all study centers. The
Investigator undertakes to recruit subjects until
he receives the information from Sponsor or
CRO according to which the recruitment has
been completed. Sponsor and/or CRO retain the
right to limit, at any time and with immediate
effect, the number of subjects to be recruited.

Inclusion of subjects in the Study is possible
only on the basis of their written consent and
after subjects had been properly informed. The
manner of demanding consent from the subjects
must be in conformity with ethical principles
and Good Clinical Practice. For this purpose:

a. CRO declares that they handed over to the
Investigator the form of patient informed
consent and written information for
subjects approved by Sponsor, These
docuemnts have been included to the ISF.

b. Before the first action according to the
Study Protocol has been performed with the
Subject, the Investigator will inform the
subject in detail about the procedures of the
study and ask the subject to sign and date
the form of patient informed consent.

The forms of patient informed consent and the
patient informed sheet drafted pursuant to
section 2 signed by subjects must be filed in one
original in the Study File which is kept by the
Investigator and the second original will be
provided immediately after the signing to the
subject. "

In case the Investigator finds out over the course
of the Study that a subject included into the
Study does not, or does no longer, fulfil the
Study criteria, he/she will immediately inform
the CRO and on the basis of previously
concluded written agreement with the Sposnor
the subject will be withdrawn from the Study.

The Investigator will maintain a complete,
accurate, and up-to-date database listing the
patients screened, randomized and withdrawn
from the Study and to archive it in the Study File
after the Study completion. Over the course of
the Study and after its completion, the
Investigator, the Institution and the Sponsor are
obliged, in accordance with applicable laws and

2)

3)

4)

3)

zaradeni 450 pacientov vo  vSetkych
zitastnenych $tudijnych centrach. Skusajici sa
zavizuje zaradovat’ subjekty hodnotenia, kym
neziska informdciu od ZadavatePa alebo CRO o
ukonteni ndboru. Zadavatel alebo CRO si
vyhradzuje pravo kedykolvek a s okamZitou
Gginnostou  obmedzif pofet  subjektov
hodnotenia, ktorf maji byt zaradeni do Studie.

Zaradenie subjektov hodnotenia do Stdie bude
moZné len sich pisomnym informovanym
suhlasom a po ich riadnom pouteni. VyZiadanie
sthlasu od subjektov hodnotenia musi byt
v zhode s etickymi principmi a so sprévnou
klinickou praxou. K tomu:

a. CRO vyhlasuje, Ze odovzdal Skugajicemu
Zadévatel'om schvéleny formular
pisomného suhlasu subjektu hodnotenia so
zaradenfm do Studie a formulér pisomného
poudenia pre subjekty hodnotenia. Tieto
dokumenty sa sucast’'ou ISF.

b. Skugajici pred prvym ukonom V ramci
Protokolu §tidie u subjektu hodnotenia
subjekt podrobne pou¢i o procedirach
Stodie a poiada o jeho vlastnoru¢né
datovaniec a podpis na formulari
informovaného suhlasu.

Formuldre pisomného informovaného suhlasu,
podpisané subjektmi hodnotenia a formulare o
ich poudeni, zaobstarané podl'a ods. 2 sa musia
uloZit’ v jednom originali v ISF u Skisajuceho
a vdruhom originali sa ihned po podpise
odovzdajii subjektu hodnotenia.

Ak Skusajuci zisti v priebehu Stidie, Ze subjekt
hodnotenia zaradeny do Stidie nevyhovuje
alebo prestal vyhovovat jej kritéridm, bez
zbyto¢ného odkladu bude o tom informovat
CRO a po dohode so Zadavatefom ho na
zéklade podpisaného suhlasu z priebehu Studie
vyradi.

SkuSajuci bude v priebehu Stadie udrZiavat
uplnu, presnd a aktudlnu databazu pacientov,
ktor{ boli zaradeni do skriningu, randomizovani
a ktori ukongili Gast v Studii; databéza sa bude
archivovat’ vISF aj po skonteni Studie.
Skusajuci, Zdravotnicke zz‘!'riadenie aj
Zadavatel s povinni v priebehu Stdie aj po jej
ukonteni konat' podla prisluSnych pravnych
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1)

2)

3)

Study: LT1580-301

Clinical Trial Agreement: Pharmnet vs. Ustredn4 vojenska nemocnica Ruzomberok

regulations of the Slovak Republic, to ensure
protection of personal data and information
about personal conditions of the subjects
included in the Study, including, but not limited
to, protection of personal data being disclosed
to the Sponsor (CRO shall not transfer or make
in any other way accessible to Sponsor any
personal data of patients, unless such data has
been pseudonomised or if such disclosure is
required under applicable law or requested by
the competent authorities); this restriction does
not apply to monitoring of the Study (Article V.
of the Agreement).

V.
Monitoring, Audits and Inspections

The progress and conduct of the Study will be
monitored by the CRO for which the
Institution and the Investigator must allow
direct access to all facilities used for the
conduct of the Study, all devices used in the
Study and to the information obtained during
the Study as well as to the retrospective results
of all clinical records, laboratory tests,
examinations, hospital release records, health
insurance reimbursement codes and other
routine records about the Subjects included in
the Study (ref. ICH Note for Guidance on
Good  Clinical  Practice, Step 3,
CPMP/ICH/135/95). The Investigator engages
in receiving the CRA on a regular basis and in
dedicating time to her/him.

In addition, the progress and the results of the
Study may by checked by any of the Sponsor's
representatives; this provisipn shall have no
effect on the right to cheek the Study by
assigned workers of applicable government
authorities of Slovakia and foreign regulatory
institutions. The Investigator accepts and
acknowledges undergoing an audit/inspection
and dedicates time to the auditor/inspection.

The Investigator and/ or Institution shall notify
the CRO immediately if any governmental or
regulatory authority including the Food and
Drug Administration of the USA requests
permission  or  starts  inspection  of
Investigator’s facilities and will provide in
writing to the CRO copies of all materials,
correspondence, statement, forms, and records
which Investigator receives, obtains or
generates pursuant to any such inspection.
Institution and Investigator shall permit

1)

2)

3)

predpisov Slovenska na ochranu osobnych
udajov a informécii o osobnych pomeroch
subjektov hodnotenia, zaradenych do Studie
vritane ochrany osobnych utdajov pred ich
odhalenim Zadéavatel'ovi (CRO neodovzda ani
nijako inak nespristupni Ziadne osobné udaje
pacientov ZadévatePovi, ak predtym neboli
anonymizované alebo ak si ich odhalenie
nevyzadoval prisluiny zikon alebo spravny
orgén); toto obmedzenie sa nevztahuje na
monitorovanie $tidie (Clanok V. Zmluvy).

V.
Sledovanie (monitorovanie), audity a
in$pekcie

Priebeh a vykonavanie Stidie budu kontrolovat’
odbomni pracovnici CRO, ktorym Zdravotnicke
zariadenie aj Ska3ajdci musia umoznit’ priamy
pristup do v3etkych priestorov vykonévania
Sttidie, ku vietkym zariadeniam pouZitym na
vykonavanie Stidie a ku vietkym informacidm
ziskanym v ramci Stadie, rovnako ako
k retrospektivnym  zdznamom, vysledkom
laboratérnych testov, vysledkom vySetreni,
prepistacim spravam, zdznamom vykazov pre
poistovne a inym rutinnym zdznamom o
subjektoch hodnotenia, zaradenych do Stidie
(pozri pokyny ICH-GCP, S,
CPMP/ICH./135/95).  Skiiajuci sa tieZ
zavizuje v pravidelnych terminoch venovat’ ¢as
odbornym pracovnikom CRO (monitorom
klinickych ¥tadif).

Priebeh Studie a jej vysledky moZu navySe
kontrolovat’ akikoPvek zastupcovia Zadavatel'a;
tym nie je dotknuté pravo kontroly poverenymi
pracovnikmi prislu¥nych Statnych orginov
Slovenska a zahraniZnych kontrolnych tradov.
Skiugajuci akceptuje a berie na vedomie, Ze
priebeh Stidie a jej vysledky méZu byt
predmetom auditu alebo in3pekcie, a v tomto
pripade sa zavizuje venovat’
auditorovi/in¥pektorovi prislusny &as.

Skigajuci alebo Zdravotnicke zariadenie
neodkladne upovedomi CRO, ak vladny alebo
spravny organ vratane Uradu pre liediva a
potraviny Spojenych $tatov americkych (FDA
USA) poZiada o kontrolni inSpekciu alebo ju na
pracovisku SkiiSajuceho za¢ne, a poskytne
vpisomnej forme CRO vsetky relevantné
materialy, koreSpondenciu, vyhlasenie,
formuldre, informicie a ziznamy, ktoré
Sktisajuci  dostane, ziska alebo vytvori
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CRO/Sponsor to attend any such inspection
unless prohibited by applicable law or the
competent governmental or regulatory
authorities.

4) In accordance with Art. IV, paragraph 2

Institution’s,
Sponsor’s responsibilities

1)

2)

3)

4

5)

hereof, the subjects must be informed about the
fact that information about them obtained in
the course of the Study may be used and
handed over for control purposes to applicable
government authorities in EU and outside of
EU.

VI

Investigator’s, CRO’s and

Sponsor will provide or will have provided the
Institution and the Investigator with samples of
the Study Drug and individual case report
forms, as well as any other documents and
materials defined in the Protocol as the
Sponser’s responsibility, which are necessary
for conducting of the Study, so that the duration

of the Study, as expected in Article L. hereof, is
complied with.

The Institution is obliged to entrust the
Investigator with the conduction of the Study
and to provide adequate number of qualified
staff, the Study Team, to conduct the Study
properly and safely and provide necessary
facilities for the conduct of the Study.

The Institution is obliged to guarantee the
receipt, storage and dispensing of Study Drug
strictly for the purpose of the Study, in
accordance with general valid laws and
regulations in the Slovak Republic, especiaily
with decree of Ministry of Health no. 129/2012
Coll., On good pharmaceutical practice and
with SUKL regulations. Institution quarantees
the availibility of Study Drug the temperature
logs during the whole period of the storage by
Pharmacy and/or Investigator.

The Institution and Investigator are obliged not
to include same subjects in another clinical trial
during the duration of the Study and to ensure
that other projects do not divert essential
facilities away from this Study.

The Institution and Investigator are obliged to
guarantee that medical records are accurately
kept and electronical case reports forms

4)

Y

2)

3

4)

5)

v suvislosti s takouto inSpekénou kontrolou.
Zdravotnicke zariadenie a SkuSajlci povolia
reprezentantom CRO/Zadévatela ucast na
pripadnej inSpekcii, ak to nie je v rozpore so
zakonom alebo smernicami spravnych dradov.

Subjekty hodnotenia musia byt’ poucené podl'a
¢1. 1V ods. 2 Zmluvy a informovani aj o tom, Ze
udaje ziskané o nich v priebehu Stidie sa mézu
na GCely kontroly pouZit a predloZit' aj
prislu$nym Statnym orgénom v ramci EU aj
mimo nej.

VL
Zodpovednosti Zdravotnickeho zariadenia,
Skisajiuceho, CRO a Zadivatela

Zadavatel' poskytne alebo uZz poskytol
Zdravotnickemu zariadeniu a SkuSajicemu
vzorky $tudijnej medikdcie a individudlne
zaznamy subjektu hodnotenia, rovnako ako
vietky dokumenty a vSetok materiél, za ktorého
dodanie podfa protokolu Stidie zodpoved4
Zadévatel, tak ako si nevyhnutné na vykonanie
Stidie, aby sa mohlo dodrZat’ trvanie Stidie,
predpokladané v ¢€l. 1. Zmluvy.

Zdravotnicke zariadenie sa zavizuje zverit
Skusajlicemu vykonanie Stidie a poskytnat
dostatotné persondlne zabezpelenie, studuny
tim, na spravne a bezpe¢né vykonanie Studie a
zabezpetit' nevyhnutné prostriedky, zariadenie
a vybavenie na vykonanie Studie.

Zdravotnicke zariadenie sa zavézuje zabezpecit’
preberanie, uchovéavanie a vydaj Hodnoteného
lietiva vyhradne na ukely Stidie v silade
s platnymi pravnymi predpismi Slovenskej
republiky, najmé s vyhlaSkou &. 129/2012 Z. z.
0 spravnej lek4renske] praxi a s pokynmi
SUKLu. Zdravotnicke zariadenie zabezpe&i
poskytnutie teplotnych zdznamov skladovania
Hodnoteného lietiva pofas celého uloZenia
Hodnoteného liediva Lekarfiou a/alebo
Skugajlcim.

Zdravotnicke zariadenie a SkG3ajuci sa
zavizujii pofas trvania Stidie nezaradovat
subjekty hodnotenia zaradené do inych
Klinickych hodnoteni, a zabezpetit, aby sa
zariadenia potrebné na realiziciu Stadie
nevyuzivali prednostne na iné projekty.

Zdravotnicke zariadenie a Sku3ajici sa
zavizuji zabezpeGit' presnost ~zdravotnych
zaznamov a  vyplnenie elektronickych
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(eCRFs) are filled in promptly according to the
Protocol and mandatory law applicable to the
Institution and errors are corrected
immediately.

The Study Drug and other materials, as
specified in the Protocol, provided by or in
behalf of the Sponsor, must be used by the
Investigator exclusively for conducting of the
Study. This is documented in the drug
accountability log. The Investigator must, upon
Sponsor and/or CRO's first request return all
the Study materials. All Study Drugs that are
not used in the course of study should be sent
back to the Sponsor unless otherwise directed.

The Institution and the Investigator undertakes
to store the Study documentation, including all
relevant documents related to the Study, for 15
years or until he/she is notified by the Sponsor
that the document storage period has ended or
longer period if required by local rules. The
Institution will not approach destruction of the
previous  written
Sponsor’s agreement.

The Investigator will put a copy of the signed
and dated curriculum vitae for the Study
documentation at Sponsor’s and CRO's
disposal.

The Institution and the Investigator as well as
all members of the Study Team, including
those joining after the study initiation, agree to
cooperate with Sponsor. in providing
information as may be required by Sponsor to
comply with FDA requirements Investigator
will ensure that all investigators listed on the
Study Team list (i.e., the delegation log) at the
time of Study initiation as well as all
investigators joining after Study initiation, will
provide sufficient and accurate financial
information in English on the Financial
Disclosure Form (“FDF”) provided by the
CRO/Sponsor. The disclosure involves also
the spouse and children. Any changes to
reportable financial information emerging
during the Study and within one year after its
closing must be communicated, without delay,
to the Sponsor. The form shall be provided to
the Investigator by the Sponsor. Completion of
the form is essential for acceptance to the Study
Team. Any Investigator or member of the

6)

7

8)

9

zéznamov o subjektoch hodnotenia (eCRF)
bezprostredne podfa protokolu a zakonnych
poZiadaviek a okamZité odstrafiovanie
vzniknutych chyb.

Hodnotené lie€ivo aj ostatné materialy, ktorych
Specifikicia je uvedend v protokole Studie,
poskytnuté  Zaddvatelom alebo v jeho
zastipeni, pouZzije Skuiajici vyluéne na Glely
vykonania Stidie. Toto je dokumentované vo
formulari ,drug accountability log*. VSetky
hodnotiace materialy sa SkuSajici zavizuje
vrétit’ na zaklade prvej vyzvy Zadéavatela alebo
CRO. Vsetko Hodnoten¢ lieivo, ktoré sa
nepouzilo vramci Stidie, sa posle naspit’
Zadévatel'ovi, ak sa nebude vyZadovat’ odli$ny
postup.

Zdravotnicke zariadenie a SkuSajuci sa
zavizujli uchovavat’ vetky dokumenty Stidie
vriatane vietkych dokumentov tykajucich sa
Stidie, a to 15 rokov alebo dovtedy, kym
Zadavatel' pisomne oznami, Ze archiviciu
dokumentov mozno ukondit, avSak dihsie, ak si
to vyZaduji lokalne predpisy. Zdravotnicke
zariadenie sa zavizuje nelikvidovat’' dokumenty
bez predchddzajuceho pisomného sGhlasu
Zadéavatela.

Skii¥ajiici zaradi do dokumenticie Stidie képiu
podpisaného a datovaného Zivotopisu, kde bude
k dispozicii Zadavatelovi a CRO.

Zdravotnicke zariadenie, SkaSajuci a Clenovia
Studijného timu vratane zallenenych po
iniciovani ¥tidie sa zaviizuju spolupracovat’ so
Zadavatefom pri poskytnuti Finan&ného
vyhlasenia v anglickom jazyku podla
poZiadaviek FDA. Skusajuci zaisti, aby vietci
skiSajuci uvedeni na listine podpisovych
vzorov (zoznamu funkcii v Studii) pri zadati
Stadie, rovnako ako dodatoéne pri¢leneni po
zadati Studie, vyplnili Gplne a presne,
vanglickom jazyku, formuldr Financial
Disclosure Form (FDF), poskytnuty CRO alebo

Zadévatefom.  Vyhlasenie  zahffia  aj
manZela/manZelku a  deti, skutoCnosti

podliehajuce informa&nej povinnosti, ktoré by
nastali v priebehu Studie a rok po jej uzavreti,
sa musia neodkladne ozndmit' Zadavatelovi.
Formuldr Finanéného vyhldsenia poskytne
Skasajticemu Zadavatel. Vyplnenie formulédra
je nevyhnutnou podmienkou zatlenenia do
Studijného timu. Ak SkuSajici alebo &len
Studijného timu odmietne objasnit’ svoje
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Study Team refusing to disclose his/ her
interests in the results of the Study will not be
allowed to participate in the Study. The
Institution and the Investigator will inform the
members of the Study Team that the data from
the form may be included in a regulatory
submission in the USA and that the FDA
reserves the right to make the information
public if it feels that this is in the public
interest. The Investigator understands that it is
his/ her responsibility to communicate the
compliance requirements to all Study team
members. Investigator shall ensure to obtain
from each sub-investigator prior written

consent as necessary for such review and
transfer.

Investigator and Institution are responsible for

equipment provided by or on behalf of Sponsor
for Study conduct. This equipment will be
returned to Sponsor or CRO upon Study
completion unless agreed otherwise with
regard. to specific equipment (items). This
equipment will be also returned in case of
breach of Agreement.

The Investigator is obliged to conduct the
Study in accordance with this Agreement and
with the documents of the Investigator Site
File. The Investigator will introduce all Study
Team members of the Institution involved in
the Study to the Protocol and arrange for
meetings with the Sponsor on demand. In
particular, the Investigator will ensure that all
Study Team members involved in the Study
comply with the obligations of the Investigator
to the extent that they were delegated to them.

The CRO submits on behalf of the Investigator
Study documentation to the Competent
Authority for  regulatory  approval.

The Sposnor will take care for timely delivery
the Study Drug and other Study supplies to the
Institution and/or Investigator free of charge.
The Sponsor is obliged to inform the
Investigator about chemical/ pharmaceutical,
toxicological, pharmacological and clinical

data justifying nature, scope and duration of the
Study.

Institution shall collect, transfer, store and/or
destroy biological samples taken from Study
subjects in connection with such subject’s
participation in the Study (hereinafter referred
to as “Biological Samples™”) in accordance

finanéné zaujmy na vysledkoch Studie, nebude
schvaleny na u€ast v Stadii. Zdravotnicke
zariadenie a Ski¥ajici budid informovat’ lenov
Studijného timu, %e udaje uvedené vo
Finanénom vyhlaseni méZzu byt uvedené
v Ziadosti o sdhlas s klinickym hodnotenim
vUSA a Z¢ si FDA vyhradzuje pravo na
zverejnenie informécie z Finanéného
vyhlasenia, ak to bude vo verejnom ziujme.
Skusajuci vyhlasuje, Ze preberd zodpovednost’
za ozndmenie uvedenych poZiadaviek vietkym
8lenom Studijného timu. Skddajuci si od
spoluskusajtcich, sktorych FDF  bude
nakladaf’, vyZiada vopred pisomny siihlas s jeho
reviziou a odovzdanim.

10) Skagajici a Zdravotnicke zariadenie su

zodpovedni za  vybavenie  poskytnuté
Zadivatelom alebo v jeho zastipeni na ulely
vykonania Stadie. Po skoneni Stidie bude toto
vybavenie vratené Zadavatel'ovi alebo CRO, ak
nebolo dohodnuté inak pre Specifické
vybavenie (poloZky). Toto vybavenie bude
vrétené aj v pripade poruenia Zmluvy.

11) Skiisajiici sa zavizuje vykonat' Stidiu v silade

so Zmluvou a riadit sa dokumentmi, ktoré
obsahuje Studijny spis Skiajiceho. Skusajuci
zoznami vietkych &lenov Studijného timu
s protokolom a zvold ich schddzku v pripade,
Ze o to Zadavatel’ poZiada. SkaSajuci zabezpedi
predovietkym to, Ze vietky osoby
spolupracujiice na Studii budi uzrozumené so
svojimi povinnostami, ktoré im boli v ramci
Stadie urdené.

12) CRO posle vmene SkuSajiceho Studijnu

dokumenté4ciu so Zadostami o povolenie
Studie prislu$nému spravnemu organu.

13) Zadavatel' bude zadarmo a v&as dodéavat

Zdravotnickemu zariadeniu alebo SkuSajiicemu
Hodnotené lie€ivo a d’al$i materidl. Zadavatel
poskytne Skusajucemu potrebné informacie o
chemickych, farmaceutickych,
toxikologickych, farmakologickych a
klinickych idajoch, ktoré opodstatiiuji zmysel,
ciel’ a trvanie Stdie.

14) Zdravotnicke zariadenie odoberie, zabezpeti na

prevoz, bude skladovat a/alebo zlikviduje
biologické vzorky odobrané od subjektov
hodnotenia v savislosti s ufastou tychto
subjektov na Stidii (d'alej len ,Biologické
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with  the Protocol, applicable legal
requirements, and the signed ICF. Such
Biological Samples include, without limitation,
tissue samples and blood samples, and any by-
products and derivatives thereof. Institution
shall not use the Biological Samples for any
purpose other than those explicitly set forth in
the Protocol or in the signed ICF, Applicable
Requirements and Institution  policy.
Institution shall not distribute any Biological
Samples to any persons other than as directed
by Sponsor. At the request of Sponsor,
Institution shall destroy the Biological Samples
and provide written certification that such
Biological Samples have been destroyed.

15) If CRO or Sponsor supplies the Institution and

1)

Investigator with medical devices and/or other
equipment for use in the Study (hereinafter
referred to as the “Equipment”), the Equipment
has to be documented in the “Lending Form”
which is part of the ISF.

. VIL
Adverse Events in the Course of the Study

The Investigator must collect, document and
report information on all adverse events,
serious and non-serious, as defined in the
Protocol, in accordance with the instructions
provided in the Investigator Site File,
applicable laws and any condition of approval
imposed by Ethics Committee.,

VIIL
Study Subject Injury and Indemnification

The trial is covered by insurance pursuant to
the insurance policy issued by Kooperativa
pojiStovna, a.s., Vienna Insurance Group.
(Policy No. 1009900291 dated June, 19% 2018)
on the terms and conditions therein.

Sponsor shall indemnify and hold harmless, and
at Institution’s request, defend Institution,
Investigator and all staff members working
under the Institution’s direction on the conduct
of the Trial (hereinafter referred to as the

vzorky*) v silade s Protokolom, prislu$nymi
poZiadavkami  prdvnych  predpisov = a
podpisanym pisomnym informovanym
suhlasom. Tieto Biologické vzorky zahfiiaju
predovietkym vzorky tkaniva a krvi a
akékol'vek vedPajSie produkty alebo derivaty
ztychto tkaniv alebo krvi. Zdravotnicke
zariadenie nie je oprdvnené pouZit' Biologické
vzorky na Ziadny iny tcel ako na ten, ktory je
vyslovne definovany v Protokole a podpisanom
pisomnom informovanom suhlase, prislunych
pravnych predpisoch a internych pravidlich
Zdravotnickeho  zariadenia.  Zdravotnicke
zariadenie nebude odovzdivat  Ziadne
Biologické vzorky Ziadnym osobam v rozpore
s pokynmi Zadavatel'a. Na zaklade poZiadavky
Zadavatela sa Zdravotnicke zariadenie
zaviizuje, Ze zlikviduje Biologické vzorky a
poskytne pisomné potvrdenie, Ze tieto
Biologické vzorky boli zlikvidované.

15) Ak CRO alebo Zadavatel = poskyine

1)

Zdravotnickemu zariadeniu alebo Skasajiicemu
zdravotnicke prostriedky alebo iné vybavenie
na pouZitie v Stadii (d’alej len ,,Vybavenie®),
musi byt vybavenie zanamenané do formuléara
Lending Form, ktory je siéastou Zarad’'ovaca
Stadie.

VIL
NeZiaduce prihody v priebehu Stidie

Skasajiici  je  povinny  zhromazdovat,
zaznamendvat’ a ohlasovat informécie o
akychkoPvek neZiaducich prihodéach,
zavaZnych, ako aj nezdvaznych, podfa ich
definicie v Protokole, a to spdsobom opisanym
v Zarad'ovati $tidie (Investigator Study File) a
podla poZiadaviek legislativy alebo etickej
komisie.

VIIL
PoSkodenie zdravia subjektu hodnotenia a
odSkodnenie

Klinické hodnotenie je poistené v rozsahu
podla podmienok poistenj zmluvy uzatvorenej
so spolocnostou Kooperativa poistoviia a.s ,
Vienna insurance group (poistna zmluvy ¢&.
1009900291 zo diia 19. Jina 2018).

Zadavatel' odskodni, prevezme zodpovednost
ana Ziadost Zdravotnickeho zariadenia bude
hajit zdravotnicke zariadenie, skuSajuceho
avietkych pracovnikov, podielajiicich sa
podla pokynov Zdravotnickeho zariadenia na
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“Indemnitees™) from and against any claims,
damages, losses and expenses, including court
costs and reasonable fees of solicitors and other
professionals arising out of or resulting from
adverse drug experiences resulting in bodily
injury to patients, including death caused
directly by the participation of the patient in the
trial, whether as a consequence of administration
of the Trial drug or as a consequence of a
procedure applied on basis of the Protocol of this
Trial. Sponsor shall also provide Institution with
compensation of a damage, arising in connection
with clinical study and does not concern health
injury (including death and permanent
consequencies) in Subjects attending clinical
study, in amount given by law regulations or
valid court decision

The claim for damage compensation according to

previous paragraphs does not arise or arises only
in limited extent particularly if:

a) Health injury (including death) was caused
by negligence or contributory negligence of
Subject or his legal deputy, even due to
carelessness; lockout according to this
paragraph will not be applied if Institution
fulfilled duties listed in paragraphs c), d) and
¢) of this section and Institution is in spite of
this obliged to compensate damage to
Subject or to the other person based on valid
decision or in case when Institution
compensated damage with approval of CRO.

b)  Health injury (including death) was caused
by intentional proceeding or intentional bad
behaviour or intentional violation of duties
given to Institution or Investigator by law
regulation, this agreement including all its
appendices, Protocol or instructions or
recommendations given by CRO.

¢) Institution or Investigator without useless
postponement, i.e. up to 90 days at the latest
after claim for damage compensation was
applied to at least one of them did not report
this fact to CRO in writing.

d) Institution or Investigator will not provide all
information and cooperation to CRO related
to progress of solution of required claim or if
they are required and after mutual agreement
of contractual parties will not concede to

b)

<)

d

realizcii klického hodnotenia (d’alej ako

»od3kodnené osoby“) vo&i akymkolvek
narokom, nahradam jmy, stratim
avydavkom, vritane sidnych vydavkov

a primeranych poplatkov pravnym zdstupcom
ainym odbornikom, vyplyvajicim
z neZiaducich 1ginokov hodnoteného lieciva
vedicim kujme na zdravi subjektov
hodnotenia ato vratane smrti spdsobenej
priamo  ufastou  subjektu  hodnotenia
v klinickom sk(3ani ¢i uZ v dosledku podania
hodnoteného lie¢iva alebo v dosledku postupu,
aplikovaného na zéklade protokolu tohto
klinického skiigania. Zadivatel' taktieZ
poskytne zdravotnickemu zariadeniu nahradu
Skody vo vySke ustanovenej pradvnymi
predpismi, resp. pravoplatnym rozhodnutim
sadu, ktord vznikla v savislosti s klinickym
sku$anim a netyka sa ujmy na zdravi (vritane
smrti a trvalych nasledkov) subjektov, ktori sa
zaastnili klinického ski§ania

Néirok na  ndhradu  $kody  podfa
predchadzajiicich &lankov nevznikd, pripadne
vznika len v pomernej vyke, najmi ak:

ujma na zdravi (vratane smrti) bola spdsobend
zavinenim &i spoluzavinenim Subjektu &i jeho
zdkonného zastupcu, &o aj z nedbanlivosti;
vyluka podla tohto odseku sa neuplatni,
pokial si zdravotnicke zariadenie splnilo
povinnosti uvedené v odsekoch c), d) ae)
tohto bodu a zdravotnicke zariadenie je
naprick tomu povinné nahradit 3kodu
Subjektu alebo inej osobe na ziklade
pravoplatného rozhodnutia alebo v pripade,
ak zdravotnicke zariadenie $kodu uhradilo s
pisomnym stihlasom CRO;

ujma na zdravi (vratane smrti) bola spdsobena
Umyselnym konanim alebo umyselne zlym
spravanim & Gmyselnym  porulenim
povinnosti  stanovenej  zdravotnickemu
zariadeniu alebo Skufajicemu privnym
predpisom, touto Zmluvou, vratane vietkych
jej priloh, Protokolom alebo in§trukciami &i
odpora¢aniami CRO;

Zdravotnicke zariadenie alebo SkuSajuci bez
zbytotného odkladu, t.j. najneskdr do 90 dni
po tom, o bol voti &o len jednému z nich
uplatneny ndrok na ndhradu 3kody,
neoznamili tito skutoénost’ pisomne CRO;
Zdravotnicke zariadenie alebo Skusajlci
neposkytne vietky informdcie a pomoc CRO
stvisiace s priebehom rie§enia pozadovaného
naroku, alebo ak si poZiadani a po vzdjomnej
dohode zmluvnych stran, neprenechaji: CRO
vykonanie obhajoby avedenie vSetkych
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CRO realisation of defense and management
of all acts in law arising from this fact.
Institution or Investigator accepted claim
brought by the third person without receipt
of previous approval from CRO. In this
connection will be considered if CRO did not
refuse its approval groundlessly or if
Institution or Investigator acted in agreement
with law regulations.

Institution or Investigator violated their
obligation to store and to maintain applicable
documentation if missing documentation
could be a reason for constitution or
recognition of a claim for damage
compensation or its amount.

X
Protectjon of Copfidential Information

pravnych tukonov, ktoré ztejto skutoénosti
vyplyvaji;

Zdravotnicke zariadenie alebo SkuSajuci
uznali narok- vzneseny tretfou osobou bez
toho, Ze by obdrzali predchadzajiici pisomny
suhlas CRO. V tejto suvislosti bude
prihliadané k tomu, & CRO svoj siihlas
bezd6vodne neodoprel alebo ¢i zdravotnicke
zariadenie alebo SkiSajtici konali v sulade s
pravnymi predpismi;

Zdravotnicke zariadenie alebo SkuSajici
porusili svoju povinnost’ uchovévat’ a viest
prislusni dokumentéciu, pokial chybajica
dokumentacia méze byt dévodom na vznik
alebo priznanie niroku na nahradu Skody
alebo jeho vysky.

