Zmluva o realizacii prieskumu
v zmysle ust. § 269 ods. 2 a § 536 a nasl. zdkona ¢. 513/1991
Zb. Obchodny zakonnik, v zneni neskorsich predpisov,
uzatvorena medzi:

(dalej len ,,Zmluva")

Survey Performance Agreement
pursuant to provision s of Section 269 (2) and Section 536 et
seq. ofthe Act. No. 513/1991 Coll. Commercial Code, as
amended,
concluded between:
(hereinafter referred to as the "Agreement")

Objednavatel’:

Obchodné meno: Novartis Slovakia s.r.o.

Sidlo: Galvaniho 15/A, 821 04 Bratislava,
SR

1CO: 36 723 304

DIC: 2022302425

IC DPH: SK 2022302425

Zapisany: v Obchodnom registri Okresného

sudu Bratislava 1, oddiel: Sro, vlozka
¢.:44016/B

V mene ktorého kona: Marianthi Psaha, konatel

(dalej len ,,Objednavatel™ a/alebo tieZ "Novartis")

a

Poskytovatel
Obchodné meno: Specializovana nemocnica

sv. Svorada Zobor, n.o.

Sidlo: Kl4Storska 134, 94901 Nitra

1CO: 37971832

DIC: 2021877792

ICDPH: SK2021877792

Zapisany: v Okresny urad v Nitre, Register
neziskovych organizécii
poskytujucich vSeobecne prospesné
sluzby pod ¢. VVS/NO-42/2004

V mene ktorého kond:  JAC . SP jp 7 (TG D0

(dalej len ,,Poskytovatel™)

Customer:
Business name:
Registered seat:

Novartis Slovakia s.r.o.
Galvaniho 15/A, 821 04 Bratislava,

SR
IDNo.: 36 723 304
Tax ID: 2022302425
VAT ID: SK 2022302425
Registration: in the Commercial Register of the

District Court Bratislava 1,
Section: Sro, InsertNo. 44016/B

Represented by: Marianthi Psaha, managing director

(hereinafter referred to as the "Customer"”

,»INovartis')

and/or also

and

Provider:
Business name: Specializovana nemocnica
sv. Svorada Zobor, n.o.

Registered Seat: KlaStorska 134, 94901 Nitra

IDNo.: 37971832

Tax ID: 2021877792

VAT 1ID: SK2021877792

Registration: in Okresny urad v Nitre, Register
neziskovych organizacii
poskytujtcich vSeobecne prospesné
sluzby pod ¢. VVS/NO-42/2004

Represented by: ME &1 CAHVIT

(Customer and Provider also
"Contracting party '
"Contracting parties'’)

individually referred to as
and jointly referred to as the

(Objedndvatel a Poskytovatel dalej tiez jednotlivo ako
»Zmluvna strana"” a spolo¢ne ako ,,Zmluvné strany')
ClL L
Preambula

Art. 1.
Preamble

1.1. Objednavatel' je zastupcom skupiny Novartis, ktora sa
zaoberd vyvojom, vyrobou a predajom inovativnych liekov
a inych vyrobkov.

Poskytovatel je poskytovatefom zdravotnej starostlivosti v
oblasti alergolégia. Poskytovatel sa pri poskytovani
zdravotnej starostlivosti dostdva prostrednictvom svojich
pracovnikov do priameho kontaktu s pacientmi, a je
odborne spoOsobily vykonaf pre Objedndvatela Prieskum
definovany v tejto Zmluve.

Poskytovatel' prejavil ochotu vykonaf pre Objedndvatela
Prieskum blizsie Specifikovany v tejto Zmluve riadne, vcas
apodla pokynov Objedndvatela a Objedndvatel sa
zaviazuje Poskytovatelovi za riadne a vCasné vykonany
Prieskum zaplatit odmenu dohodnutt v tejto Zmluve.

1.2.

1.3.
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11 The Customer is a representative of the Novartis Group,
wbich is engaged in development, manufacture and sale of
innovative medicines and other products.

The Provider is /i health Care provider in the area of
allergology. In the provision of health are the Provider,
through its emplcyees, comes into direct contact with
patients, and is competent to perform the Survey defined
herein for the Cust Dmer.

12

1.3 The Provider expressed its will to provide services to the
Customer, specified in more detail in this Agreement, in a
proper, timely nianner and in compliance with the
guidelines ofthe Customer, and the Customer undertakes to
pay The Providei the remuneration, as agreed in this

Agreement, for properly and timely provided Services.
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CL 11
Predmet Zmluvy

Art. I1.
Subject-matter of the Agreement

2.1. Poskytovatel sa zavdzuje pri poskytovani zdravotnej | 2.1 The Provider undertakes to perform a questionnaire survey
starostlivosti vykonat dotaznikovy prieskum, ktory bude in the provision of health ¢are which will consist of proper
spo¢ivat v riadnom vyplneni uréeného poctu dotaznikov fill in the determined number of questionnaires by the
Poskytovatelom, ktorych obsahom budu otizky o lieCbe Provider. The consent of Such questionnaire shall be
pacientov  Poskytovatela, pricom bude zachovana questions about the treatment of patients of the Provider,
anonymita jednotlivych pacientov. Forma, obsah, pocet whereas the anonymity of individual patient shall be
dotaznikov, ako aj spdsob ich vyplnenia je blizSie preserved. The form, consent, number of questionnaires,
Specifikovany v Prilohe ¢. 1 tejto Zmluvy (dalej len and the way of filling is specified in more detail in the
,,Prieskum"). Annex No. 1 thereof (hereinafter referred to as ,,Survey").

2.2. Poskytovatel je povinny odovzdaf vSetky riadne vyplnené | 2.2 The Provider shall be obliged to transmit all properly filled
dotazniky kedykolvek v priebehu projektu podla bodu 2.4. questionnaires to the processor of these questionnaires
tohto ¢lanku spracovatelovi tychto dotaznikov, ktory je which is specified in Annex No. 2 thereof (hereinafter
urCeny Vv Prilohe ¢. 2 tejto Zmluvy (dalej len referred to as ,,Processor") within the project phase as
»Spracovatel"), pricom mu odovzda vSetky vyplnené stipulated in Clause 2.4. below, while it shall transmit all
dotazniky. Sposob odovzdania tychto dotaznikov je filled questionnaires. The way of Such transmitting is
blizSie urceny v Prilohe €. 2 tejto Zmluvy. specified in the Annex No. 2 thereof.

2.3. Objednéavatel je oprdvneny jednostranne zmenit Prilohu &. | 2.3 The Customer is entitled to unilaterally amend the Annex
2 tejto Zmluvy, t.j. zmenif osobu, ktord bude No. 2 ofthis Agreement, i.e. to amend the person acting as
Spracovatelom podla predchadzajiiceho bodu tejto Zmluvy Processor under the previous point of this Agreement and
a spdsob odovzddvania vyplnenych dotaznikov. Zmluvné also the way of transmitting of filled questionnaires. The
strany sa zavizuju postupovat podla zmenenej Prilohy ¢&. 2 Contracting parties undertake to proceed in accordance with
od okamziku oznamenia zmeny Prilohy ¢ 2 amended Annex No. 2 when the existence of Such
Poskytovatelovi. amendment to the Annex No. 2 was reported to the

Provider.

2.4. Poskytovatel sa zavidzuje vykonaf Prieskum v termine od | 2.4 The Provider undertakes to perform Survey in the period
podpisu tejto Zmluvy do 15.12.2017. from signing ofthis Agreement to 15.12.2017.

2.5. Poskytovatel zabezpecCi vykonanie Prieskumu | 2.5 The Provider shall provide for the performance of Survey
prostrednictvom MUDr. Magdaléna Palicova (dalej len through MUDr. Magdaléna Palicovd (hereinafter referred
,,Odbornik") a nie je oprdvneny zabezpelif vykonanie to as ,,Expert"), and is not entitled to provide for the
Prieskumu prostrednictvom akejkolvek inej osoby bez performance of Survey through any other person without
predchadzajuceho pisomného suhlasu Objednavaterla. prior written consent of Customer. The Provider shall
Poskytovatel' vykona Prieskum vo vlastnom mene, na perform Survey under its own name, on its sdle
vlastnd zodpovednost a na vlastné nebezpelenstvo. responsibility and on its own risk. In ¢ase Survey or a part
V pripade, ak Prieskum alebo jeho d&ast vykond tretia of it is performed by a third party, the Provider is liable
osoba, Poskytovatel zodpoveda Objednavatelovi za takto towards the Customer for Survey performed in Such manner
vykonany Prieskum, ako keby ho vykonal sdm. as if it carried out the performance on its own.

2.6. Poskytovatel sa zavizuje pri vykonani Prieskumu podla | 2.6 The Provider undertakes that in performing Survey under
tejto Zmluvy postupovat s vynaloZenim odbornej this Agreement, it will exercise due professional Care,
starostlivosti, zavdzuje sa dbaf na jemu zndme zdujmy undertakes to follow interests of the Customer that it is
Objedndvatela, spravovat sajeho pokynmi a poziadavkami familiar with, comply with all policies and guidelines
a konat vsulade splatnymi prdvnymi  predpismi, provided to it by the Customer, and comply with all
prisluSnymi etickymi kodexmi a Standardmi applicable laws, applicable cthical mies and standards
a poskytnutymi  vnutornymi predpismi  Objednavatela. and provided internal regulations of the Customer. The
Poskytovatel vyhlasuje, ze mu je obsah vysSie Provider represents that the content of the above mentioned
spominanych dokumentov zndmy. Poskytovatel je povinny documents is known to it. The Provider is obliged to
bezodkladne upozornit Objedndvatela na pripadnu immediately notify the Customer of any possible
nevhodnost jeho pokynov a na dosledky ich vykonania. impropriety of its guidelines and impact of their

implementation.

2.7. Objedndvatel sa zavazuje poskytnit Poskytovatelovi | 2.7 The Customer undertakes to provide the Provider with all

vSetky informacie, udaje a podklady potrebné pre splnenie
predmetu tejto Zmluvy. Zmluvné strany sa dalej zavizuju,
7e si budd poskytovat potrebnu suéinnost pri plneni
zdvdzkov z tejto Zmluvy a navzdjom sa budu vcas
informovat o vSetkych skutoénostiach potrebnych pre ich
spolupricu podla tejto Zmluvy, najmid vzajomne si
oznamovat vietky zmeny a doleZité okolnosti.

information, dita and documents necessary for fulfilment of
the subject matter of this Agreement. The Parties further
undertake to mutual provision of necessary coordination in
performing their obligations under this Agreement and will
inform each other in a timely manner about all facts needed
for their cooperation under this Agreement, mainly notify
each other of all amendments and significant circumstances.

Zmluva o realizacii prieskumu, lekir PO
Novartis / ASTM A-2017-122
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CL I
Odmena a platobné podmienky

Art. III.
Remuneration and Payment Terms

3.1

Objednavatel’ sa zavidzuje za riadne a v€asné vykonanie
Prieskumu zaplatit Poskytovatelovi odmenu:

55 EUR brutto bez DPH za kazdy jeden riadne vyplneny
a Spracovatefovi odovzdany dotaznik ktora podla
pravnych predpisov platnych ku ditu podpisu tejto Zmluvy
pozostava z:

44,55 EUR netto (bude poukdzana na uicet Poskytovatela)

10,45 EUR zrazkovej dane (bude poukdzand prisluSnému
danovému tradu).

Pre odstranenie pochybnosti, na tucet Poskytovatela bude
pripisana Ciastka rovnajica sa

Pocet Dotaznikov x suma EUR netto vysSie.

Zmluvné strany vyhlasuju, Ze odmena za vykonany
Prieskum je primerand, zodpoveda skuto¢nej trhovej cene a
zahina vSetky naklady Poskytovatela na vykonanie
Prieskumu podla tejto Zmluvy, ak nie je v samostatnej
dohode medzi Zmluvnymi stranami Specifikované inak.

3.1.

The Customer undertakes to pay the Provider the
remuneration for properly and timely performed Survey:
EUR 55 gross excl. V AT, for each one properly filled
questionnaire which, in compliance with all law applicable
on the dite of signatire of this Agreement, consists of:

EUR 44,55 net (will be transferred to the bank account of
the Provider)

EUR 10,45 of withholding tax (will be transferred to the
relevant Tax Office).

For avoidance of any doubt, the Provider shall be paid by
the final amount equal to

Number of questionnaires x EUR net as above.

The Parties represent, that the remuneration for the
performed Survey is appropriate, corresponds the actual
market price and includes all the Provider's costs of the
performance of Survey under this Agreement, unless
specified between Parties in separdte agreement otherwise.

3.2

Poskytovatel'je povinny, ak pravne predpisy nestanovuju
inak, vo svojom mene a na svoju vlastni zodpovednost
splnit  vetky dafiové a odvodové povinnosti uloZené
prisluSnymi pravnymi predpismi v suvislosti s pefiaznymi a
nepenaznymi plneniami prijatymi od Objednévatela, ako aj
s pripadnymi peniaznymi a nepefiaznymi plneniami dalej
realizovanymi Poskytovatefom. Poskytovatel' berie na
vedomie skuto&nost, Zze Objedndvatel modZe byt v zmysle
zékona ¢. 595/2003 Z. z. odani zprijmov, v zneni
neskorSich  predpisov (dalej len ,Zakon o dani
z prijmov") povinnd vykonat zrizku dane z poskytnutych
petiaznych plneni Poskytovatelovi podla Zmluvy a odviest
ju prislusnému datiovému uradu a plnif oznamovaciu
povinnost o nepetiaznych plneniach podla Zmluvy. V
pripade, ak Poskytovatel' v zahlavi tejto Zmluvy neuviedol
svoje DIC a/alebo IC DPH, tymto Cestne vyhlasuje, Ze mu
tieto neboli pridelené. Poskytovatel' stuhlasi s tym, Ze
Objednavatel bude vo¢i nemu plnif oznamovacie
povinnosti v zmysle Zakona o dani z prijmov na e-mailovil
adresu sekretariat@snzobor.sk.

3.2

The Provider shall, unless otherwise provided by any
applicable laws, under its own name and on its séle
responsibility, fulfil its obligation of payment of all taxes
and other mandatory payments required by applicable laws
in relation to financial and non-financial considerations
received frora The Customer, as well as potential financial
and non-financial considerations further incurred by the
Provider. The Provider is aware of the fact, that the
Customer may be, pursuant to Act No. 595/2003 Coll. on
Income Tax, as amended (hereinafter referred to as ,,Act on
Income Tax"), obliged to withhold the withholding tax
from the financial consideration provided to the Provider
under this Agreement and pay it to the relevant Tax Office
and to fulfil the notification obligation towards the tax
administrator of the non-financial consideration under this
Agreement. In case the Provider did not fill in its Tax
Identification No. and/or VAT Identification No. in the
heading of this Agreement, it hereby honestly declares, that
these had not been issued to it. The Provider agrees that the
Customer will fulfil towards it the notification obligation
pursuant to the Act on Income Tax to the e-mail address
sekretariat@snzobor.sk.

33

Poskytovatel' berie na vedomie, Ze v sulade s platnymi
pravnymi predpismi, najmd, nie vSak vylu¢ne podla
zdkona €. 362/2011 Z. z. o liekoch a zdravotnickych
pomockach a o zmene a doplneni niektorych zdkonov, v
zneni neskorSich  predpisov, je resp. mdZe byf
Objedndvatel alebo tretia osoba povinnd oznamovat
prislusnym orgédnom a zverejiiovat vysku a ucel petlaznych
alebo nepenaznych plneni poskytnutych priamo alebo
nepriamo Poskytovatelovi v rozsahu a za podmienok
stanovenych platnymi pravnymi predpismi.

33

The Provider takes into account that, in compliance with all
applicable laws, including, but not limited to the Act No.
362/2011 Coll. on Medicinal Products and Medical Devices
and on Amendments to Certain Laws, as amended, the
Customer or a third party is or eventually may be
responsible for notification to the relevant bodies and for
publishing the amount and purpose of the financial or non-
financial consideration provided directly or indirectly to the
Provider to the extent and under the conditions stipulated
by applicable laws.

Zmluva o realizécii prieskumu, lekar PO
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34

Poskytovatel berie na vedomie, Z¢ Objedndvatel mdze byf
Clenom  etickych  zdruZzeni  regulujucich  odvetvie
farmaceutického priemyslu, vratane nie vSak vylu¢ne
Asociacie inovativneho farmaceutického priemyslu (dalej
len ,L,AIFP") a podlicha plneniu povinnosti vyplyvajticich
z Clenstva v tychto etickych zdruZzeniach, vratane nie vSak
vyluéne povinnosti zverejiiovat prevody hodndt zo strany
farmaceutickych spolo¢nosti na zdravotnickych
pracovnikov a zdravotnicke organizacie. V pripade, Ze bola
medzi Zmluvnymi stranami na zaklade osobitnej pisomne;j
dohody dohodnuta uhrada konkrétnych vydavkov, tito
nahrada sa vykond vo vySke pisomne dohodnutej medzi
Zmluvnymi stranami a v sulade platnymi pravnymi
predpismi a Standardmi Etického kodexu AIFP (dalej len
,Eticky kédex AIFP") a ,EFPIA Code of the Promotion
of Prescription-only Medicines to, and Interaction with,
Healthcare Professionals”, pricom Poskytovatel s tymto
postupom suhlasi a zaroven vyhlasuje, Ze mu je obsah
uvedenych Standardov zndmy.

3.4 The Provider takes into account, that the Customer may be

a member of ethical associations regulating the
pharmaceutical industry business, including, but not limited
to the Association of Innovative Pharmaceutical Industry
(hereinafter referred to as ,,AIFP") and is a subject to
fulfilment of obligation arising from the membership in
Such ethical associations, including, but not limited to the
obligation of publishing transfers of values from
pharmaceutical companies to healthcare professionals and
healthcare organizations. In Case that the Parties agreed, by
concluding a separate written contract, on the compensation
of specific expenses, this compensation shall be paid in the
amount agreed by the Parties in written, and in accordance
with all applicable laws and standards of the AIFP Code of
Ethics (hereinafter referred to as ,,AIFP Code of Ethics")
and "EFPIA Code of the Promotion of Prescription-only
Medicines to, and Interaction with, Healthcare
Professionals”, whereby the Provider agrees with Such a
procedure and at the samé time represents, that the content
of the above mentioned standards is known to it.

35

Objednévatel je povinny  Poskytovatelovi  zaplatif
dohodnuttt odmenu formou prevodu na bankovy ucet
Poskytovatefa: SK07 0900 0000 0002 3270 6854, ato na
zdklade riadneho odovzdania dotaznikov Spracovatelovi
podla bodu 2.2 tejto Zmluvy za dany kalenddrny mesiac
a na zéklade riadneho dorucenia faktiry Objedndvatelovi,
ak sa Zmluvné strany nedohodnu inak. Faktiira vystavena
Poskytovatelom musi obsahovat pocet odovzdanych
dotaznikov v dany mesiac Spracovatelovi. Splatnost
faktiry je dohodnuta ako 30 dni odjej vystavenia.

35

The Customer shall pay to the Provider the agreed
remuneration by transferring it to the bank account of the
Provider: SK07 0900 0000 0002 3270 6854, on the basis of
properly transmission of questionarries tot he Processor
according the point 2.2 of this Agreement for a given month
and on the basis of proper delivery invoice by the
Customer, unless otherwise agreed by the Parties. The
invoice issued by the Provider shall include number of
transmitted questionnaires to the Processor in a given
month. The invoice maturity is agreed as 30 days from its
exposure.

3.6

V pripade dohodnutej uhrady konkrétnych vydavkov,
Poskytovatel’ je povinny predlozif ich prehlad spolu s
képiami  dokladov  preukazujicich ich  vynaloZenie.

Dorucenie tychto podkladov je podmienkou thrady
odmeny a pripadnej ndhrady vydavkov.

3.6

In Case of agreed payment of the particular expenses, the
Provider is obliged to submit an overview ofthem together
with copies of documents showing their expenditure.
Delivery of Such documents is a condition for payment of
the remuneration and potential compensation of expenses.

CL IV
Podmienky spoluprace

Art. IV
Terms of cooperation

4.1.

Vzijomné prava a povinnosti Zmluvnych stran su upravené
v tejto Zmluve a v priloZzenych Obchodnych podmienkach
Objednavatela (dalej len ,,Obchodné podmienky"), ktoré
tvoria Prilohu €. 3 tejto Zmluvy a ktoré sa Zmluvné strany
zaviazuji dodrziavaf. Poskytovatel tymto vyhlasuje, Ze sa
so znenim Obchodnych podmienok oboznamil, zavizuje sa
ich dodrziavat a sucasne vyhlasuje, Ze plnenia podla tejto
Zmluvy nie je vrozpore s Obchodnymi podmienkami,
Etickym kédexom AIFP ani platnymi pradvnymi predpismi.
V pripade zistenia rozporu je Poskytovatel’ tuto skuto&nost
povinny okamzite pisomne ozndmit Objedndvatelovi.

4.1.

The reciprocal rights and obligations of the Parties are
governed by this Agreement and by the enclosed
Commercial Terms and Conditions of the Customer
(hereinafter referred to as ,,Commercial Terms and
Conditions"), attached as Annex No. 3 and which the
Contracting Parties hereby undertake to observe. The
Provider hereby represents, that it acquainted with the
content of the Commercial Terms and Conditions, and
undertakes to observe them, and simultaneously represents,
that performance under this Agreement is not in conflict
with the Commercial Terms and Conditions, AIFP Code of
Ethics, nor any applicable laws. In the event of detecting
any conflict, the Provider shall immediately notify the
Customer of Such fact in written.

4.2.

Prava a povinnosti Zmluvnych stran vyslovne neuvedené
v tejto Zmluve su upravené v Obchodnych podmienkach.

4.2.

Rights and obligations of the Parties that are not expressly
stated in this Agreement are governed by the Commercial

V pripade rozporu medzi Zmluvou a prilozenymi Terms and Conditions. In the event of any conflict between
Obchodnymi podmienkami bude rozhodujice znenie this Agreement and the enclosed Commercial Terms and
Zmluvy. Conditions, this Agreement will prevail.

4.3. Poskytovatel' vyhlasuje, 7e Prieskum bude realizovat nad | 4.3. The Provider represents that it will perform Survey beyond
rdmec  zakonného rozsahu poskytovania zdravotnej the scope of the legal framework of healthcare provision,

starostlivosti, a takym spdsobom, aby vykon ¢innosti podla

and in Such a manner, that the performance of the activities

Zmluva o realizacii prieskumu, lekdr PO
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tejto Zmluvy nebol (i) na ukor casu potrebného na
poskytovanie zdravotnej starostlivosti ~ akymkol'vek
pacientom v starostlivosti Poskytovatela alebo jeho
zamestnancov, (ii) v rozpore so schvalenymi ordina¢nymi
hodinami zdvdaznymi pre Poskytovatela alebo jeho
zamestnancov, ¢i (iii) v rozpore s povinnostami
Poskytovatela alebo jeho zamestnancov voci ktorejkolvek
zdravotnej poistovni. Pokial bude Poskytovatel' pri plneni
tejto  Zmluvy vyuzival priestory alebo  vybavenie
akéhokol'vek iného subjektu, Poskytovatel' prehlasuje, Ze si
na tento ucel obstaral akykolvek potrebny stihlas
dotknutého subjektu a plnenie tejto Zmluvy nebude
porusenim akychkolvek povinnosti Poskytovatela voci
zamestnavatelovi alebo inému dotknutému subjektu.

under this Agreement will not be (i) to the detriment of time
needed for the provision of healthcare to any patients in
Care of the Provider or its employees, (ii) in conflict with
the approved hours of attendance binding for the Provider
or its employees, or (iii) in conflict with the Provider's or its
employees' obligations towards any health insurance
company. If the Provider will by performance of this
Agreement use any premises or equipment of any other
entity, the Provider represents, that it obtained for this
purpose any needed consent of any concerned entity, and
the performance of this Agreement will not be in breach of
any the Provider's obligations towards any concerned
entity.

ClL. V.
Kontaktné osoby a oznamenia

Art. V.
Contact Persons and Notifications

5.1. Pre ucely vzdjomnej komunikdcie medzi Zmluvnymi | 5.1. For the purposes of the mutual communication between
stranami a zasiclania ozndmeni podla tejto Zmluvy su the Parties and notifications under this Agreement, the
kontaktnymi osobami za contact persons are
Objednavatera: On behal f of the Customer:

Titul, meno, priezvisko, pozicia: Gabriela Kucerdkova Title, first name, last name, position:Gabriela Kucerakova

Adresa: Galvaniho 15/A, 921 04 Bratislava Adresa: Galvaniho 15/A, 921 04 Bratislava

E-mail.: gabriela.kucerakova@novartis.com E-mail.: gabriela.kucerakova@novartis.com

Tel.:+421 908 704 506 Tel.:+421 908 704 506

a and

za Poskytovatela: on behalf ofthe Provider:

Titul, meno, priezvisko, pozicia: MUDr. Magdaléna Title, first name, last name, position: MUDr. Magdaléna
Palicova Palicova

Adresa: Klastorska 134, 94901 Nitra Adress: Klastorskd 134, 94901 Nitra

E-mail.: E-mail.:

Tel.: Tel.:

5.2. O zmene kontaktnych tudajov alebo kontaktnych osob je | 5.2. The concerned contractual party is obliged to, without
dotknuta zmluvna strana povinnd druhti zmluvni stranu undue delay, notify the other contractual party of any
informovat bez zbyto¢ného odkladu. change in the contact details or contact persons.

Cl. VI Art. VI.
Ochrana informécii a udajov Protection of information and dita

6.1. Poskytovatel' je povinny  zachovavaf  doslednu | 6.1. The Provider shall be obliged to keep consistently
mlcanlivost o vietkych  skuto¢nostiach  suvisiacich confidential all facts related to the performance under this
s plnenim predmetu Zmluvy a zavdzuje sa, Ze tieto Agreement and undertakes not to use Such facts and
skuto¢nosti a informdcie nevyuzije mimo plnenia z tejto information outside the performance of this Agreement for
Zmluvy v prospech seba alebo v prospech tretich 0sob, its own benefit of for the benefit of third parties, and all
a to vSetko aj po ukonceni tejto Zmluvy bez obmedzenia. that even after the termination of this Agreement without

limitation.

6.2. Poskytovatel' si je vedomy, Ze vSetky informdcie, ktoré | 6.2. The Provider is aware that all information received or
dostal od Objednavatela alebo ich ziskal ¢i prisiel do obtained from the Customer or which he came across in
styku v sdvislosti s vykondvanou d&innostou, vrdtane connection with the activity performed, including any
postupov a know-how, maji pre Objedndvatela doverny procedure and know-how, are of a confidential character for
charakter. Zavizuje sa, ze tieto informdcie nezverejni the Customer. It wundertakes not to disclose Such
tretej strane vratane zamestnancov s vynimkou podla ¢i. information to third parties with the exception of the point
Error! Reference source not found. tejto Zmluvy. Error! Reference source not found. of this Agreement.

6.3. Poskytovatel' nie je opravneny akykol'vek vysledok svojej | 6.3. The Provider shall have no right to provide any of the

¢innosti podla tejto Zmluvy poskytndt inym osobdm neZ
Spracovatelovi a Objednavatelovi.

results of its activities under this Agreement to persons
other than the Processor and the Customer.
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CL VI
Osobitné ustanovenia

Art. VII
Special Provisions

7.1. Pri vykone svojich prav a plneni svojich zavdzkov podla | 7.1. In exercising its rights and performing its obligations under
tejto Zmluvy, bude Poskytovatel': this Agreement, the Provider will:

(a) dodrziavat vsetky platné zdkony a predpisy, vratane (a) Comply with all applicable laws and regulations,
tych, ktoré sa tykaju aktivit proti korupcii; including those related to anti-corruption;

(b) dodrziavat odvetvové normy; (b) Comply with industry standards;

(¢) dodrziavat vSetky politiky a smernice tykajice sa (c) Comply with all policies and guidelines provided to it
aktivit Poskytovatela podla tejto Zmluvy, ktoré jej by the Customer or other entity from Novartis Group in
poskytne Objednévatel alebo ind spolo¢nost skupiny relation to the Provider's activities under this Agreement,
Novartis, vratane Globdlnej politiky aktivit proti including the Novartis Global Anti-Bribery Policy and any
uplatkarstvu skupiny Novartis a akychkolvek inych other guidelines or policies attached as Annex No. 4, and as
smernic alebo politik priloZenych ako Priloha €. 4, a to aj amended from time to time. In the event Novartis issues
po z ¢asu na ¢as vykonanych novelizicidch tychto politik additional guidelines or policies in relation to the Provider's
a smernic. Ak Objedndvatel' vyda dalSie smernice alebo activities under this Agreement, the Customer will provide
politiky tykajice sa aktivit Poskytovatela podla tejto the Provider with a copy and the Provider will duly comply
Zmluvy, Objednavatel poskytne Poskytovatelovi kdpiu with Such guidelines and policies thereafter. The Provider
a Poskytovatel' bude potom riadne dodrziavat tieto hereby confirms that it has read and understood the above
smernice a politiky. Poskytovatel' tymto potvrdzuje, Ze mentioned Novartis' policies and guidelines; and

¢ital a pochopil vysSie uvedené politiky a smernice

skupiny Novartis; a

(d) plnif svoje zdvizky podla tejto Zmluvy s vysokymi (d) Perform its obligations under this Agreement with high
etickymi  a mordlnymi  obchodnymi  Standardmi ethical and moral business and personal integrity standards.
a Standardmi osobnej integrity. The Provider's breach of any obligation set forth in this
Porusenie akéhokolvek zaviazku, stanoveného v tomto Section shall be deemed to be a material breach of this
¢lanku  Poskytovatefom sa povazuje za podstatné Agreement, and the Customer shall hive the right to
porusenie tejto Zmluvy a Objedndvatel ma pravo immediately withdraw from this Agreement.

okamvzite odstupit od tejto Zmluvy.

7.2. Poskytovatel' neposttipi svoje prava a zaviazky podla tejto | 7.2. The Provider shall not assign its rights and obligations
Zmluvy bez predchadzajuceho suhlasu Objednavatela; under this Agreement without Customers' prior written
tento suihlas Objednavatel poskytne podla svojho consent, Such consent to be at Customers' sole discretion.
vyluéného uvaZzenia.

7.3.  Skupina Novartis podporuje spolocenské a | 7.3. Novartis Group promotes the societal and environmental

environmentdlne hodnoty iniciativy Global Compact

Organizacie spojenych ndrodov voci svojim

dodavatelom, ktori st tretimi stranami, (dodévatelom), a

pouziva vSade, kde je to mozné, svoj vplyv na podporu
ich prijatia.

Od dodavatelov, s ktorymi pracuje, oCakava, ze budu

dodrziavat prdvne predpisy a etické obchodné praktiky
stanovené v Kdodexe dodavatelov skupiny Novartis.

Poskytovatel'":

- sa oboznamil s poziadavkami Kodexu dodavatelov
skupiny Novartis,

- na poziadanie poskytne spolupracujucim skupiny
Novartis v pozadovanej forme informacie o pravach
pracovnikov, bezpecnosti a ochrane zdravia, Zivotnom
prostredi, dobrych Zivotnych podmienkach zvierat,
aktivitich  proti  uplatkarstvu a  spravodlivej
hospodarskej sutaZzi, a praktikich ochrany tudajov
a sikromia,

- povoli spolupracujucim skupiny Novartis (alebo
stanovenym odbornikom, ktori s tretimi stranami)
primerany pristup na ucely auditu dodrziavania tychto
Standardov,

- vynalozi maximalne usiliec o opravu zistenych poruseni
Kédexu dodavatelov skupiny Novartis
a na poziadanie podé spravu o pokroku naprav skupine

values of the United Nations Global Compact to its Third
Party Suppliers (suppliers) and uses its influence where
possible to encourage their adoption. The Customer
expects suppliers with whom he works to comply with the
law, to adhere to ethical business practices set out in our
Novartis Supplier Code.

The Provider shall:

- Familiarize themselves with the requirements of the
Novartis Supplier Code,

- Provide information on request to Novartis associates
concerning labor, health and safety, environment,
animal welfare, anti-bribery and fair competition, and
data protection and privacy practices, in the form
requested,

- Allow Novartis associates (or our nominated third party
experts) adequate access for the purposes of auditing
compliance with these standards,

Use best endeavours to rectify identified non-
compliances with the Novartis Supplier Code and report
remediation progress to Novartis on request.

Zmluva o realizicii prieskumu, lekar PO
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Novartis.
Nedodrzanie tychto Standardov opraviiuje Objednavatela
okamzite odstupit od tejto Zmluvy.
Kédex  spravania  skupiny  Novartis, Kédex
dodavatefov skupiny Novartis a iné kddexy, politiky a
smernice tykajuce sa dodévatelov, mozno ndjst na
https://www.novartis.com/about-us/corporate-

Failure to adhere to these standards shall entitle the
Customer to terminate without compensation.

The Novartis Code of Conduct, Novartis Supplier Code,
and other supplier-related codes, policies and guidelines
can be found at https://www.novartis.com/about-

us/corporate-responsibilitv/resources-news/codes-

responsibilitv/resources-news/codes-policies-
guidelines

policies-guidelines

CI. VIII.
Zavere¢né ustanovenia

Art. VIII
Final provisions

8.1. T4to Zmluva nadobuda platnost dilom jej podpisu | 8.1. This Agreement shall come into force on the date of its
a ucinnost diiom nasledujiicim po dni jej zverejnenia v signing and it shall become effective on dite following
CRZ. Platnost a zanik Zmluvy sa v ostatnom riadia the day of its registration in CRZ. Term and termination
ustanoveniami Obchodnych podmienok. of this Agreement is otherwise governed by the

provisions of the Commercial Terms and Conditions.

8.2. Tuto Zmluvu je dalej mozné predéasne ukondif | 8.2. This Agreement may also be terminated early by a
odstiipenim od Zmluvy v pripadoch stanovenych v tejto withdrawal from the Agreement in cases provided for in
Zmluve a v pripade podstatného porusenia zmluvnych this Agreement and in the event of a materidl breach of
povinnosti druhou Zmluvnou stranou, ak porusujica contractual obligations by the other Contracting party if
Zmluvn4 strana neodstrdni nedostatky v primeranej lehote the infringing party does not remove the deficiencies
ani napriek pisomnej vyzve druhej Zmluvnej strany. within a reasonable time despite a written request of the
Odsttpenie od Zmluvy musi byt v pisomnej podobe aje other Contracting party. The withdrawal frora the
uc¢inné jeho doru¢enim druhej Zmluvnej strane. Agreement shall be in a written form and it shall come

into effect on the day of its delivery to the other
Contracting party.

8.3. Kazdé ozndmenie poddavané v sivislosti s touto Zmluvou | 8.3. Every notice given in connection with this Agreement
musi byt pisomné, ak nie je v Zmluve stanovené inak, shall be in writing, unless otherwise stated in the
a musi byt doru¢ené osobne, alebo zaslané doporucenou Agreement, and shall be delivered in person or sent by
postou alebo faxom na adresu uvedenu v Zmluve ¢i na registered mail or fax to the address specified in the
inl adresu ozndmenu pisomne druhej Zmluvnej strane. Za Agreement or to another address notified in writing to the
pisomné doruCovanie podla tejto Zmluvy sa rozumie other Contracting party. A written service under this
doru€ovanie osobne, postou, kuriérom, faxom, mailom. Agreement shall mean a persondl service, service by mail,
V pripade zmeny ¢i zruSenia Zmluvy sa nim povazuje courier, fax, mail. In Case of a change or termination of
doruCovanie osobne, poStou alebo kuriérom, pricom the Agreement it shall mean a personal service, service by
pisomnost odosland postou alebo kuriérom sa povaZzuje mail or courier, and a document sent by post or courier
za dorucend v den, kedy adresat potvrdil jej prijatie. Za shall be deemed delivered on day of its acceptance by the
den dorucenia pisomnosti sa povazuje aj den, v ktory addressee. The date of service of a document shall be
adresat odoprie doru¢ovanu pisomnost prevziat, alebo v considered the day of denial of a served document, or the
ktory marne uplynie odbernd lehota pre vyzdvihnutie si day of expiration of a retrieval peridd of a served
zasielky na poste, alebo v ktory je na dorucovanej document at post office, or the day of marking of a clearly
zasielke preukdzatelne vyznaCena poznamka, ze ,.adresat mark on a served document "addressee has moved",
sa odstahoval", ,adresit je nezndmy" alebo ind "addressee is unknown" or other mark with similar
poznamka podobného vyznamu, ato aj v pripade, Ze meaning, even if the other Contracting party does not také
druhd Zmluvnd strana pisomnost neprevezme alebo sa over the document or does not know about it.

o nej nedozvie.

8.4. Vsetky zmeny a doplnky ktejto Zmluve musia mat | 8.4. Any changes and amendments of this Agreement shall be
pisomnu formu a ich platnost je podmienend stihlasom made in a written form and their validity is conditioned by
oboch Zmluvnych strdn. Poskytovatel nesmie postupif the approval of both Contracting parties. The Provider
akékolvek prava a zavizky z tejto Zmluvy tretej strane shall not assign any rights and obligations hereunder to
bez pisomného sihlasu Objednavatela. any third party without a written consent of the Customer.

8.5. Prdva a povinnosti zmluvnych strdn, vyplyvajiice z tejto | 8.5. The rights and obligations of the parties under this
Zmluvy, a v tejto Zmluve blizSie neupravené, sa riadia Agreement not regulated in detail in this Agreement shall
prislusnymi  ustanoveniami  Obchodného zdkonnika, be governed by the relevant provisions of the Commercial
Obchodnych podmienok a dalSich vSeobecne zdvaznych Code, Commercial Terms and Conditions and other
pravnych predpisov Slovenskej republiky. generally binding legal regulations of the Slovak

Republic.
8.6. T4ato Zmluva bola vyhotovend vtroch rovnopisoch, | 8.6. This Agreement is made in three counterparts. The

z ktorych dva obdrzi Objednavatel’ a jeden Poskytovatel.

Customer shall receive two counterparts and the Provider
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one counterpart.

8.7. Téato Zmluva je vyhotovena v slovensko-anglickej verzii. | 8.7. This Agreement is executed in Slovak-English version. In
V pripade rozporu medzi slovenskou a anglickou Case of any discrepancies between these two versions of
jazykovou verziou Zmluvy, jej priloh alebo akychkol'vek the Agreement, ifs Annexes or any amendments, the
dodatkov, m4 prednost slovenskd verzia. Slovak version shall prevail.

8.8. Odbornik vyslovne sthlasi s poskytnutim svojich | 8.8. The Expert expressly consent to the providing of its
osobnych  udajovn ana znak suhlasu  udeluje personal data and as a sign of acceptance provide a
Objednavatefovi suhlas dotknutej osoby so spracuvanim consent of data subject to the processing of its personal
osobnych tdajov, ktoré tvori Prilohu €. 5 tejto Zmluvy. data attached as Annex No. 5.

8.9. Neoddelitelrnou studastou tejto Zmluvy st nasledovné |8.9. The integrdl part of this Agreement are these following
prilohy: Annexes:

1. Dotaznik 1. Questionnaire

2. Identifikacia Spracovatela 2. Identification ofthe Processor

3. Obchodné podmienky spolocnosti Novartis 3. Commercial Terms and Conditions of Novartis
Slovakia s.r.o. pre vybrané vzfahy v Slovakia s.r.o. for the Selected Relations in the
zdravotnictve Healthcare Sector

4, Suihlas dotknutej osoby so spractvanim 4. Consent of dita subject to the processing of its
osobnych tudajov personal data

5. Pharmakovigilanéné povinnosti 5. Pharmacovilance obligations

8.10. Zmluvné strany prehlasuju, ze si Zmluvu precitali, jej | 8.10. The contractmg parties declare that they hdve read this
obsahu porozumeli, Ze ju uzavreli slobodne a vdzne, Agreement, they héave understood its content, they
urcite a zrozumitelne, a na potvrdenie toho, Ze obsah tejto concluded it freely and seriously, definitely and clearly
Zmluvy zodpovedd ich skutoCnej a slobodnej voOli, ju and in witness of the fact that the content of this
vlastnoru¢ne podpisali. Agreement corresponds to their actual and ffee will they

héve signed it.
|_V Bratislave/In Bratislava, diia/on.__ . V. ,/In.. Inafon ............... .
Novartis: Poskytovatei'/Provider:

Specializovand nemocnica sv. Svorada Zobor, n.o.

Odbornik/Expert:

JUDr. Peter Olajos MUDr. Magdaléna Palicové

/8
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Dotaznik zdravotného stavu pacienta lieceného omalizumabom

A.) INFORMACIE O OSETRUJUCOM LEKAROVI

1. Vada 3pecializacia:
0O pneumol6g

D alergolég

2. Pocet dispenzarizovanych pacientov s tazkou astmou vo Vasej ambulancii:

Prosim uviest’ poCet

B.) VSEOBECNE INFORMACIE O PACIENTOVI

3. Pohlavie;

OMuz O%ena

4. Vek:

06-17 rokov  [D18-29rokov 030 -49 rokov 050 -69rokov [ Viacako 70 rokov



5. Aka dlho je pacient vo Vasej starostlivosti?
01 -5 mesiacov

06 - 11 mesiacov

01 -4roky

05 - 9 rokov

O viae ako 10 rokov

6. Ako diho je u pacienta stanovena diagnéza prieduskova astma?
01 - 11 mesiacov

01~ 2 roky

03 - 4roky

05 -9 rokov

0O Viac ako 10 rokov

7. Ako dlho je u pacienta stanovena diagnéza tazka alergicka prieduskova astma?

01 - 11 mesiacov
O1-2roky

03 -4roky

05 -9 rokov

O Viac ako 10 rokov



8. Ktore symptémy boli pre pacienta pred lie¢bou omalizumabom najviac obtaZujuce?
{mozZnost vybrat viac moZnosti)

O denné symptdémy

O noéné symptomy

O pokles pl'icnych funkeif a s tfm sivisiace symptémy
O exacerbicie

Oiné, prosim uviest’

9. Uvedte, prosim, pridruzené ochorenia u pacienta pred lie€bou omalizumabom:
{moznost vybrat viac moznosti)

O alergicka rinitida

0 &asté infekcie dychacich ciest
O nosové polypy

0 CHOCHP

Odepresia

O gastroezof;éeélny reflux

O dlabetes mellitus

O ohezita

O kardiovaskuldrne ochorenie

Oiné, prosim uviest

10. Navstevuje pacient s diagndzou prieduskova astma aj iného odbornika?
O nie

0 ano, prosim uviest $pecializaciu vuws



C.) INFORMACIE O PACIENTOV! PRED LIECBOU OMALIZUMABOM

11. Pracovny status pacienta pred zaradenim na lie¢bu omalizumabom:
O zamestnany plny Uvidzok

{Jzamestnany &astodng dvizok

0520/ podnikatel

O déchadca

Oinvalidny déchodca, z dévodu prosim uviest’

0 starajici sa o inth osobu/materska dovelenka
O §tudent

 nezamestany

12. Akd dobu pred lie¢bou omalizurnabom mal pacient vytazenu lie€bu IKS + LABA?
01 - 6 mesiacov

0 7 - 11 mesiacov

O1-2roky
03 - 5 rokov

O Viac ako 6 rokov

13. V akegj forme bola vytaZena liecba IKS + LABA?
O fixna kombinacia

O vol'na kombinAcia



14. Akl konkrétnu lie¢bu IKS + LABA mal pacient pri zahajovani terapie omalizumabom?
O beklometazon + formoterol

0 budezonid + formoterol

O flutikazén + salmeterol

O flutikazén + formoterol

O flutikazon + vilanterol

{0 ind, prosim uviest

15. Pred lieébou omalizumabom, aku inG liecbu okrem IKS + LABA mal pacient
na diagndzu prieduskova astma? (moZnost vybrat viac moZnosti)

7 antileukotriény
O teofyliny

O tiotrépium

0 SABA

O systémové kortikosteroidy — ___ R

O iné, prosim doplnit ......

16. V pripade, ak bol pacient lieCeny systémovymi kortikosteroidmi, uvedte, prosim;

D ad¢innu latku .

Odédvku

O dizku lietby



17. Kolko exacerbacii mal pacient za poslednych 12 mesiacov pred lieCbou
omalizumabom?

e

0 3 aviac

18. Uvedte, prosim, zavaZnost exacerbacii (moznost vybrat viac moznosti):
O hospitalizicia

0 pohotovost

O neplanovana navsteva lekdra

O nutnost’ podania systémovych kortikosteroidov

D1 N8, PTOSEM UVIESE rereroeeeeeeeeesesieeeeeess b ssss s sstsib a2 82828 e s b T bt 818 e AR RS s s et




D.) INFORMACIE O PACIENTOV] PRI ZARADOVANI NA LIECBU OMALIZUMABOM

19. Aku hladinu IgE mal pacient pri zaradovani na lieCbu omalizumabom?
030 - 7510/ml = 72 - 180 pg/l

076 - 100 1U/ml = 181 - 240 pg/1
0101 - 200 1U/ml = 241 - 480 pg/1
0201 - 300 [U/ml = 481 - 720 pg/!
0301 - 400 1U/ml = 721 - 960 pg/l
0401 - 500 1U/ml =961 - 1200 pg/!
0501 - 600 1U/ml = 1201 - 1440 pg/]
0601 - 700 [U/ml = 1441 - 1680 ug/l
0701 - 800 IU/ml = 1681 - 1920 pg/]
0801 - 900 JU/ml=1921 - 2160 pg/]
0901 - 1000 1U/ml = 2161 - 2400 pg/!

01001 - 1100 1U/mi = 2401 - 2640 pg/!

01101 - 1200 1U/ml = 2641 - 2880 pg/
01201 -1300 IU/ml = 2881 - 3120 pg/]

01301 -1500 TU/ml=3121 - 3600 pg/]

20. Aku hmotnost mal pacient pri zaradovani na lie€bu omalizumabom?
Odo50kg

051 -60kg

061 - 70 kg

071-80kg

081-G0kg

Onad 91 kg



21. Uvedte potvrdeny celoroény alergén (moznost vybrat viac moznosti):
O pes

O macka

O roztoce

O plesne

O ing, prosim uviest’

22. Pozitivita celoroéného alergénu bola preukazana (moznost vybrat viac moznosti).
OSpecifické IigE

O KozZné prick testy

23. Potvrdil sa u pacienta aj sezénny alergén ?

ONie

O Ano, prosim uviest e 18838 AR 55151 4815 SR AR e

24, Akl hladinu eozinofilov v kevi mal pacient pri zaradovani na lieébu omalizumabom?
O Neviem, nezistioval/a som

Odo 150 buniek/ul

0151 ~ 300 buniek/pl

0301 ~ 500 buniek/ul

D nad 501 buniek/pl

O percentudlne z KO-

25. Aka bola percentuaina hodnota FEV, pri zarad'ovani na lieébu omalizumabom?
O hodnota FEV: medzi 80 - 60 % NH
0 hodnota FEV) medzi 59 - 40 % NH

O hodnota FEVi1 pod 39 % NH



E.) INFORMACIE © PACIENTOVI- PO ZARADENiI OMALIZUMABU DO LIECBY

26. Ako dlho je pacient na lie€be omalizumabom?
01 - 6 mesiacov

07 - 11 mesiacov

01 - 2 roky

03 -5 rokov

(06 - 8 rokov

O viac ako 8 rokov

27. Aka bola davka omalizumabu pri zahajeni lieCby?
vrarennens. ME @ 2 tyidne

i ME A 4 tydne

28. Je sucasna davka totozna s tivodnou?
O 4no

O nie

29. V pripade zmeny davky, prosim, uvedte:

aktudlnu davku mg & tyzdne

dévod zmeny ...




30. Kedy ste zaregistrovali odpoved pacienta na lie¢bu omalizumabom po jej za
Odo 4 tyzdiiov

Odo 8 eyzdilov

Odo 12 tyZdiiov

O do 16 tyzdiiov

31. Po zaéat! lieCby omalizumabom, &c prvé sa pozitivne zmenilo u pacienta?
(mozZnost vybrat viac moZnosti)

O denné symptémy
O noéné symptomy
D pokles plicnych funkcii a s tfm sivisiace symptémy

O exacerbécie

O iné, prosim uviest

32. Pacient nadalej uZiva IKS + LABA. Zmenila sa pacientovi davka?
O nie, nezmenila " T T T T T T T T T e e e s e e e

0 4no, gniZila

O 4no, zvyiila

33. Akt dalsiu lie¢bu okrem IKS + LABA a omalizumabu, ma aktualne pacient
na diagnozu prieduskova astma? {moznost vybrat viac moznosti)

0 antileukotriény

O teofyliny

O tiotrdpium

O SABA

O systémavé kortikosteroidy

[ iN€, PrOSimM UVIESE s carmmmmieneeestrmsssietstesimsssssmssinssss st sessses




37. Aktudlne pouziva pacient zachrann( terapiu SABA?

Onie

0O ano, ako ¢asto



38. Akd je sO¢asna hladina eozinofilov v krvi pacienta?
0 Neviem, nezistoval/a som

O de 150 buniek/ut

0151 - 300 bunick/pl

0301 - 500 buniek/pl

[ nad 501 buniek/ul

O percentudlne 2 KO: .o

39. Chodi pacient pravidelne na podania omalizumabu a 2 tyZzdne, resp. 4 4 tyZzdne?
O nie

éno

40. Kolko davok dostal pacient za poslednych 12 mesiacov?
.............. pri davkovani 3 2 tyidne

v Pri dévkovani &4 tyzdne

41. Bola u pacienta posunuta alebo vynechana aplikacia omalizumabu za poslednych
12 mesiacov? (moznost vybrat viac moznosti)

O nie

O 4no, z ddvodu infekcie

0 4no, z dévodu exacerbicie astmy
0 4no, z ddvodu iného ochorenia

O 4no, z pracovnych ddvodov

O 4ne, prosim uviest’




42. Uvedte, prosim, slcasné pridruZzené ochorenia u pacienta:
(moznost vybrat' viac moznosti)

(1 alergickd rinitida

O ¢asté infekeie dychacich ciest
(0 nosové polypy

0 CHOCHF

O depresia

O gastroezofagedlny reflux

0 diabetes mellitus

O obezita

0 kardiovaskuldme ochorenie

O iné, prosim uviest' .

43. Sugasny pracovny status pacienta;

O zamestnany plny lvizok

(i zamestnany &iastocny tvdzok Tomms s meme e e o
08280 /podnikatel'

O déchodca

Oinvalidny dochoedca, z ddvodu prosim uviest’

O starajlici sa o ind osobu/materské dovolenka
O Z%tudent

O nezamesthany

SK1708681281



Priloha ¢. 2k Zmluve o realizdcii prieskumu

Identifikacia spracovatela

Identification ofthe Processor

odovzdané do spolo¢nosti Novartis. Zodpovedna
osoba: Gabriela Kucerdkovd, Sales&Marketing
manazer.

1. Vyplnené  dotazniky zozbiera v zalepenych | 1. Filled in questionnaires shall be collected by the
obdalkach prostrednictvom Key Account Manager Key Account Manager in the sealed envelopes and
a doruci ich do spolo¢nosti Novartis na medicinske he/she will deliver them to Medical Dept. of
oddelenie. Novatis.

2. Medicinske oddelenie: Jana GaliSinovd, Medical . Novartis Associates Mrs. Jana Gali§inov4,
Advisor:  iana.ifalisinova(a),novartis.com a Lenka Medical Advisor: iana.aalisinova(S>novartis.com
Dziva  Tinkovd, Medical ~ Science  Liason: and Mrs. Lenka Dziva Tinkovd, Medical Science
lenka.dzi.va(o)n.ovarti's.com' spracujii - dotaznikv na Liason: lenka.dziva(a>novartis.com shall properly
sledovanie neziaducich ucinkov. . .

manage the questionaires for the purpose of
the adverse events.

3. Dotazniky spracované medicinskym oddelenim . Questionnaires managed by Medical Dept. Of
spolocnosti Novartis budi zaslané na Statistické Novartis shall be delivered for the statistical
vyhodnotenie: Mgr. Miroslav  Heblich. PhD., evaluation to Mr. Mgr. Miroslav Heblich. PhD.,
spolo¢nost Caldera S.I.0: company Caldera S.I.0°
Miroslav.helbich@caldera.sk Miroslav. helbich@caldera.sk

4. Po statistickom spracovani budd  vysledky | 4. Statistical outcomes based on clause 3 above shall

be delivered to Novartis to the responsible person:
Mrs. Gabriela Kucerdkovd, Sales&Marketing
Manager



mailto:Miroslav.helbich@caldera.sk
mailto:Miroslav.helbich@caldera.sk

Obchodné podmienky spolo¢nosti Novartis

Commercial Terms and Conditions of Novartis

Slovakia s.r.o. pre vvbrané zmluvné vztahy v

Slovakia s.r.o. for the Selected Relations in the

zdravotnictve

Healthcare Sector

1. Zékladné ustanovenia

1. General Provisions

Ustanovenia tychto obchodnych podmienok pre | 1. Provisions of these Commercial Terms and

vybrané zmluvné vzfahy v zdravotnictve (dalej Conditions for the Selected Relations in the

len ,,Obchodné podmienky") sa pouziju na vsetky Healthcare Sector (hereinafter referred to as the

zmluvné vzfahy, ktoré na tieto Obchodné ,Commercial Terms and Conditions") shall be

podmienky odkazuju. applicable for all contractual relations, referring to
these Commercial Terms and Conditions.

Pre ucely tychto Obchodnych podmienok maji | 2. For the purposes of these Commercial Terms and

uvedené pojmy nasledovny vyznam:

,Novartis" znamend spolo¢nost Novartis Slovakia
S.I.0., SO sidlogn Galvaniho 15/A, 821 04
Bratislava, I1CO: 36 723 304, zapisanu
v Obchodnom registri Okresného sudu Bratislava
I, oddiel: Sro, vlozka ¢.: 44016/B

,skupina Novartis" znamena akékol'vek
obchodné  spolo¢nosti  alebo  podnikatelské
subjekty majetkovo prepojené so spolo¢nostou
Novartis.

,Zmluvny partner" znamena fyzicki alebo
pravnicki osobu, ktord uzatvori zmluvu so
spolo¢nostou  Novartis odkazujicu na tieto
Obchodné podmienky.

,Pridruzené osoby” znamena akékolvek
obchodné  spolo¢nosti  alebo  podnikatelské

subjekty ktoré st kontrolované, kontroluju alebo
su pod spolocnou kontrolou uvedenej osoby,
pricom kontrolou sa rozumie priamy alebo
nepriamy podiel predstavujici asponi 50% na
zékladnom imani alebo hlasovacich prdvach
v takejto obchodnej spolo¢nosti alebo
podnikatel'skom subjekte alebo schopnost
kontrolovat rozhodnutia o riadeni tejto obchodnej
spolo¢nosti alebo podnikatel'ského subjektu.
,Zmluva" znamend zmluvu uzatvorend medzi
spolo¢nostou Novartis a Zmluvnym partnerom, na
ktord sa vztahuju tieto Obchodné podmienky,
vriatane, avsak nie vyluéne, Zmluva, ktora je
uzatvorend  akceptovanim  resp.  potvrdenim
Objednavky spolocnosti Novartis zo  strany
Zmluvného partnera; pojem Zmluva v tychto
Obchodnych  podmienkach vzdy =zahfha aj
potvrdenii Objednavku

,Objednavka" znamena pisomné objednanie
sluzby zo strany spolo¢nosti Novartis od
Zmluvného partnera, pokial takdto objednavka
odkazuje na tieto Obchodné podmienky alebo st k
nej prilozené.

»Sluzby" znamenaju
Zmluvnym  partnerom,
Specifikované v Zmluve.
,Odborné podujatie" znamena podujatie, ktoré je
ur¢ené vyhradne na odborny, vedecky alebo
vzdeldvaci ucel pre zdravotnickych pracovnikov.

poskytnuté
su  blizsie

plnenia
ktoré

Conditions, the given terms have the following

mednings.

Novartis" shall mean the company Novartis
Slovakia s.r.o., with its registered seat at
Galvaniho 15/A, 821 04 Bratislava, Company

Identification No.: 36 723 304, registered with the
Commercial Registry of District Court Bratislava
I, Section: Sro, InsertNo.: 44016/B.

,Novartis Group" shall mean any corporations or
other business entities property related with
Novartis.

,Contractual Party" shall mean natural or legal
person, which concludes any Agreement with
Novartis, referring to these Commercial Terms and
Conditions.

LAffiliates" shall mean any corporations or
business entities, which are controlled, control or
are under common control of the mentioned
person, whereby control means direct or indirect
share constituting at least 50% of the share capital
or voting rights in Such Corporation or business
entity, or the capability to control management
decisions of Such Corporation or business entity.

,2Agreement" shall mean any Agreement
concluded between Novartis and Contractual
Party, which is governed by these Commercial
Terms and Conditions, including, but not limited
to an Agreement, which is concluded by
acceptance, eventually confirmation of an Order
from Novartis by the Contractual Party; the term
Agreement in these Commercial Terms and
Conditions shall always include confirmed Order.
,Order" shall mean a written order of service

submitted by Novartis to the Contractual Party, if
Such an order refers to these Commercial Term

and Conditions or these are enclosed to it.

»Services" shall mean services provided by the
Contractual Party, described in more detail in the
Agreement.

,Professional Event" shall mean any event,
exclusively designed for professional, scientific or
educational purposes for healthcare professionals.
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Stucastou takéhoto podujatia moézu byt v
primeranej miere sprievodné aktivity, ktorych
Casovy rozsah neprekro¢i 20% z celkového
tasového rozsahu podujatia a ktoré nesmu byt v
rozpore s osobitnym predpisom. Do celkového
Casového rozsahu podujatia sa nezapocitava cas
potrebny na cestovanie a noclah.

Accompanying activitiecs may constitute a
reasonable part of Such an event, provided that the
time duration of them will not exceed 20% of the
total time duration of the event and which must not
be in conflict with any special regulation. The total
time duration of Such an event does not include
time needed for travelling and overnight
accommodation.

Ustanovenia Zmluvy a/alebo Objednavky a
akékolvek  dalSie  prilohy  okrem  tychto
Obchodnych podmienok, ktoré si vydané
spolo¢nostou Novartis a ktoré sd adresované
Zmluvnému  partnerovi, a tieto Obchodné
podmienky predstavuji Uplnd dohodu medzi
Zmluvnym partnerom a spolo¢nostou Novartis v
suvislosti so Sluzbami a inymi vysledkami prace,
ktoré maju byt poskytnuté zo strany Zmluvného
partnera spoloCnosti Novartis. Pojmy s velkym
zaCiato¢nym pismenom, ktoré nie su zadefinované
v Obchodnych podmienkach, maji vyznam, ktory
imje uréeny v Zmluve.

3. Provisions o f the Agreement and/or an Order and

any annexes other than these Commercial Terms
and Condition, which are issued by Novartis and
which are addressed to the Contractual Party,
together with these Commercial Terms and
Conditions represents full agreement between the
Contractual Party and Novartis related to Services
and other outeomes of the work, which shall be
provided by the Contractual Party to Novartis.
Terms with initial capital letters that are not
specified within the Commercial Terms and
Conditions, shall hdve their meaning determined
by the Agreement.

Zmluvny partner vyhlasuje a potvrdzuje, Ze ma
privomoc  a oprdvnenie  uzatvorif  Zmluvu.
Zmluvny partner vyhlasuje, Ze ziska, v pripade ak
je to na plnenie Zmluvy potrebné, vsetky stihlasy,
povolenia, oprdvnenia, schvdlenia a vzdania sa,
ktoré su potrebné na riadne uzatvorenie alebo
vykonanie Sluzieb podla Zmluvy.

Contractual Party represents and confirms that it
has powers and authority to conclude the
Agreement. Contractual Party represents that it
will obtain, in Case it is necessary for performance
of the Agreement, all consents, permits, licences,
approvals and waivers, which are necessary for
proper conclusion or performance of Services
under this Agreement.

Zmluvny partner nesie zodpovednost  voci
spolo¢nosti Novartis za vSetky Sluzby poskytnuté
alebo ktoré maji byt poskytnuté podla Zmluvy
alebo Objedndvky.

Contractual Party is liable towards Novartis for all
Services which are provided, or which shall be
provided under the Agreement or an Order.

Kazdd Zmluvnd strana je povinnd zbavif
zodpovednosti a od$kodnit druht Zmluvnu stranu
ajej Pridruzené osoby za akékolvek naroky,
zaloby a uplatnenia prava vznesené voci druhej
Zmluvnej strane a j ej Pridruzenym osobam, $kody
ainé umy, naklady alebo vydavky, vratane
nikladov na pravne sluzby sposobené alebo
vzniknuté druhej Zmluvnej strane alebo jej
Pridruzenym osobam (dalej ako ,,Naroky")
v suvislosti sjej umyselnym alebo
nedbanlivostnym konanim alebo opomenutim
porusujucim pravne predpisy alebo povinnosti,
vyhlaseni alebo zdruk podla Zmluvy alebo
Obchodnych podmienok okrem pripadov ak
takému konaniu alebo opomenutiu doslo z dévodu
umyselného alebo nedbanlivostného konania alebo
opomenutia  alebo  poruSenia  akychkolvek
povinnosti, vyhldseni alebo zaruk druhej zmluvnej
strany. Zmluvny partner je povinny bezodkladne
informovat spolotnost Novartis o N4rokoch podla
tohto ¢ldnku a zavdzuje sa spolupracoval so
spolo¢nostou Novartis pred koneénym urovnanim
akychkolvek Narokov.

Each Contractual Party shall indemnify and hold
harmless the other Contractual Party and its
Affiliates from and against any and all liabilities,
claims and exercise of the rights raised against the
other Contractual Party and its Affiliates, damages
and other losses, costs or expenses, including
attorneys' fees arising from or inflicted to the other
Contractual Party or its Affiliates (hereinafter
referred to as the ,,Claims") in connection with its
wilful or negligent performance or omission,
violating any applicable laws or obligations,
representations or warranties under this Agreement
or the Commercial Terms and Conditions, except
for the cases that Such act or omission oceurred as
a result of wilful or negligent performance or
omission or breach of any obligations,
representations or warranties of the other
Contractual Party. The Contractual Party shall
immediately notify Novartis of Claims set forth in
this section and undertakes to cooperate with
Novartis before the final settlement of any Claims.

. Ni¢ vtychto Obchodnych podmienkach, Zmluve
alebo Objedndvke sa nemd vykladat ako
dodavanie, pontukanie alebo slubovanie darov,
penaznych alebo vecnych vyhod alebo prospechu

Nothing included in these Commercial Terms and
Conditions, the Agreement or an Order will be
construed to provide, offer or promise gifts, cash
or in-kind benefits or profit with the aim of

2
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za UcCelom akéhokolvek ovplyviiovania alebo
zvyhodiovania pri dodavani, distribucii,
predpisovani alebo vydaji liekov, zdravotnickych

pomocok, dietetickych potravin alebo
akychkolvek  inych  produktov  spoloCnosti
Novartis alebo  skupiny  Novartis alebo

akychkolvek tretich osob.

influencing of any kind or favour treating in
relation to supply, distribution, prescription or
dispensation of medicinal products, medical
devices, dietetic foods or any other products of
Novartis or the Novartis Group or any third
persons.

II. Prava a povinnosti spolo¢nosti Novartis

II. Rights and Obligations of Novartis and the

a Zmluvného partnera

Contractual Party

A. Prava a povinnosti spolo¢nosti Novartis

A. Rights and Obligations of Novartis

Spolo¢nost  Novartis  poskytne  Zmluvnému
partnerovi potrebnu suéinnost v rozsahu uréenom
spolo¢nostou Novartis, pristup k uddajom a
informacidm  nevyhnutnym na  poskytovanie
Sluzieb. Poskytovanie Sluzieb zavisi od vcasného
plnenia povinnosti Zmluvného partnera podla
Zmluvy. Spolo¢nost Novartis suhlasi, Ze vietky
udaje, informécie a dokumenticia potrebné na
poskytovanie Sluzieb budu poskytnuté priamo

1. Novartis shall provide the Contractual Party with

necessary cooperation, to the extent determined
by Novartis, access to dita and information
essential for the provision of Services. The
provision of Services depends on timely
performance of obligations of the Contractual
Party under the Agreement. Novartis agrees that
all déta, information and documentation necessary
for the provision of Services will be provided

Zmluvnému partnerovi, ktory sa podiela na directly to the Contractual Party that is involved
poskytovani Sluzieb. in the provision of Services.

Spolo¢nost Novartis sa  zavdzuje poskytnif | 2. Novartis undertakes to provide the Contractual
Zmluvnému partnerovi vsetky podklady, Party with all materials, documents and
dokumenty a informdcie, ktoré su nevyhnutné pre information, essential in order to perform

ucely plnenia povinnosti
podla Zmluvy.

Zmluvného partnera

obligations of the Contractual Party under the
Agreement.

B. Priava a povinnosti Zmluvného partnera

B. Rights and Obligations of the Contractual Party

Zmluvny partner nesmie poverit vykonanim
akejkolvek Sluzby ind osobu, ak spolo¢nost
Novartis  neur¢i inak alebo  neposkytne
predchadzajici pisomny suhlas.

L.

The Contractual Party shall not delegate the
performance of any Services to another person,
unless otherwise stated by Novartis or without its
prior written consent.

Ak na riadnu realizdciu Sluzieb je Zmluvny
partner povinny vycestoval mimo svojho sidla
alebo miesta trvalého pobytu na dlhSie ako 1
pracovny defi (napr. udast na kongrese, semindri),
Zmluvny partner suhlasi, Ze sluzby spojené s
takymto vycestovanim (napr. vyber/rezervaciu
hotela, vyber leteckej spolo¢nosti a rezervaciu
leteniek atd’.) budu zabezpefené prostrednictvom
cestovnej agentury, ktord bude urend a schvalena
spolo¢nostou Novartis. Ak Zmluvny partner
vyuzije sluzby inej cestovnej agentury, ako tej,
ktord je schvidlend spolo¢nostou Novartis,
Zmluvny partner suhlasi, Ze jeho odmena bude
znizend o pomernu <Cast, ktord zodpovedd
vydavkom, ktoré Zmluvny partner vynalozil v
suvislosti so svojim vycestovanim a zdrZzovanim
sa mimo svojho sidla alebo trvalého pobytu podla
predchéddzajicej vety tohto bodu.

2. Ifthe Contractual Party is required to, for proper

performance of Services, travel outside its
registered seat or permanent residence for a time
peridd longer than 1 working day (e.g. in the
event of participating in a congress or a semindr),
Contractual Party agrees, that services connected
with Such travelling (e.g. hotel selection/booking,
selection of airline and booking of air tickets,
etc.) will be provided by a travel agency, which
will be assigned and approved by Novartis. If the
Contractual Party uses services of a travel agency,
other than the one approved by Novartis, the
Contractual Party agrees with decreasing its
remuneration by a proportional amount, which
corresponds with the expenses expended by the
Contractual Party on its travel and stay outside its
registered seat or permanent residence set forth in
the preceding sentence of this clause.

Bez predchadzajuceho  pisomného  sthlasu
spolo¢nosti Novartis Zmluvny partner nie je
oprdvneny poskytnuf dokumenty a materidly
spracované v suvislosti s poskytovanim Sluzieb
Specificky dohodnutych v Zmluve alebo
Objednavke inym osobdm neZ spolocnosti
Novartis alebo osobdm uréenym spolo¢nostou
Novartis, ak Zmluvnymi stranami nie je
dohodnuté inak.

3. Without prior written consent given by Novartis,

the Contractual Party is not entitled to provide
any documents and materials prcparcd in
connection with the provision of Services
expressly agreed in the Agreement or an Order to
other persons except for Novartis, or persons
assigned by Novartis, unless otherwise agreed by
the contractual parties.

Zmluvny partner sa zavizuje okamzite reagovat na
vSetky Ziadosti spolo¢nosti Novartis predkladané

4. The

Contractual Party undertakes to react
immediately to all requests submitted by Novartis
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pocas realizdcie Sluzieb a tykajice sa posudenia
a prerokovania  postupu  realizicie Sluzieb
a suvisiacich otdzok so zastupcami spolo¢nosti
Novartis.

during the performance of Services and related to
assessment and evaluation of  Services'
performance process and related questions with the
representatives of Novartis.

Zmluvny partner bude vykonavaf svoju &innost | 5. The Contractual Party will commence its duties
svedomito, riadne a hospodarne podla conscientiously, properly and economically,
dojednanych podmienok a pokynov spolocnosti following the agreed conditions and guidelines of
Novartis, v sulade s predpismi vzfahujicimi sa na Novartis, in compliance with all applicable laws
jeho vykon. Zmluvny partner je povinny pri related to its performance. By performing its
vykondvani &innosti dodrziavat platné pravne activities, Contractual Party shall comply with all
predpisy, najmid zdkon ¢. 576/2004 Z. z. applicable laws and regulations, in particular with
o zdravotnej starostlivosti, sluzbach suvisiacich s Act No. 576/2004 Coll. on Healthcare and
poskytovanim zdravotnej starostlivosti a o zmene a Healthcare-Related Services and on Amendments
doplneni niektorych zdkonov v zneni neskorSich to Certain Acts, as amended, Act No. 362/2011
predpisov, zdkon €. 362/2011 Z. z. o lickoch a Coll. On Medicinal Products and Medical Devices
zdravotnickych poméckach a o zmene a doplneni and on Amendments to Certain Acts, as amended,
niektorych zakonov, v zneni neskorSich predpisov, Act No. 578/2004 Coll. on Healthcare Providers,
zdkon ¢. 578/2004 Z. z. o poskytovatelfoch Health Workers and Professional Organisations in
zdravotnej starostlivosti, zdravotnickych the Health Service, and on Amendments to Certain
pracovnikoch, stavovskych  organizaciach v Acts, as amended, Act No. 147/2001 Coll. on
zdravotnictve a o zmene a doplneni niektorych Advertising and on Amendments to Certain Acts,
zdkonov, v zneni neskorSich predpisov, zdkon ¢&. as amended, Act No.: 136/2001 Coll. on Protection
147/2001 Z. z. o reklame a o zmene a doplneni of Competition and on Amendments and
niektorych zakonov, v zneni neskorSich predpisov, Supplements to the Act of the Slovdk National
zakon ¢&. 136/2001 Z.z. o ochrane hospodérskej Council No. 347/1990 Coll. on Organisations of
sufaze a o zmene a doplneni zdkona Slovenskej Ministries and other Central Bodies of State
ndrodnej rady €. 347/1990 Zb. o organizicii Administration of the Slovdk Republic, as
ministerstiev a ostatnych ustrednych organov amended, and Act No. 122/2013 Coll. on Personal
Statnej spravy Slovenskej republiky v zneni Data Protection and on Amendments to Certain
neskorSich predpisov, v platnom zneni a zdkon ¢&. Acts, as amended.
122/2013 Z. z. o ochrane osobnych udajov a o
zmene a doplneni niektorych zdkonov v zneni
neskorsSich predpisov.
Zmluvny partner vyhlasuje, Z¢ je osobou plne | 6. The Contractual Party represents that it is fully
kvalifikovanou ariadne odborne abez qualified and properly professionally and without
akéhokolvek obmedzenia sposobilou realizovaf any limits competent to comment its activities
¢innost na zdklade a v silade so Zmluvou, a za under and in accordance with this Agreement, and
tito svoju ¢innost, jej dosledky a pripadnu $kodu it bears full and unlimited liability for these
alebo ujmu spdsobenu v dosledku jeho cCinnosti activities, their impacts or potential damages or
nesie plni a neobmedzenti zodpovednost. losses arising from conducting its activities.
Zmluvny partner sa zavizuje, Ze pocCas trvania | 7. The Contractual Party warrants that it will
tejto Zmluvy bude maf na vlastné naklady maintain throughout the term ofthis Agreement, at
uzatvorené vSetky zakonom vyzadované druhy its own expense, any insurance which is required
poistenia tykajice sa zodpovednosti za Skodu a by law to maintain as regards liability for damage
vzfahujiice sa k predmetu Zmluvy vo vysky and related to the subject matter of the Agreement
postacujiicej na krytie nahrady Skody, ktord moéze in the amount sufficient to cover any possible
vzniknit v suvislosti s plnenim podla Zmluvy. Na compensations for damage, that may occur in
poziadanie spolo¢nosti Novartis je Zmluvny connection with the performance of its obligations
partner predlozif dokaz o existencii poistného under this Agreement. The Contractual Party will
krytia. provide Novartis with evidence of Such insurance
Upon request.
III. Objednavky Sluzieb III. Order of Services
. Sluzby alebo ich ¢&ast sa budu realizoval na 1. Services or a part of them shall be performed on

zéaklade poziadavky spolo¢nosti Novartis the basis of a request from Novartis including the
obsahujiceho opis pozadovanych Sluzieb, ktory description of the demanded Services, which
spolo¢nost Novartis uvedie Zmluvnému Novartis shall state to the Contractual Party in the
partnerovi v Zmluve alebo Objednavke. Agreement or an Order. An Order may be placed
Objednavku mozno zadaf pisomne, in writing, by fax, e-mail or in oral.
prostrednictvom faxu, e-mailu alebo ustne.

2. Objedndvka je prijatA a potvrdend tou z | 2. An Order is deemed to be received and accepted
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nasledujucich udalosti, ktorda nastane skor: (i)
Zmluvny partner doru¢i potvrdenie Objednavky
spolo¢nosti Novartis alebo (ii) Zmluvny partner
poskytne Sluzby pozadované v Objednavke.
Zmluvny partner moze Objedndvku odmietnuf, a
to pisomne, faxom, e-mailom alebo ustne.
Zmluvny partner tak v8ak nesmie urobif
bezdovodne, a je povinny spolo¢nosti Novartis
uviest dévod odmietnutia.

by one of the following events, which occurs
earlier: (i) the Contractual Party delivers order
confirmation to Novartis or (ii) the Contractual
Party provides Services demanded in the Order.
The Contractual Party may refuse the Order, by
doing so in writing, by fax, e-mail, or in oral.
Nevertheless, the Contractual Party is not entitled
to refuse an Order without a clause; it shall notify
Novartis ofthe reason for refusal.

IV. Odmena a iei splatnost

IV. Remuneration and its Maturity

Odmena za Sluzby je stanovend na zdklade dohody
zmluvnych strdn a je uvedend bud priamo v
Zmluve alebo vo  vystavenej  Objednavke
v pripade, 7e Sluzby maji byf poskytnuté na
zaklade Objednavky.

The remuneration for Services is stipulated on the
basis of agreement of the contractual parties and
is stated either directly in the Agreement or in the
issued Order, in c¢ase the Services shall be
provided based on an Order.

Odmena za poskytované Sluzby zahfila aj vSetky
vydavky, ktoré Zmluvnému partnerovi vznikli v
suvislosti s poskytovanim Sluzieb, ak zmluvnymi
stranami nie je v Zmluve dohodnuté inak. Vsetky
vydavky, ktoré Zmluvnému partnerovi vzniknu v
suvislosti s riadnym vykondvanim Sluzieb, si
pocas poskytovania Sluzieb hradi sim Zmluvny
partner. Tieto vydavky vSak musia byf vopred
odstihlasené spolo¢nostou Novartis.

The remuneration for the provided Services also
includes all expenses that were expended by the
Contractual Party in connection with the
provision of Services, unless otherwise agreed by
the contractual parties in the Agreement. All
expenses that incur to the Contractual Party in
connection with the proper performance of
Services, are paid during the provision of Services
by the Contractual Party itself. Such expenses are
subject to prior approval of Novartis.

V pripade, ak Zmluvnému partnerovi pri
poskytovani Sluzieb vznikni dodato¢né vydavky,
ktoré neboli zahrnuté v dohodnutej odmene alebo
neboli vopred odstihlasené spolotnostou Novartis,
budi Zmluvnému partnerovi preplatené len po ich
dodato¢nom odsuhlaseni zastupcom spolo¢nosti
Novartis.

In case additional expenses incurred to the
Contractual Party by providing the Services,
which were not included in the agreed
remuneration or were not approved by Novartis in
advance, will be paid to the Contractual Party
only after their approval by the representative of
Novartis.

Zmluvny partner je oprdvneny vystavit faktiru az
po riadnom poskytnuti Sluzieb spolo¢nosti
Novartis.

The Contractual Party is entitled to issue an
invoice only after the proper provision of Services
to Novartis.

Faktiry vystavené Zmluvnym partnerom sd
splatné spolo¢nostou Novartis 60 dni odo dna
riadneho dorucenia faktiry spoloCnosti Novartis a
to bezhotovostnym prevodom na bankovy ucet
Zmluvného partnera uvedeny v Zmluve alebo
Objednavke.

Invoices issued by the Contractual Party are due
by Novartis within 60 days after the day of the
proper delivery of the invoice to Novartis, by
transferring the amount to the bank account of the
Contractual Party stated in the Agreement or an
Order.

V. Doba platnosti a zdnik Zmluvy

V. Term and Termination of the Agreement

Zmluvu, ktora je uzavretd na dobu neurcitd ajej
predmetom je opakované plnenie, moZe
kedykol'vek vypovedat ktordkolvek zo zmluvnych
stran, aj bez uvedenia dobvodu, dorucenim
pisomnej vypovede druhej strane s vypovednou
dobou 30 dni odo dna riadneho dorucenia
vypovede druhej zmluvnej strane.

The Agreement which is concluded for an
indefinite peridéd of time and its subject matter is
repeated performance, may be at any time
terminated by either of the contractual parties,
also without cause, by delivery of written notice
to the other Contractual Party, upon 30 days of
notice peridd starting from the day of the proper
delivery of the notice to the other contractual

party.

Spolo¢nost Novartis md prdvo jednostranne
odstupit od Zmluvy s uéinnostou odo dia
dorucenia ozndmenia o odstipeni, v pripadoch ak:

(i) spolo¢nost  Novartis nebude  schopni
poskytnuf Zmluvnému partnerovi potrebné
udaje, dokumenty, materidly k poskytnutiu
SluZieb,

Novartis is entitled to unilaterally withdraw from
the Agreement with effect from the day of the
delivery of the notification of withdrawal, in the
following events:

Novartis will not be able to provide the
Contractual Party with any necessary information,
documents, materials essential for the provision
of Services,
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(ii) Zmluvny partner nedodd pozadovand Sluzbu
v lehote stanovenej v Objednavke a/alebo
v Zmluve,

(iii) Zmluvny partner strati spoOsobilost alebo
opravnenie na  poskytnutie dohodnutej
Sluzby,

(iv) Zmluvny partner porusi zavazok
mlicanlivosti,

(v) Zmluvny partner menej zdvazne porusi svoje
povinnosti podla Zmluvy, Objednavky alebo
Obchodnych podmienok a toto porusenie
neodstrdni do lehoty uréenej spolotnostou
Novartis v pisomnom oznameni o zistenom
poruseni, ak nie je medzi Zmluvnymi
stranami v tychto Obchodnych podmienkach
alebo Zmluve dohodnuté, Ze spoloénost
Novartis je oprdvnend od Zmluvy odsttpif
s okamzitou u¢innostou,

(vi) Zmluvny partner zdvazne porusi svoje
povinnosti podla Zmluvy, Objedndvky alebo
Obchodnych podmienok,

(vii) spolo¢nost Novartis alebo Zmluvny partner
sa stane platobne neschopnym, voci jeho
majetku  bude vedeny konkurz alebo
reStrukturalizacia, je v likvidacii alebo sa
ocitne v inej situdcii, ktord moZe ohrozif

vymoZitelnost pohladdvok veritefov
Zmluvného partnera alebo spolo¢nosti
Novartis.

(ii) The Contractual Party will not provide the
demanded Services during the time peridd
determined by an Order and/or in the Agreement,

(iii) The Contractual Party will loose its capacity
or authorisation to provide agreed Services,

(iv) The Contractual Party breaches the duty of
confidence,

(v) The Contractual Party less seriously breaches its
obligation under the Agreement, an Order or the
Commercial Terms and Conditions and will not
remedy them within the time peridd set by
Novartis in writing notification of the idenlified
infringement, unless the contractual parties
agreed, in these Commercial Term and
Conditions or in the Agreement, that Novartis is
entitled to withdraw frorn the Agreement with
immediate effect,

(vi) The Contractual Party is in serious breach of
its obligations under the Agreement, an Order or
the Commercial Terms and Conditions,

(vii)  Novartis or the Contractual Party becomes
insolvent, there will be a bankruptcy proceeding
against its property or restructuring, it is in
liquidation or finds itself in another situation,
which may endanger the collectability of any
debts of the creditors of the Contractual Party or
Novartis.

3. V pripade zdniku Zmluvy z akéhokolvek dévodu,

je Zmluvny partner povinny prerusit poskytovanie
Sluzieb ¢o mozZno najefektivnej§im sposobom tak,
aby sa zabranilo akejkol'vek ujme, ktori by mohlo
utrpief spolo¢nost Novartis alebo in4d spolo¢nost
skupiny Novartis. V pripade ak Zmluva zanikne
z dévodu vypovede zo strany spolo¢nosti Novartis
podla bodu 1. tohto ¢ldnku a spoloénost Novartis
bude v stvislosti so Sluzbami pokratovat v ich
realizacii samostatne resp. v spoluprici s inym
poskytovatefom sluzieb, zavidzuje sa Zmluvny
partner  spolupracovat  a poskytnuf  potrebnu
su¢innost, informécie alebo  dokumentéciu
spolo¢nosti Novartis resp. fiou uréenému novému
poskytovatefovi Sluzieb za uelom umoZnit
riadnu realizdciu SluZieb.

In Case of the termination of the Agreement from
any reason, the Contractual Party shall interrupt
the provision of Services in the most effective
manner, in order to prevent any damage, by which
Novartis or other company of the Novartis Group
may be affected. In Case the Agreement terminates
from the reason of notice given by Novartis in
accordance with article 1. of this section and
Novartis will in relation to Services continue in
their performance individually, eventually in
cooperation with another provider of services, the
Contractual Party undertakes to cooperate and
provide Novartis with required assistance,
information or documentation, eventually enable
proper performance of services to service provider
newly appointed by Novartis.

V pripade odstipenia od Zmluvy zo strany
spolo¢nosti Novartis spolo¢nost Novartis nie je
povinnd dalej plnit svoje povinnosti podla
Zmluvy a Obchodnych  podmienok, najma
spolo¢nost Novartis nie je povinnd uhradif
Zmluvnému partnerovi odmenu alebo dohodnuté
vydavky podfa Zmluvy alebo Objedndvky okrem
vydavkov ucelne a odévodnene vynalozenych pri
poskytovani Sluzieb v pripade ¢iasto¢ného plnenia
spolo¢nosti Novartis.

4. In case Novartis withdraws from the Agreement, it

is no longer obliged to fulfil its obligations under
the Agreement and Commercial Terms and
Conditions, in particular Novartis is not obliged to
pay remuneration or the agreed expenses to the
Contractual Party under the Agreement or an
Order, except for expenses efficiently and
reasonably expended by the provision of Services
in Case of a partial performance of Novartis.

Zanik Zmluvy nezbavuje Zmluvné strany ich prav
a narokov v suvislosti s predchadzajicim
porusenim Zmluvy, na ktoré si opravnené podla
pravnych predpisov.

5. The termination of the Agreement will not relieve

either Party of any obligation accruing prior to
expiration or termination, including any breach of
Such obligations, to which they are entitled under
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applicable laws.

VI. Vlastnictvo majetku Zmluvného partnera

VI. Proprietarv Riahts of the Contractor

Akékolvek Sluzba a/alebo vysledok Cinnosti | 1. Any Service and/or the outcome of the activity of
Zmluvného partnera podla tejto Zmluvy bude the Contractual Party under this Agreement will
vytvoreny za ucelom akéhokolvek pouzitia be performed in order to any use by Novartis
spolo¢nostou Novartis pri svojej podnikatel'skej during its business and professional activities,
a odbornej Cinnosti, najmad pri vyskume a vyvoji, mainly by research  and development,
vyrobe, registracii, predaji, marketingu manufacture, registration, sdle, marketing
a prezentécii, Skoleni a odbornej ¢innosti, reklame and promotion, training and  professional
a inych ¢innostiach suvisiacich s activities, advertising and other activities related
podnikatelskou ¢innosfou spolo¢nosti  Novartis to the business activity of Novartis in the field of
v oblasti farmécie a zdravotnej starostlivosti, bez pharmacy and healthcare, without further
dalsej platby alebo akejkolvek inej povinnosti obligation of payment or any other obligation
vo¢i Zmluvnému partnerovi. Sluzbu a/alebo towards the Contractual Party. Novartis may
vysledok  Cinnosti Zmluvného  partnera je provide any Service and/or the outcome of the
spolo¢nost Novartis oprdvnend poskytnif inym activity of the Contractual Party to other
spolo¢nostiam skupiny Novartis. companies of the Novartis Group.
Spolo¢nost Novartis je oprdavnend akukolvek | 2. Novartis is entitled to reproduce any Service
Sluzbu a/alebo vysledok cinnosti Zmluvného and/or the outcome of the activity of the
partnera podla Zmluvy rozmnozit prostriedkami Contractual Party under the Agreement by means
zvolenymi podla jej uvdzenia a rozSirovat ho decided in its séle discretion, and to reproduce it
vSetkymi sposobmi obvyklymi pri vykonavani by all possible means commonly used by carrying
svojej podnikatelskej a odbornej ¢innosti. out of its business activity and professional
activity.
Zmluvny partner nie je opravneny akukolfvek | 3. The Contractual Party is not entitled to provide
Sluzbu a/alebo vysledok svojej Cinnosti podla any Service and/or outcome of its activity under
Zmluvy poskytnuf aj inym osobdm neZ the Agreement also to other entities except for
spolo¢nosti Novartis. Zmluvny partner nie je Novartis. The Contractual Party shall not publish
opravneny publikovat &i inak prezentovat svoju or otherwise present its Service and/or the
Sluzbu a/alebo vysledok cinnosti Ci jej Ciastkové outcome of its activity or its partial or final results
alebo konecné vysledky bez predchadzajiceho without prior written consent given by Novartis.
pisomného sthlasu spolo¢nosti Novartis.
V pripade, ze Zmluvny partner pouziva alebo | 4. In Case the Contractual Party uses or develops any
vyvinie akykolvek svoj majetok (hmotny alebo own assets (tangible or intangible) prior to this
nehmotny) pred nadobudnutim uc¢innosti Zmluvy Agreement enters into force and these assets are
a tento majetok je nesk6r Zmluvnym partnerom subsequently employed by the Contractual Party
pouzivany pri poskytovani Sluzieb, tento majetok by providing Services, these assets, including the
vratane pracovnej dokumenticie zostava majetkom labour documentation, remains in the ownership
Zmluvného partnera. Po uhradeni vSetkych odmien of the Contractual Party. After the payment of all
Zmluvného partnera v suvislosti so Sluzbami a the remunerations to the Contractual Party related
Zmluvou spolo¢nost Novartis v stvislosti s tymto to the Services and the Agreement, Novartis will
majetkom  Zmluvného  partnera ziska len only obtain, in relation to these assets, non-
nevyhradnd, neprevoditelnui licenciu na exclusive, non-transferable licence to use these
pouzivanie tohto majetku Zmluvného partnera pre assets of the Contractual Party for the purposes
ucely uvedené v Zmluve a/alebo v Objednavke v set forth in the Agreement and/or an Order in
sulade s ostatnymi ustanoveniami Zmluvy. accordance with other provisions of the
Agreement.
VII. Dévernost’ informécii a povinnost’ VII. Confidentialitv of Information and Dutv of
mlicanlivosti Confidentialitv
Zmluvny partner sa zavizuje dodrziavat | 1. The Contractual Party undertakes to respect
mléanlivost o dovernych informdcidch spolo¢nosti confidentiality requirements with regard to
Novartis a  skupiny  Novartis.  Dévernou confidential information on Novartis and the
informaciou sa rozumie akdkolvek informacia Novartis Group. Confidential information means
a/alebo materidl obsahujuci takuto informéciu any information and/or document containing Such

vedeckého, technického, obchodného alebo iného
charakteru, ¢i uz v ustnej, pisomnej, zvukovej,

obrazovej, elektronickej alebo akejkolvek inej
podobe, poskytnutej alebo spristupnenc;j
spolo¢nostou Novartis alebo akoukol'vek
spolo¢nostou  skupiny Novartis alebo ich

information of scientific, technical, commercial or
other nature, either in oral, written, sound, image,
eleetronic or any other form, provided or disclosed
by Novartis or any other company of the Novartis
Group or their representative to the Contractual
Party, including, but not limited to any information
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zastupcom Zmluvnému partnerovi, vratane, nie
vSak vyluéne akejkolvek informacie spristupnencj
Zmluvnému partnerovi v suvislosti so Sluzbami
alebo ziskanej alebo nadobudnutej Zmluvnym
partnerom pri poskytovani Sluzieb (dalej len
,,doverna informacia").

disclosed to the Contractual Party in connection
with the Services, or obtained or acquired by the
Contractual Party when providing the Services
(hereinafter referred to as the ,confidential
information').

Za dovernu informdciu sa nepovazuje informacia
pri ktorej Zmluvny partner pisomnym dokazom
vie preukdzat, Ze tato informdcia:

(i) bola Zmluvnému partnerovi znidma pred jej
poskytnutim zo strany spolo¢nosti Novartis
inym sposobom ako poskytnutim od
spolocnosti  Novartis alebo  akejkolvek
spoloCnosti  skupiny  Novartis a tito
skuto¢nost vie Zmluvny partner preukdzaf
na zéklade pisomnych zdznamov,

(ii) bola zverejnend alebo dostupnd verejnosti
inak ako nésledkom porusenia Zmluvy alebo
iného zavizku mlcanlivosti Zmluvnym
partnerom,

(iii) bola Zmluvnym partnerom ziskand od tretej
osoby s platnym oprdvnenim poskytovat
takito informdciu za predpokladu, Ze tretia
osoba nemd zdvdzok mlcanlivosti voci
spolo¢nosti Novartis alebo inej spolo¢nosti
skupiny Novartis,

(iv) bola nezavislé nadobudnuta zamestnancami
Zmluvného partnera, ktory nemal Ziadnu
vedomost o informécii od spoloCnosti
Novartis alebo inej spolo¢nosti skupiny
Novartis, pricom tuto skutoénost musia
preukazovat pisomné zdznamy Zmluvného
partnera.

The confidential information does not mean any
information to the extent the Contractual Party is
able to demonstrate by competent written evidence
that Such information:

(i) was known to the Contractual Party prior to
the time of disclosure by Novartis by another
means different from providing by Novartis
or any other company of the Novartis Group,
and the Contractual Party is able to give
evidence of Such fact by its written records,

(ii) is disclosed or becomes known to the public
through no breach of this Agreement or other
duties of confidentiality by the Contractual
Party,

(iii) is disclosed to the Contractual Party on a
non-confidential basis by a third person who
is entitled to disclose it without breaching
any confidentiality obligation to Novartis or
any other company of the Novartis Group,

(iv) is independently obtained by the employees
of the Contractual Party, that were not aware
of any information from Novartis or any
other company of the Novartis Group,
whereby the Contractual Party is able to give
evidence of Such fact by its written records.

Zmluvny partner neposkytne ani nespristupni
akejkol'vek tretej osobe alebo nepouzije, okrem
pripadov nevyhnutnych na vykonanie SluZzieb
podla Zmluvy alebo pripadov povolenych
Zmluvou, ziadnu dbévernd informaciu bez
predchadzajticeho pisomného stthlasu
spolo¢nosti Novartis.

The Contractual Party will not provide or disclose
to any third person, or will not use, except for
situations necessary to perform Services under the
Agreement or situations allowed by the
Agreement, any confidential information without
prior written consent given by Novartis.

Zmluvny partner pouzije doverné informdcie iba
na ucely Zmluvy a/alebo v jej stvislosti v sulade
so Zmluvou a Obchodnymi podmienkami.
Dovernd informécia modze byt poskytnutd alebo
spristupnend iba zamestnancom, zdstupcom
alebo dodédvatefom Zmluvného partnera iba v
nevyhnutnom rozsahu potrebnom na plnenie
sluzieb podla Zmluvy a pod podmienkou, Ze
Zmluvny partner zabezpeci, ze jeho zamestnanci,
zastupcovia a doddvatelia sa zaviazu dodrziavat
zavazok mlcanlivosti minimalne v rozsahu
Obchodnych podmienok a Zmluvy a budd
z4aviazok mléanlivosti dodrZziavat.

The Contractual Party will use the confidential
information only for the purposes of this
Agreement and/or in connection and in compliance
with the Agreement and the Commercial Terms
and Conditions. Confidential information may be
provided or disclose only to employees,
representatives or suppliers of the Contractual
Party to the necessary extent needed for the
performance of Services under the Agreement and
under the condition the Contractual Party warrants,
that its employees, representatives and suppliers
undertake to comply with the confidentiality
obligation at least to the extent of the Commercial
Term and Conditions and the Agreement and they
will keep the duty of confidentiality.

5. Zmluvny partner je povinny prijat  vietky

primerané opatrenia (minimalne v rozsahu v akom
chrani svoje vlastné doverné informdcie a
materialy, avSak v ziadnom pripade tieto opatrenia
nemdZu byf v mensom rozsahu ako su primerané

The Contractual Party shall také all appropriate
measures (at least to the extent it protects its own
confidential information and documents, but in any
Case not to lesser extent these measures are
appropriate under the given circumstances) in
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opatrenia za danych okolnosti) za uCelom
zachovat a chranif déverné informécie.

order to preserve and protect confidential

information.

Zmluvny partnerje oprdvneny spristupnit ddvernu
informdciu na zdklade sudneho alebo iného
uradného prikazu alebo nariadenia, priCom
Zmluvny partner je povinny Vv dostato¢nom
Casovom predstihu ozndmif tuto skutoénost
spolo¢nosti Novartis, aby spolo¢nost Novartis
mohla prijat primerané a nevyhnutné opatrenia.
Zmluvny partner sa zavazuje, ze dbvernud
informéciu spristupni iba v takom rozsahu, ktory je
nevyhnutny na splnenie uloZenej povinnosti,
pricom Zmluvny partner sa zavidzuje vyvinuf
maximdlne usilie, aby takto poskytnuta dovernd
informacia bola aj nadalej tretimi osobami
(vratane sudov a inych verejnych orgdnov)
povazovand a chranena ako doverna informacia.

The Contractual Party is entitled to disclose
confidential information pursuant to court or other
official order or ordinance, whereby the
Contractual Party shall notify Novartis of Such
fact, so that Novartis may také appropriate and
necessary measures. The Contractual Party
undertakes to disclose the confidential information
only to the extent necessary for fulfilment of the
imposed obligation, whereby the Contractual Party
undertakes to make its maximum effort to ensure
that Such provided confidential information will be
fiirther regarded and protected as confidential
information by any third person (including courts
and other public authorities).

Po ziniku Zmluvy z akéhokolvek dovodu alebo aj
pred jej zanikom na zaklade Ziadosti spoloCnosti
Novartis sa Zmluvny partner zavdzuje vratif
spolo¢nosti ~ Novartis  alebo  zni¢if  vietky
dokumenty, poznadmKy, prezentécie, nosice a pod.,
ktoré obsahuji doverné informdacie. Zmluvny
partner je oprdvneny ponechat si jednu (1) képiu
dovernych informécii v rozsahu nevyhnutom za
ucelom preukdzania riadneho poskytnutia SluZzieb
podla Zmluvy.

After the termination of the Agreement for any
reason or also prior to its termination tpon request
of Novartis, the Contractual Party undertakes to
return to Novartis or destroy all documents, notes,
presentations, mediums, etc, which contain
confidential information. The Contractual Party is
entitled to keep one (1) copy of confidential
information to the extent necessary in order to
demonstrate the proper provision of Services under
the Agreement.

Povinnost mlEanlivosti trvd aj po zdniku alebo
postupeni Zmluvy z  akéhokolvek  dovodu
v rozsahu desiatich (10) rokov po zidniku alebo
postipeni Zmluvy z akéhokolvek dévodu.

The confidentiality obligations shall continue for
the peridd of ten (10) years beyond termination or
assignment ofthis Agreement for any reason.

Porusenie povinnosti mlcanlivosti je porusenim

Zmluvy, na zéklade ktorého je spolo¢nost
Novartis opravnend od Zmluvy odstupit.

Any breach of the confidentiality obligations
constitutes breach of the Agreement, based on
which Novartis is entitled to withdraw from the
Agreement.

VIII. Konflikt zdujmov

VIII. Conflictof Interests

Zmluvny partner vyhlasuje a zaruCuje sa, ak nie je
v Zmluve uvedené inak, Ze nie je sdm a ani ziaden
jeho ¢len Statutdrneho orgdnu alebo zamestnanec
zamestnany, so mzdou alebo bez naroku na mzdu,
ako je nizSie uvedené v bodoch (i) - (iii) tak, aby
uvedend  osoba bola  spdsobild  ovplyvnif
podnikanie spolo¢nosti Novartis alebo skupiny
Novartis, a to najma, av§ak nie vylucne:

(i) ako uradnik $tatnej spravy alebo samospravy
(alebo osoba vo vzfahu k takémuto Stdtnemu
uradnikovi, ktory by mohol zapriCinif
ovplyvnenie podnikania spolo¢nosti Novartis
alebo skupiny Novartis);

(ii) ako clen Ci poradca kategorizacnej komisie,
Stdtneho  dstavu pre  kontrolu liediv,
liekopisného alebo podobného organu;

(iii) v inej pozicii Statnej spravy, vratane pozicie v
medzinarodnej vladnej zdravotnej
organizacii, ako napr. WHO (Svetova
zdravotnicka organizacia) alebo UNICEF.

1. The Contractual Party represents and warrants,
unless otherwise provided in this Agreement, that
it itself, or any member of its statutory body or an
employed employee, with salary or without
entitlement to salary, as stated below in the
sections (i) - (iii). in a manner, so that the
mentioned person would be able to influence
business activities of Novartis or the Novartis
Group, including, but not limited to:

(i) as a public administration officer or local
administration officer (or a person in relation
with Such an officer, who may cause any
impact on business activities of Novartis or
the Novartis Group);

(ii) as a member or consultant of categorisation
committee, State InStitute for Drug Control,
pharmacopoeial or similar authority;

(iii) on another position within the public
administration, including positions in
international governmental health

organisation, Such as WHO (World Health
Organisation) or UNICEF.

2. Zmluvny partner sa zavizuje,

ze bezodkladne
oznami spolo¢nosti Novartis akékolvek a vSetky

2. The

Contractual Party undertakes to notify
Novartis immediately of any and all facts existing
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skutoCnosti existujiice v Case uzatvorenia Zmluvy
alebo ktoré nastanti pocas doby trvania Zmluvy,
ktoré sa dotykaji Zmluvného partnera, jeho
Statutarneho organu, zamestnancov poskytujucich
plnenie podla Zmluvy, a ktoré by mohli
predstavovat konflikt zdujmov medzi Zmluvnymi

at the time of conclusion of the Agreement, or
which occur during the term of the Agreement,
which are related to the Contractual Party, its
statutory body, employees providing the
performance under the Agreement, and which may
represent any conflict of interests between the

stranami  podla tohto ¢lanku  Obchodnych contractual parties according to this section ofthe
podmienok. Commercial Terms and Conditions.
V pripade prvého alebo dalSiecho konfliktu In case of the first or consequent conflict of

zaujmov pocas trvania Zmluvy, Zmluvny partner
poskytne spolo¢nosti  Novartis  predmetné
informdcie a okamzite zastavi dalSie plnenie
Zmluvy, pokial to bude spolo¢nost Novartis
vyzadovat, pricom spolo¢nost Novartis bude
opravnena odstupit od Zmluvy. V pripade
konfliktu zdujmov podla tohto ¢lanku je Zmluvny
partner povinny ozndmif prislu§Snému orgénu, vo
vzfahu ku ktorému sa Zmluvny partner do
konfliktu z4dujmov dostal, povahu svojho vzfahu
so spolo¢nostou Novartis v stlade s pravidlami
a postupmi platnymi v rdmci tohto orgdnu po
predchddzajicom  pisomnom  ozndmeni a
konzultacii so spolo¢nostou Novartis; splnenie
tejto povinnosti nezbavuje Zmluvného partnera
inych povinnosti podfa Zmluvy a Obchodnych
podmienok, najmi povinnosti ml¢anlivosti.

interests during the term of this Agreement, the
Contractual Party shall provide Novartis with
relevant information and immediately stop further
performance of the Agreement, if required so by
Novartis, whereby Novartis is entitled to withdraw
ffom the Agreement. In Case of conflict of interests
according to this section, the Contractual Party
shall notify the relevant authority, in relationship
with which the Contractual Party was brought into
conflict of interests, ofthe nature of its relationship
with Novartis, in accordance with the rules and
procedures applicable by this authority, following
prior written notification and consultation with
Novartis; fulfilment of this obligation does not
exempt the Contractual Party ffom other
obligations under the Agreement and the
Commercial Terms and Conditions, in particular
the confidentiality obligation.

V pripade, ze Zmluvny partner, jeho Statutirny
organ, C¢len  Statutarneho  orgdnu,  veduci
zamestnanec alebo zamestnanec je C¢lenom
institicie vo vzfahu ku ktorej je mozné
predpokladat vznik alebo existenciu konfliktu
zaujmov opisaného vysSie, Zmluvny partner je
povinny v ¢ase podpisania Zmluvy tito skuto¢nost
pisomne ozndmif spolo¢nosti Novartis alebo
uviest priamo v Zmluve. Ak tdto skuto&nost
nastane kedykol'vek neskér pocas trvania Zmluvy,
je Zmluvny partner povinny ju bez meSkania
pisomne oznamif spolo¢nosti Novartis. Bez
zrieknutia sa povinnosti mlicanlivosti, Zmluvny
partner zverejni podstatu vzfahu so spolo¢nostou
Novartis takejto inStiticii ako aj inym osobam,
ktorym je takito informdciu povinny poskytnuf
vzhladom na platné pravidld takej inStiticie po
predchadzajicom pisomnom oznameni
a konzultdcii so spolo¢nostou Novartis.

In Case that the Contractual Party, its statutory
body, member of a statutory body, manager or
employee is a member of any institution, in
relation to which it may be presumed as creation or
existence of the conflict of interests mentioned
above, the Contractual Party shall notify Novartis
in writing of Such fact on the day of the conclusion
of the Agreement, or state it directly in the
Agreement. If Such a fact occurs later at any time
during the term of the Agreement, the Contractual
Party shall immediately notify Novartis thereof in
writing. Without waiver of the confidentiality
obligations, the Contractual Party discloses the
substance of'the relationship with Novartis to Such
an institution or other persons, to which it is
obliged to provide Such information regarding the
applicable rules of Such an institution following
prior written notification and consultation with
Novartis.

IX. Opatrenia proti poskytovaniu tplatkov

IX. Anti-Briberv and Anti-Corruption Poliev

Zmluvny partner potvrdzuje, e bude dodrZiavat
vSetky platné pravne predpisy a etické kodexy
prijat¢é za UCelom zabranenia poskytovaniu
uplatkov a korupcii (dalej len ,,protikorupéna
legislativa").

The Contractual Party confirms that it shall abide
by all applicable laws and the codes of ethics
adopted in order to prevent bribery and corruption
(hereinafter referred to as the ,,Anti-Corruption
Legislation").

Zmluvny partner sa zavdzuje, ze priamo alebo
nepriamo neponukne resp. neposkytne akékolvek
plnenie verejnému Cinitelovi alebo akejkolvek inej
fyzickej alebo pravnickej osobe alebo institicii, na
ktoré sa vztahuje protikorupénd legislativa, za
ucelom:

(i) ziskania alebo udrzania

spolo¢nost Novartis,

obchodu pre

. The Contractual Party undertakes, that it will not

directly or directly offer, eventually provide any

consideration to public figire or any other natural

or legal person or institution, to which the Anti-

Corruption Legislation applies, for the following

purposes:

(i) to obtain or maintain any business for
Novartis,
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(ii) neprimeraného ovplyviiovania konania alebo

(ii) to inappropriately influence any proceeding

rozhodovania v prospech  spolo¢nosti or any decision-making in favour of

Novartis, Novartis,

(iii) ziskania neprimeranej vyhody pre spolo¢nost (iii) to obtain inadequate advantage for Novartis.

Novartis.

Zmluvny partner sa zavizuje viest presné a | 3. The Contractual Party undertakes to keep accurate
prehfadné zdznamy o vykonanych transakcidch a and transparent records on the transactions carried
platbach. Ak Zmluvny partner porusi alebo z out and payments made. If the Contractual Party
akéhokol'vek dovodu nadobudne podozrenie, Ze breaches or for any reason raises a suspicion, that
mohol porusit v tejto Casti uvedené povinnosti, je it might have breached the obligations under this
povinny bez meskania pisomne informovat section, it shall without any delay notify Novartis
spolo¢nost  Novartis a  spolupracovat  so in writing and cooperate with Novartis in
spolo¢nostou  Novartis pri  preskimavani a examination and documentation of Such facts.
dokumentovani tychto skutoCnosti.

V pripade porusenia povinnosti uvedenych v tejto | 4. In Case of breaching obligations set forth in this
dasti  Obchodnych podmienok je spolo¢nost section of the Commercial Terms and Conditions,
Novartis opravnend odstupit od Zmluvy. Novartis is obliged to withdraw from the

Agreement.

X. Audit a spristupnenie zdznamov X. Audit and Records Disclosure
Informicie, ktoré su sucastou zdznamov | 1. Information, which constitute a part of the records
Zmluvného partnera a vzfahujd sa k Zmluve, nie of the Contractual Party and are related to the
v8ak vylu¢ne, faktiry od tretich stran, platby Agreement, including, but not limited to invoices
poskytnuté na zaklade faktir od tretich stran, from third persons, payments made on the basis of
C¢asové zaznamy Zmluvného partnera tykajice sa invoices from the third persons, timesheets
Sluzieb za ktoré sa odmena poskytuje podla poctu maintained by the Contractual Party regarding the
hodin (alebo inej Casovej jednotky) poskytovania Services, for which the remuneration is paid on an
Sluzieb, zdznamy vydavkov ktoré maju byt hourly basis (or on a basis of another time unit),
nahradené zo strany spolo¢nosti Novartis, a iné records of expenditure which shall be compensated
dokumenty a dbokazy nevyhnutné na riadne by Novartis, and other documents and evidence
doloZenie ndkladov a odmien podla Zmluv, necessary to proper substantiate the expenses
zaznamy a akékolvek dokumenty tykajice sa and remuneration under the Agreements, records
plnenia povinnosti Zmluvného partnera podla and any documents regarding the fulfilment of
Zmluvy, sa musia poskytnif na nahliadnutie obligations of the Contractual Party under the
a preskimanie spolo¢nosti Novartis v primeranom Agreement, must be provided for inspection and
Case za predpokladu, Ze takéto nahliadnutie examination by Novartis within due time under the
spolo¢nost Novartis pisomne oznami condition that Such an inspection is notified by
s primeranym predstihom. Novartis in writing a reasonable time in advance.
Zmluvny partner vyhlasuje a zaruCuje sa, Zze | 2. The Contractual Party represents and warrants, that

Zmluvny partner v priebehu akéhokolvek auditu,
ktory bude vykonany, poskytne spolo¢nosti
Novartis kompletné a pravdivé udaje, informacie
a dokumenty, vratane oznamenia o akomkol'vek
uradnikovi, zamestnancovi, vlastnikovi alebo
osobe, ktora je priamo alebo nepriamo spojena so
Zmluvnym partnerom, Kktord je v postaveni pri
ktorom moZno rozumne predpokladat 7e moZe
umoznif ovplyvni rozhodnutia alebo &innosti
stvisiace s predmetom Zmluvy alebo ¢innostami
spolo¢nosti Novartis a skupiny Novartis.
Akékolvek prehliadanie a preskimanie zdznamov
sa uskutoéni v mieste, kde sa takéto zaznamy
zvyCajne uchovavaju a to na naklady spolo¢nosti
Novartis, pokial' spolo¢nost Novartis neur¢i inak.
Za Ucelom vykonania takychto auditov alebo
preskimani zdznamov ma spolo¢nost Novartis
ajej urCeni zastupcovia pristup k ziznamom pocas
trvania prislusnej Zmluvy, ku ktorej sa zdznamy
vzfahuji, apif (5) rokov odo dia skoncenia
prislusnej Zmluvy. Zmluvny partner sa zavizuje
poskytnuf maximélnu sudinnost a pomoc pri

the Contractual Party during the process of any
audit, which will be carried out, will provide
Novartis with complete and truthful data,
information and documents, including notification
of any officer, employee, owner or person, who is
directly or indirectly interconnected with the
Contractual Party, and who is in a position where
it could be reasonably assumed that this position
enables him/her to influence the decisions or
activities related to the subject matter of the
Agreement or the activities of Novartis or the
Novartis Group. Any reviewing and examination
of records will be performed at a place, where Such
records are usually stored and at the expense of
Novartis, unless otherwise determined by Novartis.
In order to perform $uch audits and records'
examination shall Novartis and its assigned
representatives hdve access to the records during
the term of the concerned Agreement, to which the
records are related to, and five (5) years after the
day of the termination of the concerned
Agreement. The Contractual Party undertakes to
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takejto kontrole vykonavanej zo strany spolo¢nosti
Novartis.

provide maximum cooperation and assistance
during Such inspection performed by Novartis.

Ak audit alebo preskimanie dokumentov
vykonané v sulade s tymto ¢ldnkom odhalia cenu
vysSiu ako vyplyva zo Zmluvy ¢i inti neopravnenti
fakturaciu, akékol'vek platby alebo ich Casti, ktoré
uz boli uskutoénené, musia byt spolo¢nosti
Novartis vratené bezodkladne, najneskér do 90 dni
odo dna oboznidmenia Zmluvného partnera so
zisteniami spolo¢nosti Novartis.

If audit or records examination performed in
accordance with this section discover price higher
than the price resulting from the Agreement or any
other undue invoicing, any payments or partial
payments, that were already made, are subject to
payback to Novartis without any delay, latest
within the periéd of 90 days after the day of
notification of Novartis' findings to the Contractual
Party.

Audit podla tohto ¢&lanku moZze vykonaf
spolo¢nost Novartis sama alebo prostrednictvom
nezavislého auditora resp. poradcu podla
vlastného vyberu, pripadne moze byt vykonany zo
strany  ktorejkol'vek spoloCnosti zo skupiny
Novartis alebo jej zdstupcov. Spolo¢nost Novartis
alebo ind osoba vykondvajuca audit alebo
nezavisly auditor moézu  klast otdzky
zamestnancom Zmluvného partnera ako sucast
alebo v spojeni s vykonavanim tohto auditu.

Audit set forth in this section may be carried out
by Novartis itself or through any independent
auditor, eventually an advisor of its own choice,
occasionally it may be carried out by any company
of the Novartis Group or its representatives.
Novartis or another person who is in chargé of
auditing or an independent auditor may be
questioning the employees ofthe Contractual Party
as a part of or in connection with the performance
of Such audit.

V pripade, Zze audit preukaZze nedodrziavanie
povinnosti podrla Zmluvy, Obchodnych
podmienok, pravnych  predpisov, etickych
kédexov, kdédexov Novartis a inych kodexov, na
ktoré Zmluva alebo Obchodné podmienky
odkazuji, Zmluvnym partnerom, Zmluvny partner
bez meSkania prijme ndpravné opatrenia na

odstranenie  zisteného nesuladu.  Spolo¢nost
Novartis si vyhradzuje pravo schvalit vSetky
navrhované  napravné  opatrenia.  Napravné
opatrenia budi implementované Zmluvnym
partnerom na vlastné néklady. Spolo&nost

Novartis sa bude usilovat, kedykolvek to bude
potrebné, spolupracovat so Zmluvnym partnerom
pri odstraiiovani nesuladu a implementovani planu
napravnych opatreni.

In Case the audit indicates any infringement of
obligations under the Agreement, the Commercial
Terms and Conditions, law, codes of ethics, codes
of Novartis and other codes, to which the
Agreement or the Commercial Terms and
Conditions refer to, by the Contractual Party, the
Contractual Party without any delay takes the
corrective measures to correct the indicated
noncompliance. Novartis reserves the right to
approve all the suggested corrective measures. The
corrective measures will be implemented by the
Contractual Party at its own expense. Novartis will
endeavour, whenever necessary, to cooperate with
the Contractual Party in correcting the
noncompliance and implementing the corrective
measures pian.

V pripade, 7¢ Zmluvny partner odmietne povolif
vykonanie auditu, neimplementuje alebo odmietne
prijaf ndpravné opatrenia, spolo&nost Novartis je
opravnena popri inych dostupnych oprdavneniach
podla Zmluvy a Obchodnych podmienok, platnych
pravnych predpisov alebo prislusnych etickