REGISTRYAGREEMENT ZMLUVA O REGISTRI

This Registry Agreement (the “Agreement”) is
entered into from the Effective Date by and
between Medtronic and the Medical Center
and/or the Investigator as Specified in the
following contract details.

Tato Zmluva o registri (,Zmluva“) sa uzatvara
od Datumu ucinnosti medzj spoloénostoy
Medtronica Zdravotnickym zariadenim a/alebo
Skusajicim tak, ako je to uvedené
v nasledovnych podrobnostiach zmluvy,

Contract details (the “Contract Detaiis"):

Podrobnosti zmluvy (,Podrobnost; zmluvy”):

Name of Registry /
Nazov Registra
Effective Date /
Datum Géinnostj

Expiration Date /
Datum skonéenia
platnosti

1stof August, 2032 or upon Registry Closure as notified by Medtronic /

3
31. augusta 2032 alebo PO UzavretiRegistra, ako to oznamila spolo¢nost
Medtronic

gits principal
place of business at Endepolsdomein 5, 6229 Gw Maastricht,
The Netherlands {”Medtronic"] /
Medtronic Bakken Research Center B.V., spoloénost s hlavnym

miestom podnikania na adrese Endepolsdomein 35,6229 GwW Maastricht,
Holandsko (.Medtronic”)

Medtronic Details /
Udaje spoloénosti
Medtronic

Details Study Site /
Udaje o Centre
Zapojenom do stadje

Agreement. /
Centrum Zapojené do 2tidie
MUDr. Michal $azoy (. Sku
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Cardiac Rhythm and Heart Failure Product Surveillance Registry (PSR)
pPlatform Base Clinical Investigation Plan, Version 9, 13 Oct 2020,
comprised of:

e PSR CoreVersion$, 19 May 2020

« Cardiac Rhythmand Heart Failure Appendix Version 7,13 Oct

Clinical

Investigation Plan / 2020
Plan Klinického | . o .
sltiEanis (“Protocol”) whichis incorporated herein by reference, and any

subsequent amendment which is also incorporated herein by
reference. / (,Protokol”), ktory je zahrnuty do tejto Zmluvy formou
odkazu, a akykolvek nasledny dodatok, kto ry je tiez zahrnuty do tejto
Zmluvy formou odkazu.

Medtronic market-released products as furt
(“Study Device") /

Produkty spolo¢nosti Medtronic uvedené na trh, ako je dalej uvedeneé v
Protokole (.Zariadenie v studii”)
Start-Up Fee/ Registracny poplatok
Medtronic shall pay a Start-Up Fee of € 1.500 for the following pre-
study activities including but not limited to:

- Supportrelatedto the submission of the Study documents to
the local ethics committee (e.g. inputfor the informed
consent, etc.);

- Preparationofthe Agreement and budget;

- Logistic preparations for the Study;

- Study training;

- Completionofthe financial disclosure form. /

Spolo¢nost Medtronic zaplati Registracny po platok vo vyske € 1.500za
nasledujuce ginnosti pred zacatim Studie, ktoré okrem ineho zahfhaju:

- podporu suvisiacu s odoslanim dokumentov Studie
miestnemu etickému vyboru (napr. vstu pné udaje pre
informovany sthlas atd.),

- pripravu Zmluvya rozpoctuy,

- logisticku pripravu pre Studiu,

. Zkolenie pre Studiu,

- vyplnenie formulara financneho oznamenia.

her outlined in the Protocol

Registry Device /
Zariadenie registra

Compensation for
Services /

Honor?a luzb
PR R Medtronic will reimburse to the Medical Cenire the Start-Up Fee upon

first enrolment of a patient in the study and receipt of an itemized

invoice. /
Spolo¢nost Medtronic  preplati Zdravotnickemu zariadeniu
Registracny poplatok po prvom zaregistrovani pacienta do Studie

a prijati polozkovane] faktary.

Compensation Scheme / Tabulka odmefovania

Form Title/CRF

Eligibility Verification .
Additional Eligibility Verification
Additional Consent

Baseline and Medical History 5
Pre-Procedure Form b

Procedure Form

Medtronicref. # A 1738229
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[ Save-to-Disk (TPS Only) ‘

Attain Stability Form
Unsuccessful Lead Implant /
Unsuccessful TPS Attempt
CV Patient Assessment
Follow-Up

System Modification

Event

Device Deficiency

MRI Scan Form

Echo Form

Exit

Death

Lead Extraction Form

Therapy Response / Actions Taken
Follow-up Continuation

HF Risk Score Assessment
HF Risk Score Phone Follow Up
EQ-5D

SF-36

Ethics Committee
Fee/

Poplatok etickej
komisii

Medtronic agrees to cover reasonable external costs relating to the
approval of the local ethics committee for the Study Site (the “Ethics
Committee”) upon recaipt of 3 separate invoice from the FEthics
Committee.

Any payments shall be made directly to the account of the Ethics
Committee. /

Spolo¢nost Medtronic  sthlasi spokrytim  primeranych externych
nakladov suvisiacich so schvalenim Centra zapojeného do Etudie
miestnou etickou komisiou (,Eticka komisia") po obdrsani samostatnej
faktury od Etickej komisie.

VSetky platby budii vyplatené priamo na et Etickej komisie.

Medtronicref. # A 1728229
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Bank Account
Details /

Udaje o bankovom
ucte

Account details /Udaje o Géte
Account uwner / Majitel Gctu:
Account Number/IBAN / Cislo Gi&tu/IBAN:

Bank / Banka:
Address / Adresa:
Sort/Swift Code / Triediaci/Swift kod:

Account details
Account Owner / Majitel uctu:
Account Number/IBAN / Cislo u¢tu/IBAN:

/ Udaje o uéte

Bank / Banka:

Address / Adresa:
Sort/Swift Code / Triediaci/Swift kod:

Payment Terms /
Platobné podmienky

Payments will be done on a quarterly basis within 30 days upon receipt
of an itemized invoice. /

Platby sa budlu vyplacat Stvrtroéne do 30dni od obdrZania
polozkovanej faktury.

Governing Law /
Rozhodné pravo

This Agreement shall be construed and interpreted in accordance with
the laws of Slovakia. The competent courts of Slovakia shall have
exclusive jurisdiction over any disputes arising out of this Agreement
which cannot be solved amicably between the parties. /

Tato Zmluva sa bude vykladat ainterpretovat vsulade s pravnym
poriadkom Slovensko. Prisluine stidy Slovensko, budi mat vylucnt
pravomoc nad vietkymi spormi vzniknutymi na zaklade tejto Zmluvy,
ktoré nemdzu byt vyriedené zmierom medzi z(&astnenymi stranami.

Language /
Jazyk

L

Should the parties sign or execute a bilingual version of this
Agreement, any interpretation or construction thereof shall be based
solely on the text in Slovak. /

Ak strany podpi$u alebo budd uplatiovat bilingvélnu verziu tejto
Zmluvy, akakolvek jej interpretacia alebo vyklad budi vychadzat
vyluéne z textu v slovenskom jazyku.

The parties hereby agree as follows:

1. DUTIES

Study Site agrees to perform the following
duties {together the “Duties”):

1.1 Conduct the Study in accordance with
this Agreement, the Protocol, all
applicable standards for conducting
clinical investigations of medical
devices for human subjects, all
requirements imposed by the Ethics

Committee, and any other applicable

Strany sa dohodli nasledovne:
1. POVINNOSTI

Centrum zapojené do 3tudie stihlasi s pinenim
nasledujucich povinnosti (spolotne
Povinnosti”):

1.1  Vykonavat Studiu vsulade stouto
Zmluvou, Protokolom, v3etkymi
prislunymi standardmi pre vyken
klinickych  sku3ani  zdravotnickych
pomocok pre ludskych Ucastnikov,
véetkymi povinnostami stanovenymi
Etickou komisiou a akymikolvek inymi
prisluSnymi miestnymi,
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L

. local, institutional or legal instituciondlnymi  alebo pravnymi
requirements. poZiadavkami.

1.2 To the extent required by local law, | 1.2 Vrozsahu vyZadovanom miestnymi
procure written Ethics Committee pravnymi predpismi zaistit pisomné
approval and provide Medtronic with a schvalenie Etickej komisie a poskytnut
copy of the Ethics Committee spolo¢nosti Medtronic képiu
statement or, if applicable, assist prehlasenia Etickej komisie alebo
Medtronic  with submitting  the vrelevantnych  pripadoch pomobct
Protocol, Patient Informed Consent spolo¢nosti  Medtronic s odoslanim
and other relevant information to the Protokolu, Informovaného suthlasu
Ethics Committee to obtain such pacienta  aostatnych relevantnych
approval. informacii Etickej komisii na Gcel

ziskania takéhoto schvalenia,

1.3 Obtain the written informed consent | 1.3 Ziskat pisomny informovany stihlas
of each patient participating in the kazdého pacienta, ktory sazt¢astnina
Study using the form provided by Studii, ato za pouzitia formulara
Medtronic or an alternative informed poskytnutého spoloénostou
consent form approved by Medtronic |~ Medtronic  alebo alternativneho
and the Ethics Committee (the formuldra informovaného suhlasu,
“Patient Informed Consent"). ktory schvdlila spolo¢nost Medtronic

aktickd  komisia {.Informovany
suhlas pacienta”).

1.4 Make best efforts to enrol a sufficient 1.4 Vyvinit  maximalne  Usilie pre
number of patients until Study zaradenie  dostato&ného poctu
enrolment has been completed. The pacientov, pokym nebude dokon&ena
patients shall be enrolled based on the zaradovanie do Studie. Pacienti budu
inclusion criteria established in the zaradeni na zaklade kritérii zahrnutia,
Protocol, with no guarantee that the ktoré su stanovené v Protokole, bez
intended number of patients can be akejkolvek zaruky, e v Centre
obtained at the Study Site. zapojenom do Stidie bude mozné

dosiahnut planovany pocet pacientov.

1.5 Process and transfer to Medtronic all 1.5 Spracovat apreniest do spolo¢nost]
data collected in accordance with the Medtronic véetky Udaje zhromazdené
Protocol, by means of case report v sulade 5 Protokolom
forms ("CRF") only in a prostrednictvom Zaznamu téastnika
pseudonymized form, have all CRFs skusania (.CRF") vyluéne
completed in a timely manner and Vv pseudonymizovanej forme, nechat
promptly respond to requests from vietky formulire CRF vyplnit véas
Medtronic for missing information. abezodkladne reagovat na iadosti

spolocnosti  Medtronic o doplnenie
chybajucich informacii.

1.6 Ensure that all physicians/staff | 1.6 Zabezpeéit, ze vietci lekéri/pracovnici,
assisting the Investigatorin conducting ktori pomahaju Skusajucemu  pri
the Study will comply with the terms vykone Studie, dodria podmienky
and conditions of this Agreement and tejto Zmluvy aposkytnit spoloc¢nosti
provide Medtronic with a list of all such Medtronic zoznam véetkych takychto
assisting physicians/staff {(“Delegation pomahajlicich lekarov/pracovnikov
Task List”), (.Zoznam delegovanych tloh”).

Medtronicref. # A 1738229
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1.7

1.8

1.9

1.10

1.11

Ensure that all personnel performing
duties relating to the Study are
adequately trained in all applicable
regulations and any other applicable
institutional procedures and will attend
all training sessions required by
Medtronic.

Assist Medtronic in procuring all
necessary governmental notifications
and approvals in due time.

Maintain records of correspondence
as required by applicable regulations,
including all correspondence with
other investigators, Ethics
Committee, Medtronic, monitors or
competent authorities, and where
applicable, i.e. if the Study will be used
for FDA submission, the USA Food &
Drug Administration ("FDA"). Report
to the Ethics Committee as required
and send Medtronic a copy of any such
communication.

Ensure the participation of
Investigator in investigator meetings
which may be organized by Medtronic
from time to time or, in case of non-
availability of Investigator, delegate
such participation to  another
appropriate and qualified person
participating in the Study. Additional
notification of the Medical Center
and/or Investigator’s employer about
Investigator's and/or  delegates’
participation to investigator meeting
is not needed, except if required by
local transparency requirements or
country-specific regulations.

Promptly report all adverse events
related to the Study and/or Study
Device to Medtronic, and as required,
to the Ethics Committee and the
competent authorities.

1.7

1.8

1.9

1.10

1.11

Zabezpedit, ze vietci pracovnici piniaci
povinnosti suvisiace so Stidiou su
primerane vySkoleni vo vsetkych
prislugnych nariadeniach a akychkolvek
inych  prisludnych institucionalnych
postupoch azucastnia sa vietkych
ikoleni, ktoré bude pozadovat
spolo¢nost Medtronic.

Poméct spoloénosti Medtronic pri

véasnom ziskavani vietkych
potrebnych  vladnych oznameni
a schvaleni.

Uchovavat zaznamy o koredpondencii
vstlade s prisludnymi nariadeniami,
ato vratane vietkej koreSpondencie
s inymi skusajacimi, Etickou komisiou,
spoloc¢nostou Medtronic, kontrolérmi
alebo prisludnymi organmi,
avrelevantnych pripadoch, t.j.
vpripade, ak sa Studia vyuzije na
predlozenie agenture FDA, americkej
Agenture pre potraviny a lieCiva
(,FDA"). Podavat podia potreby
hlasenia Etickej komisii aodosielat
spolo&nosti Medtronic kopiu
akejkolvek takejto komunikacie.

Zabezpetit ugast Ski3ajuceho na
stretnutiach skusajicich, ktoré méze

priebeZzne organizovat spolocnost
Medtronic, alebo v pripade
nedostupnosti Skusajuceho
delegovat takuto Gcast na inu vhodnu
akvalifikovani osobu, ktora sa
zU&astriuje na Studii. Dodatoéné

upozornenie Zdravotnickeho
zariadenia a/alebo zamestnavatela
Skusajuceho oUcasti  Skusajuceho
a/alebo nim poverenych oséb na
stretnuti skusajucich nie je
vyzadované, svynimkou pripadov,
ked to vyZzaduju miestne poZiadavky
vramci  transparentnosti alebo
pecifické nariadenia danej krajiny.

Bezodkladne ohlasit vietky neziaduce
udalosti stvisiace so Studiou a/alebo
Zariadenim  v5tadii  spolocnosti
Medtronic apodla potreby aj Eticke]
komisii a prislusnym organom.
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2.1

2.2

duration of 15 years as defined by local
law.

2. MONITORING AND AUDITS

Monitoring. Study Site agrees to
permit employees or agents of
Medtronic (“Medtronic Monitors”) to
monitor the Study records during
normal business hours and at mutually
agreed upon times. Study Site will
ensure Study-records are ready for
review prior to each visit and will allow
Medtronic Monitors to have access to
all records for comparison, including
source documentation, related to the
Study. The review of such records is
subject to reasonable safeguards for
the confidentiality and privacy of
Study patients' data. Investigator and
Study Site's staff will be available
during the visit to respond to
Medtronic Monitor's queries and
further commit to follow up on any
action items assessed during the
monitoring.

Audits. Study Site will notify
Medtronic immediately, at the latest
within two business days, if any
government or regulatory authority
begins to conduct, or gives notice of
its intent to  conduct, an
inspection/audit that includes the
Study records. Study Site will provide
Medtronic with copies of all pertinent
written and electronic documents
issued by the government or
requlatory  authority and any

2.1

2.2

112 Assist  Medtronic by providing | 1.12  Poméct  spolo¢nosti  Medtronic
additional information or data in the poskytnutim dodatoénych informacii
event a governmental/regulatory alebo udajov v pripade, ze
agency requires such information or vladny/regulacny organ pozaduje
data. takéto informacie alebo tidaje.

1.13  Archive the Study documents for the | 1.13

Archivovat dokumenty tykajice sa
Studie po dobu 15 rokov, tak ako urcuje
legislativa Slovenskej republiky.

2. MONITOROVANIE A AUDITY

Monitorovanie. Centrum zapojené do
Studie suhlasi stym, Ze povoli
zamestnancom alebo zastupcom
spolo€nosti Medtronic (,Kontroléri
spoloénosti Medtronic”) kontrolovat
zdznamy  Studie pocas beZnej
pracovnej doby avo vzdjomne
dohodnutom ¢ase. Centrum zapojené
do Studie zabezpeéi, e zaznamy
Studie budu pred kazdou navitevou
pripravené na kontrolu aumozni
Kontrolérom spoloénosti Medtronic
pristup ku vietkym zdznamom
stvisiacim so  Stadiou na (el
porovnania, ato vratane zdrojovej
dokumentacie. Na kontrolu takychto
zaznamov sa vztahuju primerané
opatrenia na uc¢el ochrany dévernosti
aochrany Udajov pacientov vramci
Studie. Skdsajuci  azamestnanci
Centra zapojeného do studie budd
pofas navitevy kdispozicii, aby
odpovedali na otazky Kontrolérov
spoloénosti  Medtronic adale] sa
zavazuju, ze budd pracovat na
akychkolvek zaleZitostiach
vyzadujicich si konanie, ktoré budu
posudzované pocas kontroly.

Audity. Centrum zapojené do &tudie
upovedomi spolo¢nost Medtronic
okamzite, najneskér do dvoch
pracovnych dni, ak akykolvek viadny
alebo  regulaény organ zacne
vykonavat alebo oznami svoj zamer
vykonat inSpekciu/audit, ktora bude
zahfiat zéznamy Stadie. Centrum
zapojené do  Stidie  poskytne
spolocnosti Medtronic kdpie vietkych
relevantnych pisomnych
a elektronickych dokumentov
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2.3

3.1

proposed response. Medtronic may
review in advance and comment
within two business days on any
proposed responses that pertain to
the Study, and Study Site will
incorporate all reasonable requests
for modifications to the responses.
Such response will contain no false or
misleading information with respect
to the Study or Medtronic. Study Site
will also provide Medtronic with a copy
of all written and electronic
documents, including the final
responses, that pertain to the Study
and are provided to the government
or regulatory authority, subject to
confidentiality and privacy
restrictions.

Should Medtronic be notified of any
such planned audit/inspection, it will
also inform Study Site immediately or
at the latest within two business days.

Cooperation. Study Site commits to
cooperate with all audits initiated by
governmental or regulatory agencies
by allowing access to the original
medical records, including source
documentation, for purposes related
to this Study and in the case that
results of the Study will be used for
FDA submission, permit the FDA or
other requlatory bodies to inspect the
facilities and records, provided that
such access is not prohibited by data
privacy laws concerning the patients
involved in the Study.

3. COMPENSATION

Compensation. Medtronic shall pay the
party specified in the Contract Details
{the "Payee”) for the Duties performed
under this Agreement in full and

2.3

3.1

vydanych vladnym alebo regulacnym
organom a akychkolvek
navrhovanych odpovedi. Spoloénost
Medtronic je opravnena vopred
skontrolovat  aokomentovat do
dvoch pracovnych dni aklkolvek
navrhovanu odpoved, ktora sa tyka
Studie, a Centrum zapojené do Studie
zahrnie do odpovedi vietky primerané
poziadavky na Jpravu. Takéto
odpovede nebudl obsahovat Ziadne
nespravne alebo zavadzajuce
informacie tykajice sa Studie alebo
spolo€nosti  Medtronic. Centrum
zapojené do  Studie  poskytne
spoloénosti  Medtronic aj kopie
vietkych pisomnych a elektronickych
dokumentov, ato wvratane finalnych
odpovedi, ktoré sa tykaju Studie ast

poskytnute vliadnemu alebo
regulaénému  organu, svyhradou
obmedzeni v ramci ochrany
dévernosti a stkromia.

Ak bude spolocnosti Medtronic
oznameny akykolvek takyto

planovany audit/kontrola, okamzite
alebo najneskér do dvoch pracovnych
dni informuje aj Centrum zapojené do
stadie.

Spolupraca. Centrum zapojené do
studie sa zavazuje spolupracovat so

vietkymi auditmi iniciovanymi
vladnymi alebo regulaénymi organmi
formou umozZnenia pristupu

k origindlnym lekarskym zaznamom
vratane zdrojovej dokumentacie na
ucely suvisiace stouto Studiou
avpripade, e sa vysledky Studie
pouziji na podanie agenture FDA,
umozni agentire FDA alebo inym

regulaénym organom vykonat
kontrolu zariadeni azaznamov za
predpokladu, Ze takyto pristup

nebude zakazany pravnymi predpismi
na ochranu udajov, ktoré sa vztahuju
na pacientov zahrnutych do Studie.

3. HONORAR

Honorar. Spolo¢nost Medtronic zaplati
strane uvedene] vPodrobnostiach
zmluvy  (,Prijemca platby") za
Povinnosti vykonané v radmci tejto
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3.2

3.3

exclusive compensation according to

the Compensation Scheme.

Value-Added Tax. All compensation
payable shallbe deemed to be exclusive
of value-added tax ("VAT"). If VAT is
chargeable on any service, Medtronic
shall pay to the Payee, inaddition to and
at the same time as paying the
compensation, an amount equal to the
amount of the VAT. The Payee shall
promptly provide a valid VAT invoice to
Medtronic.

The extent ta which VAT is chargeable
and payable will be determined by the
relevant VAT regulations in the country
of the Payee in the first instance, and in
the second instance, in the country of
Medtronic (in the event that the Payee
and Medtronic are located in different
countries).

In the event that VAT or other
applicable indirect taxes are charged in
error, a valid credit note or amending
invoice shall be issued by the Payee, and
the VAT or other applicable indirect tax
amount shall be adjusted
correspondingly. If it is subsequently
found that VAT was not charged or
charged at an incorrect rate, the
{additional) VAT due upon said
consideration will be paid by Medtronic
upon presentation by Payee of a valid
VAT invoice and under the conditions
that Medtronic has been notified of the
(additional) VAT within a reasonable
time.

Payments. Payment is conditioned on
timely receipt and approval of the
documentation set forth below.
Payment of compensation will be
made within the Payment Terms and
made payable by bank transfer as
specified in the Contract Details based
onitemized invoice and compensation
report. Invoice should be written in the
English language and mention the
Study name.

Prior to the payment of the
compensation Medtronic shall receive
the complete CRF, meaning that:

3.2

3.3

Zmluvy  dplny  a vyluény  honorar
v sulade s Tabulkou odmefovania.

Dan zpridanej hodnoty. Akykolvek
splatny honorar sa bude povazovat za
sumu uvedenl bez dane z pridanegj
hodnoty (.DPH"). Ak sa Vv pripade
akejkolvek  sluzby vyberd DPH,
spolo¢nost Medtronic vyplati
Prijemcovi platby navyse khonorary
azaroven s nim ¢iastku rovni hodnote
DPH. Prijemca platby bezodkladne
poskytne spoloénosti Medtronic platnu
faktiru DPH.

Rozsah splatnosti a thrady DPH bude
uréeny vprvom rade prisludnymi
nariadeniami o DPH v krajine Prijemcu
platby avdruhom rade v krajine
spolo€nosti Medtronic (v pripade, Ze sa
Prijemca platby a spoloénost Medtronic
nachadzaju v réznych krajinach).

V pripade, e DPH alebo iné prislusné
nepriame dane bud( G&tované chybne,
Prijemca platby vyda platny dobropis
alebo opravnd faktdru apodla toho
upravi DPH alebo ing uplatnitelni
nepriamu dan. Ak sa nasledne zisti, se
DPH nebola Gétovani alebo bola
uctovana vnespravnej sadzbe, tuto
(dodatoénd) DPH splatni na zaklade
uvedeného honorara zaplati
spoloénost Medtronic po predloZeni
platnej faktiury DPH zo strany Prijemcu
platby aza podmienck, fe spolocnosti
Medtronic bola (dodato¢na) DPH
oznamena v primeranej lehote.

Platby. Platba je podmienena véasnym
prijatim aschvélenim dokumentacie
uvedenej nizsie. Platba honorara sa
vykona vstlade s Platobnymi
podmienkami a prostrednictvom
bankového prevodu tak, ako je to
uvedené v Podrobnostiach zmluvy na
zaklade polozkovane; faktury a vykazu
honorarov. Faktdry je potrebna
vystavit vanglickom jazyku amusi
obsahovat nazov Studie.

Pred vyplatou honorara spolo¢nost
Medtronic obdrzj vyplneny formular
CRF, ¢o znamena, ze:

—
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3.4

4.1

4.2

»  Allrequired data has been provided.

s CRFs are in compliance with the
Protocol

= Patients were enrolled within the
agreed enroliment time window.

Fair Market Value; No Inducement.
The parties agree that the payments
hereunder (a) are consistent with the
fair market value of the Duties and (b}
have not been determined in a manner
that takes into account the volume or
value of any referrals or business
otherwise generated or anticipated
between the parties. Nothing
contained in this Agreement shall be
construed in any manner as any
obligation orinducement for Study Site
to purchase, order, prescribe, or
recommend any Medtronic products.

4. DATAPROTECTION

Compliance with laws. Medtronic and
Study Site will comply with all
applicable local and European data
protection laws, including but not
limited to the General DataProtection
Regulation (EU) 2016/679.

Personal data of Investigator and
Study team members. Medtronic will
process personal data of Investigator
and all other staff listed on the
Delegation Task List in order to
execute the Agreement and comply
with its legal obligations. Medical
Center shall support Medtronic in
informing the Investigator, co-
investigator and other personnel
accordingly, by providing them with
the information notice in Exhibit 1.

3.4

4.1

4.2

*  Boli poskytnuté véetky poZadovane
udaje.

= Formulare CRF su wvsulade
s Protokolom
= Pacienti boli zaradeni vramci

dohodnutého ¢&asového obdobia
zaradenia.