X.
Ochrana dévernych informécii

1) For the purpose of this Agreement 1) Na tely Zmluvy bude termin ,Informacie“

2)

3)

“Information” shall mean all visual, oral,
written and/or electronic information and data
on the Study Drug, any technical and/or test
results pertaining thereto and any other matter
related to the Study that the Institution and/or
the Investigator have obtained from Sponsor
and/or CRO for the purpose of or in connection
with the conduct of the Study or generated
pursuant to the Study (“Confidential
Information™).

The Institution, the Investigator and all Study
Team are obliged to keep such Confidential
Information strictly confidential.

s

The Institution’s and/or the Investigator’s
obligations include, but are not limited to:

not disclosing the Confidential Information
to any third party without prior written
consent by Sponsor,

any disclosure shall contain only the

information required by applicable law,

not using the Confidential Information for
any other purpose but the one agreed herein.

4) For the purpose of the performance of the Study
the Institution and the Investigator may disclose
Confidential Information to such responsible

Pharmnat e r a I Clinical Trial A

2)

3)

4)

ant Tamnlata QW/VINNAAAVAN4D

znamenat’ vSetky obrazové, ustne, pisomné
a/alebo elektronické informacie, dita a udaje o
Hodnotenom lieSive, akékolvek technické
vysledky alebo vysledky testov, ktoré sa ho
tykaju alebo sa tykaju akéhokolvek dalSieho
poznatku suvisiaceho so Stidiou, ktoré
Zdravotnicke zariadenie a/alebo Skusajici
ziskaj(i od Zadavatela a/alebo CRO na tdely
alebo v spojeni s vykonanim Stidie alebo ktoré
sa vytvoria na zéklade Stadie (dalej len
»Doverné informécie).

Zdravotnicke zariadenie, SkuSajici a ostatni
Uenovia Studijného timu sG  povinni
zaobchéadzat’ s takymito Déovernymi
informaciami ako s prisne dévernymi.

Tieto zavdizky Zdravotnickeho zariadenia

a/alebo Skusajiceho okrem iného zahfiiaju

uvedené povinnosti:

a. neposkytnit Doverné informacie Ziadnej
tretej strane bez predchadzajiiceho
pisomného sthlasu Zadévatel’a,

b. ak vznikne povinnost’ poskytnit’ Doverné
informacie, poskytnut' len také, ktoré
poZzaduje zékon,

c. nepouZit' Doverné informécie na iny el
neZ G¢el dohodnuty v Zmluve.

Zdravotnicke zariadenie a Skusajici mézu na

Gitely vykonania Stidie poskytnit Déverné
informéacie tym zodpovednym zamestnancom

an
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employees or to third parties to whom it shall be
necessary and essential for the conduct of the
Study to disclose such Confidential Information.
Prior to disclosure of any such Confidential
Information to employees and/or third parties the
Institution and the Investigator undertake to
impose all obligations on said employees and/or
third parties as imposed on the Institution and
Investigator according to this Agreement.

5) The obligations set forth above in clause 1-4
shall be valid for the duration of this Agreement
and shall additionally expand for a period of
fifteen (15) years after termination of this
Agreement.

6) Institution’s and Investigator’s obligations
under this Agreement shall not apply to
Confidential Information which can be shown by
appropriate evidence in writing:

a. is in the public domain at the time of
disclosure by Sponsor and/or CRO to
Investigator hereunder; or

b. becomes part of the public domain after
disclosures other than due to an act or
omission by Institution and/or Investigator
constituting a breach of any provision of
this Agreement; or

c. was in lawful possession of Institution
and/or Investigator at the time of disclosure,
and was not acquired, directly or indirectly,
from Sponsor and/or CRO; or

d. was obtained from a third party not under an
obligation of confidentialify to Sponsor
and/or CRO; or

e. was developed by Institution and/or
Investigator  independently of any
disclosures from Sponsor and/or CRO
hereunder.

X.
Intellectual Property and Patent rights

1) All rights, title and interest in and to the
intellectual property and materials that are the
subject of the Study or the Protocol, including,
without limitation, all property rights in the
investigational product and all data, technical

5)

6)

1)

alebo tretim stranam, pre ktoré je zoznédmenie
sa stakymi  dovernymi informé.ciami
nevyhnutné a potrebné na vykonanie Stidie.
Zdravotnicke zariadenie a SkuSajuci sa
zavizuji, ¥e skor ako také Doverné informécie
poskytnii zamestnancom alebo tretim osobam,
uloZia tymto zamestnancom, pripadne tretim
strandm vietky zavizky tak, ako si uloZené
Zdravotnickemu zariadeniu a SkiSajicemu
podFfa Zmluvy.

Povinnosti stanovené vysSie v ustanoveni 1-4
st zavizné poas celej platnosti Zmluvy a budu
nad’alej platné pétnast’ (15) rokov po ukongeni
platnosti Zmluvy.

Povinnosti SkuSajuceho a Zdravotnickeho
zariadenia sa nevztahujt na Doverné
informacie, o ktorych moZzno pisomne
preukazat’, Ze:

a. sU verejne zndme v Sase ich spristupnenia
Skusajlicemu zo strany Zadavatel'a a/alebo
CRO podl'a Zmluvy; alebo

b. sa stani verejne znAmymi z inych dévodov
ako pre konanie alebo zanedbanie zo strany
Zdravotnickeho ~ zariadenia  a/alebo
Skugajiceho, predstavujice  poruSenie
akéhokol'vek bodu Zmluvy; alebo

c. boli vopravnenej drzbe Zdravotnickeho
zariadenia a/alebo Sku3ajiceho v obdobf
ich spristupnenia a neboli ziskané, priamo
alebo nepriamo, od Zadavatela a/alebo
CRO; alebo

d. boli ziskané od tretej strany, nie viazanej

povinnostou ml¢anlivosti voti
Zadavatefovi a/alebo CRO  alebo
e. boli generované Zdravotnickym

zariadenim afalebo Skusajicim nezavisle
od spristupnenia od Zadévatela a/alebo
CRO podl'a Zmluvy.

X.
Dusevné viastnictvo a patentové prdava

Vsetky prdva, ndroky a zaujmy tykajuce sa
duSevného vlastnictva a materidlov vo vztahu
k Stadii alebo Protokolu, zahfiiajice bez
akychkol'vek obmedzeni -data, technické

informacie, vynilezy, objavy, produkty vyvoja,

Pharmnet s.r.0./ Clinical Trial Aareement Temnlate SK/ V22MAY2018 13
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information, inventions, discoveries,
developments, improvements, enhancements,
software, know-how, methods, techniques,

formulae, processes and other proprietary ideas
(whether or not patentable or registrable under
patent, copyright or similar laws) and materials
related to any product in the Study or Protocol,
or otherwise derived, conceived, discovered,
developed or reduced to practice as a direct or
indirect result of the Institution’s performance of
any services under or pursuant to this Agreement
or during the course of or in connection with the
Study whether generated or developed by the
Institution or Sponsor or their respective agents,
employees or contractors, either solely or jointly
with others, including based on or making use of
Confidential Information and/or in the area of or
relating to the Study Drug and/or involving
therapeutic indications/uses therefore, based
upon observations made or data gathered in.the
performance of the Protocol (heremaﬂerxeffered
to as the “Inventlons”) will be the sole and
exclusive property of Sponsor and are herewith
assigned to Sponsor without any addltlonal
compensation. - :

2) The Instltutlon and/or the Invesngator are
obliged to impose. respective obhganons as set

forth in this Agreement on all persons mvolved
in the Study.

3) The Insﬁtution shall notify the Sponsor of any
Intellectual Property promptly in writing and
make all statements legally necessary to
tltleentltle such Intellectual P,roperty to the
Sponsor §

4) Sponsor shall have the sole and excluswe r;ght
to obtam ﬁle ?nd prosecute in 1ts own name,

Property.

5) The Institution is solely responsible to
compensate its employees in case of commercial
exploitation of inventions.

6) All projects, data, raw ~data, documents,
mforrnatlon expenences and inventions
resultmg from the Study are exclusively owned
by Sponsor. Accordingly, Sponsor keeps all
rights for. worldw1de commercialization of its
respecnve products and Ilcenses w1thout any

N o i .o

. . [EE
Dl\hm-\n. ~eal ﬂl.—:-nnl Toial Asmm o e Tmmeahain

zlepSenia, roziirenia spektra funkcii, softvér,
postupy, metédy, techniky, vzorce, procesy a
dalsie mySlienkové vlastnictvo (& uZ
patentovatelné, - alebo zapisatelné pod
patentom, vydavate[skym priavom alebo
podobnou zikonnou ochranou) a materidly
vzt'ahujice sa na akykoPvek produkt v Stidii
alebo Protokole alebo akoukoFvek cestou
odvodené, vyvodené, objavené alebo vyvinuté
alebo prakticky uplatnené ako priamy alebo
nepriamy vysledok dinnosti Zdravotnickeho
zariadenia pri poskytovani sluZieb podl'a tejto
zmluvy alebo vo vztahu knej, &i v priebehu
Studie, alebo vo vzt'ahu k nej, €i uZ pochadzaju

z ¢innosti, alebo vyvojovych prac
Zdravotnickeho zariadenia, Zadévatela alebo
ich  zamestnancov,  zistupcov  alebo
poskytovatelov, ¢&i . uZz samostatne, alebo

v sudinnosti s ostatnymi, vratane zaloZenych na
Dévernych, .informécidch, a/alebo , v oblasti
vztahujucej sa na, Hodnotené hecnvo a!alebo
zahrﬁajucej lleéebne mdlkﬁcle/pouime
vykonané na zéklade ‘pozorovania alebo
zhromaZdenych dat pri vykonavani pric podla
protokolu (dalej len ,Vyndlezy*) budi
neoddelitelnym a vyluénym vlastnictvom
Zadavatefa a tymto prevedené Zadéavatelovi

bez ndroku na akékolvek dodatotné
kompenzicie.
2) Zdravotmc e zanademe a/alebo Sku§a_1uc1 si

povinni ulozn’ prlsluﬁné ‘zévazky stanovené
Zmluvop vietkym osobam, ktoré sa podiefaju
na vykonévani Stidie.

Zdravotnicke zariadenie bezodkladne
upovedomi  Zadavatela o  akomkoPvek
dufevnom vlastnictve- pisomnou formou a
pripoji pravne, vyhlasenie, Ze ho prevédza na
Zadévatel’a .

3)

4) Zadévatel’ ' ma neqlelne a vylucné prévo
znskavat zaplsovat’ a svojim vlastnym menom
sudne vyméhat’ patentové pnhla§ky tykajuce sa

Duéevného vlastmctva

'Za kompenzécm kotnércného vyuZitia
vynélezov vlastnych zamestnancov zodpoveda
vyhradne Zdravotnicke zariadenie.

Vietky projekty, tdaje, zdrojové data,
dokumenty, informécie, skisenosti a objavy,
ktoré budi vysledkom Stidie, budii predmetom
vyhradného vlastnictva Zadavatel'a. Zadévatel
je teda drZitelom v3etkych prév na, celosvetové
komercne vyuZitie . svoj jich pnslu§nych

5)

6)

' . .
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restrictions. The Sponsor engages in providing
the Investigator with the Study results in order to

aliow him to inform patients who may ask for
them.

7) All data, information and materials developed or
generated by the Institution or the Investigator as
a result, or arising out, of the Study (hereinafter
refferd to as the “Study Results™) shall be the
sole and exclusive property of the Sponsor.

8) The Institution and the Investigator certify that
the above-mentioned obligations are not

contradictory to any other agreement concluded
with third parties.

XI.
Publications

1) The Sponsor has unrestricted rights to publish
the data resulting from the trial, including

outsourcing the publication to a third party and
nominate the co-authors.

2) The Investigator and Co-Investigators may only
publish the Study result, after he/she has
obtained a prior written consent of Sponsor.

3) In case of multicenter studies, a publication from
local study sites must not precede the joint multi-
investigator data publication of the entire study.

4) Investigator shall furnish Sponsor with a copy of
any Publication for review of sich material at
least forty-five (45) days prior to the submission
for publication or presentation (14 days in case
of abstracts). The Sponsor may review the
proposed Publication to see if it contains
Confidential Information of Sponsor patentable
subject matter that needs protection. Institution
will, upon written request from Sponsor within
the review period, delete Confidential
Information of Sponsor or delay submission of
the Publication for an additional sixty (60) days
to allow Sponsor to file a patent application.
Such Sponsor required modification will not
result in withholding any Study Data from
academic publication.

7

8)

1)

2)

3)

4)

produktov a licencii, a to bez akychkolvek
obmedzeni. Zadavatel' sa zavizuje poskytnut’
Skdgajucemu vysledky $tudie tak, aby ich
mohol poskytnit’ pacientom, ktori o ne prejavia
zaujem.

Vietky ddta, informicie a materidly vzniknuté
alebo vyvinuté ¢&innostou Zdravotnickeho
zariadenia alebo SkuSajiiceho ako vysledok
Studie alebo v suvislosti s fiou (dalej len
Vysledky $tadie) budi nedielnym a vyluénym
vlastnictvom Zadavatela.

Zdravotnicke  zariadenie: a  SkuSajuci
potvrdzuji, Ze uvedené =zavdzky nie su
v rozpote so Ziadnou zmluvou, ktord uzavreli
s tretimi stranami.

XI.
Publikicie

Zadévatel mé& neobmedzené prdvo na
publikovanie vysledkov $tidie vritane zadania
publikovania tretej strane a menovania
spoluautorov publikacie.

Skusajuci a SpoluskuSajici si opravneni
publikovat vysledky Stidie len potom, ako
ziskaju predchadzajiice pisomné povolenie
Zadévatela.

Pri  multicentrickych  §tadid&ch  nesmie
publikovanie z jednotlivych centier
predchadzat’ spolo¢nému publikovaniu
sithrnych dét z celej $tiidie timom skuSajucich.

Skusajici  poskytne Zadavatefovi  kopiu
publikicie na posidenie a reviziu najmene;j
Styridsat’pit’ (45) dni pred odovzdanim takého
materidlu na publikiciu alebo pred jeho
prezentaciou (pri abstrakte 14 dni). Zadavatel
je  opravneny  vpredloZzenom  ndvrhu
skontrolovat, & neobsahuje patentovatelné
Déverné informicie, ktoré si vyZaduji ochranu.
Zdravotnicke ' zariadenie sa zavdzuje, Ze
v nadvéznosti na pisomnt Ziadost' Zadéavatela,
ziskani v lehote stanovenej na vykonanie
revizie, odstrani Dbéverné  informacie
Zadavatela alebo  pozdrZzi  odovzdanie
publikicie na vydanie dodato¢nych Sest'desiat
(60) dni, aby zadavatel mohol podat’ patentovii
prihlasku. Takid dprava, ktori poZaduje
Zadavatel’, neznemoZni akademické
publikovanie vysledkov Stidie.
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5) Sponsor has unrestricted publication rights on 5) Zadévatel je opravneny bez akéhokolvek

data resulting from the Study and may also give
data to third parties for publication. In particular,
Sponsor may use, refer to, and disseminate
reprints of scientific, medical, and other
published articles relating to the Study which
disclose the name of Investigator and/or
Institution, consistent with applicable copyright
laws. No party to this Agreement shall use the
name of any party hereto in connection with any
advertising or promotion of any product or
service without the prior written permission of
such party.

_ XIL
Resolving of Disputes and Arbitration

1) The parties hereto agree that legal matters and
relations arising from this Agreement shall be
governed by applicable laws and regulations of
the Slovak Republic. Any disputes related to the
conclusion and/or performance of this
Agreement shall be settled by a common court
with jurisdiction over the registered office of the
Institution.

2) The parties hereto undertake to mutually co-
operate in conducting of the Study and resolve
potential disputes and differences in opinions
about the progress and manner of work
amicably.

XITT.
Financial Compensation

1) The CRO wundertakes to compensate the
Institution and the Study team for all the
expenses and the work performed by the
Investigators for each subject associated with
his/her inclusion in the Study and examination as
specified in the schedule that forms Appendix
No.1 within 60 days from delivery of the invoice.
The payment by CRO is subject to approval by
the Sponsor.

2) The fees displayed in the Appendix No.l are
final and cover entire expenses of the Institution,
including payments to the Study team.

1)

2)

1)

2)

obmedzenia publikovat vysledky Stidie a
mdZe tieZ poskytnut’ d4ta tretim strandm na ich
zverejnenie. PredovSetkym je Zadavatel
opravneny pouZit, odkidzat na alebo 3irit
separitne vytlatky vedeckych, lekarskych a
dalich publikovanych &lankov vztahujlcich
sa na Stadiu, ktoré moéZu obsahovat meno
Skasajiceho a/alebo Zdravotnickeho
zariadenia, za dodrZania zakonnej ochrany
autorskych prav. Ziadna zmluvna strana
Zmluvy nie je oprdvnend pouZit meno
akejkol'vek inej zmluvnej strany v sivislosti s
akoukol'vek reklamnou alebo propagacnou
&innostou na akykol'vek vyrobok alebo sluzbu
bez predchadzajiceho pisomného sthlasu takej
strany.

X1l
Rie¥enie sporov a zmierne konanie

Zmluvné strany sa dohodli, Ze pravne vztahy a
pomery vzniknuté zo Zmluvy sa riadia
vieobecne platnymi pravnymi predpismi
Slovenskej republiky. Akékol'vek spory
vzt'ahujlice sa na uzatvorenie a/alebo naleZitosti
rozhodne prisluiny sid s miestnou a vecnou
posobnostou podla sidla Zdravotnickeho
zariadenia.

Zmluvné strany sa zavézuju pri vykondvani
Studie vzajomne spolupracovaf a pripadné
spory a rozdielnost’ nazorov na postup a spdsob
prac rieit’ kolegidlnym konanim.

XIII.
Finanéné vyrovnanie

CRO sa zavizuje uvhradif Zdravotnickemu
zariadeniu a Studijnému timu za kaZdy subjekt
hodnotenia vietky ndklady a précu vykonani
Skasajicim, ktoré su spojené so zaradenim
subjektu do Studie a s d’al§imi dkonmi v ich
priecbehu, a to vsalade spodmienkami
stanovenymi v platobnom kalendari, ktory
predstavuje Prilohu &. 1, a to do 60 dni od
dorucenia faktiry. Uhrada od CRO je viazani
na sthlas Zadavatel’a.

Sumy uvedené v Prilohe &. 1 sii konetné a
pokryvaju vietky naklady Zdravotnickeho
zariadenia vratane platieb Studijnému timu.
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3) This payment may be reduced or refused 3)
provided the subjects were not enrolled, treated
or assessed in agreement with the Study Protocol
and/or legal requirements due to Study Team
negligence, deliberate action, failure of care, or
violating a duty specified by the law or this
Agreement.

The Institution shall be paid for work performed
on subjects (provided that the subject has been
assigned, treated or evaluated in accordance with
the Protocol) also in the case, when they did not
meet the Study selection or randomisation
criteria set forth in the Protacol in the extent of
expenses arising in connection with this study.
Institution must present all documentation
confirming claim for payment of such expenses.

g SRR ‘
Y The Institution‘and study team shall pay for all
, Slovak taxes related to. the, fees paid by, the
Sponsor and wcewed by the Instltutlon as.a

ing its duties pursyant to the
qu ired by the Sloyak, legrslanop

..J!n“ ill! : L
5) The payment as speclﬁed in Paragraph 1 hereof
vyllll be transfened to the Account of the
Ir;stmmon and Inwestlgator e ‘

5)

6) - The Investlgatqr acquamts the Study Team w11;h
remuneration - distribution, Unless« expllclt]y
provided . for otherwrse, gpthmgL in this
Agreement shall be construed as ito grant tq
members of; the Study Team or othprs any direct
claim ;against. CRQ., 05 Spenser, , mc}umqg,
without lxmxtat;pp, any cla aims which may, arise if
a payment under this Agreement is not duly
distributed by the payee according to Sections 2

and3herep‘,t‘ PP,

- cd 1
ik L

6)

Jel

U] In case o{ avmdance of thls ’Agreerqent or 7
.should tenmnapon or ,explratlon, of this
Agreem ent precede cornpleuon ,of the Study,

reconciliation of ‘expenses against Teceived
payments at the Insthmon Wlu be made, and
thereafter: . et

et P FASI

‘é.'.“ 'f‘he CRO undertakes, after the data have
, .. been accepted by the Sponsor,to reimburse .
o th,e‘ . Instxtutlon and. ; Investmgatpr
, propornonally to the ex:ent of the phmcal
. _investigations reahzed befpre the Study was
* "discontinued as specified in Appendlx No.
1 of ﬂns Agreement .

boay i Pl ‘.rh_,)

b, In case the lnstrtutron hae recewed any
: 'edvanced paymepts thep any overpayment

RSN S

e
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Platbu moZno odmietnut’ alebo zniZit, ak
subjekt hodnotenia nebol zaradeny, lieeny
alebo hodnoteny v salade s Protokolom alebo
pravonymi normami v dosledku zanedbania,
tumyselného konania alebo  zanedbania
starostlivosti alebo povinnosti stanovenej
zékonom alebo Zmluvou.

Zdravotnicke zariadenie dostane zaplatené za
pracu vykonanii na subjektoch hodnotenia (za
podmienok, Ze subjekt bol zaradeny, lieCeny
alebo hodnoteny v silade s Protokolom) aj
vtom pripade, ak nesplnili vyberové
a randomizacéné kritéria stanovené v Protokole
vrozsahu nékladov vzniknutych v stvislosti
s touto Stidiou. Zdravotnicke zariadenie musi
predloZit’ vSetky doklady preukazujice vznik
naroku na zaplatenie takychto nakladov.

Zdravotnicke zariadenie a $tudijny tim uhradia

vietky slovenské dafiové poplatky vzfahujice

sa'na platby v, siivislosti s plnenim Zmluvy, a to

v spladp ] leglslatlkvoq Sluveqsk;g repthrky

11 I ] i
Ly

[FR 2. FER SN PEAR S FE TS
Platbq,l akor je $p

bude , ‘prevedena ‘pa ; uéet Zdravutnfekeho
zanademaaskuﬁajuccho L et

R

Slqu§ajucr zoznamr §tuduny tim, s rozdelenim
odmeny. AK nie je vyslovne stanovené inak, ni¢
v tejto Zmluye nezaklpdé pre. 6llenov Sguduného
timu alebo iné subjekty préyo vznéﬁat’ naroky.
voli, GRO alebg Zadévatel,q‘{l, predovsetkym
akykalvek . naroky, . ktorj.| by xmghs)! prt’
vaneseny. . ak; by platba ng.
m;bqla1 riadne. rqzdelené; pmemcom penm
podl’a ods 2a3.

P H : ‘i,;:

Vpnpade odstupema 6d Zmluvy a]ebo
preru§en1ar ‘alebo skonéema iej. p agmstr pred
uplynutim predpokladanej lehoty vykon4vania
Studie sa v Zdravotnickom zariadeni vykoné
Uctoynd bi bllanma n(ékladov p prgatych platleb a
potom: . : S

! .
a. CR(%lsa zavazuje po pl'l_]atl dat ZadavateFom
. .Juhradit’ . Zdravotnickemy, .zariadeniu
A sk,u§ayucemu pgmem, , tast’ ' nakladov
. Yynal_q_ienych na vykonanu Cast’ Studge pred

Jej. predéasnym ukonéemrn VS sulade

" sPrflohou &, 1 Zmluvy. - e

LR E N
D VTR P ST N ey s..’; Vol ol

A a Yo "y

@ravotpnckel z;.mademe
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1 YPiB g s
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resulting from reconciliation will be
returned, without delay, to the CRO's
account.

8) Final payment is contingent upon compliance
with this Agreement and the Protocol,
completion and submission of case report forms,
timely data query resolution, and maintenance of
Study Drug accountability log.

9) The approved compensation of the subject’s
travel (in the amount of 30 EUR) will be paid to
the subjects enrolled to the study by the
Investigator directly at the visit on site.

XIV.
Termination of the Agreement/Study

1) Upon the Sponsor's decision, CRO may
terminate this Agreement at any time for any
reasoh or no reason upon thirty (30) days’ prior
written notice to Institution.

'

2) CRO or Institution may terminate this
Agreement with thirty (30) days prior written
notice, if another Party:

a) breaches this Agreement and such
breaching Party fails to cure the breach
within thirty (30) days after receipt of
written notice from such non-breaching
Party specifying in' detail the nature of the
- breach and demanding its cure; or

b) isdeclared insolvent or has an administrator
or receiver appointed over all or
substantially all of its assets or ceases to
carry on its business. .

3) Upon Sponsor’s decision, the CRO may terminate
this Agreement, respectively withdraws from the
contract immediately upon written notice to
Institution in the event of (i) a showing that the
Study Drug is not effective, (ii) receipt of notice
from FDA or other competent local authority
requiring the termination of a Study or imposition
by FDA or other locally competent regulatory body
of a clinical hold on the Study, which hold continues
for more than sixty (60) consecutive days, (iii) a
determination by such Party or by the Investigator
that continuing the Study poses an unacceptable risk
to the rights, interests, safety or well-being of Study
subjects. The resignation from this contract is
effective from the day of delivery to the second
contractual party.

8)

9

1)

2)

3)

vysledku G&tovnej bilancie na U¢et CRO
pripadné preplatky ztychto zalohovych
platieb.

Zaveretnd platba bude podmienend dodrZanim
Zmluvy a Protokolu, odovzdanim kompletnych
CRF, vasnym vyrieSenim otazok
generovanych pri spracovani dat (queries) a
riadnym vyplnenim formuldra evidencie lickov.

Schvalend kompenzicia za cestovéi a iné
néklady pre pacientov (vo vySke 30 EUR) bude
vyplatend pacientom zaradenym do Stidie
Skusajicim priamo pri navsteve v centre.

XIv.
Ukonéenie Zmluvy/Stadie

CRO ma opravnenie na podklade rozhodnutia
Zadévatela suvedenim alebo bez uvedenia
dévodu kedykol'vek Zmluvu vypovedat, a to
s tridsat'ditovou (30) lehotou po doruceni
vypovedného listu Zad4vateFovi.

CRO alebo Zdravotnicke zariadenie su
opravnené Zmluvu pisomne vypovedat
s tridsat'diiovou (30) vypovednou lehotou, a to
v pripade, Ze druhd strana:

a. porusi tito Zmluvu a neodstrani
nevyhovujiici stav ani v lehote tridsat’ (30)
dni od dorufenia vyzvy strany
namietajucej, ktord podrobne opiSe
charakter takého poruSenia a bude
pozadovat’ napravu; alebo

b. je sudne vyhldsena za insolventnu alebo jej
bude uréeny spravca vietkého jej majetku
alebo &asti jej majetku alebo ak ukonéi
¢innost’.

Na ziklade rozhodnutia Zadédvatela CRO
bezodkladne ukongi tato Zmluvu, resp. odstipi
od zmluvy vnadviznosti na doruenie
pisomného oznamenia Zadavatel'a
Zdravotnickemu zariadeniu, a to v pripade, Ze
(i) sa ukaze, ze Hodnotené lieCivo nie je G¢inne,
(ii) Zad4vatel’ dostal oznamenie od FDA alebo
iného miestne prisluSného spravneho dradu,
ktoré bude obsahovat’ poZiadavku ukon¢enia
Studie alebo uloZenie klinického pozastavenia
Stidie zo strany FDA alebo iného lokélne
kompetentného spravneho tradu, ktoré bude
trvat daldich 3estdesiat (60) po sebe
nasledujucich dni, (jii) rozhodnutie takej strany
alebo SkaSajuceho, Ze pokracovanie Stidie
predstavuje neakceptovatel'né riziko vo vztahu
k prdvam, zaujmom, bezpe&nosti alebo pohode
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4) Upon termination (including expiration) of
this Agreement for any reason: (i) Institution will
terminate all tasks and services for the Study in
a prompt and orderly manner and in a manner
that preserves patient safety; (ii) Institution shall
deliver to Sponsor or CRO as requested all Study
Data, including CRFs, and other materials
developed through the effective date of
termination of this Agreement, as well as any
equipment provided; and (iii) On basis of
Sponsor's approval, CRO shall pay Institution in
accordance with Appendix 1 for all Study
services actually performed prior to the effective
date of termination and for any fees and costs
incurred after termination that were approved by
Sponsor and reasonably necessary to preserve
patient safety, as well as all costs actually
incurred in the performance of the Study that
could not reasonably be cancelled.

s

In case of early termination or expiration of the

present Agreement and termination of the Study, the
parties shall promptly discuss the medically

appropriate phase-out of subjects who are already

enrolled in the Study and agree on mutually

ac

ceptable terms and procedures, based on the

consideration of safety and interest of the subjects
participating in the Study.

XV.
Protcetion of personal data

4

5)

1) The Investigator agrees that his personal data 1)

2)

obtained in connection with the execusion of this
Agreement and the preparation gnd conduct of
this Study will be retained and processed in
accordance with Regulation (EU) 2016/679 of
the European Parliament and of the Council of
27 April 2016 on the protection of natural
persons with regard to the processing of personal
data and the free movement of such data,
repealing Directive 95/46 / EC (General Data
Protection Regulation) and in accordance with
Law No. 18/2018 Z. z. on the Protection of
Personal Data and on Amendments to Certain
Acts. In the event of disagreement with the
retention of the personal data thus obtained, the
Investigator has the right to ask the administrator
for their deletion.

Furthermore, by signing of this Agreement, the
Investigator is obliged to present all terms and

Dhnvaamcmd m cm I/ T Aa . -

2)

subjektov hodnotenia. Odstipenie od zmluvy je

utinné odo dita dorucenia druhej zmluvnej

strane.

V nadviznosti na ukonCenie (vratane ukonfenia
platnosti) Zmluvy, a to z akéhokol'vek dévodu:
(i) Zdravotnicke zariadenie ukon¢i vietky Ukony
a sluzby v suvislosti so Stidiou, a to bezodkladne
a riadnym spdsobom, ktory uchréni bezpe¢nost’
pacientov; (i) Zdravotnicke zariadenie odovzda
Zadavatelovi a/alebo CRO, a to podla pokynu,
vietky poZadované Studijné adaje a déta vratane
CRF a d’al$ie materidly vytvorené az do chvile
ukon&enia Zmluvy, ako aj vsetko vybavenie,
ktoré bolo poskytnuté; a (iii) Zadavatel’ uhradi
Zdravotnickemu zariadeniu v silade s Prilohou ¢.
1 vietky platby za Einnosti skuto€ne poskytnuté v
suvislosti so Stidiou pred okamihom ukon&enia
a d'alej vietky platby a naklady, ktoré vznikli po
ukonéeni a ktoré schvalil Zad4vatel a ktoré boli
ddvodne vynaloZené v shvislosti s ochranou
bezpednosti pacientov, ako aj vietky néklady
skutoéne vynaloZené v stvislosti s vykonanim
Studie, ktoré sa nemdZu bez ujmy zrusit’.

Vpripade predtasného ukonlenia alebo
vypriania platnosti Zmluvy a ukonéenia Studie
sa tymto zmluvné strany zavizuji, Ze
neodkladne prerokuji medicinsky vhodné
postupy ukonCenia ulasti uZ zaradenych
subjektov hodnotenia a Z¢ sa dohodnd .na
vzijomne akceptovatePnych terminoch a
postupoch pri riadnom zvéZeni bezpecnosti a
zaujmov tychto subjektov.

XV.
Ochrana osobnych adajov

Skiiajhici stihlasi s tym, Ze jeho osobné udaje
ziskané v slvislosti s uzavretim tejto dohody a
pripravou avedenim tejto Stadie budd
uchovivané a spracovavané v sulade s
Nariadenim Eurépskeho parlamentu a Rady
(EU) 2016/679 z 27. aprila 2016 o ochrane
fyzickych o0s6b pri spraclivani osobnych udajov
a o voPnom pohybe takychto udajov, ktorym sa
zruSuje  smernica 95/46/ES  (vSeobecné
nariadenie o ochrane idajov) a v silade so
zdkonon &. 18/2018 Z. z. o ochrane osobnych
Udajov a o zmene a doplneni niektorych
zékonov. V pripade nesthlasu s uchovanim
takto ziskanych osobnych idajov ma skadajici
pravo poZiadat’ spravcu o ich vymazanie.

Podpisanim tejto zmluvy je SkaSajici povinny
predloZit vSetky podmienky aj vietkym ¢lenom
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conditions also to all Study team members
(subinvestigators, nurses, coordinators,
pharmacists and other staff). Investigator is
obliged to inform all Study team members that
without their consent with the filing and
processing of their personal data, they can not
participate in this Study. By accepting their tasks
delegation within the Study as documented by
signature of the delegation on appropriate form,
member of the Study team confirms that he/she
was awared about the clinical agreement terms
and conditions including the agreement with the
filing and processing of his/her personal data.

XVIL
Final Provisions

1) The Institution and/or Investigator shall act as an
independent contractor of the Sposnor and shall
not be construed for any purpose as the partner,
agent, employee, servant, or representative of the
Sponsor or CRO. Sponsor and/or CRO shall not
be responsible for any employee benefits, social
and health security payments, workers'
compensation, withholding, or employment-
related taxes -as to the Institution and/or
Investigator. The Institution and/or Investigator
shall not enter into any contract or agreement with
a third party that purports to obligate or bind CRO
and/or Sponsor, and CRO or Sponsor shall not
enter into any contract or agreement with a third
party that purports to obligate or bind the
Institution and/or Investigator.

2) Other rights and duties of the parties not
explicitly specified by this agreement are
governed by applicable laws and regulations of
the Slovak Republic.

4

3) This Agreement is made in three counterparts of
whom each of the parties hereto will receive one.

1Y)

2)

3)

Studijného timu (spoluskésajici, zdravotné
sestry, koordinatori, lekarnici a ini zamestnanci).
Skugajici je povinny informovat vietkych
¢lenov Studijného timu, Ze bez ich sthlasu s
poddvanim a spracovanim svojich osopnych
udajov sa nemdZu z(Castnit' na tejto Stadii.
Prijatim delegacie Gloh v ramci Studie, ako je
doloZené podpisom delegicie na prisluSnom
tlative, ¢len Studijného timu potvrdzuje, Ze bol
oboznameny s podmienkami klinickej Zmluvy
vratane dohody o uchovavani a spracovani jeho
osobnych udajov.

XVIL
Zaveredné ustanovenia

Zdravotnicke zariadenie a/alebo Sku3ajuci bude
konat’ ako nezdvisly poskytovatel' zmluvného
plnenia vo&i Zadavatel'ovi a v Ziadnom pripade
sa nebude povaZovat za partnera, zistupcu,
zamestnanca, poskytovatefa sluZieb ani
reprezentanta  ZadavateTa alebo  CRO.
Zadavatel’ a/alebo CRO nebude zodpovedny za
Ziadne zamestnanecké vyhody, platby za
zdravotné a socidlne poistenie, kompenzécie
pracovnikov zraZky dane zo mzdy ako vodi
Zdravotnickemu zariadeniu, tak ani vodi
Skiisajucemu. Zdravotnicke zariadenie a/alebo
Skusajiici neuzatvoria ziadnu zmluvu s ciefom
zaviazat CRO a/alebo Zadévatel'a, a naopak,
CRO alebo Zadavate[ neuzatvoria Ziadnu
zmluvu s trefou stranou s ciefom zaviazat
Zdravotnicke zariadenie a/alebo Skugajiiceho.

Iné prava a povinnosti Zmluvou vyslovne
neupravené sa riadia ustanoveniami prislusnych
pravnych predpisov Slovenskej republiky.

Zmluva je vyhotovena v troch rovnopisoch,
pri¢om ka?dda zmluvnid strana dostane po
jednom rovnopise.

4) The signatory Parties agree that a copy of this 4) Podpisané strany sihlasia, aby sa na po?iadan?e
Agreement may be forwarded, on request, to the képia tejto zmluvy poskytla na nahliadnutie
Ethics Committee or Competent Authority for etickej komisii alebo prislusnému spravnemu
review. organu.

5) This agreement is bilingual, legally binding is 5) Zmluva je vyhotovena dvojjazytne, pravne
the Slovak language version. zavazny je text v slovenskom jazyku.

6) Changes and additions to this Agreement must 6) Zmeny a doplnky Zmluvy si moZné len
be made by agreement of the parties hereto in the dohodou zmluvnych stran, a to  formou
form of a written appendix hereto. pisomného dodatku k tejto Zmluve.
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7) This agreement shall be valid from the date of 7) Tato Zmluva nadobtda platnost’ diiom podpisu

signature of the last party and effective from the
date following the date of its disclosure in Central
register of contracts at www.crz.gov.sk pursuant
to the article 47a a section 1 of the Act No.
40/1964 Coll. - Civil Code, as amended, if the
agreement is mandatory to be disclosed pursuant
to article Sa, section 1 of the Act No. 211/2000
Coll. on Free Access to Information, as amended.
In that case Sponsor agrees with disclosure of this
agreement according to previous sentence.

The present Agreement is in force until the Study
is completed, unless and until earlier terminated
as provided herein. The Sections V1.6, V1.7, VIII,
IX, X and X1 shall remain in force after the Study
and/or this Agreement is expired or terminated;
this is also applicable to any other terms of the
Agreement that by their meaning shall remain in
force "after termination or expiration of this
Agreement and/or the Study.

In witness of approval with the wording of this
Agreement the parties hereto join their signatures.

In (place), on (date)

Name in block letters (name)

rd
rd

Signature (signature)

Institution

Zdravotnické zaFizeni In (place), on (date)

Name in block letters (name)

Signature (signature)

postednej zmluvnej strany a uCinnost’ prvym
diiom po dni jej zverejnenia v centrdlnom
registri zmliv na www.crz.gov.sk v zmysle 47a
ods. 1 zdkona ¢. 40/1964 Z.z. Obcianskeho
zakonnika v zneni neskor$ich predpisov, pokial’
ide o povinne zverejtiovanti zmluvu v zmysle 5a
ods. 1 zakona &. 211/2000 Z. z. o slobodnom
pristupe k informacidm v zneni neskorSich
predpisov. V takoom pripade Zadavaterl sihlasi
S0  zvere¢jnenim tejto  Zmluvy podla
predchadzajicej vety.

Zmluva je platna, kym sa Stidia nedokontf, ak
sa pred¢asne neukonti za podmienok Zmluvy.
Clanky VL6, V1.7, VIII, IX, X a XI zostavajl
v platnosti aj po ukoneni Stidie a/alebo po
ukongeni alebo vypriani platnosti Zmluvy, toto
je aplikovatelné aj na akékoPvek iné
podmienky a ustanovenia Zmluvy, ktoré na
zéklade svojho  vyznamu majii  zostal
vplatnosti aj po ukonéeni alebo vyprani
platnosti Zmluvy a/alebo Stidie.

Na dbkaz suhlasu so znenim Zmluvy pripéjaji
zmluvné strany svoje podpisy.

Roze , .1 20Q

V (miesto), dtia (d4tum)

.MPh!\h‘\a“KIIn\n'rm nfohnrh {mpn}\\

d{af (podpls)

Q&z\c)m Hor ks

V (miesto), dila (datum)

v

Meno nabcknwm Aismom-(meno)

Podils (podpjh)
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Investigator
Zkousejici In (place), on (date)

Name in block letters (name)

p'l4£.k’#ﬂ'/'7kvéh 2074 Qo177

V (miesto), diia (d4tum)

W, Tal Bydcexs

Meno palickovym pismom (meno)

Signature (signature)

Po@)sf(paap’is)
Appendixes: Prilohy:
1. The remuneration for the Institution, 1. Odmena pre zdravotnicke zaradenie,

Investigator and Study team skit¥ajuceho a $tudijny tim
2. Summary of Study Protocol 2. Sithrn Protokolu $tidie
3. MEC approval |, 3. Suhlas Multicentrickej Etickej komisie
4. RA approval 4. Sthlas SUKL
5.

5. Insurance certificate

LAY

Poistny certifikat
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Appendix 1

Priloha 1

A. THE REMUNERATION FOR THE
INSTITUTION,

The Sponsor or CRO shall pay for 1.

administrative activities during study initiation
and conduct phase for the above mentioned
Clinical Trial in the amount totaling 500 EUR.
Payment shall be made based on the orderly
invoice of the Institution after the Agreement’s
signature.

A. ODMENA PRE ZDRAVOTNICKE
ZARIADENIE,

Zadavatel  alebo CRO  zaplati za
administrativne ikony po&as pripravy realizicie
a vykondvanie uvedeného  klinického
hodnotenia sumu vo vyske 500 EUR. Platba sa
uskutoéni na zéklade riadnej faktiry vystavenej
Zdravotnickym zariadenim po podpise Zmluvy.

Total remuneration for the Institution, for data 2. Celkova odmena pre Zdravotnicke zariadenie,

of one Study completer (i.e.: a Subject
enrolled to the Study according to the
Protocol, who completed all visits designed in
the Protocol and who underwent all study
procedures specified in the Protocol and in
relation to whom Case Report Form has been
filled out appropriately and passed on to
Sponsor) is 880 EUR.

Remuneration for Institution (all amounts in

za déita jedného dokoneného subjektu (t. j.
subjektu zaradeného do Stidie v silade s
Protokolom, ktory dokongi vietky ndvstevy
poZadované Protokolom a ktory absolvuje
vietky  3tudijné  procediry  poZadované
Protokolom a u ktorého bol riadne vyplneny a
Zadavatelovi odovzdany Formular zAznamov o
subjekte hodnotenia — CRF) je 880 EUR.

Odmena pre Zdravotnicke zariadenie (vSetky

EUR without VAT): sumy v EUR bez DPH):
Visit label Day Amount Nazov navitevy Den Suma
Visit 1 42 to -28 140 Névsteva 1 42 az -28 140
isi No later Naviteva2 Nie neskdr | ¢,
Visit 2 than -7 60 ako -7
Visit 3 1 160 Naviteva 3 1 160
Visit 4 30 80 Néviteva 4 30 80
Visit 5 90 100 Navsteva 5 90 100
Visit 6 180 ~ 130 Naviteva 6 180 130
Visit 7 270 80 Navsteva 7 270 80
Visit 8 360 130 Naéviteva 8 360 130
Optional Visit - Neplanované naviteva
limited at 1 visit per 30 - obmedzena na 1 30
patient nivitevu na pacienta
Prg?sime 30 Naviteva pri 30
. i pred¢asnom ukonceni
Discontinuation
TOTAL: 880* SPOLU: 880*

*two optional visits are not included

*dve neplanované navitevy nie si zapoitané

3. Aforesaid remuneration shall be increased by 3. Vysporiadanie uvedené vy3Sie predstavuje

VAT tax in the amount compliant with the
provisions of law. All other taxes are to be

paid by recipient.

odmenu pred navySenim o DPH, a to v sume
zodpovedajucej prislusnym dafiovym
predpisom.  Akakolvek dalSia  dafiovd
povinnost’ prislicha prijemcovi.
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4. Payments will be made two times a year 4. Platby sa uskutoGnia dvakrat rocne na podklade

according to the completed Case Report
Forms. The Final Payment (see Table in
Paragraph 2) will be released at the end of the
trial as soon as all CRF pages, Study Drug
Accountability Log have been completed, and
queries and data clarification forms have been
resolved and no further are to be expected.
The Parties jointly declare that the
compensation referred to in section 2 of this
paragraph shall constitute the total amount of
liabilities of Sponsor towards the Institution,

In case of premature withdrawal of the Subject
from the Study, a pro-rata payment will be
made according to Paragraph 2 of this
Appendix 1, Part A.

In the event the Study was not conducted in
accordance with the Investigator obligations
as defined in the Agreement, in particular in
‘case of missing procedures required by the
Protocol, or in case of another major Protocol
violation, the Institution shall not be paid for
participation of such patient.

The disbursement will be processed within 60
days from the date of invoice receipt.

The payment shall be made by means of a
bank transfer to the account indicated on the
respective invoice/bill.

Creditor’s identification data:

Name: Ustredn4 vojensk4 nemocnica SNP
RuZomberok —~ FN

Address:, ul. Gen. Milo3a, Vesela 21,
03426 Ruzomberok

Subject identification number: 31 936 415
VAT: SK2020590187

Bank contact: Stitna pokladnica

Account No.: 7000177393/8180

IBAN: SK 8481800000007000177393
BIC/SWIFT: SPSRSKBA/SUBASKBX

Email address for more information about the
payments:

B. THE REMUNERATION FOR THE
INVESTIGATOR

Total remuneration for the Investigator for

data of one Study completer (i.e.: a Subject

enrolled to the Study according to the

1.

vyplnenych CRF schvédlenych monitorom
Stidie. Zaveretna platba (pozri tabulku v
odseku 2) bude uvoPnena na konci Studie
neodkladne potom, ako budi objasnené v3etky
otazky a riadne vyplnené CRF, ziznamy o
spotrebe hodnotenych lieiv a posledné
formulare na upresnenie dat a udajov. Strany
spolu vyhlasuju, Ze celkova odmena uvedena v
odseku 2 predstavuje celkovil sumu, ktoru je
platca povinny uhradit Zdravotnickemu
zariadeniu,

V pripade predtasného vyradenia subjektu zo
Stidie bude uhradena pomerna &ast’ odmeny v
sulade s odsekom 2 tejto Prilohy €. 1, fast’ A.

V pripade, %e Stidia nebola vykonana v stlade
s povinnostami Skufajiiceho, uvedenymi v
Zmluve, predovietkym v pripade vynechania
procedir poZadovanych Protokolom alebo
iného zdva’ného poruSenia  Protokolu,
Zdravotnicke zariadenie nedostane odmenu za
€innost’ vo vztahu k takému pacientovi.

Suma bude splatna v lehote 60 dni od ddtumu
dorucenia faktury. :

Odmena bude uhradens vo forme
bezhotovostného bankového prevodu na udet
uvedeny vo faktire.

Identifikaéné vidaje prijemcu platby:

Nézov: Ustredn4 vojensk4 nemocnica SNP
RuZomberok — FN,

Adresa: ul. Gen. Milosa Vesela 21,
03426 RuZomberok

ICO: 31 936 415

IC DPH: SK2020590187

bankové spojenie: Statna pokladnica,
Bratislava

&. adtu: 7000177393/8180

IBAN: SK 8481800000007000177393
BIC/SWIFT: SPSRSKBA/SUBASKBX

Emailov4 adresa pre informéacie o ihradach:

B. ODMENA PRE SKUSAJUCEHO

Celkovd odmena pre SkuSajuceho, za data
jedného dokonceného subjektu (t. j. subjektu
zaradeného do Studie v salade s Rrotokolom,
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Protocol, who completed all visits designed ktory dokon¢i vSetky navstevy poZzadované
in the Protocol and who underwent all study Protokolom a ktory absolvuje vSetky Studijné
procedures specified in the Protocol and in procedury pozadované Protokolom a u ktorého
relation to whom Case Report Form has been bol riadne vyplneny a Zadavatel'ovi odovzdany
filled out appropriately and passed on to Formular zdznamov o subjekte hodnotenia —
Sponsor) is 2070 EUR. CRF) je 2070 EUR.
Remuneration for the Investigator (all amounts = Odmena pre Skisajiliceho (vSetky sumy v EUR bez
in EUR without VAT): DPH):
Visit label Day Amount Nazov navstevy Deii Suma
Visit 1 42 to -28 340 Navsteva 1 42 az -28 340
. . No later - Nie neskér
Visit 2 than -7 150 Navsteva 2 ako -7 150
Visit 3 1 370 Navsteva 3 1 370
Visit 4 30 190 Navsteva 4 30 190
Visit 5 , 90 230 Navsteva 5 90 230
Visit 6 180 300 Navsteva 6 180 300
' Visit 7 270 190 Naviteva 7 270 190
Visit 8 360 300 Navsteva 8 360 300
Optional Visit - Neplanovana naviteva
limited at 1 visit per 70 - obmedzena na 1 70
__patient navitevu na pacienta
Premature Study 70 Navsteva pri '70
Discontinuation predéasnom ukonceni
TOTAL: 2070%* SPOLU: 2070*
*two optional visits are not included *dve neplanované navitevy nie su zapo&itané

2. Aforesaid remuneration shall be increased by 2, Vysporiadanie uvedené vy3Sie predstavuje

VAT tax in the amount compliant with the odmenu pred navy$enim o DPH, a to v sume

provisions of law. All other taxes are to be zodpovedajucej prisluSnym daflovym

paid by recipient. predpisom.  Akakol'vek  dal§ia  dafiova
. povinnost prislticha prijemcovi.

3. Payments will be made two times a year
according to the completed Case Report 3. Platby sa uskuto¢nia dvakrat rotne na podklade

Forms. The Final Payment (see Table in CRF schvalenych monitorom $tudie. Zaveretna
Paragraph 1) will be released at the end of the platba (pozri tabulku v odseku 1) bude
trial as soon as all CRF pages, Study Drug uvolnena na konci Studie neodkladne potom,
Accountability Log have been completed, and ¢o sa objasnia vietky otazky a riadne vyplnia
queries and data clarification forms have been CRF, zdznamy o spotrebe hodnotenych lieCiv a
resolved and no further are to be expected. posledné formulare na upresnenie dat a Gdajov.
The Parties jointly declare that the Strany spolu vyhlasuji, Ze celkovd odmena
compensation referred to in paragraph 1 of uvedend v odseku 1 tejto prilohy ¢. 1 Cast’ B
this Appendix 1 Part B shall constitute the predstavuje celkovu sumu, ktord je platca
total amount of liabilities of Sponsor towards povinny uhradif SkuSajicemu v suvislosti s
the Investigator in relation to the performance vykonanim Stadie.

of the Study.

4. Incase of premature withdrawal of the Subject 4. 'V pripade predasného vyradenia subjektu zo
from the Study, a pro-rata payment will be Stiidie bude uhradend pomerna ¢ast’ odmeny v
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made according to Paragraph 1 of this
Appendix 1 Part B (Remuneration for the
Investigator).

In the event the Study was not conducted in 5.

accordance with the Investigator obligations
as defined in the Agreement, in particular in
case of missing procedures required by the
Protocol, or in case of another major Protocol
violation, the Investigator shall not be paid for
participation of such patient.

The disbursement will be processed within 60 6.

days from the date of invoice receipt issued by
the Institution.

The payment shall be made by means of a 7.

bank transfer to the account indicated on the
respective invoice/bill.

Creditor’s identiﬂca‘tion data:

Name: MUDr. Juraj Bajatek

Address: UVN SNP FN O¢né klinika,
ul. Gen. Vesela 21

03401 RuZomberok

VAT Number: NA

Bank contact: VUB Bank

Account number: 24 5434 0332/0200
IBAN: SK69 0200 0000 0024 5434 0332
SWIFT: SUBA SKBX

Email address for more information about the
payments: bajacekjuraj@gmail.com

Nk

sulade s odsekom 1 tejto Prilohy €. 1 ast' B
(Odmena pre Skusajuceho).

V pripade, Ze Stidia nebola vykonana v silade
s povinnostami Skugajiceho, uvedenymi v
Zmluve, predovietkym v pripade vynechania
procedur pozadovanych Protokolom alebo
indho  zdvazného poruSenia  Protokolu,
Skusajaci, nedostane odmenu za Cinnost' vo
vzt'ahu k takému pacientovi.

Suma bude splatna v lehote 60 dni od doru¢enia
faktiry vystavenej Skolitefom.

Odmena bude uhradends vo forme
bezhotovostného bankového prevodu na ucet
uvedeny vo faktare/platobnom prikaze.

Identifika¢né idaje prijemcu platby:

Nézov: MUDr. Juraj Bajacek

Adresa: UVN SNP FN O¢na klinika,

ul. Gen. Vesela 21

03401 Ruzomberok

IC DPH: NA

Bankové spojenie: VUB banka

Cislo ugtu: 24 5434 0332/0200

IBAN: SK69 0200 0000 0024 5434 0332.
SWIFT: SUBA SKBX

Emailovi adresa pre informacie o tuhradéach:
bajacekjuraj@gmail.com
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