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CLINICAL TRIAL AGREEMENT

ZMLUVA O REALIZACII
KLINICKEHO SKOSANIA

NOVO NORDISK SPONSORED
CLINICAL TRIAL

KLINICKE SKUSANIE _
FINANCOVANE SPOLOCNOSTOU
NOVO NORDISK

TRIAL ID: NN9535-4386

Identifikacné cislo klinického
sklisania: NN9535-4386

This Agreement shall hecome valid on the date of
its signature by all parties and will be effective one
day after the publication day accoerding to & 47a
section 1 of Act no. 40/1964 Coll. the Civil Code as
amended, in the central registry of contracts at

WWW.CrE.g m-'._gl-:,

Téte zmluva nadoblda platnost diiom  jej
podpisania  vietkymi  zmluvnymi stranami  a
UEinnost diiomn nasledujlicim po dni jej zverejnenia
v zmysle § 47a ods. 1 zakona & 40/1964 Zb.
Ohéiansky zékonnik v znenl neskordich predpisov v

| centrdlnom registr zmldv na www.crz.gov, sk,

By and between:

Novo Nordisk Slovakia s.r.o

ROSUM, Bajkalské 198, 821 01 Bratislava -
mestskda tast Rufinov, registered in Commercial
register of the District Court Bratislava I, Section:
Sro, File Nr.: 45086/B Slovak Republic

1£0: 36753050, DIC: 2022341310,

1€ DPH: 5K2022341310,

legally represented by: Aleksandar Cirié, based on
the Power of Attorney dated 15 February 2016

{herélna’Fte:r referred to as "Sponsor™)

medzi:

MNovo Nordisk Slovakia s.r.o

ROSUM, Bajkalska 198, 821 01 Bratislava -
meskskd fast RuZinov, zapisand v obchodnom
registrl Okresného sidu Bratislava I, Oddiel: Sro,
VioZka £.: 45086/B Slovenska republika

I{;D: 36723050, DIC: 2022341310,

IC DPH: 5K2022341310,

Zastipend: Aleksandar Ciric, na zéklade plne moci
zo dfia 15.2.2016

bankové spojenie: ING Bank NV, &dctu; NN
I

(dalej len "zadavatel™)

And:
doc. MUDr. Peter Jackuliak, PhD.
date of birth:

a:
doc. MUDr. Peter Jackuliak, PhD.
nar.:

V. internd klinika LF UK a UNB
Memocnica RuZinov

Univerzitnd nemocnica Bratislava
Rufinovska &

826 06 Bratislava

Slovak Republic

V., internd klinika LF UK a UNB
Nemocnica RuZinov

Univerzitnd nemocnica Bratislava
Rufinovsia &

826 06 Bratislava

Slovenskd republika

(hereinafter referred to as “Principal
Investigator”)

(dalej len "hlavny skiZajici”)

And:

Univerzitnd nemocnica Bratislava
Paiitkovd 4, B21 01 Bratislava
MNemocnica RuZinov

Slovak Republic

a:
Univerzitnd nemocnica Bratislava
PaZitkova 4, 821 01 Bratislava
Memocnica RuZinov

Slovenska republika

Company registration no.: 31 813 861
Tax ID: 202 17 00 549
WAT: 5K 202 17 00 549

IBAN: &
BIC/S5W
Bank name: Stitna pokladnica

Bank address: Radlinského 32, 810 05 Bratislava
15, Slovak Republic

1C0: 31 813 861
DIC: 202 17 00 549
IC DPH: SK 202 17 00 549

MNézov banky: Stitna pokladnica
Adresa banky: Radlinského 32, 810 05 Bratislava
15, Slovenskd republika

[BAN:
BIC/S\

Legal representative:
MUDr. Renata Vandriakova, MPH.
Director of Univerzitnd nemocnica Bratislava

{hereinafter referred to as “Institution™)

Zastlpena:

| MUDr. Renata Vandriakovi, MPH.

: Riaditelka Univerzitne] namocnhice Bratislava
|

{ (dalej len ,zdravotnicke zariadenie™)
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In the following, Sponsor, Principal Investigator

V nasledujlicom zneni zmluvy sa zaddvatel, hlavny

information, whether written, oral, or in
any other form, pertaining to either
Party's business, whether developed or
acquired hereunder and whether kept in
its original form.

and Institution are also referred to individually as | skd%ajici a zdravotnicke zariadenie jednotlivo
"Party" and collectively as "Parties”. oznafujd aj ,zmluvnd strana” a spoloéne ,zmluvné
strany”.

PREAMBLE PREAMBULA

WHEREAS Sponsor wishes to conduct the | KEDZE Zadavatel' si Feld v Slovenskej
following clinical trial in the Slovak republike vykonat  nasledujlice
republic: A research study to klinické skusanie: Klinické
compare semaglutide to insulin skiasanie porovnavajlce
aspart, when taken together semaglutid s inzulin aspartatom
with metformin and insulin u ludi s cukrovkou 2. typu
glargine, in people with type 2 uZivajicich metformin a inzulin
diabetes; SUSTAIN 11; Protocol glargin; SUSTAIN 11,
ID: NMN9535-4386 (the 'Trial’). Identifikatné tislo protokolu
The nature of the Trial is further klinického skafania: NN9535-4386
elaborated upan in this (dalej len ,skdZanie™). BlizSia
Agreement; Zpecifikdcla skaSania je  dalej

rozpracovana v tejto zmluve;

WHEREAS Sponsor wishes to conduct the | KEDZE Zadavatel si 2eld vykonat skisanie v
Trial in cooperation with spolupraci s hlavnym  skdSajicim
Investigator at the Institution; v ramci zdravotnickeho zariadenia;

WHEREAS The Investigator has the expertise | KEDZE Hlavny skasajici ma potrebné
and the Institution has the znalostl a zdravotnicke zariadenie
necessary resources relating to prehlasuje, Ze ma potrebne zdroje v
clinical trial design, conduct, siivislosti s planom, realizidciou,
evaluation and analysis. The vyhodnotenim a analyzou klinického
Institution has agreed to assist skiania. Zdravotnicke zariadenie
Sponsar in the conduct of the Trial sa zavdzuje spolupracovat so
at the Institution under the zadavatelom pri realizadi skdsania v
supervision of its employes the zariadeni pod dohfadom hlavného
Principal Investigator, under the skifajiceho, ktory je  jeho
terms and conditions of this zamestnancom, ato v sllade s
Agresment. podmienkami tejto zmiuvy.

1. DEFINITIONS 1. DEFINICIE

1.1 "Adverse Event" shall be defined as in | 1,1 "MeZiaduca udalost” je definovand podla

the Protocol. Protokalu.
1.2 "Confidential Information” shall mean all | 1.2 "Déverné informacie’ znamenajl vietky

informécie - plsomné, uUstne alebo v
akejkolvek inej podobe - tykajice sa
obchodnej Einnosti  ktorejkolvek zo
zmluvnych  stran, wytvorené  alebo
ziskané podla podmienok tejto zmiuvy, &
uchované v pdvodnej forme.

mean any legal person (1) that is a

healthcare, medical or  scientific
association or organisation (irrespective

1.3 "CRF/eCRF" shall mean Case Report | 1.3 Skratky ~CRF/eCRF* Zznamenajll

Form (CRF), or respectively electranic zaznamovy formuldr (€astnika SkOdie

Case Repori Form (eCRF). (CRF) a elektronicky  zéznamowy
formuldr Ugastnika Stidie (eCRF).

1.4 "FPFV" shall mean First Patient First | 1.4 *FPFV"' znamena First Patlent First \isit
Visit. {prvé naviteva prvého pacienta).

1.5 "Healthcare Organisation (HCO)" shall | 1.5 LZdravotnicka organizacia (dalej len

LZ0™"™ znamend akakolvek pravnicks
oscha, () ktord je zdravotnickym,
lekdrskym alebo vedeckym zdruZenim
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of the legal or organisational form) such alebo organizéciou (bez ohfadu na
as a hospital, cdlinic, foundation, pravnu alebo organizaénd formu), ake
university or other teaching institution or napriklad nemocnica, klinika,
learnad soclety (except for patient nadacia/fond, univerzita alebo ind
organisations within the scope of the vzdeldvacia indtitlcia alebo
EFPIA Patient Organisation Code) or (i) akademicka/vzdelana spolofnost (s
through which ene or more HCPs provide vynimkou organizacii pacientov
services. v rozsahu pésobnosti Kédexu
Organizacie Pacientov EFPIA), alebo (ii)
prostrednictvom ktorej poskytujd sluiby
jeden alebo viaceri ZP.

i.6 "Healthcare Professional (HCP)" shall | 1.6 «Zdravotnicky pracovnik (dalej len ,ZP")"
mean any natural person that is a znamena akakolvek fyzicka osoba, ktord
member of the medical, dental, vykondva povolanie lekdra, zubdra,
pharmacy or nursing professions or any farmaceuta alebo ofetrovatela alebo
other persen who, In the course of their akakolvek ind oscba, ktora wramcl
professional activities, may prescribe, vykonu  svojho povolania  moie
purchase, supply, rmecommend or predpisovat, kupovat, dodavat,
administer a medicinal product. odporiaf alebo  podéavat/spravovat

lekarsky prodult.
For the avoldance of doubt, the
definition of HCP includes: (i) any official Pre wylifenie pochybnosti plati, Ze
or employee of a government agency or definicia ZP zahffia: (i) akéhokolvek
other organisation {whether in the public Oradnika alebo zamestnanca wvlddnej
or private sector) that may prescribe, ingtiticie alebo inej organizécie (& uz v
purchase, supply or administer medicinal siikromnom alebo verejnom sektore),
products and, (ii) any person whose ktorda mb¥e predpisoval, kupovat,
primary occupation is that of a practising dodavat, odporugat alebo
HCP  Irrespectively of any other podévat/spravovat lekarske produkty, a
employment. (i} akikolvek osobu, ktorej primarnym
zameranim je vykon dnnosti ZP bez
ohladu na jej dalsie
zamestnanie/cinnost.

1.7 "Intellectual Property" shall mean any | 1.7 "Dusevné viastnictvo” znamena
and all know-how, inventions, akékolvek a vietko know-how, vyndlezy,
improvements and discoveries, whether zlepsenia a objavy, patentovatelné alebo
patentable or not, arising from or related nepatentovatelne, vyplyvajice z alebo
to the clinical trial covered by this stivlsiace s klinickym skiSanim, ktoré je
Investigator Agreement. predmetom tejto  zmluvy o realizacii

projektu.

1.8 "LPFV" shall mean Last Patlent First Visit. | 1.8 “LPFV" znamenad Last Patient First Visit

(prva naviteva posledného pacienta).

1.9 "LPLV" shall mean Last Patient Last Visit. | 1.9 "LPLV" znamena Last Patient Last Visit

(poslednd naviteva posledného
pacienta).

1.10 “"Personal Data”™ shall mean the personal | 1.10 L0sobné ldaje”™ znamenajl osobné ddaje
data as stipulated in APPENDIX 9 and ako je dohodnuté v PRILOHE 8 a v PRILOHE
APPENDIX 10. 10.

1.11 "Protocol" shall mean protocal number | 1.11 JProtokol® znamena protokel Eislo
MNN9535-4386: A research study to MMNO535-4386: Klinické sk(Sanie
compare semaglutide to insulin porovnavajice semaglutid s inzulin
aspart, when taken together with aspartatom u l'udi s cukroviou 2.
metformin and insulin glargine, in typu uZivajlicich metformin a inzulin
people with type 2 diabetes; glargin; SUSTAIN 11, ktory tvori
SUSTAIN 11; attached herein as PRILOHU 4 tejto zmiuvy.

AFPPENDIX 4

1.12 "Serious Adverse Event" shall be defined | 1.12 wzavaind nefladuca udalost" bude
as in the Protocol. definovana podfa Protokolu.

1.13 "SPC" shall mean Summary of Product | 1.13 "SPC" znamena Summary of Product
Characteristics. Characteristics (Sdhrn charakteristickych

vlastnosti lieku).

1.14 “SUSARs" shall mean  Suspected ; 1.14 "SUSARs" Znamena Suspected
Unexpected Serious Adverse Reactions. Unexpected Serious Adverse Reactions

{podozrenie zo zavaZne] a neofakdvanej
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neziaducej reakcig).

Investigator must:

1.15 *Termination Date" shall mean Database | 1.15 "Ditum  ukonéenia® znamend datum
Lock weeks after LPLV unless this uzavretia databazy, pokial sa tato
Agreement is terminated pursuant to zmluva neukondi v sllade s Clankom
Clause 12.4. 12.4.

1.16 *Trial Materials” shall mean the materials | 1,16 "Materidly ku sk(3aniu® znamend
used to conduct the Trial, including but materidly  pouZité na vykonanie
not limited to CRF and auxiliary supplies. skigania, vratane {okrem iného) CRF a

pomacnych dodévol.

1.17 *Trial Product® shall be defined as in the | 1,17 "Skisany produkt " bude definovany
Protocol. podla Protokelu.

1.18 "Trial Subject" shall mean any subject | 1,18 Jeastnik skigania® znamena akykolvek
participating in the Trial. pacient zUcastiujlci sa na klinickom

skuzani.

2. INTRODUCTION 2. ovoD

2.1 The Parties hereby agree that the | 2.1 Zmluvné strany sa tymto dohodli, Ze
Principal Investigator shall carry out the hlavny skG3ajici vykona skiSanie v
Trizl in accordance with the Protocol and sulade s protokolom a touto zmluvou.
this Agreement. All appendices and Vietky prilohy 2 dedatky k tejto zmluve
amendments to this Agreement shall be budd povaZované za je] neocddelitelnd
deemed to be an integral part of this sifast a mdZzu byt aktualizované po
Agreement and may be updated by vzdjomnej dohode zmluvnych stran.
mutual agreement.

3. OBLIGATIONS OF THE | 3. POVINNOSTI ZD RA\ID'I:HiﬂI(EHO
INSTITUTION AND THE PRINCIPAL ZARIADENIA A HLAVNEHO
INVESTIGATOR SKUSAIOCEHO

3.1 Prior to the Trial the Principal | 3.1 Pred vykonanim skl3anla je hlavny

skusajdci povinny:

a) assist the Sponsor to obtain all
necessary approvals from the
Ethics Committee and relevant
regulatory  bodies, from  the
relevant departmental head of the
Institution and from any other
authority that is responsible for the
administration of the Institution;

a) Poskytnut zaddvatelovi suéinnost
pri 2iskavani vietkych potrebnych
povolen/ od Etickej komisie a
prislusnych regulaénych organov,
od vedliceho prislusného
oddelenia zdravotnickeho
zariadenia a od akéhokolvek ingho
orgdnu, ktory je zodpovedny za

riadenie zdravotnickeho

zariadenia;
b} be fully informed of the Trial b}  dokladne ga oboznamit
Protocal and the Trial Product and s protokolom ako aj S0
attend, or ensure a delegate skdZanym produktom a

attends, all Investigator's meetings
for the Trial from time to time as
required by Sponsar;

ziicastiioval sa alebo zabezpetit
icast svojho zastupcu na vietkych

stretnutiach skiSajlcich
(Investigator's meetings) k
skisaniu podfa  poziadaviek
zadavatela;

) instruct the Trial Subject in c) poutit Utastnika skusania podia §
accordance with Article 29 (14) of 29 ods. 14 zdkena & 362/2011
the Act No. 362/2011 Coll. on Z.Z. Zakon o liekoch
Drugs and Medical Devices as a zdravotnickych poméckach v
amended, the Principal zneni neskarsich predpisov,
Investigator is personally liable for pricom za splnenis tejto
the compliance with this povinnosti  osobne  zodpoveda
requirement; Hiavny skdasajdci;

d) ensure all  the  Institution's d}) zahezpedit, aby vietc
employees and collaborators  who Zamestnanci zdravotnickeho

CLINICAL TRIAL AGREEMENT J ZMLLVA O REALIZACIT PROJEKTU
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are involved in the Trial fully
understand and adhere to the Trial
Protocol and the obligations of both
the Institution and the Principal
Investigator;

zariadenia a spolupracovnici, ktori
sii zapojeni do ski(3ania, plne
porozumeli a dodrziavali protokel
ako aj povinnosti zdravotnickeho
zariadenia a hlavného
skisajiceho;

e) obtain prior written approval from
Sponsor and the Ethics Committee
for any proposed recruitment
material to be used for the purpose
of Subject recruitment in the Trizl;

e) . ziskat predchddzajici pisomny
stihlas zadavatela 2  Etickej
komisie pre akykolvek
navrhovany materidl pouZivany
pre Gfely naboru pacientov do
skilania;

) resolve any revenue issues in
respect of the Trial with the
Institution and keep Sponsor
informed of such issues and the
progress of resolution of such
issues;

f)  wvyriedlf vietky prijmové otazky v
stvislosti so  skdSanim  so
zdravotnickym  zariadenim  a
informovat zaddvatela o tychto
otdzkach a o postupe ich rieSenia;

3.2 During the Trial each of the Institution | 3.2
and Principal Investigator must:

Pocas skifania s0  zdravotnicke
zariadenie a hlavny skigajlci povinni:

a) conduct the Trial in accordance
with the terms of this Agreement
and:

a)  vykondvat ski3anie v silade s
podmienkami uvedenyml v tejto
zmluve a:

L all applicable laws and
regulations in Slovakia
including any  guidelines
governing the conduct of
clinical studies;

I pravaym poriadkom platnym
a O€nnym na  Gzemi
Slovenskej republiky,
vratane vietkych predpisov
tykajucich sa  realizacie
klinickych skdsani;

ii. the International Conference
on Harmonization Guideline
for Good Clinical Practice
{ICH-GCP);

ii. Medzindrodnou konferenciou
o harmonizacii pokynov pre
spravnu klinickd prax (ICH-
GCPY);

ifi. the Declaration of Helsinki as
referenced in the Protocol;

fil. Helsinskou deklaraciou, ako
je uvedené v protokole;

iv. the Protocol, any
amendments, separate
manuals and specific

procedures  provided by
Sponsor applicable for
conducting the Trial,
depending on which of the
stated options ensures the
greatest protection for the
patient;

iv. protokolom, vietkymi
dodatkami, samostatnymi
manualmi a  Specifickymi
postupmi poskytnutymi
zaddvatefom, platnymi pre
wkondvanie skiSania v
zavislosti od toho, ktord z

uvedenych moZnosti
zarufuje najSirSiu  ochranu
pacienta;

b}  ensure that all Trial Materials are
handled correctly and stored
securely for the duration of the
Trial and any period thereafter as
required by law or this Agreement,
whichever is later, in accordance
with the Protocol NM9535-4386 ;

b) zabezpedit spravne zacbchadzanie
so  vietkymi  materidlmi  ku
skiSaniu a ich bezpeéné uloZenie
po  dobu trvania skl(3ania a
akdkolvek daldiu nésledn( dobu
podfa pofiadaviek zakona alebo
tejto zmluvy podla toho, ktora je
dlhdia, a v sidlade s protokolom
NN9535-4386;

¢} ensure that Trial Product is used
only for the conduct of the Trial in
accordance with the Protocol
NN9535-4386;

¢) zaistlf pouZitle skisaného produktu
iba na realizdciu skdSanla v sdlade
s protokolom NN9535-4386;

d)} do all possible efforts to ensure
that the target number of 8
subjects eligible subjects are
recruited  for the Trial in

d) wykonat maximum pre to, aby sa
zaistil nabor ciefového poltu 8
Géastnikov do skiSania v sdlade s
naborovou stratégiou centra
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accordance with the site
recruitment strategy and that data

from all eligible subjects are
avallable on or before the
Termination Date. Any owver-

recruitment of Subjects not
authorised by the Sponsor will not
be financially compensated;

skisania a aby Udaje od vSetkych
vhodnych Géastnikov skdSania boli
k dispozicii najneskér v def
ukonfenia. Nabor akychkolfvek
daldich Géastnikov do skdZania,
ktory nebude schvaleny
zadavatelom, nebude finanéne
kompenzovany;

e) have all available data entered in e) zadat vietky dostupné Udaje de
the CRF within 3 calendar days CRF do 3 kalendarnych dni po
after each  wvisit.  Principal kazdej navsteve. Hlavny skiSajlci
Investigator shall ensure that the zabezpedi, aby bol 2zaznam
patient record is updated with final pacienta aktualizovany konefnymi
information and signed as informéciami a podla potreby
applicable within 5 calendar days podpisany do 5 kalendarnych dni
after each visit; po kazde] naviteve;

f maintain accurate data collection f) udrfiaval presné zozbierané Gdaje
and up-to-date records of all Trial a aktudlne zdznamy o vSetkych
Materials and Trial related materidloch  ku  skdSaniu  a
correspendences by the Principal korefpondencie  suvisiacej so
Investigator, the Institution's skisanim, medzi hlavaym
employees, the Sponsor and any skdsajicim, zamestnancami
other person involved in the Trial, zdravotnickeho zariadenia,
during the Trial; zadavatelom a akymikolvek inymi

oschbam| zapojenymi do skisania
po dobu jeho trvania;

gq)  submit  written reports, In gl na poZiadanie poddval
accordance  with all  laws, zadavatelovi a Eticke] komisii
regulations and guidelines pisomné spravy o skisani
including the Ethics Committee vykondvanom v zdravotnickom
standards, te Sponsor and the zariadeni, ktoré budd v sllade s
Ethics Committee regarding the prislunymi zdkonmi, vykondvacimi
Trial being conducted at the predpismi a pokynmi vratane
Institution on request, the Principal dtandardov Etickej komisle, za
Investigator is liable for the splnenie tejto povinnosti
compliance with this obligation; zodpoveda Hlavny skisajuci;

h) record and evaluate all Adverse h) zaznamenavat a wyhodnocovat
Events experienced by the Trial vietky nefiaduce udalosti
Subjects in accordance with Article nahldsené GZastnikmi skdsania v
12 of the Protocol; siilade s Clankom 12 protokoelu;

i) retain Trial Records in accordance i) uchovdval zdznamy o skiSani v
with the Protocol, Article 24, and silade s protokolom, Clénok 24
under storage conditions conducive protokolu a podia podmienock
to their stability and protection. archivécie, ktoré umoZiuju ich
The Principal Investigator and the stabilitu a ochranu. V pripade
Institution further agree to permit potreby sa hlavny ski3ajic a
Sponsor to ensure that the records zdravotnicke  zariadenie  dale
are retained for a longer period If zavdzuji umoZnif zaddvatelovi
necessary, at Sponsors expense, zabezpecenie uchovavania
under an  arrangement that zaznamov aj na dlhiie obdobie na
protects the confidentiality of the niklady zaddvatelfa, za dodrZania
records (e.g. secure off-site podmienky ochrany ddvernosti
storage); zéznamov (napr. bezpaéné externg

uskladneniel;

i) provide to Sponsor timely updates i} zadavatela priebeine informovat o
of their contact data; akychkolvek zmenach v

kontaktnych Gdajoch;

k} assist any Trial subject with k} ak je potrebné, poskytnit pomoc

contacting Sponscr's Data
Protaction Respansible; Ing.
Tomas Marelk, tel: 02/5710 3011.

pacientovi &tidie kontaktovanim
kontakinej  oschy  zadavatela
zodpovednej za ochranu oscbnych
Gdajov Ing. Tomas Marek, tel: |
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02/5710 3011.

3.3 In the cooperation with Sponsor the
following shall apply:

3.3 Spoluprdca so zaddvatelom sa riadi
nasledujicimi pravidlami:

a) The Institution and Principal
A Investigator must allow any person
nominated by the Sponsor during
regular business hours and with
agne Business Day notlce in
advance access to the following:

a) zdravotnicke zariadenie a hlavny
sk(fajici si povinni  umoZnit
akejkolvek osobe uréenej
zadavatelfom, potas beinej
pracovnej doby a s upovedomenim
jeden pracovny den wvopred,
pristup:

i) subject records relating to
the Trial;

i k zé&znamom o Ofastnikoch
tykajlcich sa skdsania;

ii) the Institution and facilities
where the Trial is being
conducted; and

ii. do zdravotnickeho zarladenia
a priestorov, kde sa skl3Sanie
vykonava; a

i) any Trial Materials.

ii. ku vietkym materidlom ku
skdSaniu.

b) Regulatory or other authorities
shall be allowed direct and
immediate access to the same
infarmation.

b)Y  Regulaéné alebo ing organy musia
mat tie? zarufeny priamy a
okamZity pristup k rovnakym
informaciam.

¢} Subject to Clause 8 of this
Agreement the Institution and the
Principal Investigator must not,
without the prior written approval
of Sponsor, disciose any
Confidential Information to any
third person other than for the
proper conduct of the Trial and in
accordance with this Agreement
provided that such recipients are
bound by obligations of
confidentiality and non-use to
Sponsor which are equal to the
terms of this Agreement. Principal
Investigator shall ensure that said
recipients be fully aware of the
obligations of confidentiality of this
Agreement and shall be
responsible for any breach of these
provisions by such recipient.

¢) Podla podmienok &lanku 8 tejto
zmiuvy nesmie zdravotnicke
zariadenie ani hlavny skdSajici
bez predchddzajlceho pisomného
shlasu  zadavatela  prezradif
akékolvek ddverné Informacie
akejlolvek tretej osobe, s
vynimkou pripadov, kedy je to
nutné na rladne vykonanie
skii¥ania a w sllade s touto
zmluvou pod podmienkou, Ze
prijemeca takychto informacii bude

Vol zadavataiovi viazany
zévéazkom miéanlivost a
nevyuZivania, kkory bude

rovnocenny  podmienkam  tejto
zmluvy.  Hlavny  skdZajlel  je
povinny zabezpefil pisomne piné
oboznamenie uvedenych osib s
povinnestou  midanlivesti  podla
tejto zmluvy a je zodpovedny za
akékolvek  porudenie  tychto
ustanoveni touto osobou.

d}  Institution and Principal
Investigator acknowledge  and
agree that in accordance with the

d)  Zdravotnicke zariadenie 2 hlavny
skigajicl potvrdzujd a sihlasia, Ze
v sillade s protokolom NN9535-

clinieal trial,

Protocol NN9535-4386 , 4386,
i the Trial Is being conducted i sa skilSanie wykondva ako
as part of a multi-centre sicast multicentrického

klinického skdSania,

ii. that the number of clinical
trlal sites will be decided
solely by Sponsor,

ii. ze o pofte pracovisk
klinického skdania rozhodne
vyluine zadavatel,

iii. that these sites may enroll
Trial Subjects in  mutual
competition, and

ii. #e tieto pracoviskd sl
ppravneng ziskaval
Géastn’kov  skoSania  vo
vzajomnej konkurencii a

iv. that Sponsor reserves the

iv. Je zadavatel si vyhradzuje
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right to end Trial Subject
enrolment under this
Agreement when the desired
number of Trial Subjects for
all clinical trial sites has been
reached. Institution and
Principal Investigator agree
that further screening or
randomisation of subjects
must not take place after
Trial Subject enrolment has
bheen ended by Sponsor.

prévo ukangéit nabor
uéastnlkow idinickéheo
skiZania podla tejto zmluvy,

ked' bude dosiahnuty Zelany

pofet GUéastnikov skdsania
pre vaetky pracoviskd
klinického skiifania.

Zdravotnicke zariadenie a
Hlavny skiiSajici sa zavazujl
ukonéit daléi wvyber alebo
randomizaciu ucastnikov
skiifania po ukondeni naboru
(iéastn(kov skisania
zadavatelom.

g}  If electronic systems are used in
the Trial, it may be required to file
these site specific data at the Trial
site. If Sponsor provided media is
found not readable during the
retention period, a new copy can
be provided by Sponsor.

e} Ak sa v ramd skdSania pouZivajl
elektronické systémy, moZe byt
vyZadovangé, aby bell vybrané (daje
uloZené na pracovisku klinického
skiaSania. Ak sa v priebehu doby
uchovania stani meédia poskytnuté
zadavatelom neditateing, od
zadavatela  moino  pozadovat
poskytnutie novej képie.

4. OBLIGATIONS OF SPONSOR 4. POVINNOSTI ZADAVATELA

4.1 Sponsor shall obtain all necessary | 4.1 Zadavatel je povinny ziskat vietky
approvals from the Ethics Committee potrebné povolenia od Etickej komisie a
and relevant regulatory bodies, from the prisludnych regulaénych organov, od
relevant departmental head of the vediceho prisluéného oddelenia
Institution and from any other autharity zdravotnickeho zariadenia a od vietkych
that is responsible for the administration dalSich organov zodpovednych za sprévu
of the Institution; zdravotnickeho zariadenia;

4.2 Sponsor must: 4.2 Zadavatel sa zavazuje:
a) conduct the Trial in accordance a) wykondvant skiSanie v sdlade s

with the terms of this Agreement podmienkami tejto zmluvy a:

and:

(i) all applicable laws and i)  vietkyml prisludnyml
regulations in Slovak pravnymi predpismi
Republic including any Slovenskej republiky
guldelines  governing the vratane wvietkych pokynov
conduct of clinical studies, regulujlicich realizaciu

klinickych skiSani,

{ii) the International Conference i}  Medzindrodnou konferenciou
on Harmonization Guideline o harmonizécii pokynov pre
for Good Clinical Practice spravnu klinickd prax (ICH-
(ICH-GCP), GCP),

fiiil}y the Decdlaration of Helsinki as iii) Helsinskou deklardciou na
referenced in the Protocol, ktori sa advolava protokol,

(iv) the Protocol, any iv) Protokolom a vietkymi jeho
amendments, separate dodatkami,  samostatnymi
manuals and specific manudlmi a  Specifickymi
procedures  provided by postupmi poskytnutymi
Sponsor applicable for zaddvatelom, platnymi pre
conducting the Trial, vykonavanie klinického
depending on which of the sklifania, v zavislosti od
stated options ensures the toho, ktora z uvedenych
greatest protection for the moznosti zarucéuje najsirSiu
patient. ochranu pacienta.

4.3 Sponsor agrees to provide: 4.3 Zadavatel sa zavazuje poskytnut:

a) all Trial Materials necessary for
the conduct of the Trial;

a) vietky materidly na skuSanie
potrebné na vykonanie sk(sznia;
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b}  all relevant clinical pharmacology
and toxicology information and
advice to the Principal
Investigator and the Institution
which are required for the proper
planning and conduct of the Trial
throughout the Trial period. Such

information  will include the
Investigator's Brochure and
information on SWUSARs for

unlicensed products or the SPC
for licensed products; and

b)  wvietky prislusné
farmakologické a toxikologické
infformacie a rady hlavnému
skiSajlcemu a zdravotnickemu
zariadeniv, ktoré st potrebné na
spravne naplanovanie a vykonanie
skiifania po celd dobu skdsania.

Ielimiclke,

Medzi takéto informécie patri
Prirucka pre skuSajlceho
{Investigator’s Brochure) a
informacie o SUSARs k

nelicencovanym produktom alebo
SPC pre licencované produkty; a

c) reasonable supervision, training
and monitoring during the

c) primerany dohiad, zaskolenle a
monitorovanie pocas vykonavania

conduct of the Trial. skiasania.

4.4 The Partles agree to adhere to all | 4.4 Zmluvné strany sa zavizujl dodrifavat
applicable laws  and regulations vietky platné zakony =& nariadenia
pertaining to medical confidentiallty of tykajice sa lekdrskeho tajomstva v
the subjects. The Principal Investigator stvislosti s (€astnikmi skdZania. Hlavny
shall nat disclose to Sponsor the identity skiSajici nie je, bez predchadzajliceho
of the subjects or Information from pisomného slhlasu U(fastnika skdSania,
which the identity of the subject can be opravneny zadavatefovi uviest identitu
deduced without prior written consent of Ucastnika skiSania = ani akékolvek
the subject, informacie, z ktorych moZno fidentitu

Ucastnika skiiSania odvodit.

4.5 Any amendment to the Protocol must be | 4.5 Vietky dodatky k protokolu musia byt
agread upon by both the Principal v pisomnej forme odslhlasené hlavnym
Investigator and Sponsor and be skugajlcim a zadavatelom.
documented in writing. Implementation Implementdcia dodatkov sa mdie
of amendments cannot take place until uskutoénit az po odsihlaseni prislusnymi
approval by health authorities, as zdravotnickyml orgdnmi  a  ziskani
applicable, and Ethics Committee has povolenia Etickej komisie, pokial si to
been obtained unless required for the nevyzaduje  bezpefnost  (astnikov
safety of the Trial Subjects or for klinlckého skidania alebo
administrative reasons In accordance z administrativnych  dévodov v silade
with ICH/GCP. s ICH/GCP,

5. DISCLOSURE REQUIREMENTS 5. POZIADAVKY NA ZVEREJNENIE

5.1 The Principal Investigater and the | 5.1 Hlavny  skisajuci a  Zdravotnicke
Institution are hereby informed that zariadenie tymto berl na wvedomie, Ze
information about the Institution is informacie o zdravotnickom zariadeni su
collected, used, stored, transferred and zhromaZdované, poufivané, uchované,
disclosed {collectively for this Clause 3 previdzané a zvergjhované (sihrnne
"Processed”) by or on behalf of Sponsor. «Spracivaji®) zadavatelom alebo v jeho
This includes, but is not limited to, mene. Toto zahffia najmd, nie wviak
information such as name, business wiuéne, informacie ako meno, sidlo,
address, contact details, nature of kontaktné ddaje, povahu vztahu so
relationship with Sponsor, tax number, zadéavatelom, IC DPH, identifikaéné &islo
unigue identifier, and any transfers of a akékolvek prevody hodnét zahffiajlice
value (including but not limited to najmé, nie wviak wylutne, platby od
payments) from Sponsor to the zaddvatela zdravotnickemu zariadeniu.
Institution.

5.2 The Institution agrees to provide | 5.2 Zdravotnicke zariadenie suhlasi, Ze bude
Sponsor, with all details and information radavatelovi poskytoval vietky
reasonably required by Sponsor for the podrobnosti  a  informdcie  ddvodne
purpose of observing  Sponsor’s pofadované =zadavatelom za Ocelom
compllance with the requirements for dodrilavania poZfiadaviek zadavatela pri
cantracting, tracking and disclosing uzatvarani zmiliv, sledovani
transfer of values to the Institution. a zverejiiovani prevodu hodndt

zdravotnickemu zariadeniu.

5.3 To the extent the Institution is sharing | 5.3 V rozsahu v akom zdravotnicke

and providin infarmation about
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employees of the Institution/Practice to
the Sponsor, the Institution/Practice
acknowledges that the employees have
been informed hereof and has been
provided with all infarmation required
under applicable laws, including the
information set out in Article 13 and 14

of the General Data Protection
Regulation (the GDPR). The
Institution/Practice will Indemnify the

Sponsor and any affiliate of the Sponsor
for amy and all potential claims,
expenses, losses and damages or
liabilities incurred by the Sponsor or an
affiliate of the Sponsor arising from the
Institution/Practice’s  breach of its
obligations to provide infermation to the

o zamestnancoch
indtitdcle/zdravotnickeha zariadenia
zadavatelovi, institdciafzdravotnicke
zariadenie  tymto  potvrdzuje, Ze
zamestnanc! boli informovanl o tejto
skutofnosti & #e Im boli poskytnuté
vietky informdcie wvyladované podfa
prisludnych predpisov, vritane informdcil
v zmysle v Ednku 13 a 14 Nariadenia o
ochrane osobnych Gdajov  (GDFR),
Intitdcia/zdravotnicke zariadenie
odékodni zadavatelza alebo akikalvek
pobofku zaddvatela za akékolvek a
vietiky potencidlne ndroky, vydavky,
Ekodu alebs zdvizky, ktoré wvzniknu
zadavatelovi alebo pobotke zadavatela z
dovedu poruSenia svojich povinnost!

are in farce:

employees. institicie/zdravotnickeho zariadenia
poskytat tieto informécie
Zamestnancom,
6. PAYMENT 6. PLATBY
6.1 Each payment under this Agreement | 6.1 Ka¥dd platbe podla tejto zmluvy sa
shall be made on the basis of an invoice uskutofni na zdklade faktiry, na ktore]
stating all relevant detalls regarding budd  uvedenéd  vietky  prislusng
number of Trial Subjects and number of podrobnosti tykajlce ) podtu
visits. Furthermore, each Invoice shall UFastnikov skdSania a poftu navstev,
include full details regarding the bank Kazdé faktlra musi obsahoval vietky
account te which the payment shall take | detaily tykajice sa bankového Uftu, na
place, Any payment payable by sponsor ktory sa platba uskutoéni. Akdkolvek
is due forty five (45) days after receipt platba, ktort md uhradit zaddvatel na
of a correct and proper invoice prepared zdklade tejto zmluvy, podlieha doruceniu
in accordance with the sponsor invoicing faktiry zadavatelovi, priom tato faktdra
instructions set out in AFPENDIX 8, The musl byl wystavend v sllade so
parties acknowledge that this payment zaddvatefovymi pokynmi na fakturaciu,
deadline has been actively negotiated uvedenymi v PRILOHE 8 tejto zmluvy, v
and agreed between the parties as fair zmysle ktorych je zaddvatel povinny
and reasonable. For the avoidance of takdto faktdru uhradit v lehote 45 dni
doubt, all bank fees related to receipt of ndo dfia doruéenia faktdry zadavatelovi.
interbank transfers must be bome by the Y zdujme odstréanenia akychkolvek
Sponsor, pochybnostl, vSetky bankové poplatky
spojené s medzibankovyml prevodmi
zZnasa zaddvatel
6.2 The spansor will pay the whole agreed | 6.2  Zaddvatel vyplati dohodnutd odmenu v 100
amount of the payment (100 %) % vyike na déet indtiticle. Dohodnuta
according to this Agreement to the odmena  nezahffia odmenu  pre
Institution. This amount does not contain skiZajliceho a nim urfeny pracovny tim.
the payment for the  Principal Odmenu pre skiZajliceho a jeho tm sa
Investigator and other site staff. zaddvatel' zavizuje riedil v separdtnej
Payment for the Principal Investigator zmiuve.
and other site staff is part of a separate
agreesment.,
T TRIAL TIME SCHEDULE 7. CASOVY ROZVRH SKUSANIA
7.1 For the whole project the following dates | 7.1 Pre celé klinické skiSanie platia

nasledujdce ddtumy:

FPFY: 15 Dec 2018. This date of FFRY
applies only to the stated Trial site.

FPFV (prvd ndviteva prvého pacienta):
15. december 2018. Uvedeny ddtum
FPFV je platny len pre dané pracovisko
klinlckého skifania.

_LPFV: 08 Jul 2019

LPFV _ (prvd _ ndvsteva  posledného
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pacienta): 8. jal 2019

LPLV: 13 Nov 2020

LPLV (poslednd ndviteva posledného
pacienta): 13. november 2020

The date of the FPFV can be delayed
locally; however, in such case date of
LPFY shall still be valid.

Datum FPFV je moZné lokdlne posunit;
bez ohfzdu na uvedené ostdva datum
LPFY v takom pripade v platnosti,

nezaradi  do |

7.2 If the Principal Investigator has not | 7.2 Ak hlavny skdsajuc
screened 50% of the planned number of klinického sklifania (screening) aspon
Trial Subjects after 4 months from FPFV, 50% pldnovaného poctu (Castnikov
it may be decided by Sponsor to re- klinického skiZania po uplynut 4
allocate Trial Subjects to other sites and mesiacov od FPFV, zaddvatel je
the site may be closed. opravneny presunit zvysnych Ofastnikov

Klinickéhe skdZania do inych klinickych
centier a pbvodné centrum méZe
zatvorit,

8. CONFIDENTIAL INFORMATION 8. DOVERNE INFORMACIE

8.1 The information obtained during the | 8.1 Informdcie ziskané pofas vykondvania
conduct of this trial is considered tohto skiSania sa povaiuji za doverné
Confidential Information and will be used a zadévatel je opravneny Ich pouZif na
by Sponsor for registration purposes and registraéné Ofely a wvyvo] lieku
for the general development of the drug. vieobecne.

B.2 All information supplied by Sponsor in | 8.2 Vietky informacie dodané zadavatelom v
connection with this Trial shall at all stvislosti s tymto Kklinickym skdSanim
times during the term of this Agreement ostanl po cely fas trvania tejto zmluwy
and thereafter remain the sole property aj po skenéeni jej platnosti vo vyluénom
of Sponsor and is to be considered viastnictve  zadévatela abudl sa
Confidential Information. The Parties povazova za déverné informacie.
shall take all reasonable steps to ensure Zmluvné strany si povinné vykonat
that any Confidential Information shall vietky primerané kroky na zabranenie
not be disclosed, whether directly or vyzradenia akejkolvek didvernej
indirectly, to third (3rd) parties without informacie, priamo alebo nepriame,
the prior written consent of the other tretej strane bez predchddzajlceho
Party, which consent shall not be pisomného sdhlasu druhej zmluvnej
unreasonably withheld, except: strany, prifom tento sihlas nesmie byt

neoddvodnens odmietnuty. Postup podla
predchadzajicej vety sa nevyZaduje ak:

a) for the purpose contemplated, a) je tomu tak z ddvodu plnenia
pursuant to and in accordance delu tejto zmluvy podla  jej
with the terms of this Agreement; podmienock;

b} with the consent of the other b}  jeto so sGhlasom druhej zmiuvne]
Party and then only to the extent strany a iba v rozsahu uvedenom
specified in such consent; and v takom sthlase; a

£) to the extent as may be required c) je to v rozsahu poZadovanom
by law or in accordance with the zakonom alebo v sllade s
order of a court of competent rozhodnutim  prisludného  sddu,
jurisdiction, regulation, effective nariadenim, platnou  viladnou
government policy or by any politikou alebo rozhodnutim
regulatory authority arising out of akéhokolvek regulatného orgénu
this Agreement or relating to or in vyplyvajlcim z tejto zmluvy alebo
connection with the other Party, viaZucim sa na druhd zmluvnt
provided that the Party so stranu  za  predpokladu, Ze
required must give the other dotknutd zmluvna strana druhd
Party prompt written notice and zmluynd stranu o tomto
make a reasonable effort to bezodkladne pisomne upovedomi
obtain a protective order. a wvykona primerané kroky na

zabezpedenie naleZitej ochrany.

8.3 The restrictions on  disclosure of | 8.3 Pre_(fely tejto zmluvy sa za ddverné |
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Confidential Information described above
shall not extend to information which:

informacie nepovazuju informécie, ktore:

a) is, at the time of the disclosure
hereunder in the public demain,
or subsequently enters the public
domain through no breach of this
Agresment,

a) su v case poskytnutia podlia tejto
zmluvy verejne dostupné, alebo sa
nimi stan( nasledne bez porusenia
tejte 2mluvy,

by can be shown by the receiving
Party to have been in its
possession at the time of
disclosure hereunder,

b)Y ma pi-jjimajq.ica zmluvna strana
preukézatelne k dispozicii edte
pred datumom poskytnutia,

cl is lawfully acquired by the
receiving Party from a third party

¢)  prijimajica zmluvna strana
zdkonnym spdsobom ziskala od

under no obligation of tretej strany bez povinnosti
confidentiality to the disclosing miéantivosti  vodi  poskytujlce]
Party, strane,

d)  is independently developed by an d) nezavisle vyvinul zamestnanec

employee of the receiving Party or
its Subsidiaries without reference

prijimaitce] zmluvnej strany, alebo
jej pobocky, bez odvodenia alebo

to or reliance upon Confidential spofahnutia sa na  doverné
Information disclosed by the other informdcie  poskytnuté  druhou
Party, or zmluvnou stranou, alebo

@) is required to be disclosed by law, e)  ktorych spristupnenie je
or by order of a court of poZzadované zékonom alebo

competent jurisdiction; provided,
however, that the receiving Party
shall provide the disclosing Party
with notice as soon as possible
enabling the disclosing Party to

rozhodnutim  prislusného  sddu;
aviak iba pod podmienkou, %=
prijfmajlica zmluvnd strana druhej
zmluvnej strane zasle & najskor
upovedomenie umoZiujlce druhej

contest such potentlal use or strane namietnut proti takémuto
disclosure, potencidinemu  pouZitiu  alebo
spristupneniu.

9. INTELLECTUAL PROPERTY 9. DUSEVNE VLASTNICTVO

9.1 All Intellectual Properiy created and | 5.1 Akékalvek dusevné viastnicivo vytvorené
provided by the Sponsor shall remain a poskytnuté zaddvatelom ostava
the sole property of Sponsor. wlunym vlastnictvom zadavatela.

9.2 The Principal  Investigator andjor | 9.2 Hlavny sk(Sajici a/alebo zdravoinicke
Institution shall promptly disclose and zariadenie bez zbytofného odkladu
assign to the Sponsor all inventions and zadavatelovi spristupni  a prevedie na
discoveries made by the Principal neho  vietky priava  k vynalezom
Investigator and/or the Institution a objavem  uskutofnenym  hlavnym
related to the Trial, Remuneration for sklisailcim afalebo  zdravotnickym
such assignment pursuant the previous zariadenim v slvislosti  so ski8anim.
sentence of this Clause of this Odmena za postipenie podia
Agreement Is Included in the payment predchadzajicej wvety tohto clanku
under Clause 6 of this Agreement. zmluvy je zahrnuta v platbe podia danku

& zmluwvy.

9.3 The Principal Investigator shall have a | 9.3 Hlavny  skifajici  je  opravneny
royalty-free right to use the results for bezodplatne vyufit vysledky klinického
non-commercial research and teaching testovania na Ulely nekomercného
PUFPOSES, vyskumu a vyucby.

10. REPORTS AND PUBLICATIONS 10. PISOMNE SPRAVY A PUBLIKACIE

10.1 Preparation and publication of | 10.1 Priprava a publikovanie informacii

information obtained during the conduct

ziskanych pofas vykonavania skiZania
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of the Trial shall be carried out in
accordance with the Protocol NN9535-
4386 .

budd vykonané v sllade s protokolom
NN9535-4386.

11. INSURANCE & INDEMNIFICATION 11. POISTENIE A ODSKODNENIE

11.1 The Sponsor hereby declares, that prior | 11.1 Zadavatel prehlasuje, Ze zabezpedil pred
signing this Agreement, it ensured an uzavretim  tejte  zmluvy  poistenie
insurance for itself, Institution and Trial zodpovednosti zadavatela,
Subjects covering health damages zdravotnickeho zariadenia a G&astnikov
incurred on health of the Trial Subjects skiSania za Skody vzniknuté na zdravi
including death and costs related to the Gfastnikom skiaSania vratane smrti a
medical treatment of complications or nékladov spojenych s lied¢bou komplikacii
possible permanent health consequences alebo pripadnych trvalych nasledkov na
or other damage, which the Trial zdravi alebo inej Skody, ktord mbZe byt
Subjects may suffer due to the cinical ucastnikovi skiiSania spbsobena
trial according the Act on Drugs and v dosledku vykondvania klinického
Medical Devices. The Institution hereby sk(Zanla v zmysle zdkona o liekoch
confirms, that during the cdlinical trial, a zdravotnickych pomibckach.
will have the appropriate and adequate Zdravotnicke zariadenie tymto
insurance to cover claims or damages for potvrdzuje, Ze bude mat pofas celej
which  they bear the statutory doby realizdcie klinického ski3ania
responsibllity, and which they have to prisluéné a nalefité poistenie na poistné
conclude under the laws of the Slovak krytie ndrokov alebo Zkéd, za ktoré
Republic, i.e the liability insurance of padla pravnych predpisov zodpovedd, a
health care providers. The Principal ktoré podla predpisov platnych na Gzemi
Investigator and Institution shall provide Slovenskej republiky musi mat uzavreté,
Sponsor with proof of the existence of a to poistenie zodpovednosti za Skodu
such insurance. The Sponsor will be splsobent pri poskytovani zdravotnej
provided with this proof upon its request starostlivosti.  Hlavny  skdSajuci  a
and shall include the duration and cover zdravotnicke zariadenie poskytnd
of the insured and the insured amounts. zadavatelovi dilkaz o existencii
The Parties agreed, that the uvedeného poistenia. Takyto dokaz bude
Parties liability for damage shall be zadavatelovi poskytnuty na vyZiadanie a
governed by the laws of the Slovak bude obsahovat daje o trvani a rozsahu
Republic, while the Institution and krytia poistenych a poistnych sumach.
Principal Investigator shall be Zmluvné strany sa dohodli, Ze
responsible for realising of Clinical Trial zodpovednost zmluvnych stran za Skodu
in accordance with the laws of the sa rladi pravnym poriadkem Slovenske]
Slovak Republic. republilcy, pricom zdravotnicke

zariadenie a hlavny skigajici
zodpovedajld za wvykonanie klinického
skisania v sdlade s préavnym poriadkom
Slovenske] republiky.

11.2 The Sponsor will indemnify and defend | 11.2 Zadavatel sa zavdzuje odgkodnit a
the Principal Investigator and personnel zabezpefit primerand obranu hlavného
warking under his/her direct supervision skisajliceho a persondlu pracujiceho
andfor the Institution against any claim pod jeho/jej priamym dohladom a/alebo
or sult brought against any of them by zdravotnicke zarladenie pred
or on behalf of Trial Subjects taking part akymkolvek narokom alebo zalobou,
in the Trial and based on a bodily Injury ktory by vofl komukolvek z nich bol
directly resulting from the use of any vzneseny zo strany alebo v mene
product submitted by the Sponsor for acastnikov skdZania z0&astnenych na
clinical Investigation or any procedure skidani, zaloenymi na telesnej ujme
provided for or reguired by the Protocol priamo  vyplyvajlcej z  pouzitia
to which the Trial Subjects would not akéhokolvek produktu  poskytnutého
have been exposed but for the zadavatelom na Kklinicky wyskum alebo
participation in the Trial. akejkolvek proceddry stanovenej alebo

wyfadovane] protokolom, ktorej by
tfastnicl skiZania neboli vystaveni, ak
by sa na skiZani nezdcastnili.

11.3 For this indemnification under 11.2. to | 11.3 Ma to, aby mohlo dgjst k uplatneniu

apply, use of the product and the
conduct of the investigation must be in
accordance with the relevant laws and

pdékodnenia v silade s ods. 11.2,
poufitie produktu a spdsob vykendvania
viskumu  musia_ byt v silade s
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regulations and the approved Protocol
for clinical investigation and any other
information, Iinstructions, or warning
furnished by Sponsor. Also,
Institutional Review Board or other
Ethics Committee approval must be
obtained and the Subject Informed
Consent Form must comply with all
relevant regulations and & copy must be
recelved by Sponsor at commencement
of the investigation/Trial.

prisiunymi zdkonmi a vykondvacimi

predpismi, ako aj schvalenym
protokolom na klinicky wvyskum a
akymikalvek inymi informaciami,
pokynmi alebo varovaniami

poskytnutymi zaddvatelom. Takisto musi
byt ziskany sdhlas Eticke] komisie a
formular informovaného sthlasu
(éastnika musi spifiat vEetky relevantné
predpisy a képia tohto formuldra musi
byt dorudend zaddvatelovi pri zahdjeni
vyskumu/skisania.

11.4 In addition, for this indemnification | 11.4 Na to, aby mohlo déjst k uplatneniu v
under 11.2 to apply, Principal silade s ods, 11.2 odZkodnenia, hlavny
Investigator and/for Institution must skiifajlci afalebo zdravotnicke
immedizately notify Sponsor, upan receipt zariadenie zérovef musia bez
of notice of any claim or lawsuit and zbytoéného  odkladu po  dorudeni
must permit Sponsor  authorised oznamenia o akomkolvek naroku alebo
attorneys and personnel (at the falobe o tejto skutofnosti upovedomit
Sponsor's discretion and cost) to handle zaddvatela a musi dat sdhlas na to, aby
and control the defence to such claims or obranu pred takymito ndrokmi alebo
suits, Principal Investigator and/for Zalobami zabezpefovali a kentrolovali
Institution cannot settle any such claims povereni priavni zdstupcovia a personal
or suits without the prior written consent zadavatela (podiz uvafenia a na naklady
of the Sponsor. By signing this zaddvatela), Hlavny skasajic a/alebo
Agreement, Principal Investigator agrees zdravotnicke zariadenie nie s0 bez
to fully cooperate and aid in such stihlasu zaddvatela opravneni
defence. Principal Investigator and/or mimostddne urovnat Ziadny takyto narok
Institution wunderstand that the sole ani konanie. Podpisom tejto zmluvy
liability of the Sponsor to the Principal hlavny skiZajlic sihlasi, Zze pri takejto
Investigator and/or Institution and those obrane poskytne dOplnd sifinnost a
employees engaged in conducting the pomoc. Hlavny skiZajici afalebo
approved clinical Investigation at the Zdravotnicke  zariadenie  berie na
request of Sponsor will be the vedomie, %e odSkodnenie popisané
indemnification described above. vysSie predstavuje jediné odSkodnenie,

ktoré zadavatel’ poskytne hlavnému
skGSajicemu a/alebo zdravotnickemu
zariadeniu a tym zamestnancom, ktori
boli zapojeni do vykonavania
schvdleného klinického vyskumu na
zaklade pofiadavky zadavatela.

11.5 The Sponsor does not agree to| 11.5 Zadavatel’ neodikodni, nezabezpedi
indemnify, defend or hold harmless any sbranu anl necchrénl aklkolvek osobu
person or Institution against any claim alebo zdravotnicke zariadenie pred
or sult in which it is determined that the akymkolvek narokom alebo Zalobou, v
individual or Institution was negligent, kterej bude zistené, Ze jednotlivec alebo
committed malpractice or breached a zdravotnicke zariadenie postupoval s
representation or warranty given by any nedbanlivestou, dopustil sa zanedbania
of them; such a person or Institution will povinnej starostlivosti alebo porusil
repay to the Sponsor any defence costs vyhldsenie alebo  zaruku  udelend
incurred by Sponsor on its behalf. ktorymkolvek z nich; takato osoba alebo

zdravotnicke zariadenie je povinné
nahradit zadavatelovi akékolvek naklady
na obranu, ktoré zaddvatel vynaloZil v
ich mene.

11.6 The Principal Investigator and Institution | 11.6 Hlavny  skdsajici a  zdravotnicke

will indemnify, defend and hold harmless
Sponsor and any Sponsor Affiliate, staff
and subcontractors against any claim or
suit brought against any of them by or
on behalf of Trial Subjects taking part In
the Trial and based on an injury caused
by the Institution's or Princlpal’s
Investigators or staff working under their
supervision nagligence, wilful

zariadenie sa zavdzuji  odSkodnif,
zabezpefif primerand obranu a ochrénif
zadavatela a akekolvek deérske
spoloénosti zadédvatela, jeho pracovnikov
a zmluvnych partnerov pred akymkolvek
ndrokom alebo Zalobou, ktoré by boli
vznesené vodi komukofvek z nich zo
strany alebo v mene (¢astnikov skiSania
zitastnenych na skigani, zaloZenymi na
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of contracts at www.crz.gov,sk, since it
is a legally published contract within the
meaning of § 5a section 1 of Act no.
21172000 Coll. on Free Access fo
Information and amending certain laws

misconduct, mal practice, breach of ujme  zapritinenej  nedbanlivostou,

Protocol, Sponsor’s Instructions, tmyselnym nespravnym konanim,

applicable laws and regulations or zanedbanim  odbornej  starostlivosti,

atherwise breach of this Agreement. poruganim protokolu, pokynov
zadavatela, prisluénych zikonov
a vykondvacich predpisov alebo inym
porusenim tejto  zmluvy zo strany
zdravotnickeho  zariadenia, hlavného
sktSajuceho alebo pracovnikow
pracujlcich ped ich dohladom.

12, LIABILITY FOR TRIAL EQUIPMENT 12. ZDI}PDVEDNDS‘T ZA ZARIADENIA KU

SKUSANIU

121 Sponsor shall provide the Institution with | 12.1 Zadavatel' poskytne zdravotnickemu
the following equipment necessary for zariadeniu nasledovné materialy
conducting the Trial: potrebné na vykonavanie Stddie:

a) scanner to enter Dispensing Unit a)  skener na Zaznamenavanie
MNumbers (DUNs) into IWRS far identifikaénych &isel skdSanych
drug  dispensing verification liekoy do databdzy IWRS na
and/or drug accountability, verifikaciu vydanycha a vratenych

liekow

b} QTag temperature monitaring b) QTag zariadenie na monitorovanie
device , teploty

c) BG meters for subjects ¢) zariadenie na meranie cukru v Krvi

pre Ufastnikov

(hereinafter referred to as “Trial (d'alej len ,Zariadenia ku skasaniu™).

Equipments®™).

12.2 The Trial Equipments are and remain the | 12.2 Zariadenia ku sk(Zaniu si a zostavajl
property of the supplier {vendor), The majetkom dodéavatels (vendora).
Parties refrain from any actions Zmluvné strany sO povinné zdriat sa
endangering or limiting the supplier’s konania, ktoré by ohrozovalo alebo
{vendor's) property right to the Trial obmedzovalo vlastnicke préavo
Equipmentss, dodavatela (vendora) k Zariadeniam na

skdZanie.

2.3 The Party using the Trial Equipments | 12.3 Zmluvna strana, ktord bude pri plnenf
during the Trial bears the risk of the loss zmluvy pouZivat Zariadenia ku skisaniu,
or damage of the Trial Equipments to the znéga riziko ich straty alebo poskodenia
supplier  (vendor). I any Tral a zodpovedd za Skodu tym vzniknutd
Equipments must be replaced during the dodévatelovi (vendorovi). Ak musi byt
Trial as the result of loss or damage by Zariadenie na skiSanie vymeneng potas
the Party or is not retumed after the Studie v  dosledku  straty  alebo
Trial, the Sponsor reserves the right to podkodenia  spdsobeného  zmluvnou
deduct the cost of such equipment from stranou alebe Zariadenia ku skdZaniu nie
the Payment. sti po Stadii vratené, zaddvatel sl

vyhradzuje pravo odpoditat hodnotu
takéhoto zarladenia z Platby.

13. TERM AND TERMINATION 13. TRVANIE A UKONCENIE

13.1 This Agreement shall become valid on | 13.1 Tato zmluva nadobida platnost diiom jej
the date of its signature by all parties podpisania vEetkymi zmluvnymi
and will be effective one day after the stranami a Uéinnost diiom nasledujicim
publication day according to § 47a po dni jej zverejnenia v zmysle § 47a
section 1 of Act no. 40/1964 Coll. Civil ods. 1 zdkona & 40/1964 Zb. Ob&lansky
Code as amended, in the central registry zékonnik v zneni neskorSich predpisov v

centralnom registri zmliv na
www.crz.gov.sk, nakolko ide o povinne
zvere|fovand zmluvu v zmysle § 5a ods.
1 zakona &. 211/2000 Z.z. o slobodnom
pristupe kinforméacldam a o zmens
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as amended. The Sponsor agrees with
the publication of this Agreement. This
Agreement shall terminate without
further notice upon completion of the
Trial in accordance with the Protocol,
until 04 Mar 2021 the latest . Clauses
3.2 b), €), ), i, i), 7 and 12 shall
survive the termination of  this
Agreement.

a doplneni niektorych zakonov v zneni
neskoréich predpisov. Zadavatel' suhlasi
so zverejnenim tejto = Zmluvy podia
predchadzajicej vety. Uginnost zmluvy
sa skondl bez dalSieho oznadmenia po
skon&eni skusania v sulade
s protokolom, najneskér viak 4. marca
2021. Clanky 3.2 b), ¢), h), ) j), 7a 12
ostant v platnosti aj po ukondeni tejto
zmiuvy.

13.2

The FPFV date for the Trial, applicable
only to the stated Trial site, is 15 Mov
2018, provided applicable approvals
have been obtained, and provided that
all Trial Materials except Trial Products
have been received from the Sponsar 5
(five) working days before the FPFV
date. Due to the Interactive Web
Responsa Systemn, the Trial site will be
supplied with sufficlent Trial Products
after screening of the first Trial Subject.

13.2

Datum FPFV (prvd ndviteva prvého
paclenta) skuZania, platny pre dané
pracovisko, je uréeny na 15. novembra
2018, za predpokladu ziskania vsetkych
prislugnych povoleni a  vietkych
materidlov ku sk(Zaniu, s wvynimkou
skiiZanych produktov, od zadavatela
minimélne 5 (pat) pracovnych dni pred
datumom FPFV. Vzhladom na systém
Interactive Web Response System, bude
pracovisku dodané dostatotné mnoZstvo
skiZanych produktov po zaradani prvého
uéastnika skasania.

13.3

Sponsor shall be entitled to have FPFV
date delayed by up to 4 weeks for
ethical reasons. However, In case the
Sponsor notifles Investigator of the
delay later than 1 week before the FPFY
date the Sponscr may upon negotiation
between the Parties compensate
Investigator for his/her direct and fully
documented costs caused by such delay.

13.3

Zadéavatel ma pravo z etickych ddévodov
odsuntif détum FPFV o maximédlne 4
ty¥dne, Ak vEak zadavatel' upovedomi
hlavného skiSajlceho na oneskorenie
neskér nef 1 tyZzdefi pred datumom
FPFV, zadavatel hlavného skusajiceho
po dohode od$kodni za priame a plne
zdokumentované naklady spdsobené
takymto oneskorenim.

13.4

The Sponsor may terminate this

Agreement as follows:

13.4

Zadavate! moéze tito zmluvu ukondit
nasledovne:

a) if Principal Investigator /
Institution negligently fails to
perform or performs negligently
any material worlk in accordance
with this Agreement and such
fallure continues for 30 days after
receipt of written notice of the
Sponsor;

a)  ak hlavny skasajicl / zdravotnicke
zariadenie v ddsledku svojho
zanedbania  newvykond  alebo
vykona nedbalo akykolvek
podstatny  dkon podla  tejto
zmluvy a  toto  poruSenie
pokrafuje po dobu 30 dni po
prevzati pisomného upozornenia
od zadavatels;

by if Investigator / Institution for
administrative or other reasons
becomes unable toe recruit Trial
Subjects for the Trial;

b) ak hlavny  skdSajici /
zdravotnicke zariadenie Fi
administrativnych  alebo  inych
dévodov nebude mdct zaradit
aéastnikov ski$ania pre potreby

skisania;

)  with immediate effect, if Sponsor

andfor  regulatory authority
recognise  that any safety
COncerns necessitate

discontinuation of the Trial;

¢} sokamZitou  (€innostou, ak
zaddvatel  afalebo  regulalny
organ zisti nutnost pozastavenia
klinického skdSania v dbsledku
hezpefnostnych rizik;

d) if continuation of the Trial d) pismonou vypovedou, ak sa
becomes unfeaslble for Sponsor pokradovanie v skulZanl stane pre
for efficacy reasons, by giving zadavatela obchodne
Principal Investigator one (1) neuskutotnitefnym, pri dodriani
maonth's prior written notice; vypovednej doby jeden (1)

measiac;
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e} if Sponsor licenses the Trial
product to a third party who
wishes to conduct the remaining
part of the Trial themselves, by

e) pisomnou vypovedou, ak
zadavatel' udeli licenciu na
skiZany produkt tretej strane,
ktord chee zvydnl( fast skiZania
realizovat sama, pri dodriani

giving Investigator one (1)
month's prior written notice. vypovedne] doby jeden (1)
mesiac;

f)  forthwith upon written notice in f)  pisomnym oznamenim
the event of elther Principal s okamzitou Géinnostou v pripade,
Investigator’s or  Institution’s ak hlavny skasajlci alebo
voluntary or compulsory zdravotnicke zariadenie
liquidation, dissolution, dobrovolne alebo nitene wvstlpi
insolvency, suspension of its do likvidacie, déjde kich
payments, bankruptcy or any zrufeniu, stan( sa platobne
statutory or private composition neschopnymi, dijde

or agreement with its creditors in
order to escape a bankruptey, or
if either of the Principal
Investigator or the Institution
discontinues substantial parts of
its established business or its
business is placed in the hands of
a recelver or assignee, whether
voluntarily or otherwise.

k pozastaveniu ich platieb, bude
na nich vyhlaseny konkurz alebo
dijde k akejkolvek inej versjnej
forme vyrovnania alebo
sikromnej forme  vyrovnania
alebo k dohode s ich veritefmi za
aéelom wyhnutia sa wyhlaseniu

konkurzu, alebo ak hlavny
skisajici  alebo  zdravotnicke
zariadenie prestane

s vykondvanim podstatnej &asti
svojho zaregistrovaného
predmetu Zinnosti alebo ak sa
vykonavanie predmetu Einnosti

zveri likvidatorovi alebo
postupnikovi, dobrovolne alebo
inak.

in the event of termination of this
Investigator Agreement by  Sponsor
pursuant to Clause 13.4 b), c), d), €) or
f) above, Sponsor shall pay Principal
Investigator/ Institution for all services
properly performed in accordance with
this Investigator Agreement until the
point in time of the expiry of the notice
of termination, if relevant. Upon receipt
of a termination netice Investigator shall
cease any work not deemed necessary
by Sponsor for the orderly close out of
Trial or for the fulfilment of regulatory
requiremeants,

V pripade ukonfenia G&innosti tejto
zmluvy o realizacil klinického ski3ania
zaddvatelom v sllade s vysSie
uvedenym é&ldnkom 13.4 (b), (c), (d),
(e} alebo () zadévatel hlavnému
skigajicemuy/ zdravotnickemu
zariadeniu zaplati za wsetky riadne
vykonané udkony v stlade s touto
zmluvou, ate az do uplynutia
vypovednej doby. Po prevzati vypovede
hlavny skaSajlici ukonéi wsetky Einnosti,
ktoré nie si zaddvatelom povaZované za

nevyhnutné pre rladne ukondenie
skiiZania alebo splnenie regulatnych
poZiadaviek,

13.5

The Principal Investigator and/or the
Instiution may terminate this Agreement
as follows:

13.5

Hiavny sk(Zajici a/alebo zdravotnicke
zariadenie md¥e tato zmiuvu ukondit
nasledovne:

a) If Sponsor negligently fails to
perform or performs negligently
any material work in accordance
with this Agreement and such
failure continues for 30 days after
receipt of written notice of the

a) ak zaddvatel v dosledku svojho

zanedbania nevykong alebo
vykona nedbalo akykolvek
podstatny  dkon  podla  tejto

zmluvy a toto zlyhanie pokratuje
po dobu 30 dni po prevzati

Principal Investigator / pisomného upozornenia  od

Institution; hlavného skiSajiceho /
zdravotnickeho zarladenia;

b) if the Principal Investigator b} &k hlavny  ski3ajioci  strati
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becomes incapacitated or
terminates his/her relationship
with the Institution J/ or the

Institution terminates the
relationship with him, and a
replacement suitable and
agreeable to Sponsor cannot,

after reasonable efforts by the
Institution, be found.

schopnost  vykonavat  Klinické
skdSanie alebo  ukonél  svoj
zmluvny vztah so zdravotnickym
zariadenim, pripadne zdravotnicke
zarladenie s nim, a zdravotnicke
zariadenie ani po primerane]
snahe nengjde vhodnld nahradu
odstihlasend zaddvatelom.

13.6 The Principal Investigator is obliged to | 13.6 Hlavny sk(Zajici je povinny ozndmit
inform the Institution about the end of ukontenie  skdfania na  ,Referat
Trial within 15 days to the following klinickych  &tadii v UNB Bratislava,
address ,Referat klinickych stadii v UNB PaZitkova 4, 821 01 Bratislava®
Bratislava, Paiitkova 4, 821 01 najneskdr do 15 dni.

Bratislava".

14, GOVERNING LAW AND DISPUTE 14, ROZHODNE PRAVO A RIESENIE |
RESOLUTION SPOROV

14.1 Parties will use commerdzlly reasonable | 14.1 Strany wvynaloZia obchodne primerané
efforts to settle all matters in dispute Gsilie, aby sa vietky zdleZitosti wyriedili
amicably. All disputes arising out of or in zmierom. Vietky spory vyplyvajlce
connection with this Agreement will be z tejto dohody alebe sdvisiace s touto
settled by relevant courts in Slovakia. dohodou bud vyrieSené pred

prislusnymi sudmi Slovenske] republiky.

14.2 This contract shall be construed and | 14.2 Tito zmiuva sa bude vykladat a
interpreted pursuant to the Laws of interpretovat v  sllade s pravnym
Slovakia. poriadkom Slovenskej republilky.

14.3 This contract is concluded in both Slovak | 14.3 Tato zmluva je uzatvarana v slovenskom
and English version. Should there be any a anglickom jazyku. V pripade
discrepancy between the Slovak and the akéhokolvek nesdladu medzi slovenskou
English version, the Slovak version shall a anglickou verziou bude mat prednost
prevail. slovenska verzia.

15, GENERAL 15. VSEOBECNE USTANOVENIA

15.1 Any notice, report, request, approval, | 15.1 Vietky ozndmenla, spravy, Ziadosti,
consent, invoice, payment or other schvdlenia, povolenia, faktdry, platby

communication required or permitted to
be given under this Agreement shall be
in writing and shall for all purposes be
deemed to be fully given and received If
delivered in person or sent by registered
mail, or by facsimile transmission (with
an appropriate transmisslon receipt) to
the respective Parties at the following
addresses:

alebo in komunikécia poZadovand alebo
povolend touto zmluvou budd v pisomne]
forme a budl sa pre visetky ucely
povafovat za kompletne dorucené a
prevzaté, ak budi dorufené osobne
alebo zaslané doporucene alebo faxom
(s prisluinym potvrdenim o prijati)
prislusnym  zmluvnym  strandm na
nasledujice adresy:

If to the Sponsor:

V pripade zaslania zadavatelovi:

Novo Nordisk Slovakia s.r.o.

ROSUM, Bajkalska 198, 821 01
Bratislava - mestska &ast Rufinov,
Contact person: Mgr. Csilla Simlovigova,
fax: 4421 2 5710 3000

Move Mordisk Slovakia s.r.o.

ROSUM, Bajkalska 198, 821 01
Bratislava - mestska &ast Rufinov,
Kantaktna osoba: Mar. Csilla
SimloviZova, fax: +421 2 5710 3000

If to the Principal Investigator:

doc, MUDr. Peter Jackuliak, PhD.
V. interna klinika LF UK a UNB
MNemocnica RuZinov

Univerzitna Nemocnica Bratislava

v pripade zaslania hlavnému
skisajicemu:

doc. MUDr, Peter Jackuliak, PhD,

V. interna klinika LF UK a UNB
Memocnica RuZinov

Univerzitnd Nemocnica Bratislava
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RuZinovska 6
826 06 Bratislava
Slovak Republic

Ruzinovska 6
826 06 Bratislava
Slovenska republika

Email: peter.jackuliak@gmail.com

Email: peter.jackuliak@gmail.com

If to the Institution:

Univerzitna nemocnica Bratislava
Nemocnica RuZinov

PaZitkova 4, 821 01 Eratislava
Slovak Republic

V pripade zaslanla zdravotnickemu
zariadeniu:

Univerzitnd nemocnica Bratislava
Memocnica RuZinov

PaZitkova 4, 821 01 Bratislava

Slovenska republika

Email: sekretariat@ru.unb.sk

Email: sekretariat@ru.unb.sk

to assign or transfer any or all of its
rights and obligations wunder this
Agreement to any of its Affiliates. For
this purposes, the above Clause 16.1 will
not apply. For the purpose of this
Agreement  “Affiliate” means any
corporation, company, partnership, jeint
venture or other entity which controls, is
Controlled by, or Is under common
Control with a person or entity. "Control”
means the ownership of more than fifty
percent (50%) of the issued share
capital or the legal power to direct or
cause the direction of the general
management and policies of the party in
guestion. For the avoidance of doubt,
none of Move Holdings A/S, Novozymes
ASS, NNIT ASS, NNE Pharmaplan A/S nor
any entity, which Controls, is Controlled
by, or Is under common Control with
such entities, other than entities within
the Novo Nordisk group of companies,
will be deemed to be an “Affiliate” of
Mova Mordisk. This shall bind the Parties,
their successors and permitted assigns.

15.2 During the course of this trial there is no | 15.2 Potas klinického skiSanla nebude nutna
need for hospitalisation of the Trial hospitalizécia uéastnikov skasania.
Subjects.

15.3 Laboratory assessments required by the | 15.3 Laboratdrne vySetrenia ku klinickému
protocol will be conducted in central skiiZaniu budl vykonavané v centralnych
laborataries. laboratériach.

15.4 Al parties agreed that biological samples | 15.4 Zmluvné strany sa  zavazujl, Ze
collected during the Trial will be used odoberané vzorky biologického materidlu
only for the purpose of this Trial and sa budd poufivaf wluéne len pre (lely
during the course of this Trial. klinického  skd3ania alen  polas

vykondvania tohto skdSania.

16. ASSIGNMENT 16. PREVOD PRAV A POVINNOSTI 20

ZMLUVY

16.1 This Agreement shall not be assigned by | 16.1 Ziadna 2o zmluvnych strén nembiZe
either Party, in whole or in part, without vcelku alebo Ciastotne previest na
the prior written consent of the Parties Ziadnu tretiu stranu prava a povinnosti z
hereto. tejto  zmiuvy bez predchadzajiceho

pisomného sihlasu vietkych
zléastnenych zmluvnych stran,

16.2 Spensor shall have the right at any time | 16.2 Zadévatel ma pravo kedykoivek previest

alebo delegovat niektoré alebo wvietky
svoje prava alebo povinnosti vyplyvajlce
z tejto zmluvy na ktordkelvek pridruzend
spolonost. Pre tieto Oiely sa danck 16.1
vyESie neuplatni. Pre Gdely tejto zmluvy
pojem ,pridruZend spolofnost” znamena
kaZdd korporaciu, spolo&nost,
partnerstvo, spolofny podnik alebo ind
pravnickd osobu, ktord kentroluje, je
kontrolovand, alebo je pod spolocnou
kontrolou s fyzickou osobou alebo
pravnickou osobou. Pojem kontrola®
znamend vlastnictve viac ako patdesiat
percentnej {50%) dcasti na zékladnom
imani alebo pravnu moc riadif alebo
ovplyvnif riadenie manazmentu a politiky
tejto spolofnosti. Pre vyhnutie sa
pochybnostiam, #ladna z Move Holdings
A/S, Novozymes A/S, NNIT A/S, NNE
Pharmaplan A/S ani fladna oscba, ktord
kontroluje, je kontrolovand alebo je pod
spolofnou kontrolou s takymito osobami,
ind ako osoby v ramci skupiny Nove

Nordisk, nebude povaiovana za
pridruzend spolofnost Movo Mordisk.
Toto ustanovenie je zavdzné pre

zmluvné strany ako  aj ich pravnych
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nastupcov a povolenych nadobddatelov.
17. INDEPENDENT CONTRACTOR 17. NEZAVISLY DODAVATEL
17.1 In the performance of the Trdal|17.1 Pri wykondvani sk(Zania podlfa tejto
hereunder: zmluvy:

a) Principal Investigator shall be | a) bude hlavny skufajdaci
deemed to be and shall be an povazovany  za  nezdvislého
independent contractor and, as doddvatela a v dbsledku toho
such, Principal Investigator shall nebude mat ndrok na Ziadne
not be entitlted to any bensfits benefity tykajuce sa
applicable to employees of the zamestnancov zadavatela.
Sponsor.

b)  Principal Investigator and b) Hlavny skdsajici a zdravotnicke
Institution on one side, and zariadenie na strane jednej
Sponsor on the other side a zaddvatel na strane druhe] berd
acknowledge that the relationship na vedomie, #e ich vzéjomny
between them is that of vzfah je wzfahom nezévislych
independent contractors, and not doddvatelov, anie  wvztahom
that of employer and employee, zamestndvatela a zamestnanca,
nor principal and agent, nor ani splnomaocnitela
partners in a joint venturs, nor & splnomocnenca, ani spolofnikoy
any similar relationship spoloéného podnikania, ani
whatsoever, Neither Party shall akymkofvek inym  podobnym
exercise control over the business vztahom. Zigdna zo zmluvnych
of the other Party, and neither strdn nevykondva kontrolu nad
Party is granted any right or obchodnou  &nnestou  druhej
authority to assume or o create Zmluvnef strany a Zadnej zo
any obligation or responsibility, zmluvnych stran nebolo udeleng
express or implied, on behalf of, | pravo alebo oprdvnenis prevziat
ar in the name of the other Party, alebo sa zaviazal k akémukolvek
or in any other way to act on zavizku alebo zodpovednosti,
behalf of, or to bind, the other priame alebo nepriamo, na déet
Party. alebo v mene druhej zmluvnej

strany, alebo akymkoivek Inym
spisobom konat v mene druhej
zmluvne]  strany  alebo  ju
zavazoval,

17.2 IN WITMESS HEREOF, the Parties have | 17.2 MNA DOKAZ UVEDEMEHO zmluvné strany

executed and delivered this Agreement, tito zmluvy podpisuid a budd ju plnit,
Date/Dét ad) Date/Ddtumg ff G~ Aoy - 2o 5
On  bel ncipal  Investigator/Za  On be wela:

hlavnéh

111 TEC. 20

Mame/Mghd: doc.MUDr, Peter Jackuliak, PhD.
Title/Funkelg: hlavny skiSajici

Date/Datum:

On behalf of the Institutlon/Za =zdravetnicke

Zariadenie:

l{‘lﬂ."""‘" Bl ot

Name/Meno: MUDr. Rendta Vandriakova, MPH.

Title/Funikcia; Riaditetka Univerzitnej nemocnice

Bratislava
Univerzitna nemocnica Bratislava
MUDr. Renats Vandriakovs, MPH
riaditelka UNB

g

Name/Meno: Aleksahdar CirieeMD., MBA
Title/Funkecia: General Manager
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