Priloha €. 5
Podmienky poskytnutia vybavenia

Appendix No. 5
Conditions for Equipment Provision

Pojmy pouzité v tejto prilohe €. 5 zacinajuce
velkym zaciatoCnym pismenom maju rovnaky
vyznam aky im je prisudzovany v tele Zmluvy,
pokial nie je v tejto prilohe €. 5 uréené inak.

Term used in this appendix No. 5 which begin
with first capital letter have the same meaning
as attributed to them in the body of the
Agreement, unless stipulated otherwise in this
appendix No. 5.

1. Vybaveniena klinické skuSanie (dalej len
.Vybavenie“) oznaCuje vSetok material iny
ako Skusany liek, zariadenia a pomécky
potrebné na  vykonanie  Klinického
skuSania, ktoré bezplatne dodava alebo
zabezpecuje Novartis.

1. Equipment for the Clinical Trial (hereinafter
as the “Equipment”) means any material
other than Investigational medicinal
product, equipment and tools necessary for
the conduct of the Clinical Trial, which are
supplied or ensured by Novartis free of
charge.

2. Novartis moze poskytnut Centru Vybavenie
potrebné k vykonaniu Klinického skus$ania
alebo suvisiaci s vykonavanim Klinického
skuSania na zaklade svojho rozhodnutia za
ucelom vC€asnej ariadnej realizacie
klinického skusania. Aj v takomto pripade
vlastnikom poskytnutého Vybavenia vzdy
ostava Novartis resp. Zadavatel alebo ich
pridruzené osoby, podla toho, v koho
vlastnictve sa Vybavenie nachadza.
Vybavenie mdze byt pouzivané vyluéne
Centrom, Hlavnym skuS$ajucim a/alebo
schvalenymi Clenmi $tadijného timu. .

2. Novartis may provide the Center with the
Equipment necessary for the conduct of
the Clinical Trial or associated with the
conduct of the Clinical Trial at its own
discretion in order to ensure timely and
proper conduct of the Clinical Trial. Even
then Novartis, event. the Sponsor or their
affiliated persons, whoever disposes of the
Equipment, shall at all times remain the
owner of the Equipment so provided.
Equipment shall be used exclusively by the
Center, the Principal Investigator and/or
the designated Clinical Trial Team
Members.

3. Vpripade poskytnutia Vybavenia podla
bodu 2., Centrum je opravnené Vybavenie
uzivat riadne v sulade s u¢elom, na ktory
obvykle sluzi, pre potreby organizatného
utvaru (centra) vykonavajuceho klinické
skuSanie podla Zmluvy, zabezpecit' riadnu
starostlivost’ podla navodu na pouzivanie a
predpisov vyrobcov, chranit pred
akymkolvek poskodenim, stratou,
odcudzenim alebo zni€enim. Centrum
zodpoveda za poSkodenie Vybavenia
spbsobené porudenim pravnych povinnosti
Centra, najmd vzniknuté neodbornym
a neSetrnym zaobchadzanim
s vypozi¢anym Vybavenimalebo v rozpore
s navodom na pouzivanie alebo predpismi
vyrobcov, ako aj za stratu, zniCenie i
odcudzenie  zapozi€aného  Vybavenia.
Centrum nezodpoveda za vady
a poSkodenia  vzniknuté  prirodzenym
starnutim  a opotrebovanim  Vybavenia
alebo  vlastnou vnutornou chybou
Vybavenia. Zmluvné strany sa dohodli, Ze
Novartis (i) nie je povinny poistit Vybavenie
proti akejkofvek 3Skode spdsobenej na
Vybaveni a/alebo Vybavenim a (i) nie je
povinny uskutoCfiovat udrzbu Vybavenia
pocas Klinického skuSania. Zmluvni
partneri su povinni bezodkladne informovat
Novartis o  akychkolvek  poruchach

3. In case the Equipment is provided pursuant
to para. 2. hereof, the Center is entitled to
use the Equipment in a proper manner and
in accordance with the purpose, for which it
usually serves, for the needs of the
organisational body (centre) conducting the
Clinical Trial under the Agreement, to
ensure proper care according to the
instructions for use and manufacturer's
specifications and to protect it from any
damage, loss, theft or destruction. The
Center shall be responsible for any
damage to the Equipment caused by
violation of the legal obligations of the
Center, mainly by improper and careless
handling of the borrowed Equipment or
contrary to the instructions for use or
specifications of the manufacturer, as well
as for the loss, destruction or theft of the
borrowed Equipment. The Center shall not
be responsible for defects and damages
due to natural aging and common wear
and tear of the Equipment or inherent
internal defect in the Equipment. Novartis
shall be not responsible to (i) insure the
Equipment against any damages caused to
or by the Equipment, and (ii) do the
maintenance of the Equipment during the
term of the Clinical Trial. During the term of
the Clinical Trial, the Contracting Partners




Vybavenia, ktoré vznikni pocCas doby
Klinického skuSania Novartis nenesie
zodpovednost za akékolvek Skody, ktoré
by mohli vzniknit Centru v suvislosti
s rozhodnutim Centra v pripade pouzitia
Vybavenia  vrozpore  so Zmluvou,
s navodom na pouzivanie alebo predpismi
vyrobcov. Pokial nie je zmluvnymi stranami
vyslovne dohodnuté inak, poskytnutie
Vybaveniau Novartisom podla Zmluvy je
bezodplatné. Novartis zodpoveda za
Skodu, ktora bude Centru spdsobena
vadou alebo chybnym  fungovanim
Vybavenia, v pripade, ak Centrum
postupovalo pri pouzivani Vybavenia
vsulade snavodom alebo poucenim
Novartisu. V pripade, ak je to pozadované
prisluSnymi  pravnymi  predpismi, je
poistenie Vybavenia povinny zabezpedit
Novartis. V pripade, ak je k pouzitiu
Vybaveniana uc€ely Klinického skuSania
nevyhnutne potrebné aj vyuzitie
prisluSenstva alebo iného spotrebného
Vybavenia, tento zabezpedi pre Centrum
Novartis bezodplatne.

shall be responsible for immediately
notifying Novartis of any malfunctioning
Equipment Novartis has no responsibility
for any damages that might be incurred to
the Center in connection with decision of
the Center with regard to the use of the
Equipment contrary to the Agreement,
instructions for use or manufacturer's
specifications. Unless otherwise expressly
agreed by the contractual parties, Novartis
shall provide the Equipment under the
Agreement free of charge. Novartis shall
be liable for any damage that will arise to
the Center as a consequence of the defect
or faulty functioning of the Equipment
provided that the Center used the
Equipment in accordance with the manual
for the use thereof or the instructions of
Novartis. In case it is required by
applicable laws, Novartis is obligated to
ensure the insurance of the Equipment. If,
for proper use of the Equipment for the
purposes of the Clinical Trial, the use of the
accessories or consumption Equipment is
necessary, Novartis shall ensure for the
Center such Equipment and accessories
free of charge.

Odovzdanie Vybavenia Centru podla bodu
2. potvrdi Novartis a Centrum vo forme
podpisaného Protokolu 0 odovzdani
a prevzati veci, ktory bude obsahovat
aspofl druh a mnozstvo Vybavenia, datum

a podpisy odovzdavajuceho
a preberajuceho; Novartis a Centrum sa
dohodli, Ze na podpis Protokolu

0 odovzdani a prevzati veci podla tejto vety
su opravneni vich mene aj ich veduci
zamestnanci, ktori budu povereni
vykonavanim uloh suvisiacich s Klinickym
skusanim, pricom za Centrum mobze
podpisovat aj Hlavny skusajuci aza
Novartis  ur€eny  monitor  Klinického
skusania. V pripade, ze Protokol
o odovzdani  aprevzati  veci bude
obsahovat sohfadom na podmienky
upravené v  Zmluve aj dodatocné
podmienky alebo prehlasenia tykajuce sa
poskytnutia konkrétneho Vybavenia,
Novartis aj Centrum suhlasia, ze takéto
podmienky sa budu povazovat za platne
dohodnuté aj vpripade, Ze Protokol
0 odovzdani a prevzati veci podpiSe v ich
mene niektord& z osbb opravnenych v
zmysle prvej vety  tohto bodu.
Dokumentacia odovzdavana spolu s
Vybavenimbude predstavovat navod na
pouzitie v slovenskom alebo ¢eskom
jazyku, pripadne iné predpisy vyrobcu na
jeho uzivanie, udrzbu a servis, ktorymi je
Centrum povinné sa riadit, a v pripade

Hand-over of the Equipment to the Center
in accordance with para. 2. hereof shall be
confirmed by Novartis and the Center in
the form of a signed Handover Certificate,
which shall include at least the type and
quantity of the Equipment, the date and
signatures of the transferor and the
recipient; Novartis and the Center hereby
agreed that, on their behalf, also their
managers in charge of performing the
duties related to the Clinical Trial are
entitled to sign the Handover Certificate,
whereby for the Center, also the Principal
Investigator is entitled to sign, and for
Novartis, also the appointed monitor of the
Clinical Trial is entitled to sign. In case the
Handover Certificate includes, with regard
to conditions stipulated in the Agreement,
also any additional conditions or
representations related to provision of a
certain Equipment, Novartis and the Center
agree, that such conditions shall be
considered as validly agreed even where
the Handover Certificate is signed on their
behalf by any of the authorised persons
according to the first sentence of this para.
The documentation submitted together with
the Equipment shall constitute instructions
for use in the Slovak or Czech language or
other manufacturer's specifications for its
use, maintenance and service, which the
Center is obliged to follow, and in case of
sanitary technology also Declaration of




zdravotechniky aj vyhlasenie o zhode
alebo certifikat s registracnym Cislom
SUKL. V pripade zdravotechniky, ktorej
uzivanie nie je bezné na zaklade navodu
na uzivanie, Novartis bezodplatne vykona
zaSkolenie pracovnikov Centra, 0 ¢om
bude spisany Protokol o zaskoleni, ktory
bude obsahovat aspofi  Specifikaciu
odovzdaného Vybaveniau a identifikaciu
zaSkolenych osbdb, datum a podpisy za
Novartis, Centrum a zaSkolenych o0séb.
Centrum je povinné zabezpecit potrebnu
suc¢innost  k odovzdaniu  a zaSkoleniu.
Centrum je povinné zabezpe it oznacenie
Vybavenia ako veci, ktora vlastnicky patri
Novartisu. Poskytnutie Vybavenia podla
Zmluvy zo strany Novartisu nie je
podnecovanim pre odporucanie,
predpisovanie, kupu, dodavanie, predaj
alebo podavanie liekov a poskytnutie
Vybavenia nie je podmienené predpisanim
¢i  uzivanim  akéhokolvek lieku ¢i
akymkolvek inym plnenim alebo konanim
zo strany Centra alebo Hlavného
skusSajuceho.

Conformity or certificate with registration
number of SIDC. For sanitary technology,
whose use is not common on the basis of
the instructions for use, Novartis shall carry
out a training course for the Center's
employees free of charge, what shall be
confirmed by a Protocol on the Training,
including at least the specification of the
Equipment handed-over and the
identification of trained persons, dates and
signatures for Novartis, Center and the
trained persons. The Center is obliged to
provide necessary cooperation in the hand-
over and training. The Center is obliged to
ensure the labelling of the Equipment as
Novartis” ownership. Provision of the
Equipment under this Agreement by
Novartis does not represent any instigation
to recommend, prescribe, purchase,
supply, sale or administrate the medicinal
products, and provision of the Equipment is
not conditioned by prescription or use of
any medicinal product or any other
consideration or conduct of the Center or
the Principal Investigator.

Centrum aHlavny sku$ajuci nepouziju
Medicinske produkty, Vybaveniel,
Dokumentaciu Studie (ako je definovana
nizSie) a Suvisiacu dokumentaciu na
Ziadny iny uCel okrem vykonavania
Klinického skudania v sulade s Protokolom
a bez predchadzajuceho pisomného
suhlasu  Novartisu neda Medicinske
produkty, Vybavenie. Dokumentaciu Studie
a Suvisiacu  dokumentaciu  k dispozicii
ziadnej tretej strane okrem tych, ktoré su
uvedené v Protokole alebo tejto Zmluve.

The Center and the Principal Investigator
shall not use any Medicinal Products,
Equipment, Trial Documentation (as
defined below) and Related Documentation
for any purpose other than the conduct of
the Clinical Trial in accordance with the
Protocol and shall not make the Medicinal
Products, Equipment, Trial Documentation
and Related Documentation available to
any third party except those stated in the
Protocol or this Agreement, without the
prior written consent of Novartis.

V pripade poskytnutia Vybavenia podla
bodu 2. je tento poskytnuty maximalne na
dobu trvania Klinického skusania. Ak bude
mat Novartis odévodnenu pochybnost, Ze
Vybavenie poskytnute podla bodu 2. &i
akakolvek jeho ¢€ast boli pouZité na iné
ucely, nez tie, ktoré su uvedené v Zmluve,
je opravneny poziadat Centrum o spravu a
dokazy o pouziti Vybavenia. V pripade, ze
Centrum nepreukaze Novartisu
pozadované skuto€nosti do 10 dni po
obdrzani takejto vyzvy, ma sa za to, ze
Vybavenie bolo pouzité v rozpore so
Zmluvou. Centrum je povinné Vybavenie
poskytnuté podfa bodu 2. vratit, ak ho
nepouZiva riadne alebo ho uZiva v rozpore
so Zmluvou alebo v rozpore s ucelom
a podmienkami dohodnutymi v Zmluve,
alebo ak oto Novartis poziada, alebo
v pripade ukoncenia Klinického skuSania,
to vSetko vlehote 20 dni. Centrum sa
zavazuje Vybavenie vratit Novartisu
v rovhakom stave, kvalite avrovnakom

In case the Equipment is provided
according to para. 2. hereof, it shall be
provided for the period of the Clinical Trial
at the most. If Novartis reasonably
suspects that the Equipment provided in
accordance with para. 2. hereof or any part
of it was used for purposes other than
those stated in this Agreement, it is entitled
to ask the Center to submit a report and
evidence regarding the wuse of the
Equipment. If the Center fails to do so
within 10 days after receipt of such
request, it shall be deemed that the
Equipment was used contrary to the
Agreement. The Center is obliged to return
the Equipment provided pursuant to para.
2., if not used properly or used contrary to
the Agreement or purpose and conditions
herein agreed, or if so requested by
Novartis, or in the case of completion of the
Clinical Trial. within 20 days. The Center
undertakes to return the Equipment to
Novartis in the same condition, quality and




zlozeni ako ho prevzal, s prihliadnutim na
obvyklé opotrebenie. Ak sa tak nestane,
Novartis je opravneny vyuctovat Centru
a Centrum je povinné nahradit Novartisu
cenu anaklady na poskytnuty Vybavenia
podla bodu 2. nevrateného v uvedenegj
lehote s prihliadnutim na jeho obvyklé
opotrebenie v pripadoch, kedy bol
Vybavenie pouzité na Klinické skusSanie.
Tym nebude dotknuta akakolvek ina
pravna zodpovednost Centra za
neopravnené nakladanie s Vybavenim
a spbésobenu skodu.

composition as when taken over, taking
into account regular wear and tear. If this is
not the case, Novartis shall be entitled to
charge the Center and the Center shall be
obliged to pay to Novartis the price and
costs of the Equipment provided pursuant
to para. 2. hereof which was not returned
within the given period, taking into account
regular wear and tear related to the use of
the Equipment for the Clinical Trial. This is
without prejudice to any other legal
responsibility of the Center for any
unauthorised handling of the Equipment
and for any caused damage.