Spravodliva trhova hodnota; Ziadne
uplatky. Strany suhlasia, Ze platby
podla tejto Zmluvy su: (a) v sulade so
spravodlivou  trhovou  hodnotou
Povinnosti a(b) neboli stanovené
spbésobom, ktory berie do Gvahy pocet
alebo hodnotu odporiéani  alebo
obchodov inak vytvorenych, alebo
predpokladanych medzi stranami. Ni¢
obsiahnuté vtejto Zmluve nesmie byt
Fiadnym sposobom vykladané ako
akykolvek zavdzok alebo nabadanie
Centra zapojeného do Studie na

zakupenie, objednavanie,
predpisovanie alebo  odporucanie
akychkolvek vyrobkov spolo¢nosti
Medtronic.

4. OCHRANA UDAJOV

Dodrziavanie pravnych predpisov.
Spoloénost Medtronic aCentrum
zapojené do Studie budl dodrziavat
véetky prisluéné miestne aeurdpske
pravne predpisy oochrane udajov,
okrem iného vratane Vseobecného
nariadenia o ochrane udajov
(EU) &.2016/679.

Osobné udaje Skusajuceho aclenov
timu stadie. Spoloénost Medtronic
bude spracovavat osobné udaje
Skasajuceho avsetkych ostatnych
pracovnikov uvedenych vZozname
delegovanych uloh na ucel plnenia
Zmluvy aplnenia svojich pravnych
povinnosti. Zdravotnicke zariadenie
podpori spolonost Medtronic pri
nalezitom informovani Skusajuceho,
spoluskusajuceho a ostatnych
zamestnancov tak, Ze im poskytne
informaéné oznamenie v Prilohe 1.
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4.3

5.1

5.2

Personal data of Study patients. For
the purpose of this Study, Medtronic
isacting as data controllerin the sense
of Regulation (EU) 2016/679 when
processing personal data of the Study
patients. Study Site is considered as
data processors and will adhere to all
requirements from Medtronic
regarding the handling of Study
patient data as further defined in the
Data Processing Clauses attached to
the Agreement as Exhibit 2.

5. CONFIDENTIALITY

Definition of Confidential
Information. "Confidential
Information” means any and all

information  disclosed or made
available during the term of this
Agreement by one of the Parties (the
"Disclosing Party") to the other Party
(the “Receiving Party”) that:

a. is information identified as
confidential at the time of
disclosure  or within a
reasonable time thereafter:

b. is  non-public information
relating to medical devices or
therapies; research or
developmental work;
specimens or engineering
information; business plans
such as financial, marketing or
sales information;

¢. ispartofthis Agreement; or

d. relates to the Study Data
pursuant to Section 6 and/or
Intellectual Property pursuant
to Section 7.

Non-Disclosure. The Receiving Party
shall  maintain  the Confidential
Infformation in  confidence and
protected against  unauthorized
access using the same degree of care
it uses to protect its own confidential

4.3

5.1

5.2

Osobné tdaje pacientov zaradenych
do Studie. Na el tejto  Studie
spoloénost  Medtronic  kona pri
spracovavani osobnych udajov
pacientov  vramci  Stadie  ako
prevadzkovatel  (Gdajov vzmysle
nariadenia (EU) ¢, 2016/679. Centrum
zapojené do 3Studie sa povazuje za
sprostredkovatela ddajov  abude
dodrziavat vietky poZiadavky
spolo¢nosti Medtronic tykajuce sa
zaobchadzania s udajmi pacientov
vramci Stidie tak, ako to dalej
definuji Dolozky o spracovani udajov
pripojené k Zmluve ako Priloha 2.

5. UTAJENIEUDAJOV

Definicia dévernych informacii.
.Ddverné informacie” Zhnamenaju
akékolvek avsietky informacie

poskytnuté alebo spristupnené pocas
trvania tejto Zmluvy jednou zo Stran
(.Zverejhujica strana”) druhej strane
(.Prijimajuca strana”), ktoré:

a. su identifikované ako
informacie déverné v ¢ase
zveregjnenia alebo  vramci

nasledného primeraného
¢asového obdobia;

b. nie si verejné informacie
suvisiace so zdravotnickou
pombckou alebo lie¢bou;
¢innosti v oblasti vyskumu
alebo vyvoja; vzorové alebo
technické informacie;
obchodné plany, ako su
finanéné, marketingové
informacie alebo informacie
o predaji;

¢. tvoria sucast tejto Zmluvy,
alebo

d. savisia  sUdajmi  &tadie
podla élanku 6 a/alebo
dusevnym vlastnictvom podla
€lanku 7.

Zakaz poskytovania. Prijimajtica
strana zachova déverné informacie
utajene achranené pred
neopravnenym pristupom pomocou
rovnakeho stupna starostlivosti, aky
pouziva na ochranu svojich dévernych
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53

5.4

5.5

information of like importance, but
not with less than reasonable care.
Other than as set out in this
Agreement, the Receiving Party shall
not disclose the Confidential
Information to third parties without
the prior written consent of the
Disclosing Party. An Affiliate of
Medtronic shall not be considered a
third party.

Restrictions. The restrictions and
obligations of confidentiality shall not
apply to any portion of the
Confidential Information of either
Party which:

a. can be proven to have been
previously known or
developed by the Receiving
Party independent of, or apart
from, any disclosure by the

Disclosing Party to the
Receiving Party;
b. is disclosed without

restriction to the Receiving
Party in good faith by a third
party who is in lawful
possession thereof and who
has the right to make such
disclosure; or

c. is or becomes public
knowledge or becomes
available to the Receiving
Party otherwise than by a
breach of this Agreement or
any other obligation of
confidence.

Ownership of Confidential
Information. The Disclosing Party
retains all rights, title and interest in
and to its Confidential Information.
Other than expressly set out in this
Agreement, no disclosure of
Confidential Information shall be
deemed to grant either Party any
license, interest or other intellectual
property right to such Confidential
Information.

Legally Required Disclosure. In the
event that a public authority requires
access to Confidential Information,
the Receiving Party will (to the extent

5.3

5.4

5.5

informécii, ktoré su rovnako dolezite,
nie viak smensou ako primeranou
starostlivostou. Prijimajica strana
nezverejni déverné informacie tretim
stranam inak, ako je stanovene v tejto

zmluve, bez predchadzajuceho
pisomného  sthlasu  zverejiujice]
strany. Pridruzena (sesterska)

spoloénost spolo¢nosti Medtronic sa
nepovazuje za tretiu stranu.

Obmedzenia. Obmedzenia
a povinnosti dévernosti sa nevztahujd
na Ziadnu ¢ast dévernych informacii
ani jednej zo stran, ktora:

a. bola predtym dokazatelne
znama  alebo  vytvorena
prijimajicou stranou nezavisle
od akéhokolvek zverejnenia
informacii zverejnujlcou
stranou prijimajlcej strane;

b. je zverejnend bez obmedzenia
prijimajiice] strane vdobre]
viere tretou stranou, ktorama

takéto informacie
v zakonnom vlastnictve
aktora ma pravo taketo

informacie zverejnit; alebo

c. je alebo sa stane verejne
zndmou informaciou alebo
bude dostupna prijimajicej
strane inak ako porusenim
tejto zmluvy alebo akejkolvek
inej povinnosti ml¢anlivosti.

Vlastnictvo ddvernych informacii.
Zverejfiujuca strana si ponecha vietky
prava, pravne naroky a pravne zaujmy
tykajice sa jej dévernych informacii.
Okrem toho, ako je uvedené vtejto
zmluve, Z?iadne zverejnenie dévernych
informacii nebude povazované za
dévod na udelenie licencie, zaujmu
alebo iného prava dusevného
vlastnictva dévernych informacii ani
jedne] zmluvnej strane.

Pravne vyzZadované poskytnutie.
Vpripade, Ze verejny organ Ziada
opristup kDoévernym informaciam,
Prijimajlca strana (vrozsahu, vakom
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5.6

5.7

6.1

legally permissible) promptly notify
the Disclosing Party about such
request, and will immediately provide
to the Disclosing Party the public
authority’'s written access request.
Further, the Receiving Party shall take
every reasonable step to ensure
protection of  the disclosed
Confidential Information, to the
extent acceptable by law.

Return of Confidential Information.
Upon expiration or termination of this
Agreement for any reason, the
Receiving Party shall, upon request by
the Disclosing Party, and to the extent
legally permissible, return to the
Disclosing Party all data, information
and materials of any kind which
constitute Confidential Information.

Transparency. Medtronic will comply
with all applicable laws, regulations
and professional institution and
association guidelines with regard to
its notification obligations for this
Study ("Transparency
Requirements”). Study Site therefore
acknowledges that Medtronic may
disclose all information relating to this
Study and/or this Agreement to the
extent required under the applicable
Transparency Requirements.

6. OWNERSHIP & USE OF STUDY DATA

Ownership of Study Data. By signing
this Agreement, Study Site agrees that
all clinical data collected in accordance
with the Protocol, including data from
the CRF ("Study Data"), is owned by
Medtronic, will be treated as
Confidential Information of Medtronic,
and may be pooled in a common
database that is owned by, or under
contract for, Medtronic.

5.6

5.7

6.

6.1

jetopravne pripustné) o tejto Ziadosti |
bezodkladne informuje Zverejfiujtcu
stranuaihned poskytne Zverejiiujlcej
strane pisomnd Ziadost verejného
organu o pristup. Prijimajica strana
dalej podnikne vsetky primerané
kroky na zabezpeéenie ochrany
zverejnenych dévernych informacii
vrozsahu, vakom to zakon pripusta.

Vratenie Dévernych informacii. Po
uplynuti alebo ukonéeni platnosti tejto
Zmiuvy z akéhokolvek dévodu
Prijimajica strana na Ziadost
Zvergjhiujicej strany  avrozsahuy,
vktorom je to pravne pripustne, vrati
Zverejfiujicej strane vietky Udaje,
informacie amateridly akéhokolvek
druhu, ktoré predstavuji Déverné
informacie.

Transparentnost. Spolo¢nost
Medtronic bude dodrziavat vietky
prisludné pravne predpisy, nariadenia
apokyny profesionalnych in&titdcii
aasociacii s ohladom na jej
Oznamovacie povinnosti v pripade
tejto  Studie  (,Poziadavky na
transparentnost”).Centrum zapojené
do Stidie preto berie na vedomie, Ze
spolo¢nost Medtronic méze zvergjnit
vsetky informacie tykajice sa tejto
Studie a/alebo tejto Zmluvy v rozsahu
vyZzadovanom prislusnymi
PoZiadavkami na transparentnost.

VLASTNICTVO A POUZITIE UDAJOV
STUDIE

Viastnictvo Udajov stadie. Podpisom
tejto Zmiuvy sthlasi Centrum zapojené
do Studie, Ze v3etky klinické Udaje
zhromazdené vsulade sProtokolom
vratane tdajov z formulara CRF (,Udaje
stadie”) viastni spoloénost Medtronic,
bude sa snimi bude zaobchadzat ako
s Dovernymi informaciami spolo¢nost;
Medtronic amézu byt zaradené do
spolo¢nej databazy, ktord vlastni
spoloénost Medtronic, alebo na ktort
sa vztahuje zmluva pre spoloénost
Medtronic.
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6.2

Tl

7.2

Use of Study Data. Study Site
acknowledges that Medtronic can use
this Study Data for any lawful purpose,
including but not limited to, regulatory
submissions and publications as
provided in the Protocol.

7. INTELLECTUAL PROPERTY

Medtronic Intellectual Property. All
rights including but not limited to
patents, inventions, improvements or
suggestions, know-how, trade secrets,
registered designs, copyrights,
database rights, data, whether or not
registerable, or any applications to
register any of the aforesaid, and

materials developed in whatever
medium (hereafter, ‘“Intellectual
Property") relating to the Study

Device, the Study Data or resulting
from the performance of the Protocol,
shall belong to Medtronic ("Medtronic
Intellectual Property”). Study Site
agrees to disclose all such Medtronic
Intellectual Property promptly to
Medtronic and acknowledge that this
will be Confidential Information of
Medtronic and agree to treatitas such,
subject to the regulations about
publications in Section 8.

Assignment of Medtronic Intellectual
Property. Study Site further hereby
assigns and shall assign to Medtronic,
at the request of, and in a form
satisfactory to Medtronic, all Medtronic
Intellectual Property. Study Site further
agrees to render such assistance as
Medtronic may require to perfect
Medtronic Intellectual Property and to
publish, patent or protect the same in
any patent office or in litigation, for
reasonable compensationbased on the
then prevailing hourly rate for such
services during the term of this
Agreement and thereafter. Should

6.2

7.1

7.2

Pousitie Udajov sStadie. Centrum
zapojené do Stadie potvrdzuje, Ze
spolo¢nost Medtronic méze tieto
Udaje 3tadie pouzivat na akykolvek
zékonny ucel, a to okrem iného vratane
regulaénych podani a publikacii tak, ako
to stanovuje Protokol.

