SUPPLY AGREEMENT
(the “Agreement™)

dated V- A4 - 2022

by and between

Novartis Slovakia s.r.o.
with its registered seat at: Zizkova 22B, 811 02 Bratislava
Identification No.: 36 723 304
Registered with the Commercial Registry of District Court
Bratislava I, Section: Sro, File No.: 44016/B

(“Novartis™)

and

Nirodny onkologicky dstav
with its registered seat at: Klenova 1, 833 10 Bratislava -
mestska ¢ast’ Nové Mesto
Identification No.: 00 165 336

(“Institution”)

LIST OF ANNEXES

ANNEX 1 Price

ANNEX 2 Kymriah Cancellation,
Unusable Product Replacement
and Credit Policy

ANNEX 3 Form of Patient Consent

ANNEX 4 Kymriah Order Process
Overview

ANNEX 5 Quality Agreement

ANNEX 6 Authorization to use name and
logo

WHEREAS:

ZMLUVA O DODAVKE
(,,Zmluva*)

zo difa A5 .44+, 2022

medzi

Novartis Slovakia s.r.o.
so sidlom: Zizkova 22B, 811 02 Bratislava
ICO: 36 723 304
zapisana v Obchodnom registri Okresného sidu Bratislava 1,
Oddiel: Sro, Vlozka ¢&.: 44016/B

(,,Novartis*)

a
Ndrodny onkologicky ustav
so sidlom: Klenova 1, 833 10 Bratislava - mestska ¢ast’
Nové Mesto
ICO: 00 165 336

(,,InStitacia*)
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nédhrady nepouZzite'ného
produktu a dobropisovania lieku
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PRILOHA 4 Prehl'ad postupu objednévania
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(A) Novartis is

(B)

(C) Novartis

the owner of the Marketing
Authorization in the European Union of an
autologous cell-based, advanced therapeutic product
known as Kymriah® (tisagenlecleucel) (the
“Product”) and the Institution wishes to purchase the
Product and administer it to eligible patients in the
Territory following the terms and conditions as laid
down in this Agreement.

The Institution and/or Third-Party healthcare
institutions and Novartis Pharma AG (an Affiliate of
Novartis) are parties to a technical apheresis
agreement which deals with the terms and conditions
for Institution’s and/or Third Party healthcare
institutions’ collection and isolation of leukapheresis
material from individual patients who have been
referred by healthcare institution(s) approved by
Novartis for supply to Novartis for further
processing of Product (“Technical Agreement”).

holds a  wholesale distribution
authorization for medicinal products for human use,
and is authorized to supply the Product to the
Institution, and the Institution is a healthcare
provider authorized to purchase the Product from
Novartis and to handle it.

IT IS AGREED AS FOLLOWS:

1.

1.1

DEFINITIONS AND INTERPRETATIONS

Defined Terms

The following terms shall, unless the context
otherwise requires, have the respective meanings set
out below and grammatical variations of such terms
shall have corresponding meanings:

“Affiliate” means any corporation or other business
entity, which, directly or indirectly, is controlled by,
controls, or is under common control with Novartis.
For such purposes, “Control” shall mean the direct
or indirect ownership of at least fifty percent (50%)
of the voting interest in such corporation or other
entity or the power in fact to control the management
directions of such entity.

“Applicable Standards” means all applicable cGxP
as well as all laws, regulations, guidelines, standards,
permits and authorizations, including without
limitation those listed in the Quality Agreement and
those governing health, safety and environmental

(A) Spolotnost’ Novartis je v Europskej tnii drzitelom

(B)

registracie lieku na inovativnu lie¢bu zaloZeného na
autolognych bunkdch pod ndzvom Kymriah®
(tisagenlekleucel) (,,Produkt) a Indtiticia ma v
umysle zakipit' Produkt a podavat’ ho sposobilym
pacientom na Uzemi podl'a podmienok stanovenych
v tejto Zmluve,

Indtiticia a/alebo zdravotnicke zariadenia tretej
strany a spolotnost Novartis Pharma AG
(PridruZena spolo¢nost’ Novartis) sit zmluvné strany
Technickej zmluvy o aferéze, ktord upravuje
podmienky pre Indtiticiu a/alebo tretiu stranu
ohl'adom odberu a izoldcie materidlu z leukaferézy
od  jednotlivych  pacientov  odpori¢anych
zdravotnickym(i) zariadenim(iami) schvalenym(i)
spolotnostou Novartis na ucely jeho dodania
spolo¢nosti Novartis na d’al3ie spracovanie Produktu
(,,Technicka zmluva®).

(C) Novartis je drzitel'om povolenia na velkodistribiiciu

humannych liekov opravnenym dodat’ Indtiticii
Produkt a Indtiticia je poskytovatel'om zdravotnej
starostlivosti opravnena odobrat’ od spolo&nosti
Novartis Produkt a zaobchadzat s nim.

JE DOHODNUTE NASLEDOVNE:

DEFINICIE A VYKLAD

Definované pojmy

Ak z kontextu nevyplyva inak, nasledujice pojmy
maju prisluiny vyznam uvedeny niZ3ie a gramatické
tvary tychto pojmov maji zodpovedajiici vyznam:

»~PridruZena spolognost™ je akdkol'vek obchodna
spolocnost’ alebo iny pravnicka osoba, ktora priamo
alebo nepriamo kontroluje alebo je kontrolovana,
alebo je pod spolotnou kontrolou spolo¢nosti
Novartis. ,,Kontrola“ na tento G¢el znamena priame
alebo nepriame vlastnictvo najmenej pitdesiat
percentného (50%) podielu s hlasovacimi pravami
v takejto obchodnej spolo¢nosti alebo pravnickej
osobe alebo skuto¢nit privomoc kontrolovat
vedenie daného subjektu.

,,Platné normy* su vietky platné cGxP ako aj vietky
pravne predpisy, nariadenia, pokyny, normy,
povolenia a poverenia, vratane, nie vak vylu¢ne,
tych, ktoré si uvedené v Dohode o kvalite a tych,
ktorymi sa riadi ochrana zdravia, bezpec¢nosti



protection, applicable in the country where the
Facility is located and in each country of the
Territory.

“Batch” means a defined quantity of Product,
processed in one process or series of processes, so
that it could be expected to be homogeneous.

“cGxP” means the current good manufacturing,
distribution and storage practices specified by the
US Code of Federal Regulations, the EU, PIC
(Pharmaceutical Inspection Convention), ICH
(International Council for Harmonisation of
Technical Requirements for Registration of
Pharmaceuticals for Human Use) and WHO
guidelines and the corresponding national laws and
regulations applicable in the country where the
Facility is located and in each country of the
Territory. In case of conflict, Novartis shall be
required to comply with the stricter standard.

“Delivery” shall mean the delivery of the Product
(including  the  corresponding  appropriate
documentation required by Applicable Laws and the
Quality Agreement) by or on behalf of Novartis to
the Delivery Location DDP (“Delivery Duty Paid”)
(as such terms defined in Incoterms 2010).

“Delivery Location” shall mean the final delivery
address for the Product as specified in the respective
Order.

“Facility(-ies)” means Novartis’s Manufacturing
facility(-ies), located at: Les Ulis, FR; Stein, CH and
such other facilities as may be appointed by
Novartis.

“Intellectual Property” means patents (whether
patentable or not), trade secrets, know-how,
confidential or proprietary information, technical
data, trademarks, service marks, design rights,
copyright or any other intellectual property right
which may subsist anywhere in the world, whether
capable of grant, registration or not.

“Manufacture” or “Manufacturing” means, as
applicable, any and all operations, including without
limitation receipt of materials, processing, testing,
sterilization, quality control, releasing, storing,
sample retention, serialization and packaging for
shipment, carried out by or on behalf of Novartis in
the preparation and supply of the Products under this
Agreement and the Quality Agreement.

“Marketing Authorization” means, in respect of a
Product, such marketing authorization, approval,
license, registration or other authorizations issued by

a zivotného prostredia, platné v 3tate, kde sa
nachadza Zariadenie a v kazdom 3tate Uzemia.

,Sarza* je uréené mnoZstvo Produktu spracovaného
potas jedného procesu alebo viacerych procesov tak,
aby sa mohlo povaZovat' za homogénne.

»eGxP*“ znamend existujucu spravnu vyrobnu,
velkodistribu¢ni a skladovaciu prax uréeni v
Zakonniku  federdlnych  pravnych predpisov
Spojenych ~ 3tatov, usmemeniach EU, PIC
(Pharmaceutical Inspection Convention), ICH
(International Council for Harmonisation of
Technical Requirements for Registration of
Pharmaceuticals for Human Use) a WHO
a prisludnych vnutro3tatnych zdkonoch a predpisoch
platnych v §tite, kde sa nachddza Zariadenie
avkazdom 3tite Uzemia. V pripade rozporu je
spolo¢nost’ Novartis povinna dodrziavat’ prisnejsiu
normu,

»Dodanie* je dodanie Produktu (vritane
zodpovedajicej prisluinej dokumentéacie, ktoru
vyZzaduju platné pravne predpisy a Dohoda o kvalite)
spolo¢nost'ou Novartis alebo v jej mene na miesto
dodania s DDP (,,Delivery Duty Paid*) (v sulade
s ustanoveniami podmienok Incoterms 2010).

»Miesto dodania® je kone¢nda dodacia adresa
Produktu ur¢ena v prisludnej Objednévke.

,Zariadenie(ia)* je (si) vyrobné zariadenie(ia)
spolo¢nosti Novartis, ktoré sa nachadza(ju) v: Les
Ulis, FR; Stein, CH a iné zariadenia, ktoré mdézZe
urdit’ spolo¢nost’ Novartis.

,,Dusevné vlastnictvo su patenty (bez ohl'adu na to,
&i si spdsobilé byt predmetom patentovej ochrany
alebo nie), obchodné tajomstva, know-how, déverné
alebo chranené informécie, technické udaje,
ochranné znamky pre tovar a sluzby, prava k dizajnu,
autorské pravo alebo akékolvek iné prdvo
dulevného vlastnictva, ktoré moZze existovat
kdekol'vek vo svete, bez ohl'adu na to, ¢i mozZe byt
udelené, registrované alebo nie.

,Vyroba“ resp. ,vyrabat/vyrobny“ znamena
akékol'vek a v3etky aplikovatel'né operacie, vritane,
nie viak vylu&ne, prevzatia materidlu, spracovania,
testovania, sterilizacie, kontroly kvality, uvolnenia,
skladovania, uchovadvania vzoriek, serializacie
a balenia na odoslanie, vykonavané spolognost'ou
Novartis alebo v jej mene pri priprave a dodavke
Produktov podl'a tejto Zmluvy a Dohody o kvalite.

.Povolenie na uvedenie na trh*“ v suvislosti
s Produktom znamena registraciu lieku, schvilenie,
licenciu, registraciu alebo iné povolenia vydané



a Regulatory Authority in connection with the
placing of that Product on the market in the
Territory.

“Novartis Material” means all information,
documents and materials that will be or have been
generated or provided by Novartis and/or its
Affiliates under this Agreement to Institution,
including  without  limitation,  Confidential
Information, manufacturing and quality control
instructions or requirements under any quality
control agreements between the parties (including
the Quality Agreement), and Specifications
necessary to manufacture, label, package, store,
handle, stability test, quality control test and release
the Product, all in accordance with this Agreement.

“Pick Up Location” shall mean the final address for
the pick-up of the Apheresis material as specified in
the respective Order.

“Price” means the price per unit of Product, as
further defined in Clause 4.1 and ANNEX 1.

“Quality Agreement” means that applicable version
of the quality agreement between the Parties in
relation to the Product and its Manufacturing,
including, without limitation by way of a master
agreement between Novartis and/or its Affiliate(s)
and an Institution Affiliate and the initial version of
which is attached hereto as ANNEX 5.

“Regulatory Authority” means any international,
national or other governmental, regulatory or
administrative authority or other body competent to
grant, maintain and extend approvals, registrations
or other consents for the Manufacturing,
importation, marketing, distribution or sale of
pharmaceutical  products, including  without
limitation the Product.

“Specifications” means the specifications for the
Product as further defined and referenced in the
Quality Agreement.

“Territory” means the Slovak Republic.
Currency. Unless otherwise indicated, all monetary

amounts are expressed in this Agreement in Euros
(‘(EUR“).

reguladnym organom v sivislosti s uvedenim

uvedeného Produktu na trh na Uzemi.

»Material spolofnosti Novartis® znamena vietky
informacie, dokumenty a materialy, ktoré buda
alebo boli vytvorené alebo poskytnuté spolo¢nost'ou
Novartis a/alebo jej PridruZzenymi spolo¢nostami
podla tejto Zmluvy pre Inititaciu, vritane, nie viak
vylu¢ne, Dévernych informécii, pokynov na vyrobu
akontrolu kvality alebo poZiadaviek podla
akychkol'vek dohdd o kontrole kvality medzi
stranami (vratane Dohody o kvalite), a Specifikécii
potrebnych na vyrobu, oznafenie, balenie,
skladovanie, manipuldciu, testovanie stability,
kontrolny test kvality a uvol'nenie Produktu, vietko
v sulade s touto Zmluvou.

»Miesto prevzatia“ koneinad adresa prevzatia
materidlu zaferézy, ako je urfené v prisluinej
Objednavke.

»Cena“ je jednotkova cena Produktu dalej
definovana v odseku 4.1 a v PRILOHE 1.

,Dohoda o kvalite* znamena platni verziu dohody
o kvalite medzi Stranami v sivislosti s Produktom
a jeho vyrobou, vratane, nie viak vylu¢ne, rdimcovej
zmluvy medzi spolo¢nostou Novartis a/alebo jej
PridruZenou(ymi) spolo¢nost'ou(ami) a PridruZzenou
spolotnostou Indtitacie a pévodnej verzie, ktora je
pripojena k tejto Zmluve ako PRILOHA 5.

,Regulaény orgin“ je medzinirodny, vnitrotitny
alebo iny vladny, regulainy alebo spravny organ
alebo iny arad prisluiny na vydavanie, evidenciu
apredlzovanie povoleni, registracii alebo inych
sithlasov s vyrobou, dovozom, uvddzanim na trh,
distribuciou alebo predajom liekov, vritane, nie viak
vyluéne, Produktu.

.Specifikdcie* su 3pecifikicie Produktu, ktoré si
d'alej definované alebo na ktoré sa odkazuje
v Dohode o kvalite.

,Uzemie* znamena Slovenska republika.

Mena. Ak nie je uvedené inak, vietky peftazné sumy
st vyjadrené v tejto Zmluve v eurdch (,,EUR™).



2.1

22

Interpretation. In this agreement unless otherwise
specified:

(a) the division of this Agreement into clauses,
sub-clauses and Annexes and the insertion
of headings are for convenience of
reference only and shall not affect the
interpretation of this Agreement;

(b) any reference in this Agreement to a clause
or an annex refers to the specified Clause or
Annex to this Agreement;

(c) the terms “this Agreement”, “hereof”,
“herein”,  “hereunder” and  similar
expressions refer to this Agreement;

(d) a statute or statutory instrument or any of

their provisions is to be construed as a
reference to that statute or statutory
instrument or such provision as the same
may have been or may from time to time
hereafter be amended or re-enacted;

(e) all references to the singular shall include
the plural and vice versa;

D the term “including” shall mean “including
without limitation”; and

() any reference in this Agreement to a “day”
or “week” shall be references to a calendar
day or week. Where express reference is
made to “business day(s)” any such
reference shall mean a day (with the
exception of Saturday and Sunday) on
which banks are open in the Slovak
Republic and the country in which the
relevant Facility is located.

SCOPE OF THE AGREEMENT

Manufacturing and Supply. During the Term,
Novartis shall sell, Manufacture and Deliver the
Products to Institution in accordance with the terms
of this Agreement.

Supplier Warranty. Novartis represents and
warrants that it shall Manufacture, store, test release,
Deliver and supply the Product in compliance with:

1.3

2.1

22

Vyklad. Ak nie je uréené inak, v tejto zmluve:

(a) Clenenie tejto Zmluvy na odseky,
pododseky a prilohy avloZené nadpisy
sliZzia iba na ulah&enie odkazovania
anemaja vplyv na vyklad tejto Zmluvy;

(b) akykol'vek odkaz v tejto Zmluve na odsek
alebo prilohu znamena uréeny odsek alebo
prilohu tejto Zmluvy;

(c) pojmy ,tato Zmluva®, ,tejto Zmluvy®, ,v
tejto Zmluve®, ,podla tejto Zmluvy*®
apodobné vyrazy odkazuji na tato
Zmluvu;

(d) zdkon alebo iny pravny predpis alebo
ktorékol'vek z ich ustanoveni si chépané
ako zdkony alebo iné pravne predpisy alebo
ich ustanovenia v zneni ich pripadnych
priebeznych zmien a doplnent;

(e) vietky odkazy v jednotnom ¢&isle zahriiaju
aj mnozné &islo a naopak;

() pojem ,vritane“ znamena ,vrdtane, nie
viak vyluéne®; a

(g) akykol'vek odkaz v tejto Zmluve na ,den*
alebo ,tyzdeii“ je odkaz na kalendarny deii
alebo tyzdeii. Ak sa vyslovne odkazuje na
»pracovny(é) den (dni)‘, takyto odkaz
znamend defi (okrem soboty a nedele), kedy
su otvorené banky v Slovenskej republike
a v §tate, v ktorom sa nachddza prisluiné
Zariadenie.

PREDMET ZMLUVY

Vyroba a dodavka. Po&as platnosti tejto Zmluvy

bude spolofnost Novartis predavat, vyrabat
a dodavat Produkty Indtiticii v stilade
s podmienkami tejto Zmluvy.

Ziruka dodavatel’a.  Spolo¢nost  Novartis

vyhlasuje a zarutuje, Ze bude vyrdbat, skladovat,
testovat’ na uvolnenie, dodavat aposkytovat
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2.5

2.6

2.7

2.8

3.1

(i) the Specifications; (ii) c¢GxP; (iii) the Quality
Agreement; and (iv) the Manufacturing License(s),
unless expressly agreed otherwise.

Facility. Novartis will Manufacture the Products at
the Facility.

Novartis Material. All Novartis Material, whether
or not patentable, shall be the sole and exclusive
property of Novartis,

Authorizations and Permits. Novartis and
Institution represent and warrant that on the
Effective Date and throughout the Term, parties hold
all licenses and any other approvals, permits, or
exemptions from any Regulatory Authority which
are required to perform their respective obligations
under this Agreement and have paid all fees due in
relation to them and are not in material breach of any
conditions under them. Without prejudice to any of
parties’ other rights hereunder, either party shall
inform the other party promptly in writing if any
such license or other approvals or permits are not
obtained in a timely manner or are withdrawn or
otherwise under investigation.

Institution represent and warrant that the Product
shall be administered in a by Novartis qualified
treatment center which has undertaken the
educational training program as provided by
Novartis.

The appropriate use of the Product and treatment of
patients, including product ordering, receipt and
storage, handling, thawing, infusion, and the follow-
up of patients both short term and long-term, is
entirely the responsibility of the Institution.

The Institution shall obtain each patient and/or
caregiver’s consent in the form set out in ANNEX 3
prior to placing any Order (as hereinafter defined).

ORDERS AND DELIVERY

Orders.
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2.5

2.6

2.7
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3.1

Produkt v stlade so: (i) Specifikdciami; (ii) cGxP;
(iii) Dohodou o kvalite a (iv) Vyrobnou(ymi)
licenciou(iami), ak nie je vyslovne dohodnuté inak.

Zariadenie. Spolo¢nost Novartis bude vyrébat
Produkty v Zariadeni.

Material spolofnosti Novartis. V3etok material
spolocnosti Novartis, bez ohladu na to, €i je
spsobily byt predmetom patentovej ochrany alebo
nie, je v jedinom a vylu¢nom vlastnictve spolo¢nosti
Novartis.

Poverenia a povolenia. Spolo¢nost Novartis
a Indtiticia vyhlasuju a zaruduju, Ze v defi G¢innosti
a potas platnosti tejto Zmluvy maji strany vietky
licencie a ostatné schvalenia, povolenia alebo
vynimky od akéhokol'vek Regulacného organu,
ktoré sa vyZzaduji na plnenie ich prisluSnych

zavizkov  podla  tejto  Zmluvy  avtejto
savislosti uhradili ~ vietky  splatné  poplatky
anedopustili sa zavazného porufenia ich

podmienok. Bez toho, aby boli dotknuté iné prava
stran podla tejto Zmluvy, kaZzda strana bude
bezodkladne pisomne informovat® druhi stranu, ak
vias neziska takito licenciu alebo iné schvalenia
alebo povolenia alebo ak su tieto odiaté alebo
predmetom pre3etrovania.

Indtitacia vyhlasuje a zarutuje, Ze Produkt sa bude
podavat v kvalifikovanom lietebnom centre
schvalenom spolo¢nostou Novartis, ktoré sa
zadastnilo  odborného  3kolenia  poskytnutého
spolo¢nost'ou Novartis.

Vhodnost' pouzitia Produktu a lie¢by pacientov,
vritane objedndvania, prevzatia a skladovania
Produktu, zaobchadzania s nim, jeho rozmrazenia,
podania infuzie a kratkodobého aj
dlhodobého sledovania pacientov je vylutnou
zodpovednost'ou Inititicie.

Pred zadanim akejkolvek Objednavky (ako je
definované d'alej v tejto Zmluve) Indtiticia ziska
suhlas kazdého pacienta a/alebo jeho opatrovnika
prostrednictvom formulara uvedeného v PRILOHE
3

OBJEDNAVKY A DODANIE

Objednavky.
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(a) Institution may place orders for Product by
submitting a Product request form to Novartis
using an electronic ordering system called Cell
Chain Link (“Order”). Novartis shall train
Institution to use the Cell Chain Link system.

(b) An overview of the Order process overview is
set out in ANNEX 4 of this Agreement.

(c) Each Order shall be deemed to be a separate
offer by the Institution to purchase the Product
on the terms of this Agreement, which Novartis
shall be free to accept or decline at its absolute
discretion.

(d) Novartis can only accept Orders when all of the
following steps have been completed: (i) an
Order is submitted by the Institution; (ii) a Batch
ID is generated by the Cell Chain Link system;
(iii) the Order is validated (with patient details
checked) by a second health care professional or
a pharmacists as required by Cell Chain Link
and in accordance with the Institutions standard
procedures; and (iv) a manufacturing date is
scheduled. Each party shall use the relevant
Batch ID in all subsequent correspondence
relating to the Order. The Batch ID confirms the
chain of identity back to the patient throughout
the ordering and manufacturing process, so it is
critical that the Batch ID is used in all
correspondence between Novartis and the
Institution.

Terms of Delivery. Novartis shall Deliver the
Products DDP, to the Delivery Location (“Delivery
Duty Paid”, INCOTERMS® 2010).

Packaging. Novartis shall ensure that the packaging
of the Products, including (as applicable) any
packaging for transportation complies with the
requirements set forth in this Agreement and the
Quality Agreement.

3.2

33

(a) Indtiticia moZe zadavat' objednavky na Produkt
podanim Ziadosti o Produkt spolo&nosti
Novartis  prostrednictvom  elektronického
objedndvacieho systému s nazvom Cell Chain
Link (,,Objednavka®). Spolo¢nost Novartis
zadkoli Indtiticiu na pouZivanie systému Cell
Chain Link.

(b) Prehlad postupu objednavania je uvedeny v
PRILOHE 4 tejto Zmluvy.

(c) Kazdd Objednavka sa povaZuje za osobitni
ponuku Inititicie na kipu Produktu podla
podmienok tejto Zmluvy, ktori spolognost
Novartis moéZe prijat’ alebo zamietnut’ vyhradne
podl'a vlastného uvazenia.

(d) Spolo¢nost’ Novartis moze prijat’ Objednavky
len vtedy, ked boli wvykonané vietky
nasledujuce  kroky: (i) Indtiticia zada
Objednavku; (ii) v systéme Cell Chain Link sa
vytvori identifikainé ¢&islo  Sarze;  (iii)
Objednavku overi (spolu s kontrolou udajov
pacienta) druhy zdravotnicky pracovnik alebo
lekarnik tak, ako to vyZaduje systém Cell Chain
Link avsulade so 3tandardnymi postupmi
Indtiticie; a (iv) uréi sa datum vyroby. Kazda
strana bude pouzivat prisluiné identifika¢né
gislo Sarze vo vietkej naslednej kore3pondencii
stivisiacej s Objednavkou. Identifikatné ¢&islo
Sarze potvrdzuje retazec identity pacienta potas
celého procesu objednavania a vyroby, a teda je
kriticky doblezité, aby sa identifikatné c&islo
Sar’e pouzivalo vo vietkej koreSpondencii
medzi spolo¢nost'ou Novartis a Inititiciou.

Dodacie podmienky. Spolotnost Novartis bude
dodavat Produkty s DDP na miesto dodania
(,,Delivery Duty Paid“ v sulade s ustanoveniami
podmienok INCOTERMS® 2010).

Balenie. Spolognost’ Novartis zabezpedi, aby balene
Produktov, vritane (ak je aplikovatelné)
akéhokol'vek  balenia na prepravu spiiialo
poZiadavky uvedené v tejto Zmluve a v Dohode o
kvalite.
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PRICE AND PAYMENT TERMS

Price. The Price for the Product is set forth in
ANNEX 1 and includes any and all activities or
services performed in relation with this Agreement,
including, without limitation, (1) the shipment of the
leukapheresis material from the Pick Up Location to
the Facility, (2) the shipment of the Product from the
Facility to the Delivery Location, (3) the use of a dry
vapor shipper for these shipments, (4) activities
included in the Quality Agreement and any related
activities (such as stability testing, re-testing, etc.),
and (4) any packaging of the Product. The Price is
stated exclusive of any VAT, to which VAT will be
applied in accordance with the applicable legislation
of the Slovak Republic.

Payment Terms. Novartis shall provide and deliver
to the Institution with an invoice setting forth the
Price due and payable for each Delivery of Product
made under this Agreement no later than the 5th
working day of the month following the month in
which the Product was delivered. Each such invoice
shall, to the extent applicable, identify the Order
number, Batch ID number, shipping address, Price
and the total amount to be remitted by Institution and
the applicable VAT or other sales tax (if any) or such
other information as may be required by the
applicable tax laws. Institution shall pay all such
invoices within 60 days counting from the date the
Institution receives the invoice. The payment period
is observed if Price is credited to the bank account of
Novartis at the latest on the last day thereof.
Institution will be liable to pay interest to Novartis
at the rate of zero point eighteen thousandths per
cent (0.018%) per each commenced day of delay,
from the date such amount is due until it is fully paid.
Both contract parties agreed that NOU shall not be
in delay with the invoice that is due, in case where
Institution has not obtained the payment from the
relevant health insurance company for delivering the
product. In such case Institution will be then obliged
to pay Novartis without further delay as soon as it
obtains the payment for the Product from relevant
Health insurance company. Novartis shall deliver
invoices to the Institution via email at
faktury@nou.sk.

The Institution shall not set off any amount owing
by it to Novartis against any amounts owed by
Institution from Novartis.

4.1
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CENA A PLATOBNE PODMIENKY

Cena. Cena Produktu je uvedena v PRILOHE 1
a zahfia v3etky <innosti alebo sluzby vykonané
v sivislosti stouto Zmluvu, vratane, nie v3ak
vyluéne, (1) prepravy materidlu z leukaferézy
z Miesta prevzatia do Zariadenia, (2) prepravy
Produktu zo Zariadenia na miesto dodania, (3)
pouZitia suchého prepravného kontajnera na tato
prepravu, (4) &innosti zahrnutych v Dohode o
kvalite a akychkol'vek sivisiacich ¢innosti (ako je
testovanie stability, d’alSie testovanie atd.), a (4)
akéhokol'vek balenia Produktu. Cena je uvedend bez
DPH, na ktorii sa uplatni DPH podl'a prisluinych
pravnych predpisov Slovenskej republiky. V cene
produktu je zahruta kompletna davka pre pacienta
a jej uhrada pri prvej dodavke.

Platobné podmienky. Spolo¢nost’ Novartis vystavi
a doru¢i Institicii faktiru s uvedenim ceny splatnej
za kaZdé dodanie Produktu uskuto&nené podla tejto
Zmluvy, ato najneskér do 5. pracovného
diia mesiaca nasledujiiceho po mesiaci, v ktorom
bola tovar dodany. V kazdej faktire musi byt
v uplatnite'nom rozsahu uvedené &islo Objednavky,
identifikagné &islo SarZe, dodacia adresa, cena a cela
&iastka, ktort ma previest' Inititicia a platnéd DPH
alebo ina (pripadnd) dafi z obratu alebo iné
informécie, ktoré mézu vyzadovat' platné danové
prévne predpisy. Intiticia zaplati vietky faktiry do
60 dni od dila doru¢enia faktiry Institucii. Platobné
podmienky sa povaZzuji za dodrzané, ak je cena
pripisand na bankovy udet spolocnosti Novartis
najneskor v posledny deil tohto obdobia. Institicia
spolo¢nosti Novartis zaplati urok vo vyske vo vyske
nula celd osemnast’ tisicin percenta (0,018 %) za
kazdy zaCaty defi omedkania odo dila splatnosti do
zaplatenia plnej sumy. Zmluvné strany sa dohodli,
Ze In3titicia nebude v ome3kani s Ghradou faktur v
pripade, ak Inititicia neobdrzala platbu z prisludnej
zdravotnej poistovne za dodanie Produktu, ktory je
predmetom fakturdcie =zo strany spolo¢nosti
Novartis. V takomto pripade Institicia je povinna
uhradit’ platbu spolo¢nosti Novartis bezodkladne po
obdrzani uhrady za Produkt, ktory je predmetom
fakturacie, od prisludnej zdravotnej
poistovne. Spolo¢nost’ Novartis bude dorucovat
faktary  Indtiticii na  e-mailova  adresu:
faktury@nou.sk.

Indtitiicia nezapocita Ziadnu c&iastku, ktorti dlhuje
spolo¢nosti Novartis, oproti akymkol'vek ¢iastkam,
ktoré spolo¢nost’ Novartis dlhuje In3titacii.
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Novartis shall not set off any amount, if any, owing
by it to the Institution against any amounts owed by
the Institution to Novartis.

Novartis and the Institution have agreed that
Novartis, as creditor, shall not assign claims against
the Institution pursuant to Sections 524 et seq. of Act
No. 40/1964 Coll., the Civil Code, as amended (the
“Civil Code”) without the prior consent of the
Institution, as debtor. Novartis acknowledges that a
legal act by which Novartis’ claims are assigned in
violation of the agreement with the Institution
pursuant to the preceding sentence shall be null and
void pursuant to Section 39 of the Civil Code. The
consent of the Institution shall also be valid only if
prior written consent of the Ministry of Health of the
Slovak Republic has been granted for such act.

QUALITY ASSURANCE

Quality Agreement. The mutual tasks and
responsibilities of the parties (or their Affiliates who
are a party to the respective Quality Agreement) with
regard to Quality Assurance are in particular
determined in the applicable Quality Agreement as
attached to this Agreement as ANNEX 5 and/or
Technical Agreement entered into by the parties. A
breach of the Quality Agreement shall be considered
a material breach of this Agreement.

CANCELLATION, UNUSABLE PRODUCT
REPLACEMENT AND CREDIT POLICY

The Product cancellation, unusable Product
replacement and credit policy as set out in ANNEX
2 will be applicable to all Orders.

RESPONSIBLE STANDARDS

In exercising its rights and performing its
obligations under this Agreement, the Institution
shall:
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Spolotnost’” Novartis nezapo¢ita Ziadnu pripadnu
¢iastku, ktora dlhuje Inititicii, oproti akymkol'vek
Ciastkam, ktoré Institicia dlhuje spolo&nosti
Novartis.

Spolo¢nost’ Novartis a Institiicia sa dohodli, Ze
spolotnost Novartis ako veritel nepostapi
pohladavky voci Indtiticii podla § 524 anasl.
Zakona ¢. 40/1964 Zb. Obtiansky zakonnik v zneni
neskordich  prdvnych predpisov (dalej len
»Obgiansky zakonnik*“) bez predchadzajaceho
sthlasu Institacie ako dlznika. Spolonost’ Novartis
berie na vedomie, Ze pravny ukon, ktorym budi
postipené pohladavky spolo¢nost Novartis v
rozpore s dohodou s Indtiticiou podla
prechadzajicej vety, bude podl'a § 39 Obc¢ianskeho
zakonnika neplatné. Sahlas Indtiticie je zarovei
platny len za podmienky, Ze bol na takyto tkon
udeleny predchéadzajiici pisomny sihlas MZ SR.

ZABEZPECENIE KVALITY

Dohoda o kvalite. Vzajomné tlohy a zodpovednosti
strdn (alebo ich PridruZenych spolo&nosti, ktoré si
stranou prisluinej Zmluvy o kvalite) v stvislosti so
zabezpecenim kvality st uréené najmi v prisludnej
Dohode o kvalite pripojenej k tejto Zmluve ako
PRILOHA 5 alalebo v Technickej zmluve
uzatvorenej medzi stranami. PoruSeniec Dohody
o kvalite sa povaZzuje za zdvazné porudenie tejto
Zmluvy.

PODMIENKY STORNOVANIA, NAHRADY
NEPOUZITELNEHO  PRODUKTU A

DOBROPISOVANIA
Podmienky  stormnovania  Produktu, nahrady
nepouzitelného Produktu a dobropisovania

stanovené v PRILOHE 2 sa budid vztahovat na
vietky Objednavky.

ETICKE NORMY

Indtiticia pri uplatiiovani svojich prav a plneni
svojich zdvizkov podla tejto Zmluvy bude:



8.1

a) comply with all applicable laws and regulations,
including those related to anti-corruption;

b) comply with industry standards where
applicable;
¢) comply with all policies and guidelines

provided to it by Novartis in relation to the
Novartis Anti-Bribery Code and any other
guidelines or policies, as amended from time to
time. In the event Novartis issues additional
policies in relation to Institution’s activities
under this Agreement, Novartis will provide
Institution with a copy thereof and Institution
will duly comply with such policies thereafter;
and

d) perform its obligations under this Agreement
with high ethical and moral business and
personal integrity standards.

The Novartis anti Bribery Code, and other codes,
policies and guidelines can be found at:
https://www.novartis.com/about-us/corporate-
responsibility/resources-news/codes-policies-
guidelines

The Insitution hereby confirms that it has read and
understood the Novartis policies and guidelines.

PRODUCT RECALLS,
PHARMACOVIGILANCE

RETURNS AND

Recalls. Upon discovery that a Product should be
recalled or corrected, or may be required to be
recalled or corrected, the discovering party shall give
prompt notice to the QA contact of the other party,
all subject to the terms of the Quality Agreement.
The decision to initiate a recall or to take some other
corrective action, if any, shall be made and
implemented by Novartis and Institution shall fully
cooperate with any such request. The recall
procedure is set forth in the Quality Agreement.

1.2

8.1

a) dodrziavat v3etky platné pravne predpisy,
vratane protikorupénych predpisov;

b) dodrziavat
uplatnitelné;

odvetvové normy, ak sd

c) dodrziavat vietky predpisy a smernice, ktoré
spolo¢nost  Novartis  poskytne  Institacii
vsuvislosti s Protikorupénym  kédexom
spolo¢nosti Novartis a ostatné smernice alebo
predpisy v zneni ich pripadnych priebeznych
zmien adoplneni. V pripade, Ze spolo¢nost
Novartis vyda d'aldie predpisy v stvislosti
s ¢innostami Indtitdcie podla tejto Zmluvy,
spolognost Novartis poskytne Institacii ich
kopiu a Institicia bude potom tieto predpisy
riadne dodrziavat’; a

d) plnit svoje zvizky podla tejto Zmluvy
s vysokymi etickymi a moralnymi obchodnymi
$tandardmi a $tandardmi osobnej integrity.

Protikorupény kodex spolocnosti Novartis a ostatné
kodexy, predpisy a smernice si dostupné na:
https://www.novartis.com/about-us/corporate-
responsibility/resources-news/codes-policies-
guidelines

Indtiticia tymto potvrdzuje, Ze si precitala a
pochopila predpisy a smernice spolo¢nosti Novartis.

STIAHNUTIE PRODUKTU Z TRHU,
VRATENIE PRODUKTU A
FARMAKOVIGILANCIA

Stiahnutie z trhu. Ak sa zisti, Ze Produkt by mal byt
stiaghnuty ztrhu alebo upraveny alebo sa moéze
poZadovat jeho stiahnutie alebo tprava, strana, ktora
to zisti, to bezodkladne ozniami kontaktnej osobe
druhej strany zodpovednej za zabezpecenie kvality,
ato vietko vsulade spodmienkami Dohody
o kvalite. Rozhodnutie o zadati stahovania ztrhu
alebo pripadne o prijati iného napravného opatrenia
prijme a realizuje spolo¢nost’ Novartis a In3titicia
v sivislosti s takouto Ziadostou poskytne plna
sa¢innost’. Postup pre stiahnutie z trhu je uvedeny
v Dohode o kvalite.
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INTELLECTUAL PROPERTY AND DATA
PRIVACY

Background [IP. Each party’s background
Intellectual Property, which are owned by or
licensed to that party prior to the Effective Date of
this Agreement or which are not invented,
discovered, generated or derived under or in
connection with this Agreement are and shall remain
owned by or licensed to that party.

Intellectual property

(a) Novartis IP. All Intellectual Property
invented, discovered, generated or derived
by or on behalf of Novartis or its Affiliates,
whether solely or jointly with Institution
and/or arising from or related to Novartis
Material or other Confidential Information
or in connection with this Agreement, shall
be the exclusive property of Novartis.

(b) Institution IP. All Intellectual Property
invented, discovered, generated or derived
by Institution, which is not covered by
Clause 9.2(a) and which is independently
invented, discovered, generated or derived
by or on behalf of Institution shall be the
exclusive property of Institution. Novartis
shall have a worldwide, perpetual, non-
exclusive, royalty free, fully paid-up license
under such Intellectual Property in respect
of this Agreement, with the right to grant
sub-licenses.

() Notification by Institution. Institution
shall promptly disclose in writing and make
available to Novartis in electronic form and
shall cause its subcontractors to disclose in
writing and make available to Novartis in
electronic form, all results, inventions and
improvements (whether patentable or not)
which are invented, discovered, generated
or derived under or in connection with this
Agreement.

9.

9.1

9.2

DUéEvmi: yLASTNiCTvo A OCHRANA
OSOBNYCH UDAJOV

Zikladné duSevné vlastnictvo. Na pdvodné
dudevné vlastnictvo kazdej strany, ktoré tato strana
vlastni alebo na ktoré ma licenciu pred dilom
ucinnosti tejto Zmluvy alebo ktoré nie je vynéjdené,
objavené, vytvorené alebo ziskané podla tejto
Zmluvy alebo vsavislosti stiou, méa nadalej
vlastnicke pravo alebo licenciu uvedena strana.

Dufevné vlastnictvo .

(a) DuSevné vlastnictvo spolo¢nosti
Novartis. Spolo¢nost’ Novartis ma vyluéné
vlastnicke privo na vSetko dulevné
vlastnictvo, ktoré bolo  vyndjdené,
objavené, vytvorené alebo  ziskané
spolotnostou  Novartis  alebo  jej
Pridruzenymi spolo¢nostami alebo v jej
(ich) mene, ¢i uz samostatne alebo spolo¢ne
s Indtiticiou, a/alebo ktoré pochadza
z materidlu spolo¢nosti Novartis alebo
snim siavisi alebo na iné doverné
informéacie vtejto Zmluve alebo siiou
siivisiace.

(b Dufevné vlastnictvo Intiticie. InStiticia
ma vylutné vlastnicke prdvo na vietko
duZevné vlastnictvo, ktoré bolo vynajdené,
objavené, vytvorené alebo  ziskané
Inititiciou, na ktoré sa nevzt'ahuje odsck
9.2 (a) aktoré je nezdvisle vyndjdené,
objavené, vytvorené alebo  ziskané
Inititaciou alebo v jej mene. Spolofnost
Novartis ma  celosvetova,  trvald,
nevylu¢nii, bezodplatni, plne uhradeni
licenciu na zaklade tohto dusevného
vlastnictva v sivislosti stouto Zmluvou
s pravom udelovat’ sublicencie.

(c) Oznamenie Institacie. Indtiticia
bezodkladne pisomne spristupni a poskytne
spolo&nosti Novartis v elektronickej forme
a zabezpe¢i, aby jej subdodévatelia
pisomne spristupnili a poskytli spolotnosti
Novartis v elektronickej forme v3etky
vysledky, vynalezy avylepienia (bez
ohladu na to, €&i si sposobilé byt
predmetom patentovej ochrany alebo nie),
ktoré su vyndjdené, objavené, vytvorené
alebo ziskané podla tejto Zmluvy alebo
v stivislosti s fiou.



9.3

9.4

9.5

(d) IP Infringement. Should Institution
become aware of any infringement of
Novartis' or its Affiliates’ Intellectual
Property relating to the Product or
Manufacturing processes, Institution shall
immediately notify Novartis thereof.

Data Privacy. In order to maintain the patient chain
of identity during the treatment process with the
Product, Novartis and certain of its Affiliates will
collect the patients name, date of birth, weight,
and/or country of residence in combination with the
SEC (single European code) or components thereof
like the Donation Identification Number or
Apheresis 1D, as well as information on the patient’s
disease indication (“Novartis Required Data”) to
ensure the patients safety and preserve the chain of
identity.

The Institution will be the sole data controller for
patient personal data processed in relation to
treatment with the Product with the exception of any
Novartis Required Data processed by Novartis AG
and certain of its Affiliates as described in the
Agreement. Novartis will be the data controller for
Novartis Required Data.

The Institution and Novartis shall comply with all
applicable laws governing the privacy and security
of personal data they process, including the EU
General Data Protection Regulation (the
“Regulation”), and undertake to enter into any
necessary personal data processing agreement, if
required by the applicable laws incl. the Regulation
or by this Agreement. The terms “process”
“processed”, “personal data” and “controller” shall
have the meanings defined in the Regulation.

9.3

9.4

9.5

(d) PoruSenie priv dulevného vlastnictva.
Ak sa Intiticia dozvie o akomkol'vek
poruseni prav duSevného vlastnictva
spolognosti Novartis alebo jej Pridruzenych
spoloénosti v suvislosti s Produktom alebo
vyrobnymi procesmi, Indtiticia to okamzite
oznami spoloZnosti Novartis.

Ochrana osobnych idajov. Aby sa udrzal retazec
identity pacienta pocas procesu lie¢by Produktom,
spolo¢nost’ Novartis a niektoré z jej Pridruzenych
spolo¢nosti buda zbierat' udaje ako je meno
pacienta, jeho datum narodenia, hmotnost' a/alebo
3tat jeho pobytu v kombinéacii so SEC (jednotny
eurdpsky ko6d) alebo jeho komponentmi ako je
identifikagné ¢&islo pre darované bunky/tkaniva
alebo identifikatné <islo pre aferézu, ako aj
informacie o indikacii choroby pacienta (,,Udajc
poZadované spolofnost’ou Novartis™) s cielom
zabezpelit bezpe€nost pacientov  a zachovat
retazec identity.

Inititicia  bude  jedinym  prevadzkovatel'om
osobnych udajov pacienta spracivanych v sivislosti
s lietbou Produktom s vynimkou akychkol'vek
Udajov pozadovanych spolo¢nost'ou Novartis, ktoré
spraciiva spolonost’ Novartis AG a niektoré jej
PridruZené spolo¢nosti, ako je popisané v Zmluve.
Spolotnost’ Novartis bude prevadzkovatel'om
Udajov pozadovanych spolonostou Novartis.

Indtiticia a spolo¢nost’ Novartis budi dodrziavat
vietky platné pravne predpisy, ktorymi sa riadi
dovernost’ a bezpetnost’ osobnych udajov, ktoré
spraciivaju, vratane V3eobecného nariadenia EU
o ochrane udajov (,,Nariadenie*), asa zavizuju
uzavriet akukolvek nevyhnutni zmluvu o
spracovani osobnych udajov, ak to vyZaduju platné
priavne predpisy vratane Nariadenia alebo téito
Zmluva. Pojmy ,spracivat™ ,spractivané®, ,,osobné
udaje“  a,prevadzkovatel*  maji  vyznam
definovany v Nariadeni.
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INDEMNIFICATION AND LIABILITIES

Novartis Indemnification. Novartis shall defend,
indemnify and hold Institution harmless against any
and all claims, demands, proceedings, losses,

damages, liabilities, deficiencies and costs
(“Claims”) to the extent arising out of
(i) the breach of any representation, warranty

or any other obligation of Novartis and/or its
Affiliates under this Agreement;

(ii)  infringement of any Intellectual Property with
respect to the Product;

(iii) any damage to or defects in the Product
resulting from Novartis’s actions or omissions as
manufacturer and supplier of the Product, except (i)
to the extent that any Claim is resulting from fault of
Institution, its Affiliates and/or authorized
subcontractors, and except (ii) to the extent that
Parties have agreed on Delivery of batches that are
out of specifications, in which case Parties refer to
the liability as provided for in the applicable laws
and regulations (including but not limited to the
ATMP guidelines).

Institution Indemnification. Institution shall
defend, indemnify and hold Novartis and its
Affiliates harmless against any and all Claims to the
extent arising out of

)] the use or administration of the Products;

(ii) the breach of any representation, warranty
or any other obligation of Institution or its Affiliates
and/or its subcontractors under this Agreement;

(iii) non-compliance of Institution' actions or
omissions as administrator of the Product with
Applicable Laws, except to the extent that any Claim
is resulting from intentional misconduct or gross
negligence of Novartis, its Affiliates and/or
authorized subcontractors.

10.

10.1
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ODSKODNENIE A ZAVAZKY

QOdSkodnenie zo strany spolonosti Novartis.
Spolo¢nost Novartis bude chranit a od3kodni
Indtitciu vo&i akymkolvek a vietkym ndrokom,
Ziadostiam, konaniam, stratdm, $kodam, zavizkom,
vadim a nakladom (,Naroky“) v rozsahu
vyplyvajicom z:

(i) porusenia akéhokol'vek vyhlasenia, zaruky
alebo akéhokol'vek iného =zavizku spolotnosti
Novartis a/alebo jej PridruZzenych spolo¢nosti podla
tejto Zmluvy;

(ii) porudenia akychkolvek Prav duSevného
vlastnictva v suvislosti s Produktom;

(iii) akéhokol'vek poskodenia alebo vad
Produktu spdsobenych konanim alebo zanedbanim
spolo¢nosti Novartis ako vyrobcu adodévatela
Produktu, s vynimkou pripadov, ked’ (i) akykoI'vek
Niérok vznikne v désledku zavinenia Institicie, jej
Pridruzenych spolo¢nosti a/alebo schvélenych
subdodévatel'ov, a s vynimkou pripadov, ked (ii) sa
Strany dohodli na dodani 3arzi, ktoré nesplitaji
Specifikacie, pricom Strany vtomto pripade
odkazuji na zodpovednost stanovent v prisludnych
pravnych predpisoch a nariadeniach (vratane, nie
viak vylu¢ne, usmemeni o liekoch na inovativnu
lie¢bu).

Od¥kodnenie zo strany InStitacie. Institacia bude
chranit a odskodni spolo¢nost Novartis ajej
PridruZené spolo&nosti vogi akymkol'vek a vietkym
narokom v rozsahu vyplyvajiicom z:

(i) pouzitia alebo podavania Produktov;

(ii) porusenia akéhokol'vek vyhlasenia, zaruky
alebo akéhokol'vek iného zavidzku Inititicie alebo

jej  Pridruzenych  spolo¢nosti  a/alebo  jej
subdodavatel'ov podrla tejto Zmluvy;
(iii) nesiiladu dkonov Indtitacie s platnymi

pravnymi predpismi alebo jej zanedbania ako
indtiticie zabezpe&ujicej podéavanie Produktu,
okrem pripadov, ked' narok vznikne v ddsledku
umyselného zavinenia alebo hrubej nedbanlivosti
spolo¢nosti Novartis, jej Pridruzenych spolo¢nosti
a/alebo schvalenych subdodévatel'ov.
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Indemnification Process. The indemnification
obligations of Institution and Novartis, as the case
may be, shall apply only if:

(a) the party asserting its rights
(“Indemnitee”) promptly notifies the other
party (“Indemnitor”) in writing after
Indemnitee receives notice of any Claims;

(b) Indemnitee has refrained and continues to
refrain from making any admission of
liability or any attempt to settle any such
Claims without Indemnitor’s consent;

(c) Indemnitor is given the opportunity to
manage and control the defense or
settlement of such Claims;

(d) Indemnitee reasonably co-operates with
Indemnitor in the defense of any such
Claims; and

(e) Indemnitee takes all such reasonable steps
and action as are necessary or as the
Indemnitor may reasonably require in order
to mitigate any Claims.

Nothing in this Agreement shall exclude or limit any
liability for (i) willful misconduct or omission; (ii)
fraud; (iii) intentional breach; (iv) gross negligence;
(v) personal injury or death caused by the negligence
of a party; or (vi) any other liability that cannot be
limited or excluded by law.

Neither party shall be liable to the other whether in
contract, non-contractual liability (including for
negligence and breach of statutory duty),
misrepresentation (whether innocent or negligent),
restitution or otherwise, for any loss (whether direct
or indirect) of profits, business, revenue, or
goodwill; loss or corruption (whether direct or
indirect) of data or information; or any special,
indirect or consequential loss, costs, damages,
charges or expenses however arising under this
Agreement,

10.3
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Inititacie
poskytnut’

Postup  od3¥kodnenia.  Povinnost’
pripadne spolo¢nosti Novartis
odskodnenie, sa uplatiiuje len vtedy, ak:

(a) strana, ktora uplatiluje svoje prava
(,odSkodfiovand  strana®“)  pisomne
informuje druhit stranu (,,od$kodiiujica
strana“)  bezodkladne  potom, <o
odskodiiovana strana dostane oznamenie
o akychkol'vek narokoch;

(b) odskodiiovana strana neuznala a dalej
neuzniva Ziadnu svoju zodpovednost’ ani
Ziadnu snahu o vyrovnanie akychkol'vek
narokov bez sthlasu od3kodilujacej strany;

(c) odgkodiiujuca strana dostane mozZnost’ viest
ariadit obranu proti takymto Nérokom
alebo ich urovnanie;

(d) od3kodiiovana strana poskytne primerani
stginnost’ od¥kodiiujiicej strane pri obrane
vodi takymto Narokom; a

(e) odikodiiovana strana vykonda vietky
primerané kroky a ukony, ktoré st potrebné
alebo ktoré moze odikodiiujuca strana
primerane pozadovat scielom zmiernit
akékol'vek Néroky.

Ni¢ vtejto Zmluve nevyluCuje ani neobmedzuje
Ziadnu zodpovednost' za (i) amyselné zavinenie
alebo nedbanlivost’; (ii) podvod; (iii) tmyselné
porudenie; (iv) hrubi nedbanlivost’; (v) ujmu na
zdravi alebo smrt’ spésobenit zanedbanim strany;
alebo (vi) akukol'vek init zodpovednost, ktord
neméZe byt obmedzend alebo vylicena na zéklade
zdkona.

Ziadna strana nezodpoveda druhej strane, & uz na
zéklade zmluvy, mimozmluvnej zodpovednosti
(vratane nedbanlivosti alebo porudenia zakonnej
povinnosti), nepravdivého vyhlasenia (¢i uz bez
zavinenia alebo z nedbanlivosti), uvedenia do
povodného stavu alebo inak za akykol'vek uly zisk
(priamy alebo nepriamy) z podnikania, ujmu na
trzbach alebo dobrom mene; za stratu alebo
poiskodenie (priame alebo nepriame) udajov alebo
informdcii; ani za akukol'vek osobitni, nepriamu
alebo nasledni 3kodu, naklady, ndhradu 3kody,
poplatky alebo vydavky, ktoré vznikni akymkol'vek
sposobom podla tejto Zmluvy.



11.

11.2

CONFIDENTIALITY

Confidential Information. Neither party shall
disclose to any third party nor use for any purpose
outside of the scope of this Agreement any
information which is not in the public domain and
which was disclosed in connection with this
Agreement: (i) by a party or any of its Affiliates; or
(ii) any unaffiliated third party at the request of such
disclosing party (“Confidential Information™). The
receiving party may only provide the disclosing
party’s Confidential Information to its and its
Affiliates’ directors, officers, employees, advisors,
and consultants (“Representatives”) who are
informed of the confidential nature of the
Confidential Information and who are bound by
obligations of confidentiality and non-use no less
restrictive than those contained herein and provided
that the receiving party shall be responsible for any
breach of this Agreement by its Representatives,
which shall be considered a breach by the receiving
party. The obligations of confidentiality and non-use
shall expire for Confidential Information which:

(a) is or becomes part of the public domain
without a violation of this Agreement;

(b) was already in its possession at the time of
receipt from the disclosing party, as shown
by documentary evidence; or

(c) after the date of this Agreement is received
from a third party whose direct or indirect
source is not the disclosing party.

Disclosure of Confidential Information. The
parties may disclose Confidential Information where
reasonably required under applicable law (i) to
competent Regulatory Authorities for registration or
other regulatory purposes; and (ii) to competent
court or governmental agencies, in which case the
disclosing party (to the extent permissible under
applicable law) shall inform the other party of such
disclosure in writing and shall use reasonable efforts
to limit the scope of such disclosure to obtain
confidential treatment by the court or governmental
agency, and shall designate the provided information
as confidential and business secrets of the disclosing
Party. Except as expressly permitted herein, this
Clause 11.2 shall not be interpreted as relieving the

11.

11.2

MLCANLIVOST

Doverné informdcie. Ziadna strana nespristupni
Ziadnej tretej strane ani nepouzije na Ziadny acel
mimo predmetu tejto Zmluvy Ziadne informécie,
ktoré nie su v3eobecne zname aktoré boli
spristupnené v sdvislosti stouto Zmluvou: (i)
stranou alebo jej PridruZzenou spolo¢nost'ou; alebo
(ii) nepridruZzenou trefou stranou na Ziadost
poskytujicej strany (,Doverné informadcie®).
Prijimajuca strana moéZe poskytnat’® Doverné
informacie poskytujiicej strany len konatelom,
zastupcom, zamestnancom, poradcom
a konzultantom  prijimajicej strany a jej
PridruZenych spolo¢nosti (,,zastupcovia®), ktori sa
obozndmeni s Dévernou povahou ddvernych
informédcii aktori sa viazani povinnostou
ml¢anlivosti a zdkazom pouzitia, ktoré nie s menej
obmedzujice, ako podmienky uvedené v tejto
Zmluve aza predpokladu, Ze prijimajica strana
bude zodpovednd za akékol'vek poruienie tejto
Zmluvy svojimi zastupcami, ¢o sa bude povaZovat
za porulenie Zmluvy prijimajiicou stranou.
Povinnost ml&anlivosti a zdkazu pouzitia zanikne
v stvislosti s dévernymi informaciami, ktoré:

(a) st alebo sa stani vieobecne znamymi bez
porudenia tejto Zmluvy;

(b) uz mala k dispozicii v ¢ase ich prijatia od
poskytujlcej strany, ¢o je preukazané
pisomnym dokazom; alebo

(c) st po uplynuti platnosti tejto Zmluvy
prijaté od tretej strany, pricom ich
priamym alebo nepriamym zdrojom nie je
poskytujiica strana.

Spristupnenie Dévernych informécii. Strany mézu
spristupnit’ Déverné informacie vtedy, ak sa to
primerane vyZaduje podla platnych pravnych
predpisov, (i) prisluSnym regulaénym orgdnom na
ucely registracie alebo iné regula¢né tucely; a (ii)
prisludnému sidu alebo vladnym organizicidm,
pritom vtomto pripade poskytujica strana (v
rozsahu povolenom podla platnych pravnych
predpisov) pisomne informuje druhu stanu o tomto
spristupneni avynaloZi primerané Jsilie na
obmedzenie rozsahu tohto spristupnenia s ciel'om
zabezpectit' doverné zaobchéddzanie zo strany sidu
alebo vladnej organizicie a oznaéi poskytované
informédcie ako déverné apredmet obchodného
tajomstva poskytujiicej strany. Ak nie je v tejto
Zmluve vyslovne povolené€ inak, tento odsek 11.2 sa
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11.4

12.

12.2

13.

13.1

receiving party of its confidentiality obligations
under this Clause 11.

Survival. The obligations of confidentiality and
non-use contained in this Clause 11 shall survive the
duration of this Agreement for a period of fifteen
(15) years.

Return of Confidential Information. Upon
termination or expiration of this Agreement for any
reason, the receiving party will promptly return to
the disclosing party all Confidential Information
received from the disclosing party in connection
with this Agreement. If any Confidential
Information is stored in data processing machines,
the Confidential Information will be deleted upon
request and the deletion will be confirmed promptly
in writing.

TERM AND
CONVENIENCE

TERMINATION FOR

Effective Date and Term. This Agreement shall
come into force on the day following the date of its
publication in the Central Register of Contracts
maintained by the Government Office of the Slovak
Republic and continue unless terminated in
accordance with the terms of this Agreement.

Termination for Convenience. Novartis may
terminate this Agreement without cause upon
written notice to Institution at least three (3) months.
Institution may terminate this Agreement without
cause upon written notice to Novartis of at least three
(3) months.

WITHDRAWAL FROM THE AGREEMENT

Without prejudice to any grounds for withdrawal
from the Agreement available to a party under
applicable law, the parties agree that this Agreement
may be withdrawn from in accordance with the terms
set forth in this Clause 13.

Withdrawal due to Material Breach. Upon failure
of any party to remedy its material breach of any of
its obligations under this Agreement (where
remediable) on or before sixty (60) days after receipt
of written notice of said breach from the other party
the party giving such notice shall have the right but
not the obligation to withdraw from this Agreement
immediately (or such longer period of time as such

12.1

12

12.1

12.2

13.

13.1

nebude vykladat’ tak, Ze zbavuje prijimajicu stranu
jej povinnosti zachovavat’ mi¢anlivost’ podl'a tohto
odseku 11.

Pretrvavanie platnosti. Povinnost' ml¢anlivosti
a zdkaz pouZitia podla tohto odseku 11 zostavaju
v platnosti aj po skonceni platnosti tejto Zmluvy po
dobu pitnast’ (15) rokov.

Vritenie Dovernych informacii. Po skonéeni
platnosti tejto Zmluvy zakéhokol'vek dévodu
prijimajuca strana bezodkladne vrati poskytujucej
strane v3etky Doverné informacie prijaté od
poskytujucej strany v savislosti s touto Zmluvou.
Ak su akékolvek Doverné informdcie ulozené
v zariadeniach na spraciivanie udajov, doverné
informacie budi vymazané na zdklade Ziadosti
a vymazanie bude bezodkladne potvrdené pisomne.

PLATNOST A VYPOVEDANIE ZMLUVY BEZ
UVEDENIA DOVODU

Deii aéinnosti a platnost’. Tito Zmluva nadobudne
G¢innost’ diiom nasledujiicim po dni jej zverejnenia
v Centralnom registri zmliv vedenom Uradom
vlady SR ajej platnost’ bude trvat’ az kym nebude
ukondena v sulade s podmienkami tejto Zmluvy.

Vypoved bez uvedenia ddvodu. Spolo¢nost’
Novartis moze ukond¢it’ tito Zmluvu vypovedou bez
uvedenia dovodu na zaklade pisomného oznamenia
dorudeného Ingtitucii najmenej tri (3) mesiace
vopred. In§titicia mdze vypovedat’ tiito Zmluvu bez
uvedenia dovodu na zaklade pisomného ozndmenia
spolo¢nosti Novartis najmenej (3) mesiace vopred.

ODSTUPENIE OD ZMLUVY

Bez toho, aby boli dotknuté akékol'vek ddévody
odstupenia od Zmluvy, ktoré m4 strana k dispozicii
podla platnych pravnych predpisov, strany suhlasia,
Ze od tejto Zmluvy je moZné odstipit’ v silade
s podmienkami uvedenymi v tomto odseku 13.

Odstiapenie v dosledku zavaZného porusenia. Ak
ktordkol'vek strana nezabezpe¢i napravu zavazného
porudenia akéhokol'vek jej zavizku podla tejto
Zmluvy (ak je napravitelné) do 3est'desiatich (60)
dnf od dorutenia pisomného ozndmenia o uvedenom
porueni od druhej strany, oznamujica strana ma
prévo, nie viak povinnost’, odstipit’ od tejto Zmluvy
s okamzitou platnost'ou (alebo v dlh3ej lehote, ktort



13.2

14.

14.1

14.2

14.3

party shall determine) by written notice. In respect
of a material breach which is not capable of remedy,
the non-defaulting party shall have the right, but not
the obligation, to withdraw from the Agreement
immediately by written notice on the defaulting

party.

Withdrawal due to Liquidation. Novartis or
Institution at its sole option may immediately
withdraw from this Agreement upon written notice,
but without prior advance notice, to the other party
upon the liquidation, dissolution, winding-up,
insolvency, bankruptcy, initiation of bankruptcy or
restructuring proceedings, or filing of any petition
therefore, appointment of a liquidator, bankruptcy or
restructuring trustee, custodian, or any other similar
proceeding, by or of the other party where such
petition, assignment or similar proceeding is not
dismissed or vacated within sixty (60) days.

EFFECTS OF
EXPIRATION

TERMINATION OR

Return of Novartis Material. Upon expiration or
termination of this Agreement for any reason,
Institution shall promptly Deliver to Novartis or
destroy at Novartis’ direction all Novartis Material.

Survival. Except as otherwise expressly provided,
termination or expiration of this Agreement will not
affect any rights and obligations which, from the
context thereof, are intended to survive termination
or expiration of this Agreement, nor shall it
prejudice any other remedies that the parties may
have under this Agreement. Upon expiration or
termination of this Agreement all outstanding
unpaid invoices shall become payable immediately
in place of the payment terms previously agreed by
the parties.

For Orders placed and accepted by Novartis in
accordance with clause 3.1 of this Agreement before
or upon notice of termination or withdrawal, but that
are to be delivered after the agreement is expired
and/or terminated, Institution shall pay the Price
upon Delivery and the Agreement shall be deemed
to survive up to the moment of such last Delivery of
Product.

13.2

14.
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uréi tato strana) na zaklade pisomného oznimenia.
Pokial' ide o zdvazné porudenie, ktoré sa neda
napravit,, strana, ktora sa nedopustila poruienia, ma
pravo, nie viak povinnost’, odstipit’ od tejto Zmluvy
s okamzitou platnostou na zdklade pisomného
oznamenia strane, ktora sa dopustila porusenia.

Odstipenie v ddsledku likvididcie. Spolognost
Novartis alebo Indtiticia moéze podla vlastného
uvdZenia odstapit’ od tejto Zmluvy s okamzitou
platnostou na zdklade pisomného ozndmenia druhej
strane, aviak bez predchéadzajiceho upozomenia,
v pripade likvidacie druhej strany, jej zaniku,
zrudenia, platobnej neschopnosti, upadku, zatatia
konkurzného alebo reStrukturalizatného konania
alebo podania akéhokol'vek névrhu zuvedenych
dévodov, vymenovania likvidatora, konkurzného
alebo redtrukturalizaéného spravcu, nuteného
spravcu alebo iného podobného konania, ak takyto
navrh, postipenie alebo podobné konanie nie je
zamietnuté alebo zruiené do Sest'desiatich (60) dni,

UCINKY SKONCENIA

ZMLUVY

PLATNOSTI

Vritenie materidlu spolofnosti Novartis. Pri
skonceni platnosti alebo vypovedani tejto Zmluvy
z akéhokol'vek ddvodu Indtiticia bezodkladne
odovzda spolocnosti Novartis vetok material
spolo¢nosti Novartis alebo ho zlikviduje podla
pokynov spolo¢nosti Novartis.

Pretrvavanie platnosti. Ak nie je vyslovne
stanovené inak, vypovedanie alebo skoncenie
platnosti tejto Zmluvy nebude mat’ vplyv na Ziadne
prava azavdzky, ktoré maju v tejto suvislosti
pokratovat aj po vypovedani alebo skongeni
platnosti tejto Zmluvy, pri¢om nie si dotknuté ani
Ziadne iné prava, ktoré strany mézu mat’ podra tejto
Zmluvy. Pri skon&eni platnosti alebo vypovedani
tejto Zmluvy sa v3etky splatné a neuhradené faktiry
stani okamzite splatnymi namiesto platobnych
podmienok predtym dohodnutych medzi stranami.

V  pripade Objednavok  zadanych a prijatych
spolo¢nost'ou Novartis v siilade s odsekom 3.1 tejto
Zmluvy pred ozndmenim o vypovedani alebo
odstapeni alebo po fiom, ktorych dodanie sa viak ma
uskuto¢nit’ po skonceni platnosti zmluvy a/alebo jej
vypovedani, Indtiticia uhradi cenu pri dodani,
pritom sa ma za to, Ze platnost’ Zmluvy pretrvava do
momentu posledného takéhoto dodania Produktu.
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GOVERNING LAW AND JURISDICTION

Governing Law. This Agreement and the legal
relations between the parties in connection herewith
shall be governed by, and construed in accordance
with, the laws of the Slovak Republic, excluding the
provisions of the United Nations Convention for the
International Sale of Goods and any conflict of law
provisions that would require application of another
choice of law.

Jurisdiction. For the purpose of any dispute arising
out of or in connection with this Agreement which
cannot be resolved amicably, the parties hereby
irrevocably submit to the exclusive jurisdiction of
the ordinary courts of the Slovak Republic.

MISCELLANEOUS

Notices. Any notices which either party may be
required or shall desire to give under this Agreement
shall be deemed to be duly given when in writing and
delivered personally, mailed by registered mail or
courier service to the party to whom notice is to be
given, at the address specified below (which may be
amended upon at least seven (7) days prior written
notice to the other party) or for any notices which
either party may be required or shall desire to give
under any Annex to this Agreement shall be given at
the address specified in such Annex.

Novartis Slovakia s.r.o.

Zizkova 22B, 811 02 Bratislava

Attn: Michal Piovarti

Ndrodny onkologicky dstav

Klenova 1, 833 10 Bratislava - mestska
tast' Nové Mesto

No license. No license or right is granted by
implication or otherwise with respect to any know-
how, patent application or patent owned by Novartis
or any of its Affiliates or Institution, except as and if
specifically set forth herein.

Annexes, All Annexes (and any amendments to
such Annexes) and their enclosures form an integral
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ROZHODNE PRAVO A PRAVOMOC

Rozhodné pravo. Tato Zmluva aprdvne vztahy
medzi stranami v savislosti stouto Zmluvou sa
riadia a vykladaji v sulade s pravnymi predpismi
Slovenskej republiky, s vynimkou ustanoveni
Dohovoru OSN o medzinarodnom predaji tovaru
a akéhokol'vek rozporu v ustanoveniach pravnych

predpisov, ktory by vyzadoval volbu inych
pravnych predpisov.

Privomoc. Na ucely akéhokolvek sporu
vyplyvajuceho ztejto Zmluvy alebo siiou

stvisiaceho, ktory nie je moZné riedit zmierom,
strany sa tymto neodvolatelne podrobujii vylu¢nej

pravomoci  vieobecnych  sudov  Slovenskej
republiky.

ROZNE USTANOVENIA

Oznamenia. Akékolvek  oznamenia, ktoré

ktorakol'vek strana mdZe byt povinnd alebo chce
dorugit’ podla tejto Zmluvy, sa povazuji za riadne
dorugené, ak su pisomné a doru¢ené osobne, zaslané
doporu¥enou  podtou alebo prostrednictvom
kuriérskej sluzby strane, ktorej sa md oznamenie
dorucdit, ato na adresu uvedenu niz3ie (ktord sa
moéZe zmenit na zdklade pisomného oznamenia
druhej strane najmenej sedem (7) dni vopred),
pritom akékol'vek oznimenia, ktoré ktorakol'vek
strana mdZe byt povinna alebo chce dorucit’ podl'a
ktorejkol'vek Prilohy k tejto Zmluve, sa dorucujii na
adresu uvedent v danej Prilohe.

Novartis Slovakia s.r.o.

Zizkova 22B, 811 02 Bratislava

Na vedomie: Michal Piovar¢i
Nérodny onkologicky ustav

Klenova 1, 833 10 Bratislava - mestska
¢ast’ Nové Mesto

Ziadna licencia. Neudeluje sa Ziadna licencia ani
praivo ani nemoZno predpokladat’ ich udelenie
v suvislosti s akymkol'vek know-how, prihlaskou
patentu alebo patentom vo vlastnictve spolo¢nosti
Novartis alebo ktorejkol'vek z jej Pridruzenych
spolo¢nosti alebo Intitlicie, ak to nie je Specificky
uvedené v tejto Zmluve.

Prilohy. V3etky Prilohy (a akékol'vek zmeny
adoplnenia tychto Priloh) aich prilohy su
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part of this Agreement and are incorporated herein
by reference.

Order of Priority. In the event of any conflict,
inconsistency or discrepancy between this
Agreement, the Annexes or the terms and conditions
referenced or incorporated in this Agreement or the
Appendices the following order of priority shall
apply: (i) the Quality Agreement (solely in respect
of Quality Assurance, quality management and
compliance with the Applicable Standards), (ii) this
Agreement, (iii) any Annexes, and (iv) individual
Orders.

Standard Terms. Except as expressly otherwise
agreed in writing by the parties, the provisions of this
Agreement (including its Annexes) shall apply to
any Order for the Product as well as any activity
within the scope of this Agreement to the exclusion
of any standard terms and conditions of either
parties, even if reference is made to such standard
terms in conditions by either party in any Order, or
any other document.

Publications. The Institution shall not make any
public announcement in relation to this Agreement,
the Product, or its appointment or role as an
authorised treatment center without the prior written
consent of Novartis (not to be unreasonably withheld
or delayed. Institution is hereby requested to sign
and return the use of name and authorization form as
attached to this Agreement in ANNEX 6.

Force Majeure. Failure of any party to perform its
obligations under this Agreement (other than of the
obligations to make any payments or of
confidentiality) shall not subject such party to any
liability or place them in breach of any term or
condition of this Agreement to the other party if, and
solely to the extent, such failure is caused by Force
Majeure. The corresponding obligations of the other
party will be suspended to the same extent. “Force
Majeure” shall mean any unanticipated event
beyond a party’s (and/or its subcontractors’)
reasonable control that could not be avoided by due
care of such non-performing party (and/or its
subcontractors), including without limitation, acts of
God, fire, explosion, flood, earthquake, drought,
war, hostility, revolution, riot, civil disturbance,
national emergency, sabotage, embargo; provided,
however, that the party affected shall promptly
notify the other party of the condition constituting
Force Majeure as defined herein and shall exert
commercially reasonable efforts to eliminate, cure
and overcome any such causes and to resume
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neoddelitelnou  sacastou tejto Zmluvy asi
za&lenené do tejto Zmluvy formou odkazu.

Poradie priority. V pripade akéhokol'vek rozporu,
nesuladu alebo nezrovnalosti medzi touto Zmluvou,
Prilohami alebo podmienkami, ktoré obsahuje alebo
na ktoré odkazuje tito Zmluva alebo Prilohy, sa
uplatiiuje nasledujice poradie priority: (i) Dohoda o
kvalite (vylutne v sivislosti so zabezpefenim
kvality, riadenim  kvality  a dodrziavanim
prisludnych 3tandardov), (ii) tdto Zmluva, (iii)
akékol'vek Prilohy a (iv) jednotlivé Objednavky.

Viecobecné podmienky. Ak nie je medzi stranami
vyslovne pisomne dohodnuté inak, ustanovenia tejto
Zmluvy (vratane jej Priloh) sa vztfahuji na
akukol'vek Objednavku Produktu, ako aj na
akikol'vek ¢innost’ v ramci predmetu tejto Zmluvy,
s vyla¢enim akychkol'vek vieobecnych obchodnych
podmienok obidvoch stran, aj ked' ktordkol'vek
strana odkazuje na takéto vieobecné obchodné
podmienky v akejkol'vek Objedndvke alebo inom
dokumente.

Publikacie. InStiticia nesmie poskytnit Ziadne
verejné vyjadrenie v suvislosti stouto Zmluvou,
Produktom alebo jej urtenim alebo funkciou ako
autorizovaného lie¢ebného centra bez
predchédzajuceho pisomného suhlasu spolo¢nosti
Novartis (ktory sa nesmie bezddvodne odopriet
alebo zdrziavat’). Od Inititicie sa tymto poZaduje,
aby podpisala a zaslala spit’ formular na opravnenie
na pouzivanie nazvu pripojeny ktejto Zmluve v
PRILOHE 6.

VysSia moc. Ak ktordkol'vek strana neplni svoje
zaviizky podla tejto Zmluvy (okrem zavidzku
uhradit’ akékol'vek platby alebo povinnosti
zachovavat' ml¢anlivost), nebude to znamenat, Ze
tito strana nesie zodpovednost alebo poruduje
akukol'vek podmienku tejto Zmluvy voé&i druhej
strane, ak a v rozsahu, v akom je takéto neplnenie
sposobené vysSou mocou. Vtom istom rozsahu
budi pozastavené aj prislusné zavidzky druhej
strany. ,,Vy$§ia moc* znamend akukol'vek
nepredvidani udalost’ mimo primeranej kontroly
strany (a/alebo jej subdodavatel'ov), ktora nemohla

byt odvratena pri  vynaloZeni primerangj
starostlivosti neplniacou stranou (a/alebo jej
subdodavatel'mi), vratane, nie v8ak vylugne,

zasahov vy3$%ej moci, poZiaru, explézie, ziplavy,
zemetrasenia, sucha, vojny, aktu nepriatel'stva,
revolucie, vytrznosti, obcianskych nepokojov,
nudzového stavu, sabotdZe, embarga; aviak za
predpokladu, Ze postihnutd strana bezodkladne
informuje  druhit  stranu o okolnosti, ktora
predstavuje vy3siu moc definovanu v tejto Zmluve a
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performance of its obligations with all possible
speed. If a condition constituting Force Majeure as
defined herein prevents, or would likely prevent, a
party from performing its obligations under this
Agreement for more than sixty (60) days, the parties
shall meet to negotiate a mutually satisfactory
solution to the problem.

Assignment. Unless otherwise provided for herein,
this Agreement and the rights and obligations
hereunder may not be assigned or transferred by
either party hereto without the prior written consent
of the other party, provided however, that Novartis
may assign this Agreement (in whole or in part)
upon written notice to, but without the prior approval
of Institution to: (i) an Affiliate; (ii) a third party in
connection with the sale or disposal of all or part of
the assets of Novartis; or (iii) if Novartis divests, out-
licenses or otherwise disposes of the Product or the
business or assets relating to the Product, without
prejudice to its right of termination under Clause 12
and 13.

Severability. If any provision of this Agreement is
held to be invalid or unenforceable, then the
offending provision (or the relevant part thereof)
shall not render any other provision of this
Agreement invalid or unenforceable, and the
Agreement shall remain in full force and effect and
shall be enforceable, and the invalid one shall be
replaced by a regulation which meets the original
economic intent of the invalid provision as far as
legally possible.
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vynaloZi komeréne primerané usilie na odstranenie,
napravu aprekonanie takychto pri€in ana
obnovenie plnenia svojich zavizkov s ¢o najviciou
rychlostou. Ak okolnost', ktord predstavuje vy3siu
moc definovani vtejto Zmluve, brani alebo by
pravdepodobne branila strane v plnenf jej zavizkov
podla tejto Zmluvy dlh3ie ako 3est'desiat (60) dni,
strany sa stretnii a prerokuji vzdjomne uspokojivé
rieSenie daného problému.

Postipenie. Ak nie je vtejto Zmluve ustanovené
inak, Ziadna strana tejto Zmluvy nesmie postupit
alebo previest' tito Zmluvu aprava a povinnosti
podlfa tejto Zmluvy bez predchadzajuceho
pisomného suhlasu druhej strany, av3ak za
predpokladu, Ze spolo¢nost’ Novartis moze postipit
tato Zmluvu (ako celok alebo jej ¢ast’) na zdklade
pisomného oznamenia, ale bez predchddzajuceho
suhlasu Institdcie na: (i) PridruZenu spolo¢nost’; (ii)
tretiu  stranu v savislosti s predajom alebo
likvidaciou vietkého majetku spolo¢nosti Novartis
alebo jeho ¢asti; alebo (iii) ak spolo¢nost’ Novartis
odpreda Produkt, udeli nafi licenciu alebo sa inak
zbavi Produktu alebo podniku alebo majetku
stivisiaceho s Produktom, a to bez toho, aby bolo
dotknuté jej pravo na vypovedanie podl'a odseku 12
al3,

Oddelitel’nost’. Ak sa ktorékol'vek ustanovenie tejto
Zmluvy stane neplatnym alebo nevymdhatelnym,
dotknuté ustanovenie (alebo jeho prisluina cast)
nema za nasledok neplatnost’ alebo
nevymahatel'nost’ ktoréhokol'vek in¢ho ustanovenia
tejto Zmluvy, pricom Zmluva zostava plne platné
autinnd abude  vymdhatelnd,  aneplatné
ustanovenie sa nahradi ustanovenim, ktoré, pokial je
to pravne mozZné, bude <o najviac zodpovedat
povodnému ekonomickému ucelu neplatného
ustanovenia.
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Waiver. No delay or omission on the part of either
party in exercising any right, power or privilege
hereunder shall operate as a waiver thereof, nor shall
any complete or partial waiver on the part of either
party of any right, power or privilege hereunder, nor
shall any single or partial exercise or any right,
power or privilege hereunder preclude any other or
further exercise thereof or the exercise of any other
right, power of privilege hereunder. Any provision
of this Agreement may be waived if, and only if,
such waiver is in writing and signed by the party
against whom the waiver is to be effective.

Survivorship. Any of the provisions of this
Agreement, including the Annexes, that are
expressed or implied to survive the expiration or
termination of this Agreement, shall remain in full
force and effect.

Execution. This Agreement may be executed in two
or more counterparts, each of which, when executed,
shall be an original, but all counterparts shall
together constitute one and the same instrument.

Language. This Agreement is drawn up in a
bilingual Slovak-English version. In case of any
discrepancy between the language versions of this
Agreement, the Slovak language version shall
prevail.

Signed by the duly authorized representatives of each of the
parties hereto as of the day ... /4.2 00 {_

Novartis Slovakia s.r.o.

By / Podpis: .
Name / Meno a priezvisk Ivan Durovéik
Title / Funkcia: Koguate [©
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Vzdanie sa prav. Ziadne oneskorenie alebo
opomenutie ktorejkol'vek strany pri uplatiiovani
akéhokol'vek prava, pravomoci alebo vysady podla
tejto Zmluvy neznamena vzdanie sa takéhoto préva,
pravomoci alebo vysady, pri¢om ani Uplné alebo
¢iastodné vzdanie sa akéhokol'vek prava, pravomoci
alebo vysady podla tejto Zmluvy ktoroukol'vek
stranou ani jednorazové alebo ¢iasto¢né uplatnenie
akéhokol'vek prava, pravomoci alebo vysady podla
tejto Zmluvy nebrani ich inému alebo d'alsiemu
uplatiiovaniu alebo uplatiiovaniu akéhokol'vek iného
prava, pravomoci alebo vysady podl'a tejto Zmluvy.
Vzdanie sa prava na uplatiiovanie ktoréhokol'vek
ustanovenia tejto Zmluvy je mozné vtedy alen
vtedy, ak je pisomné a podpisané stranou, vo¢i ktorej
ma byt’ vzdanie sa prava G¢inné.

Pokradovanie platnosti. Ktorékol'vek z ustanoveni
tejto Zmluvy, vratane Priloh, pri ktorom je vyslovne
alebo implicitne uréené, e ma pretrvat aj po
skon&eni platnosti alebo vypovedani tejto Zmluvy,
zostava plne platné a u¢inné.

Podpisovanie. Tato Zmluva moZe byt vyhotovend
v dvoch alebo viacerych rovnopisoch, z ktorych
kazdy sa po jeho podpisani bude povaZzovat za
original, pri¢om v3ak v3etky rovnopisy spolu tvoria
jeden a ten isty dokument.

Jazyk. Tato Zmluva sa vyhotovuje v dvojjazyénom
slovensko-anglickom zneni. V pripade akéhokol'vek
rozporu medzi jazykovymi verziami tejto Zmluvy
ma prednost’ verzia v slovenskom jazyku.

Podpisana riadne opravnenymi zastupcami kazdej zo stran
tejto Zmluvy dita ........co.iyeen

Nérodny onkologicky tstav

By / Podpis:
Name / Meno a priezvisko:
Title / Funkcia:



