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CLINICAL TRIAL AGREEMENT

ZMLUVA jé KLINICKOM SKUSANI

The Clinical Trial Agreement (‘Agreement”) is
made by and between:

Detska fakultna nemocnica Kosice

Address: Trieda SNP 1, 040 11 Kosice, Slovak
Repubilic

Organisation No: 00 606 715

Tax ID: 2020777880

Vat: SK2020777880

Represented by: Ingrid Urbancikova, MD, MPH,
director (the “Institution”)

and

e Quintiles Slovakia, s. r. 0. having a place of
business at Zamocka 34, 811 01 Bratislava,
Slovak Republic, Organisation No: 45942269,
Filed in the Companies register of the District
Court Bratislava |, section: Sro, File no: 69023/B
represented by: Aurelia Mojzesova, MD Power
of attorney issued on 30.4.2013 (“Quintiles”),

Each a "Party” and together the “Parties”.

Tato zmluvu o klinickom skusani (dalej ,zmluva")
uzatvaraju:

Detska fakultna nemocnica Kosice

so sidlom Trieda SNP 1, 040 11 Kosice, Slovenska

republika

Identifikacné Cislo organizécie: 00 606 715

Danové identifika¢né ¢&islo: 2020777880

IC DPH: SK2020777880

Zastupena: MUDr. Ingrid Urbanéikova, PhD.,MPH,

riaditelka (dalej ,zdravotnicke zariadenie”)

a

e Quintiles Slovakia, s.r.o. so sidlom na adrese
Zamocka 34, 811 01 Bratislava, Slovenska

republika, ICO: 45942269, Zapisana
v Obchodnom  registri  Okresného  sudu
Bratislava |., oddiel: Sro, vi.& 69023/B,
v zastipeni: MUDr. Aurélia MojzeSova, na

Zaklade plnej moci zo dfia 30.4.2013 (dalej
.Quintiles"),

kazdy z nich dalej ako ,zmluvna strana” a spoloéne
ako ,zmluvné strany”.

EL";O;;’!: D589GC00003 Cislo protokolu: | D589GC00003
12-tyzdnove, dvojito
zaslepené, randomizovane,
A Phase 3, 12-Week, Double- multicentrické  skdsanie 3.
Blind, Randomized, Parallel- etapy v paralelnych skupinach
Group, Multicenter Study zamerané na skimanie
Investigating the Efficacy and u€innosti a bezpecfnosti
Safety of Symbicort pMDI inhalacie  Symbicortu  cez
80/2.25 g, 2 Actuations Twice Nz zariadenie pMDI 80/2 25 ug, 2
Protocol Title: | Daily, and Symbicort pMDI kI davky dvakrat denne a
80/4.5 pg, 2 Actuations Twice P ' inhalacie  Symbicortu  cez
Daily, Compared with zariadenie pMDI  80/4,5ug,
Budesonide pMDI 80 ug, 2 2 davky dvakrat denne v
Actuations Twice Daily, in porovnani s budezonidom cez
Children Ages 6 to <12 Years zariadenie pMDI 80 g,
with Asthma 2 davky dvakrat denne u deti
vo veku od 6 do <12 rokov,
ktoré maju astmu
Protocol Date: | 16. December 2013 Dty 16. December 2013
' ' protokolu: )
Astra Zeneca AB : Astra Zeneca
Sponsor: AB S-151 85 Stdertélje Zadavatel AB §-151 85 Sadertalje
Sweden Svédsko
Country where i .
Site is Slovak Republic Krgjjna.vedema Slovenska republika
; skusania
Conducting
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Study
Investigator- Anna Feketeova MD Skugajici MUDr. Anna Feketeova
Location . Detska fakultna nemocnica
where the otk oltna - NeMOCNCA | westo vedenia | Kosice - Kiinika  dei
study will be PhELGIOaIERE S HBUERGEA ' | skusania: a dorastu, Pneumologické
conducted: eu g u ambulancia
100 Calendar Days after Site
Initiation ~ Visit  being  the 100 kalendarnych dni od
date..................... by which zahajovacej Lnéyétevyﬂ centra
Site must enroll at least one (1) skugania iq.. 3. 4. A /4 ide
Key subject as more specifically set | ... . .. o datum, do ktorého centrum
Enrollment out in section 1.7 “Key ZK;Lrjgggjrﬁgm sktsania musi zaradit
Date: Enroliment Date” below) ' najmenej jeden (1) subjekt,
podrobnejSie definovany v
¢lanku 1.7 ,Klucovy datum
zaradovania® nizsie)
Statny ustav pre kontrolu lieciv, | Schvalenie fetiltcy dstay pre Br};%gtfg:
RA approval: | Bratislava No: BKS/1067/2014 | organu : y
: o BKS/1067/2014 zo dna
issued on 19.6.2014 dohPadu: 19.6.2014

The following additional definitions shall apply to
this Agreement:

V tejto zmluve platia nasledujlce definicie:

Protocol: the clinical protocol referenced above
as it may be modified from time to time by the
Sponsor (defined below).

Protokol: protokol klinického sk$ania, na ktory
sa odvolava tato zmluva a ktory moze
zadavatel (definovany nizsie) priebezne menit
a doplnat dodatkami.

Case Report Form or CRF: case report form
(paper or electronic) to be used by Site to
record all of the Protocol-required information
to be reported to Sponsor on each Study
Subject (defined below).

Pacientsky zdaznamovy harok (Case Report
Form, ,CRF”): pacientsky zaznamovy harok

(papierovy alebo elektronicky), ktory ma
centrum skusania pouzivat na
Zaznamenavanie vSetkych protokolom

pozadovanych informacii, ktoré sa maju hiasit
zadavatelovi o} kazdom subjekte
skusania.(definovany nizsie)

Study: the clinical trial that is to be performed
in accordance with this Agreement and the
Protocol for purposes of gathering information
about the compound/medical device identified
in the Protocol.

Skusanie: klinické sktusanie, ktoré sa ma
vykonat podla tejto zmluvy a protokolu, s
cielom ziskat informacie o chemickej zli¢enine
alebo zdravotnickej pomodcke, uvedenej v
protokole.

Study Subject: an individual who participates in

Subjekt skusania: osoba, ktora sa zucastriuje

the Study, either as a recipient of the skuSania a ktorej sa bud podava sklsany
Investigational Product (defined below) or as a produkt (definovany nizsie), alebo je v
control. kontrolnej skupine.

Study Staff: the individuals involved in Personédl skuSania: osoby =zapojené do
conducting the Study under the direction of the vykonavania skusania pod vedenim
Investigator. skusajuceho.

Investigational Product: the compound/medical
device identified in the Protocol that is being

Skusany produkt: chemicka zli¢enina alebo
zdravotnicka pomécka, uvedena v protokole,
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tested in the Study.

ktora sa skusa v klinickom sktsani.

Good Clinical Practices or GCPs: International
Conference on Harmonisation of Technical
Requirements for Registration of
Pharmaceuticals for Human Use (ICH)
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to time
and the principles set out in the Declaration of
Helsinki as revised from time to time.

Spravna _ klinicka prax:  Harmonizovana
trojstranna smernica pre spravnu klinicku prax
Medzinarodnej konferencie pre harmonizaciu
technickych poziadaviek pre registraciu liekov
na humanne pouzitie (ICH), ktora sa modze
pricbezne menit a dopifat a zasady
definovane v Helsinskej deklaracii, ktore mézu
byt priebezne revidované.

Sponsor: the sponsor of the Study.

Zadavatel: zadavatel skisania.

Medical Records: the Study Subjects’ primary
medical records kept by the Institution on
behalf of the Investigator, including, without
limitation, treatment entries, x-rays, biopsy
reports, ultrasound photographs and other
diagnostic images.

Zdravotné zaznamy: primarne zdravotne
zaznamy subjektu skuSania, uchovavane
zdravotnickym zariadenim pre skusajuceho,
najma zapisy o lie¢be, réntgenové snimky,
spravy z biopsii, snimky z ultrazvukovych
vySetreni a dalSich zobrazovacich vysetreni.

Study Data: means all records, accounts,
notes, reports, data, and IRB communications
(submission approval and progress reports)
collected, generated or used in connection with
the Study, whether in written, electronic, optical
or other form, including all recorded original
observations and notations of clinical activities
such as CRFs and all other reports and
records necessary for the evaluation and
reconstruction of the Study. Sponsor shall own
all Study Documentation developed by the
Institution or any of its personnel in
performance of the Study.

Personal Data: any information and data that
is directly or indirectly referable to a natural
person who is alive.

Udaje skusania: znamena vsetky zaznamy,
opisy, poznamky, spravy, udaje a komunikaciu
s etickymi komisiami (schvalenia podani a
spravy o priebehu) zozbierane, vytvorené
alebo pouzité v spojitosti so skusanim, & uz
v pisomnej, elektronickej, optickej alebo ingj
forme, wvratane vSetkych zaznamenanych
originalnych pozorovani a zapisov o klinickych
aktivitach, ako su napriklad CRF a vSetky
dalSie hlasenia azaznamy potrebné na
vyhodnotenie a rekonstrukciu skusania.
Zadavatel je vlastnikom véetkej dokumentacie
skusania vytvorenej zdravotnickym zariadenim
alebo kymkolvek zjeho persconalu pri
vykonavani skasania.

Osobné udaje: akékolvek informacie a udaje,
priamo alebo nepriamo o fyzickej osobe alebo
dotykajuce sa fyzickej osoby

Government Official: any officer or employee of
a government or of any ministry, department,
agency, or instrumentality of a government;
any person acting in an official capacity on
behalf of a government or of any ministry,
department, agency, or instrumentality of a
government; any officer or employee of a
company or of a business owned in whole or
part by a government; any officer or employee
of a public international organization such as
the World Bank or the United Nations; any
officer or employee of a political party or any
person acting in an official capacity on behalf
of a political party; and/or any candidate for
political office; any doctor, pharmacist, or other
healthcare professional who works for or in any
hospital, pharmacy or other healthcare facility

Statny  predstavitel: kazdy zamestnanec
Ustrednej $tatnej spravy, Kkazda osoba
konajuca s oficialnymi pravomocami v mene
ustredneho organu statnej spravy v ¢iastoé¢nom
alebo Upinom Statnom viastnictve; kazdy
zamestnanec medzinarodne;j verejnej
organizacie, napr. Svetove] banky alebo
Spojenych nérodov; kazdy funkcionar alebo
zamestnanec politickej strany alebo osoba
konajuca s oficialnou pravomocou v mene
politickej strany a kandidat na politick( funkciu
a kazdy lekar, lekarnik alebo iny zdravotnik,
ktory pracuje pre zdravotnicke zariadenie,
ktoré vlastni alebo prevadzkuje Ustredny organ
statnej spravy.
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owned or operated by a government agency,
ministry or department.

Item(s) of Value: should be interpreted broadly
and may include, but is not limited to, money or
payments or equivalents, such as gift
certificates; gifts or free goods; meals,
entertainment, or hospitality; travel or payment
of expenses; provision of services; purchase of
property or services at inflated prices;
assumption or forgiveness of indebtedness;
intangible benefits, such as enhanced social or
business standing (e.g., making donations to
government official's favored charity); and/or
benefits to third persons related to government
officials (e.g., close family members).

Hodnotnd vec: Tento pojem sa ma
interpretovat’ v €o najsirSom zmysle a zahia
najmé peniaze, platby alebo ich ekvivalenty
(napr. daréekové poukazky), dary alebo
bezplatny tovar, stravovanie, zabavu alebo
pohostenie, cestovanie alebo preplatenie
vydavkov; poskytovanie sluzieb; zakupovanie
nehnutelnosti alebo sluzieb za umelo
navy$ené ceny; predpokladana zaviazanost
(zadlZenost) alebo odpustenie zaviazanosti
(zadlzenosti); nehmotné vyhody, napriklad
zlepSenie spolo¢enského alebo obchodného
postavenia  (napr. poskytovanie  darov
dobroginnej organizacii podporovanej statnym
predstavitefom), alebo poskytovanie vyhod
tretim osobam so vztahom ku Statnym
predstavitelom (napr. blizkym pribuznym).

Dual Capacity: the capacity of holding a
Government Official position and being a party
to this Agreement.

Biological Materials: any human biological
materials, including but not limited to blood,
body tissue, plasma and any other material
containing human cells.

Secondary Research: research that exceeds
or differs from the research specified in the
Protocol, including genetic research.

Sponsor Intellectual Property: Study Data
(excluding Medical Records) and all
Intellectual Property in and to any
Investigational Product Invention.

Background  Intellectual Property: any
Intellectual Property that was owned or
controlled, directly or indirectly, by a party prior
to the effective date of this Agreement.

Intellectual Property: any and all rights in and
to ideas, formula, frade secrets, inventions,
discoveries, know-how, data, databases,
documentation, reports, materials, writings,
designs, computer software, processes,
principles, methods, techniques and other
information, including patents, trade-marks,
service marks, trade names, registered
designs, design rights, copyrights and any
rights or property similar to any of the
foregoing in any part of the world, whether
registered, or not, together with the right to

Zdvojena funkcia: sucasné vykonavanie
funkcie $tatneho predstavitela a zmluvnej
strany tejto zmluvy.

Biologické materialy: akékolvek [udske
biologické materidly, najma krv, telesné
tkaniva, plazma a vdetky dalSie materialy s
obsahom ludskych buniek.

Sekundarny vyskum: vyskum, ktory presahuje
vyskum Specifikovany v protokole alebo sa od
neho lisi, vratane genetickeho vyskumu.

Dusevné vlastnictvo zadavatela: Gdaje
skusania (s vynimkou zdravotnych zaznamov)
a kazdé duSevné viastnictvo akéhokolvek
vynalezu tykajuceho sa skusaného produktu.

Zakladné dusevné viastnictvo: kazdé dusevné
vlastnictvo, ktoré mala niektora zo zmluvnych
stran v priamom alebo nepriamom vlastnictve
alebo pod kontrolou pred datumom uginnosti
tejto zmluvy.

Dusevné vlastnictvo: vietky prava na zamery,
vzorce, obchodne tajomstva, objavy a
vynalezy, technické postupy (know-how),
Udaje, databazy, dokumentacia, spravy,
materialy, rukopisy, navrhy, poc&itatovy softver,
postupy, zasady, metddy, techniky a dalSie
informacie vratane patentov, obhchodnych
znaciek, servisnych znagiek, obchodnych
nazvov, registrovanych navrhov, autorskych
prav a vdetkych prav alebo majetku podobnych
vyssie uvedenym v akejkolvek casti sveta, ¢&i
uZ su registrované alebo nie, spolu s pravom
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apply for the registration of any such rights.

Investigational Product Invention: all
inventions relating to the Investigational
Product including, without limitation, new

indications or uses thereof, that are conceived,
generated or otherwise made by the Institution
or any Study Staff whether solely or jointly with
others, under or in connection with the Study.
For the avoidance of doubt, Sponsor Test
Drug Inventions also include any inventions
relating (a) to the Investigational Product’s
metabolic activity, pharmacological activity,
side effects, drug metabolism, mechanism of
action, safety, or drug interactions, or (b) to
biomarkers, assays, diagnostic methods or
diagnostic products, which may be used to
predict patient response or resistance to the
Investigational Product or be used in any way
to select patients for treatment with the
Investigational Product.

Institution Intellectual Property: all
Intellectual Property other than the Sponsor
Intellectual Property that is conceived,

generated or otherwise made by the Institution,
or any Study Staff under or in connection with
the Study.

Ziadat o registraciu vetkych takychto prav.