7. DUSEVNE VLASTNICTVO

Dusevné vlastnictvo spoloénosti
Medtronic. Vsetky prava, okrem ineho
vratane patentov, vynalezov, vylepseni
alebo navrhov, know-how, obchodnych
tajomstiev, registrovanych dizajnov,
autorskych prav, prav kdatabazam,
udajov, ktoré je moZné zaregistrovat
alebo aj nie, alebo akychkolvek ziadosti
na registraciu ¢ohokolvek
z uvedeného, a materialov vytvorenych
na akomkolvek médiu {dalej ako .Prava
dusevného vlastnictva"), ktoré suvisia
so Zariadenim Studie, Udajmi Stadie
alebo st vysledkom plnenia Protokolu,
budl patrit spolofnosti Medtronic
(,Dusevné vlastnictvo spoloénosti
Medtronic”). Centrum zapojene do
gtudie stihlasi s bezodkladnym
spristupnenim  vietkého takéhoto
Dugevného vlastnictva spolocnosti
Medtronic a berie na vedomie, Ze pojde
oDbéverné informacie spolotnosti
Medtronic, asuhlasi stym, ze snimi
bude =zaobchadzat ako stakymito
informaciami  svyhradou nariadeni
o publikéaciach v élanku 8.

Postipenie Dudevného vlastnictva
spoloénosti  Medtronic.  Centrum
zapojené do Studie tymto postupuje
aje povinné postipit spoloCnosti
Medtronic na zéklade jej Ziadosti avo
forme  uspokojujucej  spoloénost
Medtronic, vietko Dusevné
vlastnictvom spoloénosti Medtronic.
Centrum zapojené do Studie suhlasi
s poskytnutim takejto pomoci, ktoru
mbze spolo¢nost Medtronic vyZadovat
na U¢el zdokonalenia Dusevneho
vlastnictva spolo¢nosti  Medtronic
ajeho publikdcie, patentovania alebo
ochrany na akomkolvek patentovom
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7.3

_

applicable law preclude Medtronic's
ownership of the Medtronic Intellectual
Property, Study Site hereby grants to
Medtronic an exclusive, unlimited,
perpetual, fully paid-up and royalty free
license to freely and fully use,
reproduce and distribute the Medtronic
Intellectual Property, and agree to sign
and deliver to Medtronic any
documents required to complete such
license.

Study Site represents and warrants
that all persons who work on the
activities described in this Agreement
and contribute to Medtronic
Intellectual Property shall have similar
assignment  obligations  in  their
contract with Study Site, and shall
therefore enable Study Site to fully
assign all rights in the Medtronic
Intellectual Property free of any third-
party rights to Medtronic.

Non-Medtronic Intellectual Property.
Intellectual Property not resulting from
the Protocol or not related to the Study
Device or the Study Data shall remain
the property of Study Site and shall not
be disclosed to Medtronic in the
absence of a separate agreement
specifically  pertaining to  such
disclosure, unless necessary to
properly work, understand or protect
the Medtronic Intellectual Property. All
Intellectual Property disclosed by
Investigator to Medtronic in the
absence of such agreement may be
used by Medtronic for any purpose and
without additional compensation.

7.3

urade & vramci sporu, ato za
primerany honorér na zaklade vdanegj
dobe beZngj hodinovej sadzby za
takéto sluzby pocas doby trvania tejto

Zmluvy avdobe naslednej. Ak by

prislusné pravne predpisy
znemoznovali viastnictvo Dugevného
vlastnictva  spolo&nosti Medtronic
spolocnostou  Medtronic, Centrum

zapojené do Studie tymto udeluje
spolocnosti Medtronic vyluénd,
neobmedzenu, trvaly, plne zaplatend
licenciu bez licenénych poplatkov

k volnému auplnému pouzitiu,
reprodukcii  adistribticii  Dugevného
vlastnictva  spolo&nosti Medtronic

asuhlasi stym, ze podpiSe adoruéi
spolo¢nosti  Medtronic  akékolvek
dokumenty, ktoré budy potrebné na
naplnenie takejto licencie.

Centrum zapojené do $tidie vyhlasuje
aruci za to, ze vietky osoby, ktoré
pracuju vramci &nnosti popisanych
v tejto Zmluve a prispievajl
k DuSevnému vlastnictvu spolocnosti
Medtronic, budi mat vramci svojej
zmluvy s Centrom zapojenym do &tudie
uvedené podobné povinnosti
postipenia, ateda umo3nia Centru
zapojenému do Studie plne postupit
vietky prava k Dudevhému viastnictvu
spolo¢nosti Medtronic bez
akychkolvek prav tretich strin na
spolognost Medtronic.

Dusevné vlastnictvo nepatriace
spolocnosti  Medtronic. Dusevné
vlastnictvo, ktoré nebude vysledkom
Protokolu alebo sa nebude vztahovat
k Zariadeniu stidie alebo Udajom
Studie, zostane vlastnictvom Centra
zapojeného do 3tddie  anebude
spristupnené spolo&nosti Medtronic,
ak nebude uzatvorend samostatna
zmluva, ktora sa bude vyslovne tykat
takéhoto spristupnenia, svynimkou,
ked' to bude nevyhnutné k nalezitému
fungovaniu, pochopeniu alebo ochrane
DuSevného viastnictva spolo¢nosti
Medtronic. Vietko Dusgevné
vlastnictvo spristupnené Skusajicim
spolo¢nosti  Medtronic Vv pripade
neexistencie takejto zmluvy je mozné |
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8.1

8.2

8.3

8. PUBLICATION

Publications. “Publication” means all
abstracts, articles, manuscripts,
presentation and other forms of
publication regarding the Study Data.
Study Site may publish the results of
work performed under this
Agreement, in accordance with the
Publication Policy described in the
Protocol and publication guidelines
from the Declaration of Helsinki;
provided, however, that any such
Publication shall be at a time
determined by Medtronic and shall be
provided to Medtronic for review at
least sixty (60) days prior to
submission or presentation.

Multicenter Publication. Study Site
acknowledges that this Study is
conducted at multiple sites and that
Medtronic has a legitimate interest in
ensuring that a  multi-center
publication is the first publication to
be released or presented regarding
the completed Study. Accordingly,
Study Site agrees that they will not
independently publish, publicly
disclose, present or discuss any
results of or information pertaining to

the Study until a multi-center
publication is released; provided
however, that if a multi-center

publication is not released within one
year after completion of the Study at
all sites involved in the Study, Study
Site will have the right to publish the
results of, and information pertaining
to, their activities conducted under
this Agreement, in accordance with
the provisions of this section.

Medtronic review. Medtronic will limit
its review to a determination of

8.1

8.2

8.3

pouzit zo strany spoloénosti Medtronic
na akykolvek uéel abez dodatoéného
honoréara.

8. PUBLIKACIA

Publikacie. .Publikacia” znamena
véetky abstrakty, ¢lanky, rukopisy,
prezentacie a dalsie formy
zverejnenia, ktoré sa tykaju Udajov
¢tadie. Centrum zapojené do Studie
modze publikovat vysledky prace
vykonanej na zéklade tejto Zmluvy
vsulade so zasadami publikacie
popisanymi v Protokole a pokynmi na
publikéciu  zHelsinskej deklaracie,
aviak za predpokladu, Ze akakolvek
takato Publikacia prebehne vdobe
stanovenej spoloénostou Medtronic
a bude poskytnuta spolo¢nosti
Medtronic na ugel kontroly minimalne
Zestdesiat (60)dni pred odoslanim
alebo prezentaciou.

Multicentricka publikacia. Centrum
zapojené do Studie berie na vedomie,
Ye tato Studia sa vykonava vo
viacerych  centrach  aspolocnost
Medtronic ma opravneny zaujem
zabezpedit, aby bola multicentricka
publikacia prvou publikaciou, ktora
bude zverejnena ¢&i prezentovana
sohladom na dokonéent Studiu.
V stlade stym Centrum zapojené do
studie suhlasi, Ze nebude nezavisle
publikovat, verejne spristupfovat,
prezentovat alebo diskutovat
akékolvek vysledky alebo informacie
tykajuce sa Stldie, pokym nebude
zverejnena multicentricka publikacia,
avsak za predpokladu, ze ak nebude
multicentrickd publikacia zverejnena
do jedného roka po dokonéeni Studie
vo vietkych centrach zapojenych do
Studie, bude mat Centrum zapojené
do studie pravo publikovat vysledky
a informacie tykajlice sa svojich aktivit
vykonavanych na zaklade tejto
Zmluvy, ato v stlade s ustanoveniami
tohto ¢lanku.

Kontrola spolocnostou Medtronic.
Spoloénost Medtronic obmedzi svoju
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9.1

9.

whether Confidential Information las | kontrolu na overenie, & su Déverné
defined in Section 5) is disclosed and informacie  (ako s definované
will not censor or in any way interfere v ¢lanku 5) zZveregjnené  anebude
With presentations or conclusions cenzurovat ani akymkolvek
beyond the extent hecessary to spbdsobom zasahovat do prezentacii
protect Confidential Information alebo zaverov nad ramec nevyhnutny
(other than Study Data), to allow na ochranu Dévernych informacii
Medtronic to protect its rights in (svynimkou Udajov $tudie), aby
patentable or copyrightable materials, spolo¢nost Medtronic mohla chranit
and to check for technical correctness svoje prava Vv pripade
of Medtronic information. When patentovatelnych materidlov alebo
requested by Medtronic, Study Site materialov chranitelnych autorskymi
will delay Publications up to an pravami ana kontrolu technickej
additional ninety (90) days to allow spravnosti informacii tykajicich  sa
Medtronic to protect its right in spolocnosti Medtronic. Na iadost
patentable or copyrightable material. spolo¢nosti  Medtronic Centrum
If notified by Medtronic within the zapojené do Studie odlo¥i Publikacie
sixty (60) day review period according aZ odalsich devitdesiat (90) dni, aby
to Section 8.1. that such Publication bolo spolo¢nosti Medtronic
contains Confidential Information or umoznené chranit svoje prava na
technical errors of Medtronic patentovatelny materidl alebo
information, Study Site shall delete material  chrénitelny autorskymi
what is reasonably identified as pravami. Ak spolo¢nost Medtronic
Confidential Information and make vramci lehoty Zestdesiatich (60) dni
the corrections to Medtronic na  kontrolu ozndmi  vsdlade
information prior to publication or sclankom 8.1, e takato Publikacia
presentation. obsahuje Déverné informacie alebo
technické  chyby vinformaciach
tykajucich sa spolo&nosti Medtronic,
Centrum zapojené do &tidie odstrani
to, &o je oddvodnene identifikované
ako Doverné informacie, a pred
publikaciou alebo prezentaciou
vykonéopravy'mformécil'tykajﬂcichsa
spolocnosti Medtronic,
INSURANCE & INDEMNIFICATION 9. POISTENIE A ODSKODNENIE
Non-Insurance. This Study is designed | 9.1 Nepoistenie.  Tato  Studia je

to be a purely observational study,
meaning that participating patients
receive the same standard care of the
hospital as any other patient that is not
participating in the Study. Participation
inthe Study creates no additional risk or
burden for the patient. Therefore, no
specific clinical trial insurance is issued
for this Study. In case of any
malfunction of a Medtronic-device
standard product liability rules apply.

koncipovana ako vylugne pozorovacia
studia, éo znamena, Ze zG¢asthujuci sa
pacienti obdrzia rovnakd 3tandardni
nemocniénul starostlivost ako
akykolvek iny pacient, ktory sa
nezicastriuje Stidie. Ucast na Studii
nevytvara Ziadne dodatoéné riziko ani
zataZ pre pacienta. Preto sa pre tato
Studiu  nevydava iadne $pecidlne
poistenieklinického skiiania. V pripade
akejkolvek poruchy zariadenia
spolonosti  Medtronic  sa uplatnia
Standardné pravidla zodpovednosti za
produkt.
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10. REPRESENTATIONS & DISCLOSURES

10.1 Authorization and Notification.
Study Site represents and agrees that
ithas:

= full right and authority to enter
into this Agreement under any
law, regulation or policy applicable
to Study Site;

» no obligations or agreements
currently, and represent that it will
not enter into any obligations or
agreements during the term of
this Agreement, which are
inconsistent or in conflict with the
execution of this Agreement or
performance of the duties.

10.2 Compliance Certification.  The
parties agree that this Agreement
shall be performed in accordance with
applicable law, regulations and any
policy, including the policies of any
organization with which Study Site is
associated.

10.3 Required Disclosures. Study Site
agrees to make complete and
accurate disclosures of any financial
relationship and engagement as
required for any scientific medical
publications or presentations. Also,
Study Site will make all necessary
disclosure regarding the contents of
this Agreement to any relevant
professional association, industry
body, authority or institution.

10.4 Conflict of Interest. Study Site shall
not perform the Duties in
contravention of their obligations to
third parties. If a conflict of interest
may arise as a result of Study Site's
activities with third parties, Study Site
will promptly notify Medtronic. The

10.1

10.2

10.3

10.4

10. VYHLASENIA A ZVEREJNENIA

Autorizacia a oznamenie. Centrum
zapojené do $tudie vyhlasuje a suhlasf
s tym, Ze:

= m& plné pravo aopravnenie
uzatvorit tuto Zmluvu na zéklade
akéhokolvek pravneho predpisu,
nariadenia alebo zasady
vztahujucej sa na Centrum
zapojené do studie,

* nema aktudlne Ziadne zavazky
alebo uzavreté zmluvy a vyhlasuje,
7e pocas trvania tejto Zmluvy
hevstUpi do giadnych zavézkov ani
neuzatvori ziadne zmluvy, ktoré
st nekonzistentné alebo vrozpore
s vykonavanim tejto Zmluvy alebo
plnenia povinnosti.

Certifikacia zhody. Strany suhlasia
stym, e tato Zmluva bude
uskutoénena vsllade s prislusnymi
pravnymi predpismi, nariadeniami
a zasadamivratane zasad akychkolvek
organizacii, sktorymi je Centrum
zapojené do Stidie spojene.

Povinné  zverejnenia.  Centrum
zapojené do $tudie suhlasi s uplnym
apresnym zverejnenim akéhokolvek
finan&ného vztahu a zavazku tak, ako
sa to vyzaduje pri akychkolvek
vedeckych lekdrskych publikaciach
alebo prezentaciach. Centrum
zapojené do Stidie taktiez zverejni
vietko potrebné tykajuce sa obsahu
tejto Zmluvy vietkym prislusnym
odbornym asociaciam, priemyselnym
organizaciam, organom alebo
institaciam.

Konflikt zaujmov. Centrum zapojené
do &tudie nebude plnit Povinnosti
vrozpore so svojimi zavazkami vodi
tretim stranam. V pripade moznosti
vzniku konfliktu zaujmov
vyplyvajuceho z aktivit Centra
zapojeného do  Studie  stretimi
stranami, Centrum zapojené do studie
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10.5

10.6

10.7

parties will discuss the best means for
mitigating / avoiding such conflict.

Competence. Medical Center
represents and warrants  that
Investigator is an individual who,

because of training and experience,
qualifies as a suitable expert to
investigate the safety and performance
of the Study Device, and that an
accurate Curriculum Vitae has been
submitted to Medtronic.

Ethical Conduct and Medical Decision-
Making.

a. StudySiterepresentsand warrants
that all staff selected to participate
in the conduct of the Study has
never participated in a study or
other research activity that has
been terminated by the Ethics
Committee or the sponsor of such
activity for reasons of non-
compliance; that Medical Center or
Investigator have never individually
been  terminated from an
investigational study for reasons of
non-compliance; and that Medical
Center or Investigator have not
been disqualified, restricted or
debarred by any regulatory
authority from conducting clinical
trials.

b. Study Site shall perform the Duties
in accordance with the highest
standards of the medical
profession and Medtronic's
instructions. Where applicable,
any medical decisions shall be

made by Investigator  in
accordance with Investigator's
professional and independent

medical judgment.

Continuing Compliance. Study Site
shall remain in compliance with the
above representations and
obligations and shall promptly inform
Medtronic if Study Site is no longer
able to comply.

10.5

10.6

10.7

okamZite upovedomi spolo&nost
Medtronic. Strany prediskutuju
najlepdie rieenia, ako zmiernit takéto
konflikty alebo im predist.

Sposobilost. Zdravotnicke zariadenie
vyhlasuje aruéi za to, ze Skusajuci je
osobou, ktora zdévodu gkolenia
askusenosti spina podmienky ako
vhodny  odbornik na  sktZanie
bezpetnosti avlastnosti Zariadenia
Studie, a Ze spoloénosti Medtronic bol
zaslany presny Zivotopis.

Etické spravanie alekarske

rozhodovanie.

a. Centrum zapojené do &tudie
vyhlasuje aruéi za to, 7e vietci
pracovnici, ktori boli vybrani na
Ucast pri vykonavani Studie, sa
nikdy nezicastriovali Studie ani inej
vyskumnej aktivity, ktor(r ukoncila
Etickd komisia alebo zadavatel
takejto aktivity z dévodov
nestladu; Ze  Zdravotnickemu
zariadeniu  alebe  Skusajicemu
nikdy nebola individualne ukonéena
ucast na  skusobnej  studii
zdbvodov nestladuy; aze
Zdravotnicke zariadenie ¢i
Skusajuci neboli  diskvalifikovani
ziadnym regulaénym organom
zvykonu klinickych skasani, nebol
im zakdzany ani zneho neboli
vyliéeni.

b. Centrum zapojené do
vykona Povinnosti
s najvyssimi Standardmi
lekdrskeho povolania apodla
pokynov spolo&nosti Medtronic.
Vrelevantnych pripadoch bude

Studie
v stilade

akeékolvek lekarske rozhodnutie
vykonané Sku3ajicim v stlade
s profesionalnou a nezavislou

lekarskou mienkou Skagajuceho.

Udrziavanie zhody. Centrum
zapojené do studie bude dodrziavat
vysiie uvedené vyhlasenia
a povinnosti a bude okamzite
informovat spolo¢nost Medtronic, ak
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10.8

11.1

11.2

11.3

Registration. Study Site agrees thata
registration of the Study be made by
Medtronic at a public database such as
www.clinicaltrials.gov in order to
comply with the Declaration of
Helsinki and the requirements from
the Committee of Medical Journal
Editors.

11. TERM AND TERMINATION

Term. This Agreement shall begin on
the Effective Date and continue in
effect until the Expiration Date, unless
otherwise terminated in accordance
with this Section 11.

Termination. If either party to this
Agreement should breach any
provision hereof, the injured party
may give written notice of the breach
to the defaulting party. If such breach
is not remedied within thirty (30) days
of the written notice thereof, the
complaining party may terminate this
Agreement immediately by providing
written notice to the defaulting party.
The failure of a party to so terminate
this Agreement due to abreach on the
part of the other party shall not
constitute a waiver of its right to so
terminate on the basis of any
subsequent breach.

Furthermore, Medtronic is entitled to
terminate this Agreement upen thirty
{30} days prior written notice to Study
Site, should Medtronic decide to
discontinue the Study.

Effect of Termination. In the event of
an early cancellation or termination of
this Agreement, Medtronic shall
compensate Payee pro-rata for the
services rendered up to that date, and

10.8

11.1

11.2

11.3

nebude nadalej schopné dodrziavat
tieto podmienky.

Registracia. Centrum zapojené do
Studie suhlasi stym, e spolo¢nost
Medtronic zaregistruje Stadiu do
verejnej databazy, ako napriklad
www.clinicaltrials.gov, aby dodrzala
Helsinskd  deklaraciu  a poZiadavky
Vyboru editorov lekarskych
Casopisov.

11. DOBA TRVANIA A UKONCENIE

Doba trvania. Tato Zmluva zaéne platit
od Détumu ucinnosti a bude platna do
Datumu skonéenia platnosti, ak nebude
jej platnost ukonéend inym spdsobom
v stlade s €lankom 11.

Ukonéenie. Ak niektora zo stran tejto
Zmluvy porusi niektoré zustanoveni
tejto Zmluvy, poskedena strana méze
zmluvnl  stranu, ktord zmluvu
porusila, pisomne upozornit na
porusenie  Zmluvy. Ak takéto
porusenie nebude odstranené do
tridsiatich (30)dni od pisomného
upozornenia, upozornujuca strana
mébze tuto Zmluvu okamzite ukondit
pisomnou vypovedou strane, ktora
porusila Zmluvu. Ak niektord zo
zmluvnych stran neukondi tuto
Zmluvu z dévodu jej porudenia druhou
zmluvnou  stranou, nebude to
predstavovat zrieknutie sa prava
ukondcit zmluvu na zaklade
akéhokolvek nasledného porusenia.

Dalej je spoloénost Medtronic
opravnend vypovedat tato Zmluvu
pisomnou vypovedou svypovednou
lehotou tridsat {30}dni doruéenou
Centru zapojenému do  $tadie
v pripade, Ze spoloénost Medtronic sa
rozhodne nepokracovat v Studii.

Uginky ukonéenia. V pripade
predcasného zrusenia alebo vypovede
tejto  Zmluvy bude spoloénost
Medtronic pomerne kompenzovat
Prijlemcovi platby za sluzby, ktoré boli
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114

12.1

12.2

12.3

all work entered into before such
cancellation or termination. Payee shall
refund  Medtronic pro-rata  any
amounts it may have received in
advance for services still to be rendered
after such cancellation or termination,
as the case may be.

Survivability. The sections on
Confidentiality, Intellectual Property,
Representations & Disclosures,
Ownership & Use of Data, Data
Protection and Insurance &
Indemnification of this Agreement
shall  survive the expiration or
termination of this Agreement.

12. MISCELLANEQUS

Independent Contractor; No
Authority to Bind. Study Site shall be
deemed to be an independent
contractor for all purposes and shall
not be considered as an agent,
representative  or employee of
Medtronic for any purpose. Except as
explicitly permitted in this
Agreement, Study Site may not incur
any liability on Medtronic's behalf nor
bind Medtronic to any obligations
without the prior written consent of
Medtronic.

Entire Agreement. This Agreement,
and any attachments, constitutes the
entire contract or understanding
between the parties related to the
subject matter of this Agreement. No
amendments, changes, extensions or
modifications to this Agreement shall
be valid and binding unless done in
writing and signed by the parties
hereto.

Counterparts. This Agreement s
signed in three counterpart copies all
of which together shall constitute one
Agreement and each of which may
equally evidence this Agreement.

11.4

12.1

12.2

12.3

do daného okamihu poskytnuté, aza
vietku préacu, ktora bola za&ats pred
takymto zrusenim alebo vypovedou,
Prijemca platby wvrati spoloc¢nosti
Medtronic pomernd ¢ast akejkolvek
sumy, ktorl prijal vopred za sluzby,
ktoré mali byt poskytnuté po takomto
zruseni alebo vypovedi Zmluvy.

Platnost ustanoveni po ukonéeni
Zmluvy. Clénky o dbvernosti,
dusevnom vlastnictve, vyhlaseniach
a spristupneniach, vlastnictve
apouziti ddajov, ochrane Udajov
a poisteni a od3kodneni tejto zmluvy
budd platné aj po vypriani platnosti
alebo vypoveditejto Zmluvy.

12. ROZNE
Nezavislda zmluvna strana, bez
pravomoci viazania. Centrum

zapojené do 3tddie bude pre vietky
Ucely povaZované za nezavisld
zmluvnu stranu a v Ziadnom ohlade by
nemalo byt povazované za zastupcu,
splnomocnenca alebo zamestnanca
spolo¢nosti Medtronic, Pokial to nie je
touto Zmluvou vyslovne povoleng,
nesmie Centrum zapojené do $tudie
prevziat Ziadnu zodpovednost v mene
spoloénosti Medtronic ani zaviazat
spolofnost  Medtronic  k Ziadnym
zavazkom bez predoslého pisomného
sthlasu spoloénosti Medtronic.

Uplna Zmluva. Tato Zmluva, ako aj
vsetky jej prilohy tvoria Uplnd zmluvu
alebo  dohodu medzi stranamij
suvisiacu s predmetom tejto Zmluvy,
Ziadne dodatky, zmeny, rozéirenia
alebo Upravy tejto Zmluvy nebudu
platné azavdzné, pokial nebudd
vyhotovené  pisomne  anebudq
podpisané zmluvnymi stranami tejto
zmluvy,

Vyhotovenia. Tato zmluva je
podpisana  vtroch rovnopisoch,
zktorych vietky spolu tvoria jednu
zmluvu akazdy znich mése tito
zmluvu preukazat rovnako. J
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12.4 Affiliates. "Affiliate” shall mean any | 12.4  PridruZené strany. Pojem JPridruZzena
legal entity directly or indirectly strana” bude znamenat akykolvek
controlling, controlled by or under pravny subjekt, ktory priamo i
common control with, Medtronic. nepriamo kontroluje, je kontrolovany
"Control” shall mean a direct or indirect alebo je pod spolo¢nou kontrolou so
ownership of at least 50% of the voting spolotnostou  Medtronic.  Pojem
rights in a legal entity. Medtronic has .Kontrola® bude znamenat priame
the right, in its sole discretion, to alebo nepriame vlastnictvo minimalne
perform any obligations under this 50% hlasovacich prav vpravnom
Agreement through an Affiliate and subjekte. Spolo¢nost Medtronic ma
share or transfer any benefits or pravo, podla vlastného uvazenia,
protections arising hereunder amongst vykonavat vsetky zévdzky na zaklade
its Affiliates. tejto Dohody prostrednictvom

pridruzenej strany azdiefat alebo
preslUvat vietky benefity alebo krytie
vyplyvajice ztejto Dohody medzi
svojimi pridruzenymi stranami.

12.5 Notices. All notices, demands, | 12.5 Vyrozumenia. Vsetky oznamenia,
requests, submissions, reports or any ?iadosti, poziadavky, podania, spravy
other communications permitted or alebo akakolvek ind komunikéacia
required to be given under this povolena alebo vyZiadana na zéklade
Agreement shall be sent to the parties tejto Zmluvy musi byt odoslana
at the addresses indicated in the strandm na  adresy  uvedeng
Contract Details of this Agreement, v Podrobnostiach  zmluvy  vtejto
and shall be deemed to have been Zmluve abude povazovana za platne
validly effected if sent by registered dorucen, ak je odoslana
mail to each of the parties at such doporuc¢enou postou kazdej strane na
address. Either party may, by notice to takUto adresu. Kazda strana moze po
the other, change its address. oznameni druhej strane zmenit svoju

adresu.

12.6 No Assignment. Study Site may not | 12.6 Ziadny prevod. Centrum zapojené do
assign Study Site ‘s rights or obligations $tudie nesmie previest svoje prava
under this Agreement without specific alebo povinnosti na =zaklade tejto
prior written approval from Medtronic. Zmluvy bez vyslovného predosiého

pisomného schvalenia od spolocnosti
Medtronic.

12.7 Severability. In the event that any | 12.7 Oddelitelnost. V pripade, Ze
provision of this Agreement is or akékolvek ustanovenie tejto zmluvy je
becomes invalid, prohibited or alebo sa stane neplatnym, zakazanym
unenforceable in any jurisdiction, the alebo nevynutitelnym v ktorejkolvek
ineffectiveness of such provision shall jurisdikcii, netldinnost tohto
not invalidate the remaining ustanovenia nezbavuje platnosti
provisions of this Agreement, which ostatné ustanovenia tejto zmluvy,
shall remain in full force and effect. ktoré zostani vplnej platnosti

a ucinnosti.
deok %k EE T2 ok ok

IN WITNESS WHEREOF, the parties have executed this Agreement through their duly authorized
representatives as appropriate. /
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NADOKAZ TOHO strany podpisali tito Zmluvu prostrednictvom svojich riadne splnomocnenych
zastupcov tak, ako sato vyZaduje.

MEDTRONIC

Inabscenceof / V nepritomnosti Leo Kretzers, M.Sc.
Vice President and General Manager

" Date /Datum: _ _
Cf"lalt::m:n g —

5r.Finance Manager

MEDICAL CENTER / ZDRAVOTNICKE ZARIADENIE

Date / Datum:

Ing. Mongi Msolly, MBA
Chairman of the Board and General Director
Predseda Predstavenstva a Generalny riaditel

Date / Datum:

Assoc. Prof. Dr. Juraj Madari¢, M.D., PhD., MPH
Vice Chairman of the Board
Podpredseda Predstavenstva

INVESTIGATOR / sKUSAJUCI

Date / Datum:

Dr. Michal Sasov
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EXHIBIT 1

DATA PROCESSING INFORMATION
NOTICE

As you will contribute to the Product
Surveillance Registry - Cardiac Rhythm (the
“Study”) sponsored by Medtronic, Medtronic
will be provided with personal data about you.
This Notice serves to inform you of the way
Medtronic will process your personal data.

Purpose and type of personal data collected
For the purpose of managing the Study and to
comply with its legal obligation under
applicable clinical legislation, Medtronic
Bakken Research Center B.V. located at
Endepolsdomein 5, 6229 GW Maastricht,
The Netherlands (“Medtronic”) will collect,
process and store the following data about
you:

» |dentifying data (name, address, email
address, phone number)

»  Curriculum Vitae with relevant
qualifications and professional
experience as necessary to establish
your suitability for your role in the
Study
{collectively referred to as "Personal
data”)

Retention and Data Security

Your Personal data will be kept by Medtronic
for the duration of the Study. Following this, it
will then be archived for the period mandated
by applicable clinical regulations. Medtronic
will take all technical and organizational
measures necessary to ensure an adequate
level of protection against unauthorized
access or theft as well as accidental loss,
tampering or destruction.

Recipients and Transfer of Data

In general, only Medtronic personnel involved
in the management of the Study will have
access to your Personal data.

Your data may also be provided to other
Medtronic affiliates or third party service
suppliers who perform Study-related
activities for the sponsor, insofar as this is
required for the purpose of the Study, and

PRILOHA 1

INFORMACNE OZNAMENIE
O SPRACOVAVANIi UDAJOV

Vpriebehu vasho prispievania  kstudii
snazvom Product Surveillance Registry -
Cardiac Rhythm  (,5tudia”), zadangj
spoloénostou Medtronic, budu spolocnosti
Medtronic poskytnuté osobné Udaje ovas.
Cielom tohto Ozndmenia je informovat vas
o spdsobe, akym bude spolocnost Medtronic
spracovavat vase osobne Udaje.

Uéel atyp zhromazdovanych osobnych
udajov
Na Gé&el riadenia Studie adodrZiavania jej
pravnych povinnosti na zaklade prislusngj
klinickej legislativy bude Medtronic Bakken
Research Center B.V. so sidlom na adrese
Endepolsdomein 5, 6229 GW Maastricht,
Holandsko  (,Medtronic’) zhromazdovat,
spracovavat auchovavat nasledujice Udaje
o vas:
= jdentifika¢né Gdaje (meno, adresa,
e-mailova adresa, telefonne &islo),
= Zivotopis s prislusnym vzdelanim
aodbornou praxou potrebnou na
stanovenie va3ej vhodnosti pre vasu
ulohu v ramci Studie,
(stihrnne oznatované ako ,Osobné
udaje”)

Uchovavanie a bezpeénost udajov

Vase osobné Udaje bude spolocnost
Medtronic uchovévat po dobu trvania Studie.
Nasledne budd archivované po dobu
stanovenu prislusnymi klinickymi
nariadeniami. Spolo¢nost Medtronic prijme
vietky technické aorganizatné opatrenia
potrebné na zabezpecenie primeranej urovne
ochrany proti neopravnenému pristupu alebo
kradezi, ako aj pred nadhodnou stratou,
neopravnenym zasahom alebo zniCenim.

Prijemcovia a prencs udajov

Vo véeobecnosti budi mat pristup k vasim
Osobnym  Udajov  vyluéne  pracovnici
spolo¢nosti Medtronic zapojeni do riadenia
Studie.

Vase Gdaje mozu byt taktiez poskytnuté inym
pridruzenym  spoloénostiam  spolo¢nosti
Medtronic alebo dodavatelom sluzieb z
tretich stran, ktori wvykonavaji C&innosti
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I-Ecordingly may be transferred to countrigs
where European Union data protection laws
are not applicable. In case your Personal data
is transferred to a recipient located in a third
country outside the European Unijon,
Medtronic will ensure that this cross-border
data processing is adequately protected and
is done only in a way that complies with the
European General Data Protection Regulation
(EU) 2016/679 and all additional requirements
defined by local law.

To comply with local laws, Medtronic may also
be required to transfer Personal data to public
authorities, which may be located in the
European Union or in third countries.

Medtronic Contact Details

Medtronic shall be considered as data
controller under the General Data Protection
Regulation, meaning it will determine the
purposes and means by which your data is
processed.

If you have any question relating to
Medtronic's processing of your data for this
Study, you can contact Medtronic’s Data
Protection Officer:
rs.privacyeurope@medtronic.com.

Yourrights

You are entitled to access your Personal data
processed for this Study, and to request
rectification,  restriction,  deletion or
exportation of this data, or to obtain further
information on the protection of your data in
case of transfers to third countries. Any
request should be addressed to Medtronic's
Data Protection Officer at
rs.privacyeurope@medtronic.com.
Alternatively, you also have the right to lodge
a complaint to the local data protection
authority.

suvisiace so Studiou pre zadavatela, pokial to
bude potrebné na ticel Stidie, a v silade s tym
mo&Zu byt prenesené do krajin, kde sa
neuplatiujd pravne predpisy Eurépskej tnie
na ochranu osobnych Gdajov. V pripade, ze
vase Osobné Udaje budu prenesené k
prilemcovi nachadzajucemu sa v tretej krajine
mimo Eurdpskej tnie, spolo¢nost Medtronic
zaisti, aby  bolo toto cezhrani¢né
spracovavanie Udajov adekvatne chranené a
aby sa vykonavalo iba spdsobom, ktory je
sulade s eurépskym VSeobecnym nariadenim
© ochrane ddajov (EU) &. 2016/679 a vietkymi
dalSimi poziadavkami definovanymi
miestnymi prévnymi predpismi.

Na ucel dodrziavania miestnych pravnych
predpisov méZe byt spolo¢nost Medtronic
taktieZ povinna prenagat Osobné Udaje
verejnym organom, ktoré sa mézu nachadzat
v Eurépskej tnii alebo v tretich krajinach.

Kontaktné udaje spolo&nosti Medtronic
Spolo¢nost Medtronic bude povaZovana na
zaklade VSeobecného nariadenia o ochrane
Udajov za prevadzkovatela udajov, ¢&o
znamena, ze stanovi (cely a prostriedky,
ktorymibudt vage Udaje spracovavané.

Ak mate akékolvek otazky sudvisiace so
spracovavanim vasich Gdajov pre tuto Studiu
spolocnostou Medtronic, moZete
kontaktovat osobu zodpovednl za ochranu
Udajov v spoloé¢nosti Medtronic na adrese:
rs.privacyeurope@medtronic.com.

Vase prava

Mate pravo na pristup k vagim Osobnym
Udajom spracovavanym pre tuto Stddiu a
pravo poziadat o opravu, obmedzenie,
vymazanie alebo exportovanie tychto Udajov,
alebo ziskat daldie informacie o ochrane
vasich Gdajov v pripade prenosov do tretich
krajin. Vetky Fiadosti musia byt adresované
osobe zodpovedne] za ochranu udajov v
spoloc¢nosti Medtronic na adresu
@privacyeurope@)medtronic.com.

Pripadne mate taktie? pravo podat staznost
miestnemu organu ochrany Gdajov,
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EXHIBIT 2
DATA PROCESSING CLAUSES

In accordance with Section 4.3 of the
Agreement, Study Site shall comply with the
present clauses when processing personal
data of patients enrolled in the Study (“Study
Patient Data”).

Within the context of the Agreement and the
Study, Study Site shall only process Study
Patient Data for the duration of the
Agreement and the Study. This processing
shall entail collection of Study Patient Data,
completion of the CRFs and transfer to
Medtronic, in accordance with the Duties
outlined in Section 1 of the Agreement. Any
processing that Study Site undertake outside
of the context of this Agreement and the
Study, shall be conducted under Study Site’s
sole responsibility and liability and, for such
processing, Medtronic shall not be considered
as the data controller.

At the end of the Study, Medical
Center/Investigator's processing of Study
Patient Data in the context of the Agreement
and the Study shall be limited to storage of
such data in accordance with applicable
regulations on archiving of clinical study file
and for the duration specified in such
regulations.

1 Definitions

For the purpose of this Data Protection
Clauses, the following terms shall have the
following meaning:

1.1 "General Data Protection
Regulation” means the European
Union Regulation 2016/679 on the
protection of natural persons with
regard to the processing of personal
data and on the free movement of
such data, and any relevant national
laws.

1.2 “Study Patients” shall have the
meaning of “data subjects” as defined
in the General Data Protection
Regulation.

PRILOHA 2
DOLOZKY O SPRACOVAVANI UDAJOV

V stlade s élankom 4.3 Zmluvy bude Centrum
zapojené do Studie dodrziavat tieto dolozky
pri spracovavani osobnych udajov pacientov
zaradenych do Studie (.Udaje pacientov
v stadii”).

V kontexte Zmluvy a Studie bude Centrum
zapojené do Stadie spracovavat Udaje
pacientov v 3tudii vyluéne po dobu trvania
Zmluvy a Stidie. Toto spracovavanie bude
znamenat zhromazdovanie Udajov pacientov
v §tudii, vypliiovanie formularov CRF a prenos
do spolo¢nosti Medtronic v sulade s
Povinnostami  stanovenymi v  ¢lankul
Zmluvy. Akékolvek spracovévanie, ktoré
Centrum zapojené do &tudie vykona mimo
kontextu tejto Zmluvy a Studie, sa bude
vykonévat na zaklade vyluénej zodpovednosti
a ruéenia Centra zapojeného do Studie a v
pripade takéhoto spracovavania nebude
spolo¢nost  Medtronic  povaZovana za
prevadzkovatela udajov.

Pri ukonéeni Studie bude spracovavanie
(Jdajov pacientov v 3tadii zo strany
Zdravotnickeho zariadenia/Skusajuceho v
kontexte Zmluvy a Studie obmedzené na
uchovavanie takychto udajov v sulade s
prisludnymi nariadeniami o archivacii spisu
klinickej &tudie a po dobu trvania stanovenu v
takychto nariadeniach.

1. Definicie

Na uéel tychto Doloziek o ochrane Udajov
budd mat nasledovné pojmy nasledovné
vyznamy:

121 Pojem ,VSeobecné nariadenie o
ochrane udajov" znamena nariadenie
Eurépskej Unie €. 2016/679 o ochrane
fyzickych o0sdb pri  spracovavani
osobnych udajov a o volnom pohybe
takychto Udajov a vietky prisludne
narodné pravne predpisy.

1.2 Pojem ,Pacienti v 5tuadii® bude
znamenat ,dotknuté osoby” v zmysle
definicie V8eobecného nariadenia o

ochrane udajov.
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1.3

1.4

1.5

2.

2.1

2.2

2.3

Study Site agrees, in
processing of Study Patient Data in the
context of the Agreement and the Study, to:

"Personal Data” shall have the
meaning as defined in the General
Data Protection Regulation.

“Personal Data Breach" shall have the
meaning as defined in the General
Data Protection Regulation.

“Processed/processing” shall have
the meaning as defined in the General
Data Protection Regulation.

Data Protection
respect of their

process Study Patient Data strictlyin
accordance with the  written
instructions of Medtronic, as
provided in the present Data
Protection Clauses, the Protocol and
any further documented
instructions from Medtronic, and to
undertake any other measures
requested by Medtronic and/or as
required in order to comply with the
General Data Protection Regulation;

notwithstanding the above, Study
Site shall be allowed to process
and/or transfer Study Patient Data if
required to do so by law, in which
case it shall inform Medtronic of that
legal requirement before
processing, unless that law prohibits
such information on important
grounds of public interest;

ensure that personnel authorized to
process the personal data have
committed themselves to
confidentiality or are under an
appropriate statutory obligation of
confidentiality;

1.3

1.4

1.5

2

Pojem ,Osobné udaje” bude mat
vyznam, ktory je definovany vo
Vieobecnom nariadeni o ochrane
Udajov.

Pojem ,Porusenie ochrany osobnych
udajov” bude mat vyznam, ktory je
definovany vo Vieobecnom nariadeni
oochrane Udajov.

Pojem
~Spracovavany/spracovavanie”
bude mat vyznam, ktory je definovany
vo Vieobecnom nariadeni o ochrane
udajov.

Ochrana udajov

Centrum zapojené do studie suhlasi s
ohladom na svoje spracovavanie Udajov
pacientovvétﬂdiivkontexteZquvyagtL‘Jdie,

ze:

2.1

2.2

2.3

bude spracovévat Udaje pacientov v
Stadii v prisnom stlade s pisomnymi
pokynmi  spoloénosti  Medtronic,
ktoré s uvedené v tychto Dolozkach

o ochrane Udajov, Protokole a
akymikolvek zdokumentovanymi
pokynmi spolo¢nosti Medtronic a

zavazuje sa vykonat akékolvek dalgie
opatrenia poZadované spoloénostou
Medtronic a/alebo podia potreby na
u¢el dodrziavania Vieobecného
nariadenia o ochrane tdajov;

bez ohladu na vyigie uvedené bude
Centru zapojenému do  Studie
povolené spracovavat a/alebo
prenasat Udaje pacientov v &tudii, ak
to budu vyZadovat pravne predpisy,
pricom v tomto pripade bude
informovat spolo¢nost Medtronic o
danej pravnej poziadavke pred
spracovavanim, ak pravne predpisy
nezakazuju takéto informovanie na
zaklade dolezitych doévodov vo
verejnom zaujme;

zabezpedi, aby sa pracovnici, ktori st
opravneni spracovavat osobné udaje,
zaviazali k ochrane ddvernosti alebo
sa na nich vztahovala prisluina
zakonnd  povinnost  zachovania
dovernosti;
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2.4

2.5

2.6

2.7

2.8

take all reasonable steps to ensure
the reliability of any personnel
engaged in the processing of Study
Patient Data and to ensure that any
personnel that process Study
Patient Data receive adequate
training to ensure compliance with
this Exhibit;

ensure that appropriate technical
and organizational measures are
adopted to ensure safekeeping
against unauthorized or unlawful
processing of Study Patient Dataand
against accidental loss, or
destruction of, or damage to Study
Patient Data so as to enable
Medtronic to comply with the
General Data Protection Regulation,
taking into account the sensitive
nature of the Study Patient Data and
the particular expertise of the Study
Site in relation to such Study Patient
Data and the related security and
confidentiality requirements;

upon request of Medtronic, provide
written particulars of all technical
and organizational measures
detailed to a reasonable level such
that Medtronic can determine
whether or not, in connection with
the Study, any Study Patient Data is
orhasbeen processed inaccordance
with the General Data Protection
Regulation.

make arrangements to ensure that
back-up records of the current
Study Patient Data are maintained
and updated on a regular basis;

promptly notify Medtronic and
provide Medtronic with full co-
operation and assistance, in relation
to any complaint, notice or
communication which relates
directly or indirectly to the
processing of Study Patient Data or
to Medtronic's compliance with the

2.4

2.5

2.6

2.7

2.8

vykona v3etky primerané kroky na
zaistenie  spolahlivosti  vSetkych
pracovnikov zapojenych do
spracovavania Udajov pacientov v
gtudii a na zabezpeéenie, aby vietci
pracovnici spracuvajuci Udaje
pacientov v 35tudii boli primerane
vyskoleni na ucel zaistenia suladu s
touto Prilohou;

zabezpedi, aby boli prijaté vhodné
technické a organizaéné opatrenia na
G¢el zabezpedenia ochrany pred
neopravnenym alebo nezakonnym
spracovanim Udajov pacientov v
studii a pred nahednou stratou £i
zni¢enim alebo poskodenim Udajov
pacientov v stdii, aby mohla
spoloé¢nost Medtronic dodrzat
Véeobecné nariadenie o ochrane
Udajov so zohladnenim citlivej povahy
Udajov pacientov v 5tudii a $pecificke]
odbornosti Centra zapojeného do
&tudie vo vztahu k takymto Udajom

pacientov v §tadii a -sOvisiacim
poziadavkam na zaistenie
bezpecénostia dévernosti;

na ziadost spolocnosti Medtronic
pisomne poskytne podrobne
informacie o vietkych technickych a
organizacnych opatreniach v

primeranej Urovni podrobnosti, aby
spolo¢nost Medtronic mohla
stanovit, ¢i boli alebo su v suvislosti so
Studiou spracovavané akekolvek
Udaje pacientov v studii v sulade so
V&eobecnym nariadenim o ochrane
udajov alebo nie;

podnikne opatrenia, aby sa
zabezpeéilo, Ze sa uchovava a
pravidelne aktualizuje zaloha
zaznamov  aktudlnych  Udajov
pacientov v studii;

bezodkladne oznami spolocnosti

Medtronic a poskytne jej pinu
spolupraci a pomoc v suvislosti s
akoukolvek staznostou, oznamenim
alebo komunikaciou, ktora sa tyka
priamo & nepriamo spracovavania
Udajov pacientov v 3tadii alebo
dodrziavania Vieobecného
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2.9

2.10

2.11

leatronic

General Data Protection Regulation;
promptly  notify any request
received directly from the Study
Patients without responding to that
request, unless it has been otherwise
authorized to do so in cases where
the disclosure is not required by law;

fully cooperate, on request, with any
supervisory  authority in  the
performance of its tasks and
promptly inform Medtronic of such a
request and any actions taken to
fulfill this request; where possible,
Study Site shall seek Medtronic's
position in relation to any such
requests prior to responding to
them;

provide promptly to Medtronic from
time to time such information and
access, and fully cooperate with
Medtronic, as Medtronic may require
in relation to Study Patient Data and
Medical Center's processing
facilities, systems, personnel and
documentation, to enable Medtronic
to audit, inspect or monitor
compliance with the General Data
Protection Regulation and this
Exhibit;

promptly inform Medtronic if any
Study Patient Data is lost or
destroyed or becomes damaged,
corrupted, or unusable and, at
Medtronic's request, restore such
Study Patient Data at Medical
Center's and Investigator’s own
expense; promptly notify Medtronic
without undue delay after becoming
aware of a Study Patient Personal
DataBreach;

2.9

2.10

2.11

nariadenia o ochrane udajov zo stranﬂ
spolo¢nosti Medtronic, bezodkladne
oznami prijatie akejkolvek poZiadavky
priamo od Pacientov v &tudii bez toho,
aby odpovedala na danu poZiadavku,
ak nie je inak opravnena tak uginit v
pripadoch, kedy poskytnutie nie je
pozadované pravnymi predpismi;

bude na poZiadanie plne
spolupracovat s akymkolvek
organom dohladu pri plneni svojich
tloh a bezodkladne bude informovat
spolo€nost  Medtronic o takejto
Ziadosti a akychkolvek tkonoch
vykonanych na téel spinenia takejto
Ziadosti. V pripadoch, kedy to bude
mozne, si Centrum zapojené do
Studie vyZiada stanovisko spolo¢nosti
Medtronic vo vztahu k akymkolvek
takymto poZiadavkdm pred tym, ako
nane bude reagovat;

bezodkladne bude poskytovat
spolo¢nosti Medtronic priebezne také
informacie a pristup a plne
spolupracovat  so  spoloénostou
Medtronic, ako bude spolo¢nost
Medtronic pozadovat v stvislosti s

Udajmi  pacientov v &tadii a
zariadeniami, systémami,
pracovnikmi  a  dokumentaciou

spracovavania Centra zapojeného do
Studie, aby umoznilo spoloénosti
Medtronic vykonavat audit, kontrolu a
monitorovanie sutladu 50
VSeobecnym nariadenim o ochrane
udajov a tejto Prilohy;

bezodkladne informuje spolo¢nost
Medtronic v pripade straty alebo
znicenia ¢i poskodenia, narugenia
alebo nepouzitelnosti akychkolvek
Udajov pacientov v étudii a na iadost
spolocnosti Medtronic obnovi takéto
Udaje pacientov v §tadii na vlastné
naklady Centra zapojeného do &tudie
a Skusajuceho a bez zbytoéného
odkladu oznami spolo¢nosti
Medtronic Porusenie ochrany
osobnych udajov pacientov v &tudii:
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2.12

2.13

2.14

2.15

ensure that Study Patient Data is

accurately entered into data
management systems and, where
necessary, kept up to date,

corrected or erased if found to be
inaccurate;

have appropriate procedures in
place for the archiving of the Study
Patient Data after the end of the
Study, in accordance with local
regulations ; at the end of the legally
mandated archiving period, or upon
Medtronic's prior explicit written
instructions, ensure the destruction
of Study Patient Data and promptly
inform Medtronic of this same;

maintain a full written record of
processing activities under their
responsibility, including appropriate
evidentiary documentation of their
compliance with their obligations
under this Exhibit;

otherwise perform any of the Duties
so that Medtronic is compliant with
the General Data Protection
Regulation.

Liability and Indemnification

Study Site shall indemnify, keep
indemnified and hold harmless
Medtronic against all losses, claims,
demands, liabilities, costs and
expenses (including reasonable legal
costs and disbursements) incurred
by them in respect of any breach of
the present Data Processing
Schedule by Study Site and/or any
act or omission of Study Site and
provide all reasonable assistance to
Medtronic in connection with any
civil, administrative or criminal
proceedings against Medtronic.

2.12

2.13

2.14

2.15

zabezpeci, aby boli Udaje pacientov v
tudii presne zadané do systemov
spravy Udajov a v pripadoch, kedy sa
to bude vyzadovat, boli
aktualizované, opravené alebo
vymazang, ak sa zisti, Ze st nepresné;

zavedie primerané postupy na
archivaciu Udajov pacientov Studie po
ukondeni Studie v stlade s miestnymi

nariadeniami. Na konci pravnymi
predpismi  stanoveného obdobia
archivacie alebo na  zdklade

predoglych vyslovnych pisomnych
pokynov  spolo¢nosti  Medtronic
zabezpedi zni¢enie Udajov pacientov
v studii a bezodkladne onom
informuje spolo¢nost Medtronic;

uchova Uplny pisomny zaznam ©
aktivitdch spracovavania v ramci
svojej zodpovednosti, a to vratane
primeranej dokumentacie
dokladajuce] sulad so  svojimi
povinnostamina zaklade tejto Prilohy;

inak bude plnit vetky Povinnosti tak,
aby spolo¢nost Medtronic dodrzala
Véeobecné nariadenie o ochrane
udajov.

Zodpovednost a odskodnovanie

Centrum zapojené do §tadie odskodni
azachova odskodnenie a bude chranit
spolo¢nost Medtronic s ohladom na
vietky straty, naroky, poziadavky,
zavazky, naklady a vydavky (vratane
primeranych nakladov a utrat na
pravne zastupenie), ktoré jej vzniknu s
ohladom na akékolvek porusenie
prislusného  Stpisu  spracovavania
udajov zo strany Centra zapojeneho
do &tudie afalebo akehokolvek
konania ¢i opomenutia zo strany
Centra zapojeneho do Sstudie, a
poskytne spolo¢nosti  Medtronic
vietku primerant pomoc v suvislostis
akymkolvek obéianskopravnym,
spravnym alebo trestnopravnym
konanim proti spoloénosti Medtronic.
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EXHIBIT 3

PARTNERSHIP CLAUSE WITH THE
MATERIAL RELATIONSHIP PARTNER

1. Management System

Material Relationship Party (business partner;
external party) undertakes to adopt, within its
organization, an effective management
system capable of preventing corruption
offenses of bribery/bribery to abuse official
authority, competence, influence or position,
forthepurposeoflawviolation,briberyinlega[
acts, incitement to such abuse, extortion
and/or embezzlement.

2. Payment Systems

In the performance of activities within the
contractual relationship with the company
National Institute of Cardiovascular Diseases,
a.s. (hereinafter referred to as "NUSCH, a.s.")
Material Relationship Party undertakes to
make payments exclusivelyin sucha wayasto
enable the identification of the beneficiary
and to avoid cash payments or payments in
kind.

3. Gifts and Rewards

Material Relationship Party undertakes that
none of their representatives, agents,
employees or other persons acting on their
behalf before or during the contractual
relationship will directly or indirectly offer,
hand-out, provide, demand or receive funds
or any other appreciable items, nor provide
any benefits, gifts, or entertainment for the
purpose of influencing the conduct of NUSCH,
a.s., with the use of remuneration or
incitement for improper performance of the
relevant representatives of NUSCH, a.s. for
the purpose of obtaining or maintaining an
advantage in the performance of their
activities in violation of generally binding legal
regulations of the Slovak Republic
(hereinafter referred toas “SR"). However, it is
possible to provide a courtesy with a low
financial value, e.g. books, flowers, catalogs,
small memorabilia at business meetings or
official meetings, or entertainment at the
value of a meal in an appropriate restaurant.

PRILOHA 3

DOLOZKA O PARTNERSTVE
S PARTNEROM VECNEHO VZTAHU

1.Systém riadenia

Partner vecného vztahu (obchodny partner:
externa zmluvna strana) sa Zavazuje, 7e v
ramci svojej organizacie prijme Ucinny systém
riadenia schopny zabranit korupénym
trestnym cinom Uplatkarstva/podplacania
s ciefom zneuZitia uradnej moci, pravomoci,
vplyvu & postavenia, za Géelom porusenia
zakona, Uplatkarstva pripravnych Ukonoch,
navadzania na takéto zneuzitie, vydieranie
a/alebo spreneveru.

2. Platobné systémy

Partner vecného vztahu sa privykone &innosti
v ramci zmluvného vztahu so spoloénostou
Narodny Gstav srdcovych a cievnych choréb,
a.s. (dalej len ,NUSCH, a.s.”) zavézuje
vykonavat platby vyhradne takym spbsobom,
ktory umoziuje identifikaciu prilemcu  a
vyhybat sa hotovostnym platbam alebo
platbam v naturaliach.

3. Dary aodmeny

Partner vecného vztahusa zavazuje, ze Ziaden
z jej predstavitelov, zastupcov,
zamestnancov, alebo inych 0séb konajticich v
jeho mene pred uzatvorenim alebo pocas
plynutia zmluvného vztahu nebude priamo
alebo nepriamo ponukat, davat, poskytovat,
vyZadovat ani prijimat finanéné prostriedky
alebo akékolvekiné ocenitelné hodnoty, alebo
poskytovat akekolvek vyhody, dary, alebo
pohostenia za Gcelom ovplyviovat konanie
NUSCH, a.s., s vyuzitim odmeriovania, alebo
navadzania k nekorektnému vykonu
prisludnych predstavitelov NUSCH, a. s. za
ucelom ziskania alebo udrZania vyhody pri
vykone jej ¢innosti vrozpore so vieobecne
zavdznymi pravnymi predpismi Slovenskej
republiky (dalej len ,SR"). Je mo¥né viak
poskytnit  prejav  zdvorilosti s nizkou
financnou hodnotou, napr. knihy, kvety,
katalégy, drobné spomienkové predmety pri
pracovnych stretnutiach alebo oficidlnych
rokovaniach, pripadne pohostenie v hodnote
obeda v primeranej restauracii.
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4. Relationship to the Political Parties or
Public Organizations

Material Relationship Party shall not exert
either direct or indirect pressure on political
representatives, employees of state and
public administration (for example, by
providing their own premises, accepting
proposed job  applicants, consulting
agreements) in order to gain advantages in
entering into contractual relationship with
NUSCH a.s.

5. Zero Conflict of Interest

Material Relationship Party declares that none

of their statutory representatives:

a) performs, or has performed, activities
that would represent a conflict of
interests in terms of entering into a
contractual relationship with NUSCH, a.s.

b) hasbeen prosecuted for:

- subsidy fraud,
- distortion of aeconomic and
commercial records (indication of

false or grossly distorting data or
concealment of mandatory data on
serious indication in the reports),

- corruption (Section 328 — 336 of the
Act No. 300/2005 Coll. Criminal Code
as amended; e.g.: Accepting a Bribe,
Bribery, Indirect Corruption).

6. Anti-bribery Clause

Material Relationship Party declares that they
take note of the requirements of NUSCH, a.s.
stated in this Clause, arising from the legal
provisions of the Slovak Republic in force, in
the framework of the fight against corruption,
and that they undertake to comply with them.
In case the requirements of the Clause need
to be specified in more detail, NUSCH, a.s.
shall accept the wording of the approved anti-
corruption program of a particular Material
Relationship Party.

At the same time, Material Relationship Party
undertakes to immediately notify the
designated representative of NUSCH, a.s., in
an appropriate form, of any suspicion of a
breach of any provision of this Clause, and to

—

Partner vecného vztahu nesmie vyvijat i uz
priamy alebo nepriamy natlak na politickych
predstavitelov, zamestnancov statnegj
averejnej spravy (napriklad poskytovanim
vlastnych priestorov, prijimanim navrhnutych
uchadzadov o pracu, konzultovanim dohéd)
scielom ziskat vyhody pri uzatvarani
zmluvnych vztahov s NUSCH a.s.

4. Vztah k politickym stranam alebo k
verejnym organizaciam

5. Nulovy konflikt zaujmov

Partner vecného vztahu vyhlasuje Ze Ziaden z

jej Statutarnych zastupcov:

c) nevykonava, ani nevykonaval cinnosti,
ktoré by predstavovali konflikt zaujmov z
hladiska uzatvorenia zmluvného vztahu
sNUSCH, a.s.,

d) neboltrestne stihany za:

- Subvenény podvod,

- Skreslovanie udajov hospodarske] a
obchodne]  evidencie  (uvedenie
nepravdivych alebo hrubo
skreslujucich udajov alebo zatajenie
povinnych Udajov o zavaZnych
skutoénostiach vo vykazoch),

- Korupciu (§ 328 — 336 zakona &
300/2005 Z.z. Trestny zakon v zneni
neskorsich predpisov; napr.:
Prijimanie uplatku, Podplacanie,
Nepriamu korupciu).

6. Klauzula proti uplatkarstvu

Partner vecného vziahu vyhlasuje, Ze
poziadavky NUSCH, a. s. uvedené vtejto
dolozke, vyplyvajice zplatnych pravnych
predpisov Slovenskej republiky v ramci boja
proti korupcii berie na vedomie a zavazuje sa
kich dodrZiavaniu. V pripade potreby blizsie
épecifikovat poziadavky Dolozky, bude
NUSCH, a. s. akceptovat znenie schvéleného
protikorupéného programu ukonkretneho
partnera vecného vztahu.

Zaroven sa zavdzuje okamZzite oznamit
primeranou formou urcenému zastupcovi
NUSCH, a.s., akékolvek podozrenie na
porusenie ktoréhokolvek ustanovenia tejto
dolozky, a byt plne siéinny pri dékladnom
Setreni podozrenia.
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8. Amendments to the Terms and
Conditions of this Partnership Clause

These Terms and Conditions of the
Partnership Clause shall become legally
binding and effective on the date of signature
thereof. The Clause may be supplemented or
updated in writing as a result of cooperation
between the Material Relationship Party and
NUSCH, a.s.

Tieto ustanovenia a podmienky Dolozky
o partnerstve nadobudaji pravnu zavaznost
a ucinnost diom ich podpisu. Dolozka méze
byt dopifiana alebo aktualizovana pisomnou
formou vspolupraci medzi partnerom
vecného vztahu a NUSCH, a.s.

NUSCH, a.s.

Ing. Mongi Msolly, MBA
Chairman of the Board and General Director

Predseda Predstavenstva a Generalny riaditel

Assoc. Prof. Dr. Juraj Madari¢, M.D., PhD., MPH

Vice Chairrman of the Board
Podpredseda Predstavenstva

Date / Datum:

Date / Datum:

MEDTRONIC {MATERIAL RELATIONSHIP PARTY)
Inabsence of / V nepritomnosti Leo Kretzers, M.Sc.

Vice President and General Manager

AT TE R

Sr.Finance Manager_—"

Date / Datum: _ "
4 !
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be fully cooperative in the thorough
investigation of the suspicion.

The authorized
company NUSCH, as. is the person
supervising the observance of anti-
corruption measures - Mgr. Janette
Mruskovi¢ova, manager of the integrated
management system (hereinafter "IMS"), tel.:

email:

representative of the

If NUSCH, a.s. proves the violation of any
provision of this clause to the Material
Relationship Party:

a) it is entitled to suspend performance of the
subject-matter of the contractual
relationship, subject to a prior written
notice, for such period as it considers
necessary with regard to the extent and
nature of the finding, but for no more than
a period of one month. Material
Relationship Party acknowledges and
agrees that during the time necessary to
establish the facts for the investigation of
the suspected violation of the provisions of

this Clause, no obligations and/or
sanctions will arise against NUSCH, a.s.,
resulting from such suspended
performance of  the contractual

relationship;

b) Material Relationship Party shall be obliged
to take all relevant measures to prevent
the loss, misuse or destruction of
documentary and other evidence related
to the relevant proceedings.

7. Termination of Contractual Relationship

In the case of finding and proving a breach of
any of the obligations set out in this Clause by
the Material Relationship Party, NUSCH, a.s. is
entitled to withdraw from the contractual
relationship, on the basis of a prior written
notice, and if on this basis the Material
Relationship Party does not make a correction
within one month.

Material Relationship Party shall bear
responsibility to NUSCH, a.s for proven
damage resulting from a breach of the
provisions ofthis Clause.

Poverenym zastupcom v spoloénosti NUSCH,
a.s., je osoba vykonavajuca dohlad na
dodrziavanim protikorupénych opatreni —
Mgr. Janette MruSkovifova, manaZér
integrovaného manazérskeho systému (dalej
«MS”),  tel.: i e-mail

Ak NUSCH, a.s., preukase partnerovivecného
vztahu, porusenie akéhokolvek ustanovenia
tejto dolozky:

a) je opravneny pozastavit plnenie predmetu
zmluvného vztahu po predchadzajicom
pisomnom upozorneni, atopodobu, ktord
povazuje za nevyhnutnd wvzhladom na
rozsah a charakter zistenia, maximalne
véak na dobu jedného mesiaca. Partner
vecného vztahu berie na vedomie a suhlasi,
Ze pocas doby nevyhnutnej na zistovanie
skutoénosti pre vySetrenie podozrenia na

poruSenie ustanoveni tejto doloZky
nebudd vznikat akékolvek povinnosti
al/alebo sankcie voé&i NUSCH, as.,

vyplyvajuce z takéhoto pozastaveného
plnenia zmluvného vziahu;

b) partner vecného vztahu je povinny prijat
véetky relevantné opatrenia, aby zabranil
strate, zneuzZitiu alebo zni¢eniu listinnych a
inych dékazov vztahujucich sa k
prislusnému konaniu.

7.Ukoncenie zmluvného vztahu

V pripade zistenia apreukazania porusenia
akychkolvek povinnosti uvedenych v tejto
dolozke partnerom vecného vztahu je
NUSCH, a.s., na zaklade predchadzajuceho
pisomného upozornenia, aak na tomto
zaklade partner vecného vztahu neuskutocni
napravu v lehote jedného mesiaca, opravneny
odstupit od zmluvného vztahu.

Partner vecného vztahu zodpoveda NUSCH,
a. s. za preukdzanu Skodu, ktord vznikne
porusenim ustanoveni tejto dolozky.

8. Dodatky k ustanoveniam a podmienkam
tejto dolozky o partnerstve
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