UNIVERZITNA NEMOCNICA
L. PASTEURA KOSICE

Zmluva o zariadeniach
pre klinické skiZanie &. 67953964MDD3002
a pre klinické skiianie &, 67953964MDD3003

Clinical Trial Equipment Agreement
no. 67953964MDD3002
and no. 67953964MDD3003

uzatvorena podla ust. § 261 ods. 9 a ust. § 269
ods. 2 anasl. zékona &. 513/1991 Zb. Obchodny
zakonnik v platnom zneni (d’alej len ,,OBZ”) a
ust. § 659 a nasl. zdkona ¢&. 40/1964 Zb.
Obtiansky zékonnik (dalej len ,,OZ%), (dalej

len ,,Zmluva®)

concluded pursuant to the provisions of Section
261(9) and the provisions of Section 269(2) et seq.
of Act No. 513/1991 Coll., of the Commercial
Code, as amended (hereinafter referred to as the
“Commercial Code”, and the provisions of Section
659 et seq. of Act No. 40/1964 Coll., the Civil Code
“Civil Code”) (hereinafter referred to as the

"Agreement")

- | Bratislava, Slovenska republika

Seat:

Zapisand vi
. o | sudu Bratislava II, oddiel: Sro,
| vl&: 69023/B

Obchodnom registri Mestského

Clénok I Article I.
Zmluvné strany The Parties
L.CRO 1.CRO
NézQV:' SR IQVIA RDS Slovakia, s. r. 0. ‘Name: 1 IQVIA RDS Slovakia, s. r. o.
ICO: 45942269 D No: 45942269
Sidlor * . { Vajnorska 100/B, 831 04 | Vajnorska 100/B, 831 04

Bratislava, Slovak Republic

Registered in:

| 111, section: Sro, File no: 69023/B

Filed in the Companies register of
the Municipial Court Bratislava

Zastipena: - | MVDr. Jarmila Wagnerova na
R zéklade Splnomocnenia zo diia || -

S 25.2.2021 ‘Acting | MVDr. Jarmila Wagnerova on the
DIC: N 2023154133 through: base of Power of attorney issued
ICDPH: | SK2023154133 - {on25.2.2021
BRI /| dalej len ,,CRO* alebo , klinicka || TAX IDNo.: - | 2023154133

vyskumné organizicia“ VAT Tax - | SK2023154133
No.: ' :
' _ heremafter ,,CRO*
A and
2. Centrum 2. Centrum
‘Nézov: - | Univerzitni nemocnica L. ‘Name: . - | Univerzitna nemocnica L.
© o | Pasteura KoSice : | Pasteura KosSice
Sidlo: - Rastislavova 785/43, 041 90 -Registered Rastislavova 785/43, 041 90 Kosice

i 0] KoSice — mestska Sast Juh, -address; — mestska ¢ast’ Juh, Slovenska

s .| Slovenska republika g republika

1CO: 00606 707 ' Company ID: | 00 606 707

- Konajica: | StatutArnym organom: Represented- - | Statutory authority:

: - i MUDr. Cuboslav Beiia, PhD., by: : MUDr, Luboslav Betia, PhD.,
L | MPH, riaditel’ o | MPH, riaditel’

Zapisana v:- | Registri organizacii vedenom Registered . | Register of Organizations

Lo 1 Statistickym Gradom Slovenskej | | :in:. . .} maintained by the Statistical Office

| republiky S of the Slovak Republic

Zriadend: | Zriadovacou listinou MZ SR &. || Established - | the decision of the Founding

| 1842/1990-A/1-2 7o dita by | Charter of the MZ SR, no.

< 18.12.1990 R | 1842/1990-A/1-2 dated 18.12.1990

Pravna | Prispevkova organizacia Prévna Funding organisation

forma: oo forma: _

DIC: " ]2021141969 TaxID: - 2021141969

ICDPH: - | SK2021141969 VAT no: SK2021141969




“Bankové Statna pokladnica, Bank name: | Statna pokladnica,
“spojenie: Radlinského 32, ' Radlinského 32,
oo | 810 05 Bratislava o 810 05 Bratislava
1('3is_l'0-_1'1_c":_tu: .| SK06 8180 0000 0070 0028 Accountne: | SK06 8180 0060 0070 0028 0550
s 0550 '
SWIFT: | SPSRSKBA CSWIFT: | SPSRSKBA
0o | dalej len ,,Centrum® L further ,,.Center”

CRO aCéntrum spolu dalej len ,Zmluvné
strany”

The CRO and the Center are collectively hereinafter
referred to as the "Parties”

Clanok I
Preambula

Article 11
Preamble

1. Zmluvné strany planuji realizovat’ na zdklade
osobitnej zmluvy o klinickom sk3ani na
visku Centra: II. psychiatrickd klinika

hlavn
MHA klinické skiiSanie $ nazvom:
Randomizované, dvojito zaslepené,

multicentrické, placebom kontrolované skisanie
v subeznych skupinich na vyhodnotenie
-| Oéinnosti, bezpetnosti a znasanlivosti
Aticaprantu 10 mg ako adjuvantne] lie¢by u
dospelych pacientov s velkou depresivnou
poruchou so stredne ta¥kou aZz taZkou
anheddniou a nedostatofnou odpoved'ou na
doteraj$iu antidepresivnu lieCbu v protokole &.
67953964MDD3002 a klinické ski3anie
snazvom: Otvorend, dihotrvajica 3tadia
bezpe€nosti a UOéinnosti Aticaprantu ako
adjuvantnej lie€by u dospelych a starSich
pacientov s velkou depresivnou poruchou”
v protokole ¢&.: 67953964MDD3003  (spolu
dalej len ,Klinické skisanie”). Vzhladom na
skutonost, Ze pre realizaciu
skitania je potrebné, aby (i) Centrum
zabezpecilo vlastné zariadenia pre Klinické
sktSanie, aby (ii)) CRO niektoré zariadenia
Centru zapozical a aby (iii) CRO poskytol
Centru zariadenia, ktoré maji byt odovzdané na

Klinického .

1. The Parties intend to conduct a clinical trial on
legal background of separate Clinical trial
agreement, on the working place II Psychiatric

Cligi icion of principal investigator
MHA Study entitled: A
Randomized, Double-blind, Multicenter, Placebo-

controlled Study to Evaluate the Efficacy, Safety,
and Tolerability of Aticaprant 10 mg and 5 mg as
Adjunctive Therapy in Adult Participants with
Major  Depressive  Disorder (MDD) with
Moderate-to-Severe Anhedonia and Inadequate
Response to Current Antidepressant Therapy™
Protocol No 67953964MDD3002 and
67953964MDD3003 - “An Open-label, Long-
term, Safety and Efficacy Study of Aticaprant
as Adjunctive Therapy in Adult and Elderly
Participants with Major Depressive Disorder
(MDD)Y” (hereinafter referred to as the “Clinical
Trial®). In view of the fact that for the conduct of
the Clinical Trial, it is necessary that (1) the Center
provides its own equipment for the Clinical Trial,
(ii) the CRO lends certain equipment to the Center,
and (iii} the CRO provides the Center with
equipment to be handed over for use to subjects of
the Clinical Trial, the Parties have agreed to enter
into this Agreement.

pouzitie ucastnikom Klinického skd$ania,
dohodli sa na uzatvoreni tejto Zmluvy.
Clanok ITL Article ITI.
Predmet Zmluvy Subject of the Agreement

1. Predmetom tejto Zmluvy je:

(i) zavizok Centra zabezpelil’ v celom priebehu
| Klinického skaSania vlastné zariadenia podla
podmienok definovanych v ¢lanku IV. teito

Zmluvy,

I. The subject of this Agreement is:

(i) an obligation of the Center to provide its own
equipment throughout the course of the Clinical
Trial under the terms defined in Article 1V hereof,

(ii) an obligation of the CRO to lend equipment to
the Center under the terms defined in Article V
hereof,

(i) zdvizok CRO zapozitat zariadenia Centru
podla podmienck definovanych v &lanku V.
tejto Zmluvy,

(iii) an obligation of the CRO to provide the Center
with equipment to be handed over and subsequently
used by the subjects of the Clinical Trial pursuant to
Article VT hereof.

(iii) zavazok CRO poskytnéit’ Centru zariadenia,
ktoré maji byt odovzdané a nasledne pouZivané
uc¢astnikom Klinického skii§ania podla &lanku
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VI tejto Zmluvy.

Clénok IV.
Zariadenia Centra

Article IV.
Equipment of the Center

1. Centrum sa zavizuje pre ulely Klinického
skiiSania zabezpe&it naslednjice zariadenia:

1. The Center undertakes to provide the following

equipment for the purposes of the Clinical Trial:

Sequence | Equipment name / Oznadenie Equipment Equipment requirements
No./P. &.: | zariadenia: location / (e.g. required
Umiestnenie documentation) / Poziadavky
zariadenia: na zariadenie (napr.
pozadovania dokumentacia):
1 . . . I1. psychiatrick4
Vyskomer - §tandardny Winika
2 I
Véha - §tandardna H'. DS ychiatricka
klinika
3 e
Tlakomer II.‘ p§ych1atricka
klinika
4 . II. psychiatricka
Teplomer - telovy Klinika
5 - o II. psychiatricka
Mrazniéka ( - 20 °C) Klinika
6 Kalibrované teplomery s II. psychiatricka
min/max klinika
7 Medzinarodna tel. linka s 24 II. psychiatricka
hod. pristupom klinika
8 , II. psychiatricka
Fax s 24 hod. pristupom ilinika
9 Pocitad s vysoko-rychlostnym II. psychiatrickd
internetom klinika
10 UzamykatePna skrinka na II. psychiatricka
dokumenty klinika

d’alej len ,,Zariadenia Centra“,

hereinafter referred to as the "Equipment of the

Center"*,

2. Zmluvné strany sa dohodli, .ie

a) Zariadenia Centra budu k dispozicii podas
vietkych dikonov, ktoré buda realizované &lenmi

skodajiceho  timu v shvislosti s Klinickym
skiSanim,
b) fotokodpia poZadovanej dokumentéacie

k Zariadeniam Centra bude uloZena v hlavrom
siibore skiSania, ktory bude vytvoreny na
zaciatku  Klinického skdfania u Hlavného

2. The Parties agree that:

a) the Equipment of the Center shall be available
for all activities carried out by the members of the
trial team in connection with the Clinical Trial,

b) a photocopy of the required documentation for
the Equipment of the Center shall be stored in the
trial master file, which shall be created at the
beginning of the Clinical Trial at the site of the
Principal Investigator (at the Center),

L)



[y

skasajiceho (v Centre),

¢} Centrum zabezpeli, ze vSetky Zariadenia
Centra (i) budd spifiaf’ vietky poZiadavky, ktoré
su definované v prvom odseku tohto <lanku,
vritane poziadavky na miesto ich umiestnenia.

¢) the Center shall ensure that all the Equipment of
the Center (i) meets all the requirements defined in
the first section of this article, including the
requirements for its location.

Clénok V.
ZapoZi¢ané zariadenia CRO

Article V.
Lent equipment of the CRO

‘ Q
Q12 Equipment name / Oznadenie Equipment Documentation for the
zariadenia: location / equipment derogating from
Umiestnenie Section 7(f) of this article of
zarjadenia: the Agreement /
Dokumentacia k zariadeniu,
ktoru je potrebné predlozit’
spdsobom podl’a ods. 7 pism.
f) tohto ¢lanku Zmluvy
1 II. psychiatrickd | Preberajuci a odovzdavajici
Alkohol tester klinika protokol, Intalaény protokol,
Protokol o zaskoleni obsluhy
2 II. psychiatrickd | Preberajiici a odovzdavajici
EKG - 12 zvodovy klinika protokol, Intalaény protokol,
Protokol o za¥koleni obsluhy
3 II. psychiatricka | Preberajtci a odovzdavajici
Centrifiiga klinika protokol, Intalaény protokol,
Protokol o zaskoleni obsluhy

d'alej len ,,Zariadenia CRO*.

hereinafter referred to as the "Equipment of the
CRO".

1. CRO sa zaviizuje zapoZi¢at' Zariadenia CRO
Centru bezodplatne, pricom Centrum ich bez
vyhrad prijima.

2. The CRO undertakes to lend the Equipment of
the CRO to the Center free of charge, while the
Center accepts it without reservation,

2. Zmluvné strany sa dohodli, Ze hodnota
Zariadeni CRO (stanovena v mene EUR) bude
uvedend v preberacom/odovzdavacom protokole
a v zmluve o klinickom skSani.

3. The Parties agree that the value of the Equipment
of the CRO (determined in the currency EUR) will
be stated in Clinical trial agreement.

3. Zmluvné strany sa dohodli, Ze zapoZi¢anie
Zariadeni CRO Centru sa spravuje ust. § 659
anasl. OZ,

4. The Parties agree that the loan of the Equipment
of the CRO to the Center shall be governed by the
provisions of Section 659 et seq. of the Civil Code.

4. Proces prevzatia a odovzdania Zariadeni
CRO Centrom:

.4.1. CRO je opravneny protokoldrne odovzdat

>

Zariadenia CRQ Centru aZ po nadobudnuti
uéinnosti tejto Zmluvy.

4.2. CRO sa zavidzuje dodat’ vietky Zariademia
CRO do Centra najneskdr v priebehn iniciacnej
navitevy v ramei Klinického skagania.

4.3. Za miesto plnenia aza miesto vratenia
Zariadeni CRO sa povazuje Pracovisko Centra
(pripadne iné pracovisko Centra, ak je tato
skuto¢nost’ uvedena vprvom odseku tohto
¢lanku).

Zariadeni CRO  do

4.4, Dovoz aodvoz

5. The process of accepting and handing over the
Equipment of the CRO by the Center:

5.1.The CRO shall be entitled to hand over the il
Equipment of the CRO to the Center in a protocol
manner only after this Agreement enters into force.

5.2.The CRQ undertakes to deliver all the
Equipment of the CRO to the Center by the
initiation visit of the Clinical Trial at the latest.

5.3.The Site of the Center (or another site of the
Center, if it is mentioned in the first section of this
article) shall be considered to be the place of
performance and the place of return of the
Equipment of the CRO.

5.4.The CRO shall provide the transport of the
Equipment of the CRO to and from the place of




a z miesta plnenia je povinny zabezpecitt CRO
na naklady zadavatela.

4.5. Zmluvné strany sa zavizujl najneskor
v priebehu iniciaénej navitevy Centra (v ramci
Klinického  skoSania) vyplnitt a podpisat’
preberaci/odovzdavaci protokol, vzor ktorého
tvori prilohu &. 1 tejto Zmluvy (dalej len
LProtokol™).

4.6. Opravnenymi zamestnancami zmluvaych
stran na odovzdanie a prevzatie Zariadeni CRO,
vritane dokumentacie definovanej v prvom
odseku tohto &lanku avods. 8 pism. f) tohto
¢lanku je za CRO povereny monitor Klinického
skiifania aza Centrum osoby uvedené vo
vzorovom protokole, ktory tvori prilohu & 1
tejto Zmluvy.

4.77. Zmluvné strany sa dohodli, ze pozadovana
dokumenticia k Zariadeniam CRO (vritane
Protokolu) bude uloZend v hlavnom siObore
skiifania, ktory bude vytvoreny na zaiatku
Klinického sku$ania u Hlavného skiiajiceho (v
Centre).

4.8. Protokol obsahuje blZsiu identifikdciu
Zariadeni CRO, vratane mnoZstva jednotlivych
zariadeni. V pripade, ak v priebehu Klinického

skaSania ddjde k nahradeniu  konkrétneho
zariadenia  inym  zariadenim (s inymi

identifikaénymi 10dajmi), alebo kzmene ich
poCtu, tito skutodnost bude zaznamenani v
Protokole (uvedena skutoénost si nebude
vyZadovat’ uzatvorenie dodatku k tejto Zmluve).

4.9. Zmluvné strany sa dohodli, Ze po skondeni
Klinického skdSania si dohodnd termin
odovzdania Zariadeni vypoZidiavatela, pri¢om
pofas vratenia zariadeni si zmluvné strany
povinné vyplnif a podpisat Protokol.

performance at Sponsors expense.

5.5.The Parties undertake to complete and sign the
acceptance/handover protocol at the latest during
the initiation visit to the Center (within the Clinical
Trial). A sample of the protocol constitutes Annex 1
to this Agreement (hereinafter referred to as the
"Protocol™).

5.6.Authorized personnel of the Parties for the
handover and acceptance of the Equipment of the
CRO, including the documentation defined in the
first section of this article and in Section 8(f) of this
article, include the authorized clinical trial monitor
on behalf of the CRO and the persons referred to in
the sample protocol, that constitutes Annex 1 to this
Agreement, on behalf of the Center.

5.7.The Parties agree that the required
documentation for the Equipment of the CRO
(including the Protocol) shall be stored (i) in the
trial master file which shall be created at the
beginning of the Clinical Trial at the site of the
Principal Investigator (at the Center)

5.8.The Protocol contains a more detailed
identification of the Equipment of the CRO,
including the number of individual types of
equipment. Should a particular piece of equipment
be replaced by another piece of equipment (with
different identification data) or should the number
of pieces of equipment change during the Clinical
Trial, this fact shall be recorded in the Protocol (this
fact will not require the conclusion of an
amendment to this Agreement).

5.9.The Parties agree to make an appointment for
the return of the Equipment of the CRO upon
completion of the Clinical Trial, and the Parties are
obliged to complete and sign the Protocol during the
return of the equipment,

5. CRO prehlasuje, ze Zariadenia CRO su
v gase ich protokolarneho odovzdania Centru
v stave spdsobilom na riadne uZivanie na uréeny
Ucel a nema faktické — technické a pravne vady,
ktoré by obmedzovali Centrum v ich riadnom
uzivani.

6.The CRO declares that the Equipment of the CRO
is, at the time of its handover by handover protocol
to the Center, in the state fit for the proper use for
the intended purpose and is free of any factual,
technical, and legal defects that would restrict its
proper use by the Center.

7.CRO je povinné:
a) Zariadenia CRO  udrziavat v stave
sposobilom na riadne uZivanie abude

vykonévat akikolvek adrzbu pozadovani podfFa
navodu vyrobcu zariadenia na vlastné naklady
po celd dobu platnosti tejto Zmluvy,

b) opravneny pocas doby platnosti tejto
Zmluvy vykonavat kontrolu spdsobu a uéelu
uZivania Zariadeni CRO a jeho stavu,

6. The CRO shall:

a) assume the maintenance of the Equipment of
the CRO in the state fit for the proper use and shall
carry out any maintenance work required as per the
Equipment’s manufacturer’s manual at its own
expense for the entire term of this Agreement,

b) be entitled to audit the manner and purpose of
using the Equipment of the CRO and its state during
the term of this Agreement,




c) zabezpecit' zaSkolenie zamestnancov Centra
(obsluhujici personal) pre riadne pouzivanie
Zariadeni CRO a to najneskér pri ich odovzdani
do wuZivania; o zaSkoleni obsluhujoceho
persenalu  vyhotovi Zdravotnicke zariadenie
-alebo skdSajiici zapis - ,,Protokol o zaskeleni
obstuhy“, ktory v jednom vyhotoveni predloZi
Centru a bude zaloZeny podla bodu 6.7 ¢lanku
V. tejto Zmluvy,

d) naklady vykonat alebo  zabezpelit’
vykonanie  opravy  vady/poruchy/servisnej
opravy, ak mu Centrum ozndmile (e-mailom
alebo telefonicky), 7e Zariadenie CRO nie je
(prestalo byt) spOsobilé na riadne uZivanie.
Vykonanie  opravy  vady/poruchy/servisnej
opravy, zahfila aj poskytnutie/zabezpecenie
nahradnych dielov, ak sl potrebné, na naklady
CRO,

e) vpripade, ze Zariadenie CRO vyZaduje
vykonanie/opakované vykonanie bezpecnostno-
technickej kontroly, metrologické overovanie
(kalibracia, validécia, justdZ a pod.), na vlastné
naklady vykonat' alebo zabezpelit' vykonanie

bezpe€nostno-technickej  kontroly,  a/alebo
metrelogické overovanies

f) najneskdr potas protokolarneho
odovzdavania  Zariadeni CRO  predlozit

Pracovisku Centra, spdsobom podFa bodu 6.7
tohto €lanku, stivisiacu dokumentaciu spojend
sich uZivanim, a to nami: Protokol,
InStalaény protokol, Protokel o zaskoleni

.obsluhy, a pod., ak je k dispozicii od zadavatel'a
pokial’ nie je vprvom odseku tohto &lanku

stanovené vo vzfahu ku konkrétnemu
Zariadeniu CRQO inak,
g) prostrednictvom e-mailu dohodnat’

s Centrom (s Pracoviskom Centra a zarovei
s Odborom biomedicinskeho vyskumu
a klinického skusania — ovv{@unlp.sk) konkrétny
termin protokolarneho odovzdania Zariadeni
CRO,

h} nahradit’ alebo doplnit® Zariadenia CRO, ak
sa z akéhokol'vek dévodu niektoré z nich stane
nefunkénym a oprava nie je mozna alebo je pre
CRO neprimerane nakladna.

c) provide the training of the personnel of the
Center (operating staff) for the proper use of the
Equipment of the CRO at the latest upon its
handover for use; the Institution or Principal
investigator shall execute a record on the training of
the operating staff — "Operator Training Report"
— which shall be submitted to the Center in a single
copy and shall be filed pursuant to Section 6.7 of
Article V hereof,

d) carry out or providle a repair of a
defect/malfunction/service repair at its own-expense
if the Center has notified the CRO (by email or
telephone) that the Equipment of the CRO is not
(has ceased to be) fit for the proper use; the repair
of the defect/malfunction/service repair also
includes the supply/provision of spare parts, if
necessary, at the expense of the CRO,

e) carry out or provide the performance of a
safety and technical inspection and/or metrological
verification should the Equipment of the CRO
require the performance/repeated performance of
the safety and technical inspection and/or
metrological verification (calibration, validation,
adjustment, and the like),

f) submit the related documentation associated
with the use of the Equipment of the CRO to the
Site of the Center pursuant to Section 6.7 of this
article at the latest during the handover of the
Equipment of the CRO in a protocol manner, in
particular:  Protocol, Installation, Operator
training protocol, only if is provided from sponsor,
and the like, unless otherwise specified in the first
section of this article in relation to the specific
Equipment of the CRO,

g) agree with the Center (with the Site of the
Center and at the same time with the Department of
Biomedical Research and Clinical Trials -
ovvi@unlp.sk) by email a specific date for the
handover of the Equipment of the CRO in a
protocol manner,

h) replace or supplement the Equipment of the
CRO if, for any reason, any piece of the Equipment
of the CRO becomes inoperable and the repair is
not feasible or is unreasonably costly for the CRO,

7. Centrum je povinné:
a) uzivat Zariadenia CRQ riadne av silade

s iCelom a podmienkami tejto Zmluvy,

b) chranit’ Zariadenia CRO pred jeho
poskodenim, stratou alebo zni€enim; v pripade

8. The Center shall:

a} use the Equipment of the CRO properly and in
accordance with the purpose and the terms of this
Agreement,

b) protect the Equipment of the CRO from
damage, loss or destruction; in the event of damage,




poSkodenia, straty, alebo znifenia bez
zbytocného odkladu prostrednictvom e-mailu
oboznamit’ CRO o uvedenom,

¢) pisomne oznamit CRO nutnost vykonania
opravy vady/poruchy/servisne] opravy, ak
Zariadenia CRO nie st (prestali byt’) spbsobilé
na riadne uZivanie,

d) umozZnit’ CRO kontrelu Zariadeni CRO,
e) zabezpecit, aby Zariadenia CRO neboli
umiestnené na inom mieste ako je uvedené

v ¢lanku V. ods. 1 tejto Zmluvy,

-+ f) uZivat Zariadenia CRO osobne t.j. nesmie
ho prenechat’ do uzivania tretej osobe.

loss or destruction, the Center shall notify the CRO
of the above by email without undue delay,

c)

notify the CRO in writing of the need to carry

out the repair of the defect/malfunction/service
repair if the Equipment of the CRO is not (has
ceased to be) fit for the proper use;

d) allow the CRO to inspect the Equipment of the
CRO;
e) ensure that the Equipment of the CRO is not

located in a location other than the one referred to in
Article V Section 1 of this Agreement;

f)

use the Equipment of the CRO in person, i.e.

shall not relinquish it to a third party for use.

8. Zmluvné strany sa dohodli, Ze doba
vypoZi€ania  zaina  plyn(if  momentom
protokolarneho  prevzatia Zariadeni CRO

Centrom (vyzaduje sa podpis vietkych osdb
predpokladanych  vzorovym  Protokolom).
Zariadenia CRO musia byt po ukongeni
klinického skti$ania alebo skondenia klinického
ski§ania na Centre vratené. Doba vypoZiania sa
kondi momentom protokoldrneho odovzdania
Zariadeni CRO, CRO (vyzaduje sa podpis
vietkych o0s8b predpokladanych vzorovym
Protokolom). Pre vyladenie akychkolvek
pochybnosti zmluvné sirany prehlasyji, Ze za

9. The Parties agree that the period of the loan
begins to run at the moment of acceptance of the
Equipment of the CRO by the Center in a protocol
manner (the signature of all persons listed on the
sample Protocol is required). The Equipment of the
CRO must be returned to the CRO once the Clinical
Trial has been completed or terminated at the
Centre. The period of the loan ends at the moment
of handover of the Equipment of the CRO to the
CRO in a protocol manner (the signature of all
persons listed on the sample Protocol is required).
For the avoidance of doubt Parties declare that
Equipment of the CRO shall be handed over at

miesto vratenia Zariadeni CRO sa bude | Center.
povazovat Centrum.
Clanok VI. Article VL.
Zariadenia pre ucastnika Klinického Equipment for the subject of the Clinical Trial
skasania
1. CRO sa zaviizuje zaslat’ Centru nasledujiice | 1.  The CRO undertakes to send the following
zariadenia, ktoré maji byt odovzdané | equipment to the Center to be handed over to a

| ddastnikovi Klinického skaSania:

subject of the Clinical Trial:

Sequence Equipment Equipment location: in the Attached documentation:
No./Poradové | designation/O | Center/ Umiestnenie PriloZzens dokumenticia:
dislo: znadenie zariadenia v Centre:
zariadenia:
1 Mobilné II. psychiatrickd klinika Preberajuci a odovzdavajici
zariadenie protokol, Protokol o zaskoleni
: MOTO G9 obsluhy,
2 Mobilné II. psychiatricka klinika Preberajuci a odovzdavajici
zariadenie protokel, Protokol o zaskoleni
M12 obsluhy,
3 Samsung J3 IL. psychiatricka klinika Preberajiici a odovzdavajiici
SM-I337V protokol, Protokol o zaskoleni
obsluhy
4 Samsung S7 | I psychiatricka klinika Preberajici a odovzdavajici
protokol, Protokol o zaskoleni
obsluhy
5 Samsung S8 | II. psychiatricka klinika Preberajfici a odovzdavajici
protokol, Protokol o zaskoleni
obsluhy,




6 iPhone 7

II. psychiatrickd klinika

Preberajici a odovzdavajiici
protokol, Protokol o zaskoleni
obsluh

7 iPhone 8

II. psychiatrick4 klinika

Preberajici a odovzdavajuei
protokol, Protokol o zaskoleni
obsluhy

8 Microsoft
Surface Pro-7

II. psychiatrickd klinika

Preberajuci a odovzdavajici
protokol, Protokol o zaskoleni
obsluhy

dalej len ,Zariadenia pre ucastnika
Klinického skasania®. :

hereinafter referred to as the "Equipment for
the Clinical Trial Subject”.

2. Zmluvné strany sa dohodli, Ze Zariadenia
pre Glastnika Klinického skfiania budd
odovzdané Centru vylutne pre potreby ich
zapoZzitania (CRO) uastnikovi Klinického
skuSania, priGom ich samotné prevzatie/vratenie
Gfastnikom  Klinického  sktSania  bude
zaznamenané v jeho zdravotnej dokumentacii.

2. The Parties agree that the Equipment for the
Clinical Trial Subject shall be handed over to the
Center solely for the purpose of its loan (by the
CRO) to the subject of the Clinical Trial, and its
actual acceptance/return by the subject of the
Clinical Trial shall be recorded in their medical
records.

Clanok VIL.
Zodpovednost’, ndhrada §kody:

Article VII.
Liability, damages:

1. Zmluvne strany pofas platnosti tejto
Zmluvy st povinné napliiat’ obsah tejto Zmluvy
tak, aby predchadzali hroziacim $kodam.

2. Zmluvné strany sa dohodl, Ze v pripade
uplatnenia nahrady Skody niektorou zo
zmluvnych stran, ktorej Skoda vznikne sa budi
riadit’ ustanoveniami § 373 a nasl. OBZ.

3. Zmluvné strany sa dohodli, Ze Centrum a
| ani 0&astnik Klinického skiSania nenest Ziadnu
| zodpovednost za akékolvek poskodenie,
znidenie alebo za stratn Zariadeni CRO
a Zariadeni pre Gcastnika Klinického. V pripade
podkodenia, zniCenia alebo straty Zariadeni
CRO alebo Zariadeni pre udastnika Klinického
skiiSania sa CRO zavizuje nahradit’ ich novym
zariadenim.

1. The Parties shall perform this Agreement
during its term in such a way as fo prevent
imminent damage.

2. The Parties agree that in the event damages are
claimed by any of the Parties to whom the damage
incurred, the Parties shall conform to the provisions
of Section 373 et seq. of the OBZ.

3. The Parties agree that neither the Center nor
the subject of the Clinical Trial shall bear any
Hability for any damage, destruction, or loss of the
Equipment of the CRO and the Equipment for the
Clinical Trial Subject. In the event of damage,
destruction, or loss of the Equipment of the CRO or
the Equipment for the Clinical Trial Subject, the
CRO undertakes to replace it with new equipment.

Clanek VIIL
Zavereéné ustanovenia

Article VIII.
Final provisions

. Zmluvné strany sa dohodli, Ze ak po
uzatvoreni tejto  Zmluvy ddjde kzmene
niektorého zo zoznamu zariadeni, ktoré si
uvedené v tejto Zmluve (Elanok IV, ods., 1,
Elanok V.ods. 1 a ¢&lanok VI. ods. 1 tejto
Zmiuvy), vtakom pripade sa zmluvné strany
zavizuj(l uzatvorit dodatok ktejto Zmluve,
V pripade viak, ak déjde v priebehu Klinického
skisania k zmene poétu daného zariadenia alebo
k fyzickej zamene za iné zariadenie, tato
skutoZnost’ sa zaznamena v Protokole.

2. Tato Zmluva nadobiida platnost’ diiom jej
podpisu  opravnenymi  zdstupcami  oboch
zmluvnych stran a aéinnost’ nasledujiei defi po
dni jej zvergjnenia v Centralnom registri zmliv
Slovenskej republiky v zmysle ust. § 47a OZ.

1. The Parties agree that if there is a change in
any of the lists of equipment included in herein
(Article IV Section 1, Article V Section I, and
Article VI Section 1 of this Agreement) after the
conclusion of this Agreement, the Parties undertake
to conclude an amendment to this Agreement.
However, if there is a change in the number of
pieces of the given type of equipment or a physical
replacement by another piece of equipment during
the Clinical Trial, this fact shall be recorded in the
Protocol.

2. This Agreement shall enter into force on the
date of its signature by the authorized
representatives of both Parties and shall take effect
on the day following the day of its publication in the
Central Register of Contracts of the Slovak




3. Zmluvné strany sa zavizuji konat’ v stilade
s prisluSnymi pravnymi predpismi na tseku
ochrany osobnych 0dajov, najmé s Nariadenim
Eurépskeho parlamentu a Rady (EU) 2016/679 z
27. aprila 2016 o ochrane fyzickych osob pri
spracovani osobnych udajov a volnom pohybe
tychto 0dajov a o zruSeni smernice 95/46/ES
{vieobecné nariadenie o ochrane osobnych
tdajov) a so zdkonom ¢&. 18/2018 Z.z. o ochrane
osobnych udajov a o zmene a doplneni

| niektorych zakonov v platnom zneni.

4. Na tito Zmluvu sa vzfahuje pravny
poriadok Slovenskej republiky. Zmluvné strany
sa v pripade v8etkych konani vzniknutych na

zaklade tejto Zmluvy podriadia  sidnej
prdvomoci  prislu$nych  sadov  Slovenskej
republiky

5. Této Zmluva sa uzatvara na dobu urditd
ato do skonfenia Klinického skiSania.
Predpokiadané ukonéenie Klinického skifania
| je rok 2025. Tato Zmluva méZe byt ukondena aj
pisomnou dohodou Zmluvnych stran alebo
;| faktickym odovzdanim — vratenim Zariadeni
¢ CRO aZariadeni pre ucastnikov Klinického
ska8ania (Zmluvné strany s povinné faktické
odovzdanie zaznamenat’ v Protokole)

6. Tito Zmluvu mo2no menit a dopliiat’ len
| na zéklade dohody zmluvnych strin a to formou
pisomnych dodatkov k tejto Zmluve.

7. Tato Zmluva je vypracovana v S§tyroch
vyhotoveniach, pricom CRO obdrzi jedno
_vyhotovenie a Centrum tri vyhotovenia.

8. Nedelitelnou sic¢astou tejto Zmluvy je
priloha €. 1. - vzor Protokolu.

9. Neplatnost alebo nevykonatel'nost’
nicktorého ustanovenia tejto Zmluvy nebude
mat’ vplyv na platnost’ zostavajlicich ustanovenf.

Zmluvné strany nahradia neplatné alebo
nevykonatelné ustanovenie platnym alebo
vykonatelnym ustanovenim, ktoré ¢o

najvernejie vystihuje zamer a vél'u Zmluvnych
strdn v ¢ase uzatvorenia Zmluvy.

10. Zmluvné strany vyhlasuju, Ze si tito
Zmluvu precitali, jej obsahu porozumeli a na
znak toho, Ze obsah Zmluvy zodpoveda ich
skutotnej a slobodnej voli, ju podpisuji, bez
natlaku a nie v tiesni ani za nevyhodnych
podmienok.

Republic pursuant to Section 47a of the Civil Code.

3. The Parties undertake to comply with the
relevant legal regulations in the field of personal
data protection, in particular Regulation (EU)
2016/679 of the European Parliament and of the
Council of 27 April2016 on the protection of
natural persons with regard to the processing of
personal data and on the free movement of such
data, and repealing Directive 95/46/EC (General
Data Protection Regulation) and Act No. 18/20138
Coll. on the protection of personal data and on
amendments of certain acts, as amended.

4. The law of the Slovak Republic shall apply to
this Agreement. In case of any proceedings arising
under this Agreement, the Parties shall submit to the
jurisdiction of the competent courts of the Slovak
Republic.

5. This Agreement is concluded for a fixed term
until the end of the Clinical Trial. The Clinical Trial
is expected to end is 2025. This Agreement may
also be terminated by a written agreement of the
Parties or by the de facto handover — return of the
Equipment of the CRO and the Equipment for the
Clinical Trial Subjects (the Parties are obliged to
record the de facto handover in the Protocol).

6. This Agreement may be amended only based
on an agreement of the Parties in the form of written
amendments to this Agreement.

7. This Agreement is executed in four copies. The
CRO will receive one copy and the Center will
receive three copies.

8. Anmnex 1 — Sample Protocol is an integral part
of this Agreement.

9. The invalidity or unenforceability of any
provision of this Agreement shall not affect the
validity of the remaining provisions. The Parties
shall replace an invalid or unenforceable provision
with a valid or enforceable provision that most
closely reflects the intention and will of the Parties
at the time of the conclusion of the Agreement.

10. The Parties declare that they have read this
Agreement, understood its content that manifests
their true and free will, and sign it under no duress
or distress or disadvantageous terms.




Za Janssen CRO IQVIA RDS Slovakia, s.r.o.
' Forthe Janssen CRO IQVIA RDS Slovakia, s.r. 0.

Mlesto / Place .

LV BRANILAVE /In Bfi‘-}-f/‘f{ﬂ}[f;}..

" Datum / _-Date n

12 -12- 2013

Podpis / -Sig:iaturé

. Meno a priezvisko / First and last name:

Funkeia / Position:

. Nazov/ Business name -

- Za CROIQVIA RDS Slovakia, s.r.o. .

F01 the CRO IQVIA RDS Slovakia, s.r.o.

—_ Miesto/ Place

TV BRATILAVE  [In BEATEAE
-_nétammm 2 71 -12- 073
o -_Pbd_pis:/- Signﬁiﬁre_

- Meno.a priezvisko / First and last name:

" Funkeia / Position:

'Nazov/ Business name

.Za Centrum /

L . Forthe Center:,

_ Miesto / Place'. ' V Kogiciach / In Kosme

'. Ditum / Date $1-0- 10
Podpls / Swnature U/

MUDr. Lubosliv Betia, PhD., MPH

o Meno a prlezwsko /Fi 1rst and. last name
: Funkeia / Position: =

Riaditel’ / Director

N_azov/ Busiriess name

Univerzitna nemocnica L., Pasteura KoSice
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Pre¢ital a zobral na vedomie Hlavny skésajici/ '
‘Read and acknowledged by Principal investigator

MlestéfPlace L

1 V Kosiciach / In Kosice

: Dét_umf])ate g

L9087~

: Podpls l Slgnature

Meno a pnezv:sko / Flrst and last name:

- Funkeia / Position:

3


q782826
Highlight

q782826
Highlight