Vynalezy tykajlice sa skisaného produktu:
vSetky vyndlezy suvisiace so skuSanym
produktom, najma jeho nové indikacie alebo
pouzitia, ktoré sformuluje, vytvori alebo inak
vyprodukuje zdravotnicke =zariadenie alebo
personal sk(sania, ¢ uz samostatne alebo
spolo¢ne s inymi osobami, v ramci tohto
skusania alebo v spojitosti s nim. Aby nedoslo
k pochybnostiam, vynalezy zadavatela
tykajuce sa skuSaneho lieku tiez zahfiajo
vietky vynalezy suvisiace s (a) metabolickou
aktivitou, farmakologickou aktivitou, vedlajsimi

ucinkami, liekovym metabolizmom,
mechanizmom u¢inku, bezpeénostou alebo
liekovymi interakciami sklds$aného produktu
alebo (b) biomarkermi, vysetreniami,
diagnostickymi metédami alebo diagnostickymi
produktmi, ktoré sa mdzu pouzit na
predvidanie pacientovej odpovede alebo
rezistencie na skuSany produkt alebo
akymkolvek inym spdésobom na vyber
pacientov na lie€bu skiSanym produktom.

Dusevneé viastnictvo zdravotnickeho
zariadenia: kazdé dusevné vlastnictvo s

vynimkou dusevného vlastnictva zadavatela,
ktoré bolo sformulované, vytvorené alebo inak
vyprodukované zdravotnickym  zariadenim
alebo personalom skuSania v ramci skd3ania
alebo v spojitosti s nim.

RECITALS:

UVODNE VYHLASENIA:

WHEREAS, Quintiles is providing clinical research
organisation services to Sponsor under a separate
contract between Quintiles and Sponsor. Quintiles’
services include monitoring of the Study and
contracting with clinical research sites;

Spoloénost’ Quintiles poskytuje zadavatelovi sluzby
klinickej vyskumnej organizacie podla samostatnej
zmluvy medzi Quintiles a zadavatelom. Medzi
sluzby poskytované Quintiles patri monitorovanie
skusania a uzatvaranie zmllv s centrami skusania.

WHEREAS, the Institution and Investigator
(hereinafter jointly the “Site”) are willing to conduct
the Study and Quintiles requests the Site to
undertake such Study.

Zdravotnicke  zariadenie  askusajici  (dalgj
spoloéne ako ,centrum skusania“) su ochotni
vykonat toto skulSanie a Quintiles Ziada centrum
ski$ania o vykonanie tohto skusania.

WHEREAS, Institution permit Quintiles to perform
any and all of the AstraZeneca obligations as a
sponsor, as delegated to Quintiles, and to exercise
any and all rights of AstraZeneca, as delegated to
Quintiles on the base and within the range of
Delegation letter .

NOW THEREFORE, the following is agreed:

Zdravotnicke zariadenie povoluje spolocnosti
Quintiles plnit véetky povinnosti spolo¢nosti
AstraZeneca

ktoré ma ako zadavatel skisania a ktorymi poverila
spolo¢nost Quintiles na zaklade pisomného
prilozeného Spinomocnenia - Delegation letter a
uplathovat vietky prava spoloénosti
AstraZenecaAB, ktoré preniesla na spoloénost
Quintiles.

Zmluvné strany sa dohodli na nasledujicom:
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1. CONDUCT OF THE STUDY

1. VEDENIE SKUSANIA

1.1. Compliance with Laws, Requlations, and

1.1.  Dodrziavanie _ pravnych predpisov,

Good Clinical Practices

nariadeni a spravnej klinickej praxe

Institution agrees that Investigator and Study
Staff, shall perform the Study at Institution in
strict accordance with this Agreement, the
Protocol, all applicable laws in Slovak Republic
in particular Act No. 576/2004 Coll. And Act
No. 362/2011 and its later amendments on
pharmaceutical products and medical devices,
as well as Act. No. 433/2011 Coll., and
international laws, regulations and guidelines,
including GCP. Institution acknowledges that
Quintiles and Sponsor, and their respective
affiliates, need to adhere to the provisions of (i)
the Bribery Act 2010 of the United Kingdom
(Bribery Act); (ii) the Foreign Corrupt Practices
Act 1977 of the United States of America
(FCPA) and (iii) any other applicable anti-
corruption legislation.

Institution acknowledges to have, at all times
during the course of the study, appropriate
licenses, approvals and certifications
necessary to safely, adequately and lawfully
perform the Study in accordance with GCPs,
regulatory requirements and all applicable
laws, and has no notice of any investigations
that would jeopardize such licenses, approvals
or certifications.

This section 1.1 shall survive termination or
expiration of this Agreement.

Zdravotnicke zariadenie sa zavazuje, zZe
skusajaci, personal skusania (ak sa vztahuje)
vykonaju skusanie v zdravotnickom zariadeni v
prisnom sulade s touto zmluvou, protokolom a
vetkymi platnymi pravnymi predpismi na
tzemi Slovenskej republiky , najma v sulade
so zakonom ¢&. 262/2011 Z.z. o liekoch
a zdravotnickych pomobckach v Zneni
neskorSich predpisov, zakonom ¢&. 576/2004
Zz. ozdravotne] starostlivosti, sluzbach
suvisiacich s poskytovanim zdravotnej
starostlivosti v zneni neskorSich predpisov,
zasadami spravnej klinickej praxe a dalSich
vSeobecne =zavaznych pravnych noriem..
Zdravotnicke zariadenie berie na vedomie, Ze
Quintiles zadavatel a vsetky ich dcérske
spolognosti musia dodrziavat ustanovenia (i)
Protikorupéného zakona Velkej Britanie z r.
2010 (Protikoruptny =zakon); (ii) Zakona o
zahranicnych korup&nych praktikach
Spojenych Statov americkych z r. 1977 (FCPA)
a (iii) véetky dalsie platne protikorupéné pravne
predpisy.

Zdravotnicke  zariadenie  potvrdzuje, Ze
v priebehu skusania bude za kazdych ckolnosti
mat  prislusne  opravnenia, schvalenia
a osvedcéenia potrebne na bezpetné,
primerané azakonne vykonanie sklsania
vsllade so spravnou Kklinickou praxou,
poZiadavkami kontrolnych Uradov a vsetkymi
platnymi pravnymi predpismi aze si nie je
vedomé Ziadneho vySetrovania, ktoré by
platnost  takychto  opravneni, schvaleni
a osvedceni ohrozovalo.

Platnost' tohto &lanku 1.1 pretrva vypovedanie
alebo uplynutie doby, na ktord bola tato
zmiuva uzatvorena

1.2. Informed Consent Form

1.2. Informovany suhlas

Investigator acknowledges to use an informed
consent form with Legal Guardians
Information that has been approved by
Sponsor and is in accordance with applicable
regulations and the requirements of the
Independent Ethics Committee (“IEC") that is
responsible for reviewing the Study.

Skusajuci sa zavazuje, ze pouzije dokument
informovaného sahlasu s povinnym poucenim
ucastnika klinickej studie , ktory bol schvaleny
zadavatelom a spiha véetky platné nariadenia
a poZiadavky nezavislej etickej komisie, ktora
je zodpovedna za posudenie sklsania.

1.3. Medical Records and Study Data

1.3. Zdravotné zaznamy a udaje skusania
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1.3.1. Collection. Storage and Destruction:
Investigator shall ensure the prompt,
complete, and accurate  collection,
recording and classification of the Medical
Records and Study Data.

1.3.1. Zber, uchovavanie a likvidacia:
Zdravotnicke zariadenie potvrdzuje
a sku$ajlci sa zavazuje Ze i zabezpedi
urychleny, kompletny a presny zber,
zaznamenavanie a triedenie zdravotnych
zaznamov a udajov skusania.

Investigator shall be obligated , to:

Skusajuci za zavazuje .

. maintain and store Medical Records
and Study Data in a secure manner
with physical and electronic access
restrictions, as  applicable and
environmental controls appropriate to
the applicable data type and in
accordance with applicable laws,
regulations and industry standards, for
a period of 15 years from completion or
early termination of the Study; and

i. viest a uchovavat' zdravotné zaznamy
a Udaje skuSania zabezpedenym
spdsobom, s fyzicky a elektronicky
obmedzenym pristupom (podla
potreby), s pouzitim mechanizmov na
ochranu Zivotného prostredia,
vhodnych pre dany druh ddajov a v
sllade s platnymi pravnymi predpismi,
nariadeniami a normami platnymi v
tomto odvetvi, po dobu 15 rokov od
dokoncenia alebo pred¢asného
ukoncenia skusania;

. protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure.
Investigator shall prevent unauthorized
access to the Study Data by
maintaining physical security of the
electronic system and ensuring that
Study Staff maintain the confidentiality
of their passwords ; and

ii. chranit zdravotné zaznamy a Uudaje
skusania pred neopravnenym
pristupom, pouzitim, kopirovanim a
odovzdavanim.  skdSajuci  zabrani
neopravnenému pristupu k Udajom
skusania tak, Ze budl zachovavat
fyzickl  bezpeCnost elektronického
systemu a zabezpecia, aby personal
skusania uchovaval svoje pristupové
hesla v tajnosti;

iil. take measures to prevent accidental or
premature destruction or damage of
these documents, for as long as
required by applicable laws and
regulations. Institution shall not permit
and Investigator shall not destroy the
destruction of any Medical Records or
Study Data without prior written
notification to the Sponsor, and
Institution shall continue to store
Medical Records and Study Data, at
the Sponsor's expense, for any period
that the Sponsor may request in writing
after retention is no longer required by
any applicable law or regulation.

iii. podniknut opatrenia proti nahodnému
alebo predéasnému zni¢eniu alebo
pogkodeniu tychto dokumentov na taku
dlha dobu, aku pozaduju platné pravne
predpisy. Zdravotnicke zariadenie
nesmie povolit askuSajuci nesmie
zabezpedit likvidaciu Ziadnych
zdravotnych zaznamov ani Udajov
skusania bez toho, aby o tom vopred
pisomne informoval zadavatela a bude
zdravotné zaznamy a Udaje skuisania
dalej uchovavat na naklady zadavatela
na takd dlha dobu, aku bude zadavatel
pisomne poZadovat potom, &o ich
uchovavanie uz nebude poZadované
platnymi pravnymi predpismi.

If the Investigator leaves the Institution,
then responsibility for maintaining Medical
Records and Study Data shall be
determined in accordance with applicable
regulations but Institution will not in any
case be relieved of its obligations under this
Agreement for maintaining the Medical
Records and Study Data.

Ak skusajuci zo zdravetnickeho zariadenia
odide, zodpovednost za uchovavanie
zdravotnych zaznamov a udajov skusania
sa ur¢i v sulade s platnymi pravnymi
predpismi, v Ziadnom pripade to v8ak
zdravotnicke =zariadenie nezbavuje jeho
povinnosti uchovavat zdravotné zaznamy a
Gdaje skusania podfa tejto zmluvy.

1.3.2. Ownership. Institution shall retain

1.3.2. Vlastnictvo. Viastnikom zdravotnych
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ownership of Medical Records. The
Institution hereby assigns to Sponsor all of
their rights, title and interest, including
intellectual  property rights, to all
Confidential Information (as defined below)
and any other Study Data (as defined
below)

zaznamov zostava zdravotnicke zariadenie.
Zdravotnicke zariadenie tymto postupuje
zadavatelovi vsetky svoje prava, naroky a
podiely, vratane vsetkych prav duevného
vlastnictva, vo  vSetkych  dbvernych
informéciach  (definovanych nizsie) a
vSetkych ostatnych Udajoch skusania (
definovanych nizsie).

1.3.3. Access, Use, Monitoring and
Inspection. Institution agrees that
Investigator provides original or copies (as
the case may be) of all Study Data to
Quintiles for Sponsor's use. Institution shall
afford Sponsor and Quintiles and their
representatives and designees reasonable
access to Site's facilities and to Medical
Records, Study Data, other source
documents and all required licenses,
certificates and accreditations so as to
permit Sponsor and Quintiles and their
representatives and designees to monitor
the Study.

1.3.3. Pristup, pouZitie, monitorovanie a
indpekcia. Zdravotnicke zariadenie
potvrdzuje, Ze skusajuci poskytne originaly
alebo kopie (od pripadu k pripadu) vsetkych
Udajov skusania spolo¢nosti Quintiles, pre
ich pouzitie zadavatefom. Zdravotnicke
zariadenie poskytne zadavatelovi, Quintiles
a ich zastupcom a predstavitelom
primerany pristup k zdravothym zaznamom
a Udajom sklSania, daldim zdrojovym
dokumentom a vietkym pozadovanym
opravneniam, osved&eniam a potvrdeniam,
aby umoznilo zadavatelovi, Quintiles a ich
zastupcom  a predstavitelom vykonavat
monitorovanie skusania.

Institution shall afford regulatory authorities
reasonable access to Site's facilities and to
Medical Records and Study Data, and the
right to copy Medical Records and Study
Data.

Zdravotnicke zariadenie poskytne
kontrolnym dradom primerany pristup do
priestorov centra skuSania a k zdravotnym
zaznamom a Udajom skUsania a umozni im
robit’ si z nich kopie.

The Institution agrees to cooperate with the
representatives of Quintiles and Sponsor,
and the Institution agrees to ensure that the
employees, do not harass Quintiles or
Sponsor representatives, or otherwise
create a hostile working environment for
such representatives.

Zdravotnicke zariadenie sa zavazuje
spolupracovat so zastupcami Quintiles,
azadavatela a =zabezpeli, aby jeho
zamestnanci, nerusili zastupcov Quintiles,.
alebo zadavatela v ich ¢innosti a ani inak
pre nich nevytvarali nepriatelské pracovné
prostredie.

The Institution shall immediately notify
Quintiles of, and provide Quintiles copies
of, any inquiries, correspondence or
communications to or from any
governmental or regulatory authority
relating to the Study, including, but not
limited to, requests for inspection of the
Site’s facilities, and the Institution shall
permit Quintiles and Sponsor to attend any
such inspections. The Institution will make
reasonable efforts to separate, and not
disclose, all Confidential Information that is
not required to be disclosed during such
inspections.

If Institution is asked to respond fo
governmental or regulatory authority
questions, Sponsor and Quintiles shall
have the right to review and approve such

Zdravotnicke zariadenie bude Quintiles
okamzite informovat 0 vetkych
poziadavkach, korespondencii a
komunikacii tykajucej sa skusania (a
poskytne z nich Quintiles képie) so
véetkymi  Statnymi  alebo  kontrolnymi
uradmi, najma poziadavkach na inSpekciu
priestorov centra skusania, a umozni
zastupcom Quintiles a zadavatela, aby sa
takychto inSpekcii zucastnili. Zdravotnicke
zariadenie vynalozi primerané usilie na to,
aby oddelilo a neodovzdalo Ziadne také
déverné informacie, ktorych odovzdanie
pocas tychto inSpekcii nie je pozadované.

Ak bude zdravotnicke zariadenie vyzvane,
aby odpovedalo na otazky statnych alebo
kontrolnych tradov, zadavatel a spolo€nost
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response.

Quintiles maju pravo takuto odpoved
posudit' a schvalit.

1.3.4. License. Sponsor hereby grants to
Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)
subject to the obligations set forth in section
3 “Confidentiality”, for internal, non-
commercial research and for educational
purposes, and (i) for preparation of
publications in accordance with Section 5
“Publication Rights”.

1.34. Licencia. Zadavatel tymto udeluje
zdravotnickemu zariadeniu trvald,
nevyhradnu, neprenosnu, bezplatnu
licenciu, bez prava udelovat sublicencie, na
pouzitie  udajov  skusania (i) pod
podmienkou splnenia povinnosti uvedenych
v Clanku 3 ,Doévernost”, na interny,
nekomerény vyskum a na vzdelavacie ucely
a (i) na pripravu publikacii vsulade s
¢lankom 5 ,Prava na publikovanie”.

1.3.5 Regqgulatory assistance. Institution
agrees to assist with regulatory
submissions, if necessary, subject to
Sponsor paying a reasonable fee

1.3.6. Survival. This section 1.3 “Medical
Records and Study Data” shall survive
termination or expiration of this Agreement.

1.3.5. Suginnost' pri podaniach na kontrolné
urady. Zdravotnicke zariadenie sa zavazuje
v pripade potreby poskytnut sucinnost pri
podaniach na kontrolné drady za
predpokladu, Ze mu zadavatel uhradi
vynaloZeny, ur€eny cennikom poplatok.

1.3.6. Pretrvanie. Platnost tohto ¢lanku 1.3
.Zdravotne zaznamy a Uudaje skusania
nekoné&i ani v pripade vypovedania alebo
iného ukonéenia tejto zmluvy.

1.4 Duties of Investigator

1.4 Povinnosti skusajuceho

Institution agrees that the arrangements
between Quintiles and Investigator concerning
the conduct of the Study including payments
due to the Investigator for performance of the
Study are detailed in a separate written
agreement.

Investigator and/or Study Staff may be invited
to attend and participate in Study Meetings in
accordance with Attachment B.

Zdravotnicke zariadenie suhlasi s uzatvorenim
samostatnej pisomnej Zmluvy medzi Quintiles
askusajucim, na zaklade ktorej bude
skusajucemu uhradena odmena na zaklade
tejto samostatnej zmluvy.

V sulade s Prilohou B mézu byt skusajuci a
personal skusania ( iba vrozsahu podla
Prilohy ktejto zmluve) vyzvani, aby boli
pritomni na stretnutiach skisania a zdaéastnili
sa na nich.

1.5. Adverse Events

1.5. Neziaduce udalosti

The Institution agrees that Investigator shall
report adverse events and serious adverse
events as directed in the Protocol and by
applicable laws and regulations.

Zdravotnicke zariadenie suhlasi, ze skusajlci
bude neZiaduce udalosti a zavazné neziaduce
udalosti hlasit podla poziadaviek protokolu a
platnych pravnych predpisov.

Sponsor will promptly report to the Investigator,
the Institution's IRB/IEC, and Quintiles, any
finding that could affect the safety of Study
Subjects or their willingness to continue
participation in the Study, influence the
conduct of the Study, or alter the Institution’s
IRB/IEC approval to continue the Study.

Zadavatel bude skulS$ajuceho, etickl komisiu
zdravotnickeho zariadenia a Quintiles
urychlene informovat o kazdom zisteni, ktoré
by mohlo mat dopad na bezpecnost' subjektov
sklisania alebo na ich ochotu pokracovat v
Gcasti na skusani, ovplyvnit priebeh skisania
alebo zmenit suhlas etickej komisie
zdravotnickeho zariadenia s pokraéovanim
skuSania.

1.6. Use and Return of Investigational Product

1.6. Pouzitie a vratenie sktusSaného produktu a

and Equipment. Use of Biological Materials.

vybavenia. PouZitie biologickych materialov.

Sponsor or a duly authorized agent of Sponsor,

Zadavatel alebo jeho riadne splnomocneny
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shall supply Investigator at Institution’s facilities
with sufficient amount of Investigational
Product as described in the Protocol. Institution
acknowledges that Sponsor owns the
Investigational Product, and and comparator
drug.

zastupca doda sku$ajicemu do priestorov
zdravotnickeho zariadenia potrebné mnozstvo
skuganého produktu v sulade s protokolom.
Zdravotnicke  zariadenie  akceptuje, Ze
vlastnikom skusaného produktu
a referen¢ného produktu (komparatora) je
zadavatel.

Institution will enable Investigator to maintain
the Investigational Product as specified by
Sponsor and according to applicable laws and
regulations, including storage in a locked,
secured area at all times.

Zdravotnicke zariadenie zabezpeCi, aby
skisajuci za kazdych okolnosti skladoval
skisany produkt podfa pokynov zadavatela a
podla platnych pravnych predpisov, vratane
skladovania v uzamknutych a zabezpecenych
priestoroch.

If applicable, the Institution shall return any
equipment or materials provided by Sponsor
for use at the end of the Study unless Sponsor
and Institution have a written agreement for
Institution to acquire the equipment.

Equipment may only be accessed and used by the
Institution, Investigator andfor Study Staff to the
extent required for the conduct of the Study and
only for the purposes described in the Protocol.

Institution acknowledges that any collection,
handling, transportation and retention of
Biological Materials, is carried out in
accordance with the Protocol, informed
consent and all applicable laws and
regulations. Institution agrees and
acknowledges that Sponsor may use the
Biological Materials to conduct Secondary
Research, subject to the informed consent and
in accordance with applicable laws and
regulations.

This section 16 “Use and Return of
Investigational Product and Equipment. Use of
Biological Materials” shall survive termination
or expiration of this Agreement.

V relevantnych pripadoch zdravotnicke
zariadenie  vrati  materidl  avybavenie
poskytnuté zadavatelom na pouzitie
v klinickom skd$ani po skonéeni klinickeho
skusania, pokial zadavatel a zdravotnicke
zariadenie neuzatvoria pisomnu dohodu o jeho
nadobudnuti.

Pristup k vybaveniu akjeho pouzitiu mdze
mat len zdravotnicke zariadenie, skusajuci
a personal skusania v rozsahu potrebnom na
vykonanie skusania alen na Ulely opisané

v protokole. Zdravotnicke zariadenie
potvrdzuje, Ze kazdy odber, manipulacia,
transport a uchovavanie biologickych

materialov sa bude vykonavat v sulade
s protokolom, informovanym suhlasom a
vSetkymi  platnymi  pravnymi  predpismi.
Zdravotnicke zariadenie akceptuje a
potvrdzuje, Ze zadavatel modZe pouzival
biologické materialy na sekundarny vyskum
pod podmienkou dodrzania informovaného
stuhlasu a v sllade s platnymi pravnymi
predpismi.

Platnost' tohto élanku 1.6 ,PouZitie a vratenie
skuganého produktu a vybavenia. PouZitie
biologickych materialov® pretrva vypovedanie
alebo ine ukondenie tejto zmluvy.

1.7. Key Enrollment Date

1.7. Kluéovy datum zaradovania

The Site understands and agrees that if
Investigator has not enrolled at least one (1)
Study Subject by the Key Enrollment
Date............ then Quintiles may terminate this
Agreement in accordance with Section 15
“Term & Termination” Sponsor/Quintiles has
the right to limit enroliment at any time.

Centrum sku$ania berie na vedomie a sthlasi,
Ze ak skusajuci do klucového datumu -
zaradovania nezaradi do skuSania aspof
jeden (1) subjekt, Quintiles méze tito zmiuvu
vypovedat podla ¢lanku 15 ,Doba platnosti a
vypovedanie”. Zadavatel a Quintiles maju
pravo kedykolvek obmedzit zaradovanie

Astra Zeneca - Clinical Trial Agreement - Slovakia-
INSTITUTION - 11 — Feb - 2014

Updated from English to Slovak by RR Donnelley on 23Jun2014
CONFIDENTIAL Page 10 of 35

Slovakia Clinical Trial Agreement template-INSTITUTION based
on Quintiles Global template — 28March2012

Pl: Anna Feketeova MD Project No: PNA57720 Protocol No:
D589GC00003

DOVERNE Strana 10 z 35




Institution acknowledges that the Study is part
of a multi-center Study, and that when the
enrollment goal for the multi-center Study as a
whole is reached, enrollment will be closed at
all sites, including at the Institution, regardless
of whether the Institution or any other site has
reached its individual enrollment goal.

pacientov.
Zdravotnicke  zariadenie akceptuje, zZe
skusanie je sU€astou  multicentrického

skusania apo dosiahnuti cielového poctu
zaradenych subjektov pre celé multicentrické
skusanie sa zaradovanie ukonc&i vo vsetkych
centrach vratane zdravotnickeho zariadenia
bez ohladu na to, ¢i zdravotnicke zariadenie
alebo iné centrum skusania dosiahlo svoj
individualny  cielovy  poéet  zaradenych
subjektov.

2. PAYMENT

2. PLATBY

In consideration for the proper performance of the
Study by Investigator and Institution in compliance
with the terms and conditions of this Agreement,
payments shall be made in accordance with the
provisions set forth in Attachment A, with the last
payment being made after the Institution completes
all its obligations hereunder, and Quintiles has
received all properly completed CRFs and, if

Ako protiplnenie za riadne vykonanie sklsania
sklsajucim a zdravotnickym zariadenim v sulade s
podmienkami tejto zmluvy sa budld poukazovaf
platby podlfa ustanoveni uvedenych v Prilohe A,
pricom posledna platba sa poukaze po tom, ¢o
zdravotnicke zariadenie spini vSetky svoje
povinnosti podfa tejto zmluvy a Quintiles dostane
vietky riadne vyplnené CRF, a ak to bude

Quintiles  requests, all other Confidential | poZzadovat, aj v3etky ostatné doverné informacie
Information (as defined below). (definované nizsie).
3. CONFIDENTIALITY 3. DOVERNE INFORMACIE
3.1 Definition 3.1 Definicia
"Confidential Information” means  the ,Doverné informacie" znamenaju dbverné a
confidential and proprietary information of vlastnickymi pravami chranené informacie
Sponsor and includes (i) all information zadavatela a zahffiaju (i) vsetky informacie

disclosed by or on behalf of Sponsor to
Institution, Investigator or other Institution
personnel, including without limitation, the
Investigational Product, technical information
relating to the Investigational Product, all Pre-
Existing Intellectual Property (as defined in
Section 4) of Sponsor, and the Protocol; and
(ii) Study enrollment information, information

zadavatelom

zastupcami zdravotnickemu
skusajucemu alebo inému
zdravotnickeho zariadenia, najma skusany
produkt, technické informacie tykajuce sa
sklsaného produktu, vSetko dovtedy existujuce
dusevne vlastnictvo zadavatela (definované v
¢lanku 4) a protokol; a (i) informacie o

odovzdane alebo jeho
zariadeniu,

personalu

pertaining to the status of the Study, zaradovani do sku$ania, informacie o stave
communications to and from regulatory sklsania, komunikaciu s kontrolnymi Uradmi,
authorities, information relating to the informacie o stave registracie skusaneho
regulatory status of the Investigational Product, produktu, Udaje skusania a vynalezy
and Study Data and Inventions (as defined in (definované v ¢lanku 4).
Section 4).
Confidential Information shall not include Déverné informacie nezahffiaju informéacie,
information that: ktoré:
(i) can be shown by documentation (i) ako mozno preukazat
to have been public knowledge dokumentaciou, sa stali verejne
prior to or after disclosure by znamymi pred odovzdanim

Sponsor, other than through
wrongful acts or omissions
attributable to Institution or any of
its personnel;

zadavatelom alebo po nom, inak,
nez protipravnym konanim alebo
zanedbanim pripisatelnym
zdravotnickemu zariadeniu alebo
jeho personaly;

(i) can be shown by documentation

(i) ako mozno preukazat
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to have been in the possession of
Institution or any of its personnel
prior to disclosure by Sponsor,
from sources other than Sponsor
that did not have an obligation of
confidentiality to Sponsor,

dokumentaciou, zdravotnicke
zariadenie alebo jeho personal mal
pred ich odovzdanim zadavatelom
z inych zdrojov, ktoré nemali vodi
zadavateflovi povinnost’ zachovania
ich utajenia;

(i) can be shown by documentation
to have been independently
developed by Institution or any of

its personnel; or

(iii) ako mozZno preukazat
dokumentaciou, nezavisle vytvorilo
zdravotnicke zariadenie alebo jeho

personal; alebo

(iv) is permitted to be disclosed by (iv) e povolené odovzdavat na
written authorization from zaklade pisomného  povolenia
Sponsor. zadavatela.
3.2. Obligations 3.2. Povinnosti
Institution and  Institution’s  employees, Zdravotnicke zariadenie a jeho zamestnanci,
including investigator shall not: vratane skusajluceho nesmu:
(i) use Confidential (i) pouzivat ddéverné informacie
Information for any na iné Ucely, nez je vykonanie

purpose other than the
performance of the Study
or

sklsania alebo

(ii) disclose Confidential
Information to any third
party, except as permitted
by this Section 3 or by
Section 5  “Publication
Rights®, or as required by
law or by a regulatory
authority or as authorized
in writing by the disclosing
party.

a. in case of disclosure required

by law or by a regulatory
authority, it shall be crafted as

reasonably  requested by
Quintiles/Sponsor so  that
disclosure is limited to that
required by laws and
regulations.

(i) odovzdavat dbverné
informacie akejkolvek trete
strane, okrem pripadov
povolenych vtomto c&lanku 3
alebo v é&lanku 5 ,Prava na

publikovanie’, ak je to
pozadované pravnymi
predpismi alebo kontrolnymi
Uradmi alebo na zaklade
pisomného povolenia
odovzdavajlcej zmluvnej
strany.

a. V pripade odovzdania
pozadovaného pravnymi
predpismi alebo kontrolnym
uradom ma byt takéto
odovzdanie vypracované podla
primeranych poziadaviek
spolo¢nosti  Quintiles alebo
zadavatela tak, aby sa
obmedzilo len na Udaje
poZadované pravnymi
predpismi.

To protect Confidential Information, Institution
agrees to:

Aby chranilo déverné informéacie, zavézuje sa
zdravotnicke zariadenie:

(i) limit dissemination  of
Confidential Information to
only those Study Staff
having a need to know for
purposes of performing the
Study; and

(i) obmedzit Sirenie ddévernych
informacii len na ten personal
skusania,( podla Prilohy k tejto
Zmluve) ktory ich potrebuje
poznat pre ucely vykonania
skisania;

(i) advise all Study Staff who

(i) informovat vdetok personal
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receive Confidential
Information of the
confidential nature of such
information; and

sku$ania, ktory dostane
doverné informacie, o déverngj
povahe tychto informacii a

use reasonable measures

(iii)

to protect Confidential
Information from
disclosure.

(i) pouZit primerané opatrenia na
ochranu doévernych informacii
pred odhalenim.

Nothing herein shall limit the right of Institution
to disclose Study Data as permitted by Section
5 “Publication Rights.”

Ni¢ z toho, €o je uvedené v tomto odseku
neobmedzuje pravo zdravotnickeho zariadenia

odovzdavat Gdaje skuSania spdscbom,
povolenym podla ¢&lanku 5 ,Prava na
publikovanie®.

3.3. Compelled Disclosure

3.3. Vynutené odovzdanie

In the event that Institution receives notice
from a third party seeking to compel disclosure
of any Confidential Information, the notice
recipient shall provide Sponsor with prompt
notice so that Sponsor may seek a protective
order or other appropriate remedy. In the event
that such protective order or other remedy is
not obtained, the notice recipient shall furnish
only that portion of the Confidential Information
which is legally required to be disclosed, and
shall request confidential treatment for the
Confidential Information.

V pripade, Ze zdravotnicke zariadenie dostane
od tretej strany vyrozumenie, ktorym sa tato
bude snazit vynutit si odovzdanie akejkolvek
dbvernej informacie, prijemca vyrozumenia
bude o tom zadavatela okamzite pisomne
informovat, aby mohol zadavatel pozZiadat o
ochranny sudny prikaz alebo iny vhodny
ochranny prostriedok. V pripade, Ze sa takyto
ochranny sudny prikaz alebo iny vhodny
ochranny prostriedok ziskat nepodari, musi
prijemca vyrozumenia poskytnut len ta ¢ast
dévernych informacii, ktorej odovzdanie je
poZadované podla pravnych predpisov a musi
poZadovat, aby sa s tymito informaciami
zaobchadzalo ako s dévernymi.

3.4. Return or Destruction

3.4. Vratenie alebo likvidacia

Upon termination of this Agreement or upon
any earlier written request by Sponsor at any
time, Institution shall return to Sponsor, or
destroy, at Sponsor's option, all Confidential
Information other than Study Data.

Po vypovedani tejto zmluvy alebo po skorsej
pisomnej poZiadavke zadavatela, zdravotnicke
zariadenie podla rozhodnutia zadavatela vrati
zadavatelovi alebo zlikviduje vSetky déverné
informacie, okrem Udajov skisania.

3.5. Survival

3.5. Pretrvanie

This Section 3 “Confidentiality” shall survive
termination or expiration of this Agreement for
ten (10) years.

Platnost tohto ¢lanku 3 ,Déverné informéacie”
pretrva desat’ (10) rokov po vypovedani alebo
inom ukoné&eni tejto zmluvy.

4. INTELLECTUAL PROPERTY

4. DUSEVNE VLASTNICTVO

Institution agrees that Institution’s
employees, including the Investigator shall
make prompt and full disclosure to Sponsor of
all Sponsor |Intellectual Property. Institution
agrees that Sponsor shall own all rights and
title in and to all Sponsor Intellectual Property.
Institution hereby assigns and transfers, and
shall cause the Study Staff, to assign and
transfer, without additional consideration, to
Sponsor (or its nominated designee) all their
rights and title in and to the Sponsor
Intellectual Property throughout the world.
Sponsor hereby grants Institution a non-

Zdravotnicke zariadenie suhlasi s urychlenym
a uplnym odovzdanim zo strany skusajuceho pre
zadavatefla vsetko dusevné vlastnictvo
zadavatela.. Zdravotnicke zariadenie akceptuje, ze
zadavatel je vlastnikom vsetkych prav a narokov
na vsetko duSevné Vvlastnictvo zadavatela.
Zdravotnicke zariadenie tymto bez naroku na
daldie protiplnenie postupuje aprenasa na
zadavatela (alebo jeho povereného zastupcu)
vSetky svoje prava a naroky na dusevné vlastnictvo
zadavatela v celosvetovom rozsahu. Zadavatel
tymto  zdravotnickemu  zariadeniu udeluje
nevyhradnl trvalt licenciu nezatazenu licenénymi
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exclusive, perpetual, royalty-free license,
without the right to grant sub-licenses, to use
the Study Data and know-how generated in the
performance of this agreement for its own (i)
internal research andfor (i) educational
purposes and/or (iii) Study Subject care
purposes, provided that the restrictions with
regards to the Confidential Information and
publication sections as set forth in this
Agreement are observed and adhered to. For
the avoidance of doubt this grant does not
include any rights to use Investigational
Product Inventions.

Upon the request and at the sole expense and
exclusive control of Sponsor, Institution shall, and
shall cause the Study Staff, to execute any
instruments or testify as Sponsor deems necessary
for Sponsor to obtain patents or otherwise to
protect Sponsor's interest in Sponsor Intellectual
Property.

Institution shall, and shall cause the Study Staff, to
make prompt and full disclosure to Sponsor of all
Institution Intellectual Property. Institution shall own
all rights and title in and to all Institution Intellectual
Property. Institution hereby grants to Sponsor a
non-exclusive, world-wide, perpetual, royalty-free
license, with the right to grant sub-licenses, to use
the Institution Intellectual Property to the extent
required to use and exploit the Investigational
Product and the Sponsor Intellectual Property.

Each Party shall retain all rights in its respective
Background Intellectual Property. This Agreement
is not intended to and shall not infer any license
grant or assignment, whether expressed or implied,
with regard to such Background Intellectual
Property.: Notwithstanding the foregoing, the
Institution hereby grants to Sponsor a perpetual,
worldwide, non-exclusive, royalty-free license, with
the right to grant sub-license, to use the Institution’s
Background Intellectual Property to the extent
required to use and exploit the Sponsor
Investigational Product and the Sponsor IP.

4.6. Survival

poplatkami bez prava udelovat sublicencie, na
pouzitie udajov skusania a know-how vytvoreneho
pri plneni tejto zmluvy na jeho vlastny (i) interny
vyskum, (ii) vzdelavacie Ucely alebo (iii) na ucely
poskytovania zdravotnej starostlivosti subjektom
skisania za predpokladu, Ze budl dodrzane
obmedzenia tykajuce sa doévernych informacii a
publikovania uvedené v tejto zmluve. Aby nedoslo
k pochybnostiam, toto udelenie licencie nezahfiia
Ziadne prava na pouZzitie vynalezov tykajucich sa
skusaného produktu.

Na pozZiadanie zadavatela avyluéne na jeho
naklady a pod jeho kontrolou podpi3e zdravotnicke
zariadenie véetky pravne dokumenty a poda vsetky
svedectva, ktoré bude zadavatel povazovat za
potrebné na ziskanie patentu alebo inej ochrany
zaujmov zadavatela na dusevnom vlastnictve
zadavatela, a zabezpeci, aby tak urobil aj personal
skusania ( zoznam v Prilohe)

Zdravotnicke zariadenie urychlene av pinom
rozsahu odovzda zadavatelovi vSetko dusevné
vlastnictvo zdravotnickeho zariadenia a zabezpedi,
aby tak urobil ajpersonal skisania (zoznam
v prilohe). Vlastnikom vSetkych prav a narokov na
véetko dusevné vlastnictvo  zdravotnickeho
zariadenia je zdravotnicke zariadenie. Zdravotnicke
zariadenie tymto zadavatelovi udeluje nevyhradnu
celosvetovu trvalu licenciu nezatazenu licenénymi
poplatkami s pravom udelovat sublicencie, na
pouzitie duSevného vlastnictva zdravotnickeho
zariadenia vrozsahu potrebnom na pouZitie
a zuzitkovanie skusaného produktu a dusevného
vlastnictva zadavatela.

KaZda zo zmluvnych stran si ponecha vsetky prava
na svoje zakladné dusevné vlastnictvo. Tato
zmluva nezamysla udelit @ ani sa na jej zaklade
nema odvodzovat Ziadne udelenie ani postlpenie
licencie, ¢ uz vyslovné alebo predpokiadané, na
toto zakladné dusevné vlastnictvo. Bez ohladu na
predchadzajuce, zdravotnicke zariadenie tymto
udeluje zadavatelovi trvald celosvetovu
nevyhradnd licenciu nezatazenu licenénymi
poplatkami s pravom udelovat sublicencie, na
pouzitie zakladného duSevného vlastnictva
zdravotnickeho zariadenia v rozsahu potrebnom na
pouZitie a zuZitkovanie skusaného lieku a
dusevného vlastnictva zadavatela.

4.6. Pretrvanie

This Section 4 ‘“Intellectual Property” shall
survive termination or expiration of this

Platnost' tohto &lanku 4 ,Dusevné vlastnictvo"
pretrva vypovedanie alebo iné ukonéenie tejto
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Agreement.

zmluvy.

5. PUBLICATION RIGHTS

5. PRAVA NA PUBLIKOVANIE

51 Publication and Disclosure

a) Sponsor is committed to communicate
product, research and development
information in an accurate and objective
fashion. These communication activities
must be undertaken in a responsible and
ethical manner, taking intc account
relevant external standards regarding the
manner and content of scientific, technical
and medical publications. Publications from
individual sites must not precede the
primary manuscript. If Sponsor does not
publish within eighteen (18) months of
completion of the Study at all participating
sites, an individual site will be permitted to
publish subject to the terms set out and
referred to herein.

In the exercise of the rights of academic
freedom, the Institution (but no other
Institution’s employees) shall,
notwithstanding the confidentiality
obligations in section 3 of this Agreement,
but subject to this section 5, have the right
to publish in scientific or other journals, or
to present at professional conferences or
other meetings Multi-Center Study Results
(as defined below). Publications in
biomedical journals must follow the
guidelines established by the International
Committee of Medical Journal Editors
(ICMJE) guidelines for ethical principles
related to publication in biomedical
journals, (ii) AstraZeneca’'s Publication
Policy, available at www.astrazeneca.com,
(iii) all applicable laws and regulations, (iv)
Institution’s policies and guidelines, and (v)
any applicable Sponsor policies provided to
the author by Sponsor.

In line with good publishing practice
guidelines
(http://www.bmj.com//node/3975697variant
=full-text), Sponsor does not pay
compensation to  investigators  for
authorship of peer-reviewed articles or
presentations. Any co-authors on the
publications (who have not already signed
an investigator contract for the study) will
be subject to a separate author contract.
Authors of publications disclose any
potential conflicts of interest including any
financial or personal relationships that

5.1. Publikovanie a odovzdavanie

a) Zadavatel si uvedomuje svoju povinnost
odovzdavat informacie o skisanom produkte,
vyskume avyvoji presnym a objektivnym
spbsobom. Tieto komunikaéné ¢innosti sa
musia vykonavat zodpovednym a etickym
spoésobom amusia brat do Uuvahy vSetky
dblezite externé normy tykajuce sa formy
a obsahu vedeckych, odbornych
a medicinskych publikacii. Publikacie
jednotlivych  centier nesmu  predchadzat
primarny rukopis. Ak zadavatel nebude
publikovat do 18 mesiacov od dokoncenia
skusania vo vsetkych zuc¢astnenych centrach,
ma kazdé jednotlivé centrum povolené
publikovat za predpokladu, Ze dodrzi
podmienky uvedené v tejto zmluve.

Pri uplatiovani prav vedeckej slobody ma
zdravotnicke zariadenie (avsak nie jej
zamestnanci) pravo publikovat vo vedeckych
alebo inych Casopisoch alebo prezentovat' na
odbornych  konferenciach  alebo  inych
podujatiach vysledky multicentrického skisania
(definované nizie) bez ohladu na povinnosti
utajenia dévernych informacii podfa ¢lanku 3
tejto zmluvy, avdak pri dodrzani tohto ¢lanku 5.
Publikacie v biomedicinskych ¢asopisoch sa
musia riadit  etickymi  zasadami  pre
publikovanie v biomedicinskych
¢asopisoch stanovenymi Medzinarodnym
vyborom vydavatelov medicinskych ¢asopisov
(ICMJE), (ii) internymi publikaénymi predpismi
spolo¢nosti  AstraZeneca dostupnymi na
www.astrazeneca.com, (iii) vSetkymi platnymi
pravnymi predpismi, (iv) internymi predpismi a
smernicami zdravotnickeho zariadenia a (v)
platnymi internymi predpismi zadavatela, ktoré
autorovi poskytne zadavatel.

V sulade so spravnou publikaénou praxou
(http://www.bmj.com//node/397569?variant=full
-text) zadavatel neuhradi skasajicim odmenu
za Clanky alebo prezentacie, ktoré presli
oponentskym posudzovanim. Vsetci
spoluautori publikacie (ak uz nepodpisali
zmluvu ako skusajuci pre dané skuganie) budu
podliehat samostatnej autorskej zmiuve.

Autori publikacii zverejnia kazdy potencialny
konflikt zaujmov vratane vsetkych financ¢nych
alebo osobnych vztahov, ktoré by mohli mat
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might be perceived to bias their work.

b) Publication Procedures

At least sixty (60) days prior to submission
of any material for publication or
presentation, Institution shall provide
Sponsor with such material for review. No
such publication or presentation may
include any Confidential Information
without Sponsor's prior written approval. If
requested in writing by Sponsor, Institution
shall withhold, material from submission for
publication or presentation for an additional
ninety (90) days from the date of Sponsor's
request to allow for the filing of a patent
application or the taking of such measures
as Sponsor deems appropriate to establish
and preserve its proprietary rights in the
material being submitted for publication or
presentation.

Sponsor and its affiliates shall have the
right to independently publish the Study,
and provided that due acknowledgment is
made for the intellectual contribution made
by the Institution, in accordance with
standard scientific practice.

¢) Registry and Reporting

Without limitation to any other right of
Sponsor  hereunder, the Institution
acknowledges and agrees that Sponsor will
register the Study and, when available,
post the Multi-Center Study Results in
accordance with Sponsor internal policy on
one or more publicly-accessible trial
registries and websites (including the

publicly-funded website
(http://www.clinicaltrials.gov/) and on its
own website

(http://www.astrazenecaclinicaltrials.com).

The Institution should not undertake
registration or posting of results to avoid
duplication of entries and avoid disclosure
of Confidential Information. Sponsor
personnel must comply with law and/or
regulations applicable in the Slovak
Republic which require registration of study
information to a publicly-accessible registry
other than those named above. Where the
Institution wish to use a publicly-accessible
website on a voluntary basis (e.g. a
university/institution website) the

vplyv na nestrannost ich prace.

b) Postupy publikovania

Zdravotnicke zariadenie poskytne zadavatelovi
na posldenie kazdy material uréeny na
publikovanie alebo prezentovanie najmenej 60
dni pred odovzdanim do tlace alebo
prezentaciou. Ziadna takato publikacia ani
prezentacia nesmie obsahovat Ziadne déverné
informacie zadavatela bez jeho
predchadzajuceho pisomneého suhlasu. Ak o to
zadavatel poziada pisomne, zdravotnicke
zariadenie odlozi publikovanie alebo
prezentaciu materialu o dalSich 90 dni od
datumu  zadavatelovej poZiadavky, aby
zadavatefovi umoznilo podat patentovu
prihlasku alebo podniknit takeé opatrenia, ktoré
bude zadavatel povazovat za potrebné na
ziskanie a zachovanie svojich vlastnickych
prav na materidl, ktory sa odovzdava do tlace
alebo prezentuje.

Zadavatel ajeho dcérske spolo¢nosti maju
pravo nezavisle publikovat skuSanie za
predpokladu, ze riadne
uznaju dusevny vklad, ktorym do sku3ania
prispelo zdravotnicke zariadenie, v sulade so
Standardnou vedeckou praxou.

c) Registre a hlasenia

Bez obmedzenia akychkolvek inych prav
zadavatefa  zaru€enych  touto  zmluvou
zdravotnicke zariadenie akceptuje a suhlasi, ze
zadavatel bude skusanie registrovat, aked
budu dostupné vysledky multicentrického
skusania, zverejni ich vsulade so svojimi
internymi predpismi v jednom alebo viacerych
verejne pristupnych registroch a na webovych
strankach venovanych klinickym skd$aniam
(vratane verejne financovane] webovej stranky
http://www.clinicaltrials.gov/ a svojej vlastnej
webove; stranky
http://www.astrazenecaclinicaltrials.com).

Zdravotnicke zariadenie nema podnikat ziadnu
registraciu ani zverejiiovanie vysledkov na
internete, aby sa zabranilo duplicite
a zverejneniu doévernych informacii. Personal
zadavatela musi dodrziavat vSeobecne
zavazneé pravne predpisy na uzemi Slovenskej
republiky tykajlce sa registracie informacii zo
skusania do inych verejne pristupnych registrov
nez su vyssie uvedene. Ak si zdravotnicke
zariadenie Zela vyuzit verejne pristupnd
webovl stranku na baze dobrovolnosti (napr.
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information related to the Protocol must not
exceed the information Sponsor has
already posted and it should be sufficient to
provide a hyperlink to the trial when
registered on www.ClinicalTrials.gov.

webova stranka univerzity alebo
zdravotnickeho zariadenia), uvedené
informécie tykajlce sa protokolu nesmu ist nad
ramec informacii, ktoré zadavatel uz na
internete zverejnil, a po registracii skusania
na webovej stranke www.ClinicalTrials.gov
postauje uviest linku na tito stranku.

No Party hereto shall use any other Party’s
name, or Sponsor's name, in connection with
any advertising, publication or promotion
without prior written permission, except that the
Sponsor and Quintiles may use the Institution’s
name in Study publications and
communications, including  clinical  trial
websites and Study newsletters. Sponsor will
register the Study with a public clinical trials
registry in accordance with applicable laws and
regulations and will report the results of the
Study publicly when and to the extent required
by applicable laws and regulations.

Ziadna zo zmluvnych stran nepouzije nazov
druhej zmluvnej strany ani nazov zadavatela
v slvislosti s reklamou, publikovanim alebo
propagaciou bez predchadzajuceho
pisomného povolenia; zadavatel a Quintiles
véak moézu pouzivat meno zdravotnickeho
zariadenia v publikdciach zo  skusania
a v medialnej komunikacii, vratane webovych

stranok venovanych klinickym sku$aniam
a tlaCovych oznameni o sku$ani. Zadavatel
zaregistruje skUSanie vo verejnom registri
kKlinickych  skusani v sllade s platnymi
pravnymi predpismi a zverejni spravu
zvysledkov  skuSania vtakom  termine

arozsahu, vakom to poZaduju platné pravne
predpisy.

Agreement.

5.2. Survival 5.2. Pretrvanie
This Section 5 "Publication Rights” shall Platnost tohto ¢&lanku 5 ,Prava na
survive termination or expiration of this publikovanie” pretrva vypovedanie alebo iné

ukondéenie trvania

skusania.

tejto zmluvy po dobu

6. PERSONAL DATA

6. OSOBNE UDAJE

6.1. Study Staff Member Personal Data

6.1. Osobné udaje €lenov personalu skusania

Institution agrees that Investigator and study
personal provide their Personal Data to Quintiles
and _that Quintiles and/or Sponsor may process
"Personal Data", as defined in the Data Protection
Directive 95/46/EC and applicable legislation Act
122/2013 Coll. about personal data protection
enacted under the same  (collectively "Data
Protection Legislation"), of the Investigator and
Study stuff for study-related purposes and all such
processing will be carried out in accordance with
Data Protection Legislation in the Slovak Republic..

6.2.Processing
Each Party shall be responsible for its own

processing of Personal Data and Quintiles shall
ensure that any Personal Data relating to a Study
Subject, Investigator and/for Study Staff, is
collected, stored, used, disclosed and transferred in

Zdravotnicke  zariadenie  akceptuje, Ze
skusajuci ¢lenovia timu poskytnu svoje osobné
(daje Quintiles a Ze Quintiles alebo zadavatel
mézu  spracovavat ,0sobné  Udaje’,
definované smernicou Eurdpskeho parlamentu
arady 95/46/EC o ochrane osobnych Udajov
a platnym zakonom ¢&. 122/2013 Z.z. o ochrane
osobnych Gdajov v zneni neskorsich predpisov
(spologne legislativa © ochrane osobnych
Udajov"), skusajuceho &lenov skigobného timu
pre GCely skuSania a kazdé takéto
spracovavanie sa bude vykonavat v sllade s
platnou legislativou o ochrane osobnych
Udajov na Uzemi Slovenskej republiky.

6.2 Spracovanie
Kazda zmluvna strana sama zodpoveda za

svoje spracovanie osobnych udajov
aspolo¢nost Quintiles zabezpeci, aby sa
vietky osobné U(daje tykajuce sa subjektov
skusania, skugajuceho alebo ¢lenov
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accordance with all applicable supranational and
national privacy laws and with the informed
consents that are or will be obtained from Study
Subjects. Investigator shall be responsible for
obtaining and providing Quintiles with written
consent (in the form agreed with Quintiles) from
each Study Staff for the collection, use and
disclosure of their Personal Data.

skusobného timu  zbierali, uchovavali,
pouzivali, odovzdavali a prenasali v sulade
s platnymi  nadnarodnymi a  narodnymi
pravnymi predpismi o ochrane osobnych
udajov a informovanymi suUhlasmi, ktore sa
ziskali alebo ziskaju od subjektov skusania.
Skusajuci zodpoveda za ziskanie
informovaného sthlasu (vo forme
odslthlasenej so spolo¢nostou Quintiles) so
Zberom, pouzivanim a odovzdavanim
osobnych Udajov od skuSajuceho a ¢&lenov
skusobného timu a odovzdanie tohto suhlasu
spoloénosti Quintiles.

7. STUDY SUBJECT INJURY

7. POSKODENIE ZDRAVIA SUBJEKTOV SKUSANIA

The Institution shall promptly notify Quintiles and
Sponsor in writing of any claim of illness or injury
actually or allegedly due to an adverse reaction to
the Investigational Product and cooperate with
Sponsor in the handling of the adverse event.

Zdravotnicke zariadenie bude Quintiles a
zadavatela urychlene pisomne informovat o
akejkolvek pozZiadavke na odSkodnenie choroby
alebo poskodenia zdravia skutofne alebo Udajne
sposobeného neZiaducou reakciou na skusany
produkt a spolupracovat’ so zadavatelom pri riedeni
tejto neziaducej udalosti.

Sponsor shall reimburse Institution for the direct,
reasonable and necessary medical expenses
incurred by Institution for the treatment of any
adverse event experienced by, illness of or bodily
injury to a Study Subject that is caused by
treatment of the Study Subject in accordance with
the Protocol, except to the extent that such adverse
event, iliness or personal injury is caused by:

Zadavatel uhradi zdravotnickemu zariadeniu
priame, primerané a potrebné medicinske naklady,
ktoré zdravotnickemu zariadeniu vzniknu pri lie¢be
neziaducej udalosti, choroby alebo poskodenia
zdravia subjektu skusSania, ktoré spdsobi liecba
subjektu v sulade s protokolom, s vynimkou
pripadov, kedy takuto neZiaducu udalost, chorobu
alebo poskodenie zdravia spdsobi:

a) failure by Institution, Investigator or
any of their respective personnel to
comply with this Agreement, the
Protocol, any written instructions of
Sponsor concerning the Study, or
any applicable law, regulation or
guidance, including GCPs, issued
by any regulatory authority, or

a) nedodrzanie tejto zmluvy,
protokolu, v$etkych pisomnych
pokynov zadavatela ku skusaniu a
vietkych platnych pravnych
predpisov, nariadeni a smernic
kontrolnych Uradov (vratane
spravnej klinickej praxe) zo strany
zdravotnickeho zariadenia,
skusajuceho alebo ich personalu,

b) negligence or willful misconduct by
Institution, Investigator or any of
their respective personnel, or

b) nedbanlivost alebo  Gmyselne
nespravne konanie zdravotnickeho
zariadenia, skusajluceho alebo ich
personalu alebo

c) failure of the Study Subject to
follow the reasonable instructions
of the Investigator relating to the
requirements of the Study.

¢) nedodrzanie primeranych pokynov
skusajlceho, tykajucich sa
poZiadaviek skuSania, zo strany
subjektu skusania.

Indemnification by Sponsor is covered in a
separate indemnification letter, in accordance with
provisions set forth in Attachment C. Sponsor and
Quintiles maintain contractual liability coveragewith
sufficient limits to cover their obligations under the
Study. Insurance certificate is an Attachment to this

Odskodnenie zadavatelom pokryva samostatna
dohoda o odskodneni v sllade s ustanoveniami
uvedenymi v Prilohe C. Zadavatel a spolo¢nost
Quintiles su povinni udrZiavat' v platnosti poistné
krytie s limitom dostatoénym na pokrytie svojich
povinnosti vramci tohto skuSania a od$kodnenia
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Agreement.

This Section 7 “Study Subject Injury” shall survive
termination or expiration of this Agreement.

zaradenych U&astnikov tohto skasania. Poistny
certifikat v osved¢enej fotokopii v slovenskom
jazyku tvori Prilohu k tejto zmluve.

Platnost tohto &lanku 7 ,Poskodenie zdravia
subjektu skisania” pretrva vypovedanie alebo iné
ukonéenie tejto zmluvy.

8. QUINTILES DISCLAIMER

8. VYHRADA QUINTILES

Quintiles expressly disclaims any liability in
connection with the Investigational Product,
including any liability for any claim arising out of a
condition caused by or allegedly caused by any
Study procedures associated with such product
except to the extent that such liability is caused by
the negligence, willful misconduct or breach of this
Agreement by Quintiles.

Quintiles tymto vyslovne odmieta akukolvek
zodpovednost' v slvislosti so ski§anym produktom,
vratane zodpovednosti za poziadavky na nahradu
8kody, ktora vznikne na zaklade zdravotného
problému spbsobeneho alebo udajne spdsobeného

akymkolvek  postupom  sku$ania  spojenym
s takymto produktom, okrem rozsahu, v ktorom by
takato zodpovednost bola oddvodnena
zanedbanim, Umyselne nespravnym konanim

alebo porusenim tejto zmluvy zo strany Quintiles.

This Section 8 “Quintiles Disclaimer” shall survive
termination or expiration of this Agreement.

Platnost’ tohto &lanku 8 ,Vyhrada Quintiles” pretrva
vypovedanie alebo iné ukonéenie tejto zmiuvy.

9. CONSEQUENTIAL DAMAGES

9. NASLEDNE $SKODY

Neither Quintiles nor Sponsor shall be responsible
to the Institution for any lost profits, lost
opportunities, or other consequential damages, nor
shall Institution be responsible to Quintiles or
Sponsor for any lost profits, lost opportunities, or
other consequential damages.

Quintiles ani zadavatel neruéia zdravotnickemu
zariadeniu za Ziadny usly zisk, stratu prilezitosti ani
iné nasledné skody, ani zdravotnicke zariadenie
neru¢i Quintiles a zadavatelovi za Ziadny usly zisk,
stratu prileZitosti ani iné nasledné $kody.

This Section 9 “Consequential Damages” shall
survive termination or expiration of this Agreement.

Platnost tohto &lanku 9 ,Nasledné skody” pretrva
vypovedanie alebo iné ukonéenie tejto zmluvy.

10. DEBARMENT

10. VYLUEENIE

The Institution represents and warrants that neither
Institution nor Investigator have been debarred,
disqualified or banned from conducting clinical trials
or are under investigation by any regulatory
authority for debarment or any similar regulatory
action in any Slovak Republic or other country and
the Institution shall notify Quintiles immediately if
any such investigation, disqualification, debarment,
or ban occurs.

Zdravotnicke zariadenie vyhlasuje a zaruGuje, Ze
skusajuci, zdravotnicke  zariadenie, neboli
vylicene, diskvalifikované a nebol im udeleny
zakaz Cinnosti pri vykonavani klinickych skusani,
ani nie st predmetom vySetrovania akéhokolvek
$tatneho alebo kontrolného dradu vo veci vylugenia
alebo podobného uradného postihu v Slovenskej
republike a zdravotnicke zariadenie bude Quintiles
okamZite informovat, ak sa takéto vy$etrovanie,
diskvalifikacia, wvylu¢enie alebo zakaz &innosti
vyskytne.

This Section 10 “Debarment” shall survive

termination or expiration of this Agreement.

Platnost tohto ¢&lanku 10 ,Vylugenie” pretrva
vypovedanie alebo iné ukoncenie tejto zmluvy.

11. FINANCIAL _DISCLOSURE AND CONFLICT OF

11. FINANENE PRIZNANIA A KONFLIKT ZAUJMOV

INTEREST
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Institution agrees that Investigator and sub-
investigators provide Financial Disclosure Forms.
Institution also acknowledges that it did not enter
into any contract that might interfere with the
performance of the Study, or that might impair the
acceptance of the resulting data by regulatory
authorities, or create a conflict of interest.

Zdravotnicke zariadenie sa zavazuje zabezpecit,
aby skusajuci a spoluskusajlci poskytli finanéné
priznania.

Zdravotnicke zariadenie tiez potvrdzuje, ze

neuzatvorilo Ziadnu zmluvu, ktora by mohla
zasahovat do pinenia tejto zmluvy, ohrozit' prijatie

vyslednych Udajov kontrolnymi dradmi alebo
vytvarat' konflikt zaujmov.
12. ANTI-KICKBACK AND ANTI FRAUD 12. USTANOVENIA NAMIERENE PROTI PROVIZIAM

A PODVODOM

Institution agrees that its judgment with respect to
the advice and care of each Study Subject will not
be affected by the compensation it receives from
this Agreement, that such compensation does not
exceed the fair market value of the services they
are providing, and that no payments are being
provided to them for the purpose of inducing them
to purchase or prescribe any drugs, devices or
products.

Zdravotnicke zariadenie potvrdzuje, Ze odmena,
ktoru dostane podfa tejto zmluvy, neovplyvni jeho
Usudok v suvislosti s poradenstvom a
starostlivostou poskytovanou kaZzdému subjektu
skusania, ze tato odmena nepresahuje spravodlivi
trhovl hodnotu sluzieb, ktoré poskytuje a Ze ziadne
platby sa mu neposkytuji za Gcelom nabadania na
nakup alebo predpisovanie akychkolvek liekov,
pomocok alebo produktov.

If the Sponsor or Quintiles provides any free
products or items for use in the Study, Institution
agrees that they will not bill any Study Subject,
insurer or governmental agency, or any other third
party, for such free products or items.

Ak zadavatel alebo Quintiles bezplatne poskytne
akykolvek produkt alebo polozku na pouzitie
v skisani, zdravotnicke zariadenie sa zavazuje
neuctovat tieto bezplatné produkty alebo polozky
Ziadnemu subjektu skusania, poistovni, $tathemu
Uradu ani akejkolvek inej tretej strane.

Institution agrees that they will not bill any Study
Subject, insurer, or governmental agency for any
visits, services or expenses incurred during the
Study for which they have received compensation
from Quintiles or Sponser, or which are not part of
the ordinary care they would normally provide for
the Study Subject, and that Institution will not pay
another physician to refer subjects to the Study.

Zdravotnicke zariadenie sa zavazuje nelétovat
Ziadnemu subjektu skusania, poistovni, $tatnemu
uradu ani akejkolvek inej tretej strane Ziadne
navstevy, sluzby alebo vydavky, ktoré mu vzniknu
pofas skuSania a za ktoré dostalo Uhradu od
Quintiles alebo zadavatela, alebo ktoré nie su
sucastou beznej starostlivosti, ktorl by subjektu
skiSania za normalnych okolnosti poskytlo a ze
zdravotnicke zariadenie nebude platit ziadnemu
inému lekarovi za poukazovanie subjektov do
skusania.

13. ANTI-BRIBERY

13. USTANOVENIA NAMIERENE PROTI UPLATKARSTVU

Institution agrees that the fees to be paid pursuant
to this Agreement represent fair compensation for
the services to be provided by Institution. Institution
represents and warrant that payments or ltems of
Value received pursuant to this Agreement or in
relation to the Study will not influence any decision
that Institution, or any of its respective owners,
directors, employees, agents, consultants, or any
payee under this Agreement may make, as a
Government Official or otherwise, in order to assist
Sponsor or Quintiles to secure an improper
advantage or obtain or retain business.

Zdravotnicke zariadenie potvrdzuje, Ze poplatky,
ktoré maju byt vyplatené podla tejto zmiuvy,
predstavuji spravodlivi odmenu za sluzby, ktoré
ma poskytnat. Zdravotnicke zariadenie vyhlasuje
a zaruCuje, Z2e platby a hodnotné veci, ktoré
dostane podla tejto zmluvy v suvislosti so
skusanim, neovplyvnia ziadne rozhodnutie, ktoré
zdravotnicke zariadenie alebo niektory zjeho
vlastnikov, riaditelov, zamestnancov, zastupcov,
poradcov alebo prijemcov platieb podfa tejto
zmluvy mdze prijat ako statny predstavitel alebo v
ingj funkcii, aby pomohol zadavatelovi alebo
Quintiles zabezpedit si nendleziti vyhodu alebo
ziskat' €i udrzat’ si obchodné prileZitosti.

Institution further represents and warrants that

Zdravotnicke zariadenie vyhlasuje a zaruéuje, ze
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neither it nor any of its respective owners, directors,
employees, agents, or consultants, nor any payee
under this Agreement, will, in order to assist
Sponsor or Quintiles to secure an improper
advantage or obtain or retain business, directly or
indirectly pay, offer or promise to pay, or give any
ltems of Value to any person or entity for purposes
of (i) influencing any act or decision; (ii) inducing
such person or entity to do or omit to do any act in
violation of their lawful duty; (iii) securing any
improper advantage; or (iv) inducing such person
or entity to use influence with the government or
instrumentality thereof to affect or influence any act
or decision of the government or instrumentality.

ani ono samo, ani Ziadny zjeho vlastnikov,
riaditeflov, zamestnancov, zastupcov, poradcov
alebo prijemcov platieb podfa tejto zmluvy nebude
za to, aby zadavatelovi alebo Quintiles pomohol
zabezpecit si nenaleZitd vyhodu alebo ziskat &i
udrzat si obchodné prilezitosti, priamo ani
nepriamo platit, pontkat alebo sfubovat platbu, ani
nedaruje ziadnu hodnotni vec Zziadnej fyzickej
alebo pravnickej osobe za Uc¢elom (i) ovplyvnenia
akéhokolvek ukonu alebo rozhodnutia, (i)
nabadania takejto fyzickej alebo pravnickej osoby
na vykonanie alebo nevykonanie akéhokolvek
skutku v rozpore s jej zakonnymi povinnostami; (iii)
zabezpetenia si nendlezitej vyhody alebo (iv)
nabadania takejto fyzickej alebo pravnickej osoby,
aby ovplyvnila nejaky Ukon alebo rozhodnutie
Statneho uradu alebo iného organu viady.

In addition to other rights or remedies under this
Agreement or at law, Quintiles may terminate this
Agreement if Institution breaches any of the
representations or warranties contained in this
Section or if Quintiles or Sponsor learns that
improper payments are being or have been made
to or by Institution or Investigator or any individual
or entity acting on its or their behalf.

Okrem inych prav a opravnych prostriedkov podla
tejto zmluvy alebo podla zakona, mézZe Quintiles
tuto zmluvu vypovedat, ak zdravotnicke zariadenie
porusi niektoré z vyhlaseni a zaruk obsiahnutych
vtomto ¢lanku, alebo ak sa Quintiles alebo
zadavatel dozvie, Ze zdravotnicke zariadenie alebo
sklSajuci takéto nenalezité platby vykonali bud
osobne alebo prostrednictvom inej osoby alebo
spolocnosti konajucej v ich mene, alebo takéto
platby prostrednictvom akejkolvek osoby alebo
spolocnosti prijali.

14. INDEPENDENT CONTRACTORS

14. NEZAVISLY ZMLUVNY DODAVATEL

The Institution is acting as independent contractor
of Quintiles and Sponsor and shall not be
considered the employees or agents of Quintiles or
Sponsor.

Zdravotnicke zariadenie kona ako nezavisly
zmluvny dodavatel Quintiles a zadavatefa a nema
sa povaZovat za zamestnanca alebo zastupcu
Quintiles alebo zadavatela.

Neither Quintiles nor Sponsor shall be responsible
for any employee benefits, pensions, workers'
compensation, withholding, or employment-related
taxes as to the Institution or its staff.

Quintiles ani zadavatel zdravotnickemu zariadeniu

ajeho personalu nezodpovedaji za ziadne
zamestnanecké vyhody, déchodky, Urazové
poistenie, dan zprijmu ani za Ziadne iné

zamestnanecké dane a odvody.

15. TERM & TERMINATION

15. DOBA PLATNOSTI A VYPOVEDANIE

15.1 Term

15.1 Doba platnosti

This Agreement will become valid on the date on
which it is last signed by the parties (the “Effective
Date”) and shall continue until completion or until
terminated in accordance with this Section 15
“Term & Termination”. This Agreement become
effective the day after publishing in Central register
of contracts.

Tato zmluva sa stava platnou od datumu
posledného podpisu zmluvnych stran a
zostava platna a uéinna az do splnenia alebo
vypovedania podfa tohto ¢&lanku 15 ,Doba
platnosti a vypovedanie”. Tato Zmluva
nadobuda ucinnost nasledujlcim driom po dni
jej zverejnenia v Centralnom registri zmiav.

15.2. Termination

15.2. Vypovedanie

Quintiles may terminate this Agreement

Quintiles méze tuto zmluvu vypovedat
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effective upon thirty (30) days written notice.

s vypovednou lehotou (30) tridsat dni.

The Institution may terminate this Agreement
for material breach if it provides Quintiles upon
written notice of the breach and the breach is
not cured within thirty 30 days of receipt of the
notice.

The Institution may terminate upon written
notice if circumstances beyond the Institution’s
reasonable control prevent completion of the
Study, or if it reasonably determines that it is
no longer medically justifiable to continue the
Study due to unexpected results, the severity
or prevalence of serious adverse events or the
insufficient efficacy of the Investigational
Product. Upon receipt of notice of termination
the Institution shall make all reascnable efforts
to minimize further costs, and Quintiles shall
make a final payment for visits or milestones
properly performed pursuant to this Agreement
in the amounts specified in Attachment A;
provided, however, that ten percent (10%) of
this final payment will be withheld until final
acceptance by Sponsor of all CRF pages and
all data clarifications issued and satisfaction of
all other applicable conditions set forth herein.
If a material breach of this Agreement appears
to have occurred and termination may be
required, then, except to the extent that Study
Subject safety may be jeopardized, Quintiles
may suspend performance of all or part of this
Agreement, including, but not limited to, subject
enroliment.

Zdravotnicke zariadenie moézZe tuto zmluvu
vypovedat pisomnou vypovedou z ddvodu
zavazného poruSenia zmluvy a po pisomnom
oznameni o zavaznom porudeni nepride
k naprave v lehote 30 dni od obdrzania
oznamenia o zavaznom poruseni.

Zdravotnicke zariadenie mdZe tato zmluvu
vypovedat pisomnou vypovedou s 30 driovou
vypovednou lehotou, ak mu okolnosti mimo

jeho primeranej kontroly zabrariuju
v dokonCeni sklUSania, alebo ak dospeje
k odovodnenému zaveru, Ze pokradovanie
v skuSani je medicinsky neodbvodnené
z dévodu neoCakavanych vysledkov,
zavaznosti alebo vyskytu zavaznych
neziaducich G¢inkov alebo nedostatoénej
Gcinnosti  skusaného lieku. Po prevzati
pisomne;j vypovede zdravotnicke
zariadenie vynalozi primerané Usilie na

minimalizovanie dal$ich nakladov. Quintiles
poukaze poslednu platbu za navstevy alebo
vykony riadne vykonané v sulade s touto
zmluvou vo vyske stanovenej v Prilohe A;
desat percent (10%) tejto poslednej platby
véak bude zadrzanych az do zadavatelovho
kone¢ného prevzatia  vSetkych  stranok
pacientskych zaznamov (CRF) a vsetkych
vydanych vysvetliviek k Gdajom a do splnenia
véetkych dalSich uplatnitelnych podmienok tu
stanovenych. V pripade podozrenia na
podstatné porusenie tejto zmluvy, ktoré by
vyZadovalo jej vypovedanie, mdze spolo¢nost
Quintiles ciastoéne alebo Uplne pozastavit
pinenie tejto zmluvy, vratane zaradovania
Subjektov do skusania, s vynimkou rozsahu, v
ktorom by bola ohrozenda bezpe&nost
subjektov.

16. NOTICE

16. OZNAMENIA

Any notices required or permitted to be given
hereunder shall be given in writing and shall be
delivered

a) in person,

b) by certified mail, postage
prepaid, return receipt
requested,

c) by e-mail of .pdfiscan or other
non-editable format notice with

VSetky oznamenia poZadované alebo povolené
podla tejto zmluvy budl vyhotovené pisomne
a doruéené
a) osobne;
b) doporucenou postou s uhradenym
postovnym a doruéenkou;
c) e-mailom ako .pdf slbor alebo
skenovany dokument, alebo v
inom needitovatelnom formate s

confirmed transmission report, poZadovanym potvrdenim
or doruéenia;

d) by a commercial overnight d) komerénou kuriérskou sluzbou,
courier that guarantees next ktord  zaruéuje dorudenie na
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day delivery and provides a
receipt, and such notices shall
be addressed as follows:

To Sponsor:
Pre zadavatela:

nasledujuci defli a poskytuje
potvrdenie doru€enia, a takéto
oznamenia budd  adresované
nasledovne:

Name/Nazov:

Address/Adresa:

AstraZeneca AB
S-151 85 Sodertalje
Sweden

To Quintiles
Pre Quintiles

Name/Nazov: Quintiles Slovakia, s. r. 0.
Address: Zamocka 34,
811 01 Bratislava, Slovak Republic

To Institution
Pre zdravotnicke zariadenie

Detska fakultna nemocnica KoSice
so sidlom Trieda SNP 1, 040 11 Kosice,
Slovenska republika

To Investigator
Pre sku$ajuceho

MUDr. Anna Feketeova

Detska fakultna nemocnica Kosice

Klinika deti a dorastu,

Pneumologicka ambulancia

so sidlom Trieda SNP 1, 040 11 Kosice,
Slovenska republika

17. FORCE MAJEURE

17. VYSSIA moC

The performance by either Party of any obligation
on its part to be performed hereunder shall be
excused by floods, fires or any other Act of God,
accidents, wars, riots, embargoes, delay of carriers,
inability to obtain materials, failure of power or
natural sources of supply, acts, injunctions, or
restraints of government or other force majeure
preventing such performance, whether similar or
dissimilar to the foregoing, beyond the reasonable
control of the Party bound by such obligation,
provided, however, that the Party affected shall
exert its reasonable efforts to eliminate or cure or
overcome any of such causes and to resume
performance of its obligations with all possible
speed.

Zmluvné strany su ospravedinené od plnenia
povinnosti, ktoré si maju pinit podfa tejto zmluvy,
v pripade povedne, poZiaru alebo inej Zivelnej
pohromy, havarie, vojny, vzbury, vytrZnosti,
embarga, meskania prepravcov, nemoznosti ziskat
materialy, vypadku elektriny alebo prirodnych
zdrojov dodavok, Statneho Ukonu, vynosu alebo
obmedzenia alebo inej vy$3e] moci, ktora
zabrafiuje takémuto plneniu, ¢i uz je podobného,
alebo iného charakteru, ako vySsie uvedené a je
mimo primeranej kontroly zmluvnej strany viazanej
touto povinnostou, postihnuta strana v&ak vynalozi
primerané usilie na to, aby odstranila, napravila
alebo prekonala takéto okolnosti a ¢o najrychlejsie
si znovu zacala pinit' svoje povinnosti.

18. MISCELLANEOUS

18. OSTATNE DOJEDNANIA

18.1. Entire Agreement

18.1. Uplnost zmluvy

This Agreement, including its attachment(s),
constitutes the sole and complete agreement
between the Parties and replaces all other
written and oral agreements relating to the
Study.

Tato zmluva vratane priloh predstavuje jediné
a uplné ujednanie medzi zmluvnymi stranami
v tejto veci a nahradza vsetky dalSie pisomné
alebo ustne dohody o tomto skusani.

18.2. No Waiver/Enforceability

18.2. Nezrieknutie sa/\Vymozitelnost’

Failure to enforce any term of this Agreement
shall not constitute a waiver of such term. If
any part of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect.

Nevymahanie akejkolvek podmienky tejto
zmluvy nema byt interpretované ako zrieknutie
sa tejto podmienky. Ak sa ktorakolvek cast
tejto zmluvy ukaze ako nevymahatelna,
zostava zvysok tejto zmluvy platny a G€inny.

18.3. Assignment of the Agreement

18.3. Postlipenie zmluvy
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This Agreement shall be binding upon the
Parties and their successors and assigns.

Tato zmiuva je zavazna pre zmluvne strany a
ich naslednikov a nastupcov.

The Institution shall not assign or transfer any
rights or obligations under this Agreement
without the written consent of Quintiles and
Sponsor.

Zdravotnicke zariadenie nesmie postupit ani
presunut zZiadne zo svojich prav a povinnosti
podla tejto zmluvy bez predchadzajiceho
pisomného sthlasu Quintiles a zadavatela.

Quintiles may assign this Agreement to
Sponsor and the Site hereby consents to such
an assignment. Site will be given prompt
notice of such assignment. The terms of this
Agreement that contain obligations or rights
that extend beyond the completion of the Study
shall survive termination or completion of this
Agreement.

Na poziadanie zadavatela mdze AQuintiles
postupit tuto zmluvu zadavatelovi
a zdravotnicke zariadenie S takymto
postipenim suhlasi. Nastupca spoloénosti
Quintiles bude zdravotnicke zariadenie o
takomto postupeni urychlene informovat.
Podmienky tejto zmluvy ktoré obsahuju
povinnosti a prava ktoré maju pretrvat aj po jej
skon¢eni alebo vypovedani ostavaju
v platnosti.

18.4. Third Party Beneficiary

18.4 Opravnena tretia strana

The Parties agree that Sponsor shall have the
right to enforce any of the provisions of this
Agreement as a third party beneficiary.

Zmluvné strany sa dohodli, Zze zadavatel ma
pravo na vymahanie podmienok tejto zmluvy
ako opravnena tretia strana.

Each Party to this Agreement acknowledges
that except for the Sponsor, there are no third
party beneficiaries with any rights to enforce

Kazda zo zmluvnych stran tejto zmluvy
potvrdzuje, Zze okrem zadavatela nie su Ziadne
iné opravnené tretie strany, ktoré by mali pravo

any of the provisions of this Agreement. vymahat ktorékolvek z ustanoveni tejto
zmluvy.

18.5. Applicable Law 18.5. Nadriadené pravo

This Agreement shall be govern under the laws Tato zmluva sa riadi pravnymi predpismi

of the country in which Site conducts the
Study. The present Agreement and its
attachments are set forth in English and Slovak
languages. In case of any dispute in its
interpretation, the Slovak language version
shall prevail. The parties agree that the courts
of Slovak Republic, have jurisdiction to decide
any questions related to this agreement.”

krajiny, v ktorej centrum skusania vykonava
ski$anie, teda sa riadi pravom Slovenskej
republiky. Pre vyklad zmluvnych podmienok
ma prednost Zmluva v slovenskom jazyku.

Spory budu rozhodovat sudy v Slovenskej
republike.

18.6. Survival

18.6. Pretrvanie

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Study shall survive
termination or completion of this Agreement
even if not expressly stated herein.

Podmienky tejto zmluvy obsahujlice povinnosti
alebo prava, ktoré pokracuju po skon&eni
skdsania, budu pretrvavat aj po vypovedani
alebo splneni tejto zmluvy, ak nie je v tejto
zmluve vyslovne uvedené inak.

THIS SECTION IS INTENTIONALLY LEFT
BLANK

TATO CAST JE UMYSELNE PONECHANA
PRAZDNA
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ACKNOWLEDGED AND AGREED BY Quintiles Slovakia, s. r. 0.
Za Quintiles Slovakia, s. r. 0. svojim pedpisom potvrdzuje:

ByMeno:  AupE( 14 #po2EfR R, 1)
Title/Funkcia: D cel |

Signature/Podpis:

Dateatum: ___/bor 96,50/

ACKNOWLEDGED AND AGREED BY Detska fakultna nemocnica KoSice:
Za Detsku fakultnii nemocnicu Ko$ice svojim podpisom potvrdzuje:

By/Meno: _MUDr. Ingrid URBANCIKOVA, PhD., MPH

Title (must be authorized to sign on Institution's behalf): __riaditelka
Funkcia (s opravnenim podpisovat za zdravotnicke zariadenie)

Signature/Podpis:

Date/Datum: ﬂ/f 77 Ao/W

READ AND UNDERSTOOD BY THE INVESTIGATOR Anna Feketeova, MD:
Skusajlici svojim podpisom potvrdzuje, Ze si zmluvu precital a porozumel jej:

NamelMeno: _ VN # TELETE OV /1D

Signature/Podpis:
Date/Datum: OZ. A J"/y
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Astra Zeneca - Clinical Trial Agreement - Slovakia-
INSTITUTION - 11 — Feb — 2014

ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A. PAYEE DETAILS

The Parties agree that the payee designated
below is the proper payee for this Agreement, and
that payments under this Agreement will be made
only to the following payee (“Payee):

PRILOHA A
R0OzZPOCET A ROZPIS PLATIEB

A. UDAJE O PRIJEMCOVI PLATIEB
Zmluvné strany potvrdzuju, Ze menovany
prijemca platieb je riadnym prijemcom platieb
podla tejto zmluvy aZe platby podla tejto
zmluvy  sa  budl  poukazovat len
nasledujucemu prijemcovi platieb (dale]
,prijemca platieb):

Payee Name .. Detska fakultna nemocnica Kosice
Meno/nézov prijemcu

platieb

Payee Address : . _
Adresa prijemeu Trieda SNP 1, 040 11 Kosice, Slovak Republic
Bank Name Banka: Statna pokladnica

Nazov banky IBAN: SK50 8180 0000 0070 0028 0825

S Ark ArBling Uget &islo: 7000 280 825/ 8180

Cislo Gitu

SWIFT Code SWIFT: SPSRSKBA

VAT/GST/Tax ID Number ¢ .

DIG/IE DPH Organisation ID: 00 606 715

In case of changes in the Payee's bank details,
Institution is obliged to inform Quintiles in writing.
Parties agree that in case of changes in bank
details which do not involve a change of payee or
change of country location of bank account, no
further amendments are required.

The Parties acknowledge that the designated
Payee is authorized to receive all of the payments
for the services performed under this Agreement.

Institution acknowledges that if Institution is not
the Payee, Quintiles will not pay Institution even if
the Payee fails to reimburse Institution.

PAYMENT TERM

Quintiles will pay the Payee biannually, on a
completed visit per subject basis in accordance
with the attached budget. Ninety percent (90%) of
each payment due, including any Screening
Failure that may be payable under the terms of
this Agreement, will be made based upon prior 6
months enrollment data confirmed by subject
CRFs received from the Site supporting subject
visitation. The balance of monies earned, up to ten

V pripade zmeny v udajoch o bankovom
spojeni prijemcu platieb je zdravotnicke
zariadenie povinné informovat' o tom Quintiles
pisomne. Zmluvne strany sa dohodli, Ze v
pripade zmeny v Udajoch o bankovom
spojeni, ktoré sa netykaju zmeny prijemcu
platieb alebo zmeny krajiny, v ktorej je vedeny
bankovy ucet, nie su pozadované ziadne
dalsie pisomné dodatky tejto zmluvy.

Zmluvné strany potvrdzuju, Ze menovany
prijemca platieb je opravneny prijimat véetky
platby za sluzby vykonané podla tejto zmiuvy.

Zdravotnicke zariadenie berie na vedomie, Zze
ak nie je prijemcom platieb, spolo¢nost
Quintiles mu nebude poukazovat Ziadne
platby ani v pripade, ze prijemca platieb si
nesplni svoje platobné povinnosti vogi
zdravotnickemu zariadeniu.

B. PLATOBNE TERMINY
Quintiles bude poukazovat' platby prijemcovi
polro€ne na zaklade poctu absolvovanych
navétev na jeden subjekt v suUlade s
pripojenym rozpoctom. Devatdesiat percent
(90%) kazdej splatnej Ciastky, vratane platieb
za neuspesne vstupné vysetrenia, ktoré mézu
byt splatné podla podmienok tejto zmluvy, sa
poukaze na zaklade udajov o zaradovani za
predchadzajucich 6 mesiacov, potvrdenych
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percent (10%), will be pro-rated upon verification
of actual subject visits, and will be paid by
Quintiles to the Payee upon final acceptance by
Sponsor of all CRFs pages, all data clarifications
issued, the receipt and approval of any
outstanding regulatory documents as required by
Quintiles and/or Sponsor, the return of all unused
supplies to Quintiles, and upon satisfaction of all
other applicable conditions set forth in the
Agreement.

All government taxes are the sole responsibility of
the Payee.

Major, disqualifying Protocol violations are not
payable under this Agreement

PAYMENT DISPUTE

Institution will have thirty (30) days from the
receipt of final payment to dispute any payment
discrepancies during the course of the Study.

MiniMuM ENROLMENT GOAL

Institution  acknowledges that Investigator's
minimum enrollment goal is 5 subjects and that
Site will use best efforts to reach the enroliment
goal within a reasonable time after
commencement of the Study at Site. If Site fails to
adhere to this principle Quintiles may reconsider
Site’s suitability to continue participation in the
Study.

DISCONTINUED OR EARLY TERMINATION
Reimbursement for discontinued or early
termination subjects will be prorated based on the
number of confirmed completed visits.

INVOICES

Criginal Invoices pertaining to this Study for the
following items must be submitted to Quintiles for
reimbursement at the following address:

pacientskymi zaznamami (CRF) prijatymi od
centra skusania, ktoré dokladaju navstevnost
subjektov. Zostatok splatnych finanénych
prostriedkov az do vySky desat percent (10%)
bude vyplateny pomernym spésobom po
overeni skuto€nej navstevnosti subjektov a
spolo€nost Quintiles ho vyplati prijemcovi po
zadavatelovom kone¢nom prevzati vsetkych
stranok CRF, v8etkych vydanych vysvetliviek
k tdajom, po prevzati a schvéleni vsetkych
chybajucich dokumentov pre kontrolné Urady
poZadovanych spoloénostou Quintiles alebo
zadavatelom, vrateni v&etkych nepouzitych
materialov spolognosti Quintiles a po spineni
dalSich podmienok uvedenych v zmluve.

Za vdetky dane zodpoveda vyhradne
prijemca platieb.

Zavazné, diskvalifikujice porusenia
protokolu nie s podfa tejto zmluvy
splatné.

PLATOBNE NEZROVNALOSTI

Zdravotnicke zariadenie méze namietat proti
akymkolvek platobnym nezrovnalostiam,
ktoré sa vyskytna v priebehu skus$ania, do
tridsiatich (30) dni od prijatia poslednej
platby.

. MINIMALNY NABOROVY CIEL

Zdravotnicke zariadenie potvrdzuje, Ze jeho
minimalny naborovy ciel skusajiceho je 5
subjektov azZe centrum skusania vyvinie
maximalne Usilie na dosiahnutie naborového
ciela v primeranom ¢ase po zadiatku
skusania v centre. Ak centrum skusania tuto
zasadu nedodrZi, Quintiles mézZe prehodnotit
vhodnost' centra skusania pre dal$iu Uéast na
klinickom skusani.

PREDCASNE VYRADENIE ALEBO VYSTUPENIE
Uhrady za subjekty, ktoré boli zo skugania
vyradené alebo z neho pred&asne vystupili,
budu vyplatené pomernym spdsobom podfa
poctu potvrdenych absolvovanych navstev.

FAKTURY

Origindly faktir sdvisiacich so skusanim za
nasledujice polozky musia byt zaslané

Quintiles Slovakia, s. 1. 0.
Zamocka 34
811 01 Bratislava, Slovak Republic

Please note that invoices will not be processed
unless they reference the Sponsor name,
Protocol number and Investigator name and

spolocnosti  Quintles na dhradu na
nasledujucu adresu:
Upozoriiujeme, Zze  faktiry nebudud

spracované, ak nebudi obsahovat’ nazov
zadavatela, cislo protokolu, meno
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site number. After receipt and verification, skasajuceho a éislo centra. Po prevzati a

reimbursement for invoices will be included overeni bude uhrada faktir zahrnuta do
with the next regularly scheduled payment for najbliz8ej planovanej pravidelnej platby za
subject activity. aktivitu subjektov skusania.
Any expense or cost incurred by Institution in Za akekolvek vydavky alebo naklady, ktoré
performing this Agreement that is not specifically vzniknd zdravotnickemu zariadeniu pri plneni
designated as reimbursable by Quintiles or tejto zmluvy a ktoré nie su vyslovne
Sponsor under the Agreement (including this schvalené na preplatenie spolo€nostou
Budget and Payment Schedule) is Institution’s Quintiles alebo zadavatefom podlia tejto
sole responsibility. zmluvy (vratane Rozpoétu a Rozpisu platieb),
zodpoveda vyhradne zdravotnicke zariadenie.
G. SCREENING FAILURE G. NEUSPESNE VSTUPNE VYSETRENIA

All Screen Failures will be paid per work done.

Reimbursement for screen failures will be at the
amount(s) indicated in the attached budget for
visits completed:

° If Subject Screen Fail at V1: V1 amount
on the budget will be reimbursed
° If Subject Screen Fail at V2: V1 and V2
amount on the budget will be reimbursed
e If Subject Screen Fail at V3: V1, V2,
and V3 amount on the budget will be
reimbursed.
Za vykonané nelspesSné vstupné vysetrenie
prislicha Uhrada.
Uhrada za neuspe$né vstupné vySetrenia
bude vo vySke uvedene] v prilozenom
rozpoéte za vykonané navstevy:
Ak pride k zlyhaniu subjektu na N1: N1 suma
rozpoctu bude uhradzana
Ak pride k zlyhaniu subjektu na N2: N1 a N2
suma rozpoc¢tu bude uhradena
Ak pride Kk zlyhaniu subjektu na N3: N1,N2
a N3 suma rozpoé&tu bude uhradena
To be eligible for reimbursement of a screening Aby vznikol narok na dhradu za vstupnu
visit, completed screening CRF pages must be navstevu, je potrebné zaslat spolognosti
submitted to Quintiles along with any additional Quintiles vyplnené stranky CRF pre vstupné
information, which may be requested by Quintiles vySetrenia vdetky dalsie informacie, ktoré
to appropriately document the subject screening moéze spolo¢nost Quintiles poZadovat, aby
procedures. dostatoéne zdokumentovala vstupné

vy$Setrenia subjektu.

H. UNscHeDULED wvisiTs Payment for unscheduled H. NEPLANOVANE NAVSTEVY Platby za

visits will be reimbursed in the amount of 60.72 neplanované navstevy sa budld uhradzat vo

Euro [which includes overhead]. Payment for vyske 60.72 Euro [vratane prevadzkovych

unscheduled reversibility test will be reimbursed in nakladov]. Neplanovany test reverzibility sa

the amount of 35.02 Euro [which includes bude uhradzat' vo vyske 35.02 Euro [vratane
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overhead].

to appropriately document the unscheduled visit.

IEC FEES

IEC costs will be reimbursed on a pass-through
basis upon receipt of a formal invoice issued by
the IEC and are not included in the attached
Budget. Payment will be made directly to the IEC.
Any subsequent re-submissions or renewals, upon

approval by Quintiles and Sponsor, will be
reimbursed upon receipt of appropriate
documentation.

NO OTHER ADDITIONAL FUNDING REQUESTS
WILL BE CONSIDERED

These amounts include all applicable taxes.

All payments for this Study in accordance with the
attached budget will be paid by Quintiles by wire

transfer.

BUDGET TABLE

Budget for patients not included in the subset
group for V7

Visit no. Institution

\/isit 1- Enrollment 51.57 €
Visit 2- Run-in 94.86 €
Visit 3 87.30€
\Visit 4 76.91 €
Visit 5 79.55 €
Visit 6 79.55 €
Visit 7 101.38 €
Follow up Telephone 10.03 €
Call

TOTAL 581.15 €

Budget for patients included in the subsetgroup
for V7

Astra Zeneca - Clinical Trial Agreement - Slovakia-
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To be eligible for reimbursement for
unscheduled visits, completed CRF pages must
be submitted to Quintiles along with any additional
information which may be requested by Quintiles

prevadzkovych nakladov]. Aby vznikol narok
na uhradu za neplanovanu navstevu, je
potrebné  zaslat  spoloénosti  Quintiles
vyplnené stranky CRF a vsetky dalsie
informacie, ktoré mdze spoloénost Quintiles
poZadovat, aby dostato¢ne zdokumentovala
neplanovanu navstevu subjektu.

. POPLATKY NEZAVISLYM ETICKYM KOMISIAM
Poplatky nezavislym etickym komisiam sa
budt uhradzat priebezne po prevzati riadne;
faktury od nezavislej etickej komisie a nie s
zahrnuté v pripojenom rozpodéte. Platba sa
poukaze priamo etickej komisii. VSetky
nasledujice podania alebo predizenia
platnosti sa po schvaleni od Quintiles
a zadavatela budu uhradzat po prevzati
prislusnej dokumentacie.

ZIADNE DALSIE POZIADAVKY NA
FINANCOVANIE NEBUDU BRANE DO UVAHY

Tieto Ciastky zahfaju vetky platné dane.

V8etky platby za skl8anie podla pripojeného
rozpoc¢tu uhradi Quintiles bankovym prevodom.

RoOzPOETOVA TABULKA
Rozpocet pre subjekty nezahrnuté do
podskupiny N7

Zdravotnicke

Navsteva zariadenie
Navsteva 1- 51.57 €
Enroliment
Navsteva 2- 94.86 €
zabehova
Navsteva 3 87.30€
|Név§teva 4 76.91€
|Név§teva 5 79.55 £
Navsteva 6 79.55 €
Navsteva 7 101.38 €
Kontola telefonicka 10.03 €
sl)o]u 581.15 €

Rozpodet pre subjekty zahrnuté do
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Visit no. Institution
Visit 1- Enrollment 51.57 €
Visit 2- Run-in 94.86 €
Visit 3 87.30€
Visit 4 76.91€
Visit 5 79.55€
Visit 6 79.55 €
Visit 7- subset 170.72 €
(Visit 7 + 8hr serial

spirometry)

Follow up 10.03 €
Telephone Call

Astra Zeneca - Clinical Trial Agreement - Slovakia-
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podskupiny N7

Zdravotnicke

Navsteva zariadenie
Navsteval 5157 €
Enroliment

Navsteva2- Run-in 94.86 €
Navsteva 3 87.30€
Navstevad 7691 €
Navsteva 5 79.55 €
Navstevat 79.55 €
Navsteva 7- 170.72 €
podskupina

(Navsteva 7 +

opakované

spirometrické
vySetrenie pocas 8

hodin)
Kontrola telefonicky 10.03 €
Spolu 650.32 €
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ATTACHMENT B
Agreement Regarding Attendance at Study
Meetings

1. Definitions

“Study Meetings” means meetings regarding the
Study, including, but not limited to, investigator, study
coordinator and/or results meetings. Study Meetings
are standard practice in conducting clinical studies and
may occur before, during and after the Study. The
purpose of meetings before and during the study is to
ensure that the Study is properly planned and
conducted in a harmonised way in accordance with
GCP. Meetings after the Study usually are about
sharing the outcome and results of the Study.

“Study Site Staff’ means all those employees,
students, agents or others who are engaged in the
conduct of the Study including any sub/co-
investigators.

2. Attendance at Study Meetings

Investigator and Study Site Staff may be invited to
attend and participate in Study Meetings.

To the extent that Investigator and Study Site Staff
attend a Study Meeting, the Parties agree that there
will be no additional compensation for attendance or
participation at such Study Meeting.

If the Investigator or Study Site Staff are retained by
Sponsor or Quintiles to perform services at the
meetings, the terms and obligations of such services
will be subject to a separate agreement.

Quintiles and Sponsor intend to conduct Study
Meetings in compliance with the applicable laws,

regulations and codices of Slovak Republic.
Consistent with Pharmaceutical Industry codices and
AstraZeneca’s Global Policy External Interaction
available at www.astrazeneca.com, Sponsor and/or
Quintiles may offer modest hotel accommodation,
meals and transportation to and from the Study
Meeting (collectively, “Accommodation”) to
Investigator and Study Site Staff attending Study
Meetings. The value of such Accommodation may be

Astra Zeneca - Clinical Trial Agreement - Slovakia-
INSTITUTION - 11 — Feb — 2014

PRILOHA B
Dohoda o pritomnosti na stretnutiach
skisania

1. Definicie

.Stretnutia  skusania® znamenaju  stretnutia
tykajice sa sku3ania, najma stretnutia so
skusajucim, koordinatorom sk(sania alebo
ovysledkoch sku$ania. Stretnutia skusania
predstavuju Standardnt prax pri  vykonavani
klinickych skusani amoézu sa konat pred
skuganim, vjeho priebehu aj po fiom. U&elom
stretnuti pred skudanim avjeho priebehu je
zabezpeCit spravne naplanovanie avykonanie
skuSania organizovanym spésobom v sulade so
spravnou klinickou praxou. Stretnutia po skusani
su obvykle zamerané na odovzdanie informacii

o hodnotenych  parametroch a  vysledkoch
skusania.

.Personal skdsania“ znamena vietkych
zamestnancov, 8tudentov, zastupcov a dalsie

osoby zapojené do vykonavania skusania vratane
vsetkych spoluskusajucich ( Zoznam v prilohe )

2. Pritomnost’ na stretnutiach skasania

Skusajuci a persondl skusania ( Zoznam
v prilohe) m&zu byt vyzvani, aby boli pritomni na
stretnutiach skusania a zt€astnili sa ich.

Zmiuvné strany sa dohodli, Ze v tom rozsahu, v
ktorom sa skd$ajlci a personal skusania zuéastni
nejakého stretnutia sku$ania, nebude za
pritomnost alebo ucast na takomto stretnuti
skusania splatna Ziadna dalsia finanéna odmena.
Ak zadavatel alebo spolo¢nost’ Quintiles poveria
skusajuceho alebo personal skusania vykonanim
nejakych sluzieb na tychto stretnutiach, budu
takéto sluzby podliehat podmienkam samostatnej
zmluvy.

Spolognost Quintiles a zadavatel maji v umysle
viest stretnutia skiSania v sulade s platnymi

pravnymi predpismi a kodexmi Slovenske;
republiky. Vsulade s etickym kdédexom
farmaceutického priemyslu a celosvetovo
platnymi  internymi  predpismi  spolo&nosti

AstraZeneca pre vonkajsie interakcie dostupnymi
na stranke  www.astrazeneca.com mbzZe
zadavatel alebo spolo¢nost Quintiles poskytnut
sklsajucemu a personalu skusania
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disclosed pursuant to applicable laws and regulations.

Investigator on behalf of itself and Study Site Staff
acknowledge and confirm that their attendance at a
Study Meeting directly relates to their participation in
the Study and is not an inducement to, or in return for,
future or past prescribing, purchasing, use, preferential
formulary status or dispensing of any Sponsor product.

When attending Study Meetings Investigator on behalf
of itself and Study Site Staff represent and warrant
that their attendance is authorised by their employer
and will not cause them to be in non-compliance with
or in breach of any policy, procedure or contract.

zUCastiujucemu sa na stretnutiach skuisania
nenakladné hotelové ubytovanie, stravovanie a
dopravu na stretnutia skisania a spat (dalej
spolo¢ne ako ,ubytovanie’). Naklady na takéto
ubytovanie moézu byt zverejnené podia
prisludnych pravnych predpisov.

Skusajuci vo svojom mene a v mene personalu
skuSania akceptuje a potvrdzuje, ze ich
pritomnost’ na stretnutiach skid$ania priamo suvisi
s ich ugastou na skusani a nepredstavuje ziadny
stimul na predpisovanie, nakup, pouZivanie,
preferovani poziciu v liekopise alebo vydaj
akéhokolvek produktu zadavatela ani odmenu za
ne, ¢i uz v minulosti alebo v buducnosti.

Pri navsteve stretnuti skuUsania skusajuci vo
svojom mene a v mene persondlu vyhlasuje a
zarutuje, Ze ich pritomnost je schvélena ich
zamestnavatefom a nespdsobli  porusenie
Ziadnych internych predpisov, postupov alebo
zmluv z ich strany.
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ATTACHMENT C
LETTER OF INDEMNIFICATION

To:

Detska fakultna nemocnica Kosice

Address: Trieda SNP 1, 040 11 Kosice, Slovak
Republic

Organisation No: 00 606 715

Tax ID: 2020777880

Vat: SK2020777880

Represented by: Ingrid Urbancikova, MD, MPH,
director (“Institution”)

From: From: AstraZeneca AB
S-151 85 Sodertalje
Sweden (“Sponsor” or “AstraZeneca”)

Re: Protocol Title and Clinical study No:
D589GC00003 (the “Protocol” or
“Study!!)

1. The Institution is participating in the above-
referenced Study to be conducted by Anna Feketeova,
MD (“the Investigator’) in accordance with the
Protocol, as amended from time to time with the
agreement of the Sponsor and the Investigator. The
Sponsor confirms that, pursuant to the clinical study
agreement entered into by the Institution, Investigator

and Quintiles with respect to this Study (the
“Agreement”), the Investigator shall obtain all
necessary approvals of the applicable Ethics

Committee and/or Institutional Review Board and shall
resolve with the Institution any issues of a revenue
nature.

2. The Institution has agreed to participate by
allowing the Study to be undertaken on its premises
utilizing such facilities, personnel and equipment as
the Investigator may reasonably need for the purpose
of the Study.

3. In consideration of such participation by the
Institution, Sponsor agrees to indemnify Institution and
Investigator and hold them harmless in respect of and
against all claims and proceedings made or brought by
or on behalf of Study Subjects against Institution or
Investigator for personal injury to Study Subjects, to
the extent arising out of or relating to (i) the
administration of Investigational Product in accordance
with the Agreement, the Protocol and any other written
instructions of Sponsor, or (ii) the performance of any
test or procedure that is required by the Protocol to
which the Study Subjects would not have been
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PRILOHA C )
DOHODA O ODSKODNENI
Adresat: Detska fakultna nemocnica
Kosice
so sidlom Trieda SNP 1, 040 11 Kosice,

Slovenska republika

Identifikacné &islo organizacie: 00 606 715
Darové identifikatne ¢islo: 2020777880
IC DPH: SK2020777880

Zastupena: MUDr. Ingrid Urbanéikova,
riaditelka

(d'alej ,,zdravotnicke zariadenie®)

MPH,

Odosielatel: AstraZeneca AB
S-151 85 Sodertalje
Sweden

(d'alej ,,zadavatel* alebo ,,AstraZeneca®)

Vec: Nazov protokolu a €. klinického
skasania D589GC00003 s/so (d’alej ,,protokol”
alebo ,;skasanie”)

1. Zdravotnicke zariadenie sa z(asthiuje vy$sie
uvedeného skusania, ktoré ma viest MUDr. Anna
Feketeova (dalej ,Skusajuci) v sulade
s protokolom, ktory sa méze priebezne menit a
doplat dodatkami, so slhlasom zadavatela
a skusajuceho. Zadavatel potvrdzuje, Ze v sulade
so zmluvou o klinickom skd$ani uzatvorenou
medzi zdravotnickym zariadenim, skusajacim
a spolocnostou Quintiles v slvislosti s tymto
skusanim (dalej ,zmluva®) ziska skusajlci véetky
potrebné schvalenia prisluSnej etickej komisie
a bude so zdravotnickym zariadenim riedit’ vietky
finanéné otazky.

2. Zdravotnicke zariadenie sthlasilo s uc¢astou
formou povolenia vykonavania skU$ania vo
svojich priestoroch s vyuzitim takych zariadeni,
personalu avybavenia, aké moze skusajlci
primerane potrebovat na Gcéely skusania.

3. Ako protiplnenie za takdto u¢ast
zdravotnickeho zariadenia sa zadavatel zavazuje
odskodnit' zdravotnicke zariadenie a skl$ajlceho
a zbavit ich zodpovednosti za vSetky naroky na
nahradu Skody a pravne kroky vznesené alebo
zacaté subjektmi skuSania alebo v ich mene vogi
zdravotnickemu zariadeniu alebo skusajucemu za
poskodenie zdravia subjektov ski$ania v rozsahu,
v ktorom bolo spbsobené alebo slvisi s (i)
podavanim skusaného produktu v sllade s touto
zmluvou, protokolom a vietkymi dalsimi
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exposed but for their participation in the Study,
provided that, in each case:

3.1

3.2

4.1

4.2

4.3

5.1

52
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Institution and Investigator have followed the
instructions of Sponsor and complied with the
Protocol (and any amendments thereto) and
applicable laws and regulations; and

Institution and Investigator have used
reasonable medical judgment in the conduct of
the Study (including the enrolment of Study
Subjects for which participation in the Study is
medically appropriate).

Sponsor’s obligation to indemnify under Section
3 will not apply to the extent that such claims or
proceedings:

arise out of or relate to the negligence, wilful
misconduct or wrongful act or omission of
Institution, Investigator or any Study Staff;

arise out of or relate to Investigators or
Institution’s failure to report promptly to
Sponsor any  significant or  alarming
development that has occurred during the
Study, including any Study Subject adverse
event or serious adverse event (as both such
terms are defined in the Protocol); or

arise as a result of Insttution's or
Investigator’s compromise or settlement of any
such claim without the written consent of
Sponsor.

Institution accepts responsibility to compensate
Sponsor for any and all losses caused by:

willful misconduct of
or Study Staff in
under the

the negligence or
Institution, Investigator
performing their obligations
Agreement; or

the failure of Institution, Investigator or Study
Staff, to comply with the provisions of the
Agreement, the Protocol, any written
instructions of Sponsor concerning the Study
or any applicable laws and regulations.

pisomnymi pokynmi zadavatela, (ii) vykonanim
akehokolvek vySetrenia alebo postupu
pozadovaného protokolom, ktorému by subjekty
skisania neboli vystavené, ak by sa na skusani
nezucastnili, v kazdom pripade za predpokladu,
ze:

3.1 Zdravotnicke  zariadenie a skusajuci
postupovali podia pokynov zadavatela a dodrzali
protokol (vratane vSetkych jeho zmien a doplneni)
a platné pravne predpisy;

3.2 Zdravotnicke zariadenie a skusajuci pouzili pri
vykonavani skusania primerany klinicky usudok
(vratane zaradovania subjektov skusania, pre
ktoré je Uucast na skusani klinicky vhodna).

4. Zadavatelova povinnost od$kodnenia podla
¢lanku 3 sa nevztahuje na takéto naroky na
nahradu Skody alebo pravne kroky v rozsahu,
v ktorom:

4.1 su spbsobené alebo sulvisia s nedbalostou,
umyselnym pochybenim, nespravnym konanim
alebo opomenutim zdravotnickeho zariadenia,
skuSajuceho alebo niekoho z personalu skisania;

42 su spbsobené alebo suvisia stym, Ze
skusajuci alebo =zdravotnicke zariadenie bez
meskania nenahlasili akykolvek vyznamny alebo
znepokojivy vyvoj, ktory sa vyskytne pocas
skusania, vratane nezZiaducich udalosti alebo
vaZznych neZiaducich udalosti subjektov skiusania
(definovanych v protokole);

4.3 vznikni nasledkom dohody o kompromise
alebo mimosudnom urovnani takéhoto naroku zo
strany zdravotnickeho zariadenia alebo
skusajuceho bez pisomného suhlasu zadavatela.

5. Zdravotnicke zariadenie akceptuje povinnost
odskodnit  zadavatela za  vSetky straty,
spbsobené:

5.1 Nedbalostou alebo umyselnym pochybenim
zdravotnickeho zariadenia, sku$ajuceho, alebo
personalu skusania pri plneni svojich povinnosti
podla tejto zmluvy;

5.2 Nedodrzanim ustanoveni tejto zmluvy,
protokolu,  v&etkych pisomnych  pokynov
zadavatela tykajucich sa skusania a vsetkych
platnych  pravnych  predpisov  zo  strany
zdravotnickeho zariadenia, sku$ajluceho alebo
personalu skusania.
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6. Sponsor maintains liability insurance in respect
of its obligations to third parties and maintains
sufficient limits to cover the indemnification
obligations in this letter agreement.

7. Institution agrees to maintain profession liability
insurance in amounts sufficient to cover its
obligations set forth in this letter agreement.

8. This indemnity shall be governed by and
construed in accordance with Slovak Republic.

9. The Institution’s participation in the Study
constitutes the Institution's acceptance of the
terms and provisions of this indemnity.

10.  Any notice, request or other communication
permitted or required under this agreement shall
be in writing, shall refer specifically to this
agreement and shall be deemed given only if
hand delivered or sent by an internationally
recognized overnight delivery service, costs
prepaid, or by facsimile (with transmission
confirmed), addressed to the parties at:

If to Sponsor, to:

AstraZeneca AB
S-151 85 Sodertalje
Sweden

or to such other address as the party to whom notice
is to be given may have provided to the other parties
in accordance with this Section 10. Such notice, shall
be deemed to have been given as of the date
delivered by hand or transmitted by facsimile (with
transmission confirmed), or on the second business
day (at the place of delivery) after deposit with an
internationally recognized overnight delivery service,
whichever is the earlier. Any notice delivered by
facsimile shall be confirmed by a hard copy delivered
as soon as practicable thereafter.

SIGNED on behalf of the Sponsor

Dated ...

6. Zadavatel udrZiava v platnosti poistenie
zodpovednosti tykajuce sa jeho povinnosti vodi
tretim stranam v limite dostatoénom na pokrytie
povinnosti od8kodnenia podla tejto dohody
0 oddkodneni.

7. Zdravotnicke zariadenie sa zavazuje udrziavat
v platnosti poistenie profesijnej zodpovednosti vo
vySke dostatonej na pokrytie svojich povinnosti
podla tejto dohody o odskodneni.

8. Tato dohoda o od3kodneni sa riadi pravnymi
predpismi Slovenskej republiky. a interpretuje sa
v stlade s nimi.

9. Ugastou na skusani zdravotnicke zariadenie
akceptuje podmienky a ustanovenia tejto dohody
0 odskodneni.

10. Kaide oznamenie, Ziadost alebo ina
komunikacia povolena alebo poZadovana podla
tejto zmluvy musi byt v pisomnej forme, musi sa
konkrétne odkazovat na tuto zmluvu a povazuje
sa za doruéent len v pripade osobného
doruéenia, zaslania medzinarodne uznavanou
kuriérskou sluZbou s doru¢ovanim na nasledujuci
defi, s predplatenym doru¢enim alebo faxom (s
potvrdenim prenosu) na nasledujuce adresy
zmluvnych stran:

Pre zadavatela:
AstraZeneca AB
S-151 85 Sodertalje
Sweden

alebo na takd inu adresu, aku zmluvna strana,
kiorej sa ma oznamenie dorugit, poskytla
ostatnym zmluvnym stranam v sulade s tymto
Clankom 10. Takéto oznédmenie sa povazuje za
doru¢ené dnfom osobného doruéenia alebo
faxového prenosu (s potvrdenim prenosu) alebo
na druhy pracovny deri (v mieste dodavky) po
odovzdani medzinarodne uznavanej kuriérske;
sluzbe, podla toho, ¢o nastane skor. Kazdé
oznamenie dorudené faxom sa ma ¢o najskér po
nom potvrdit doru€enim originalneho vytlaéku.

V mene zadavatela podpisuje:
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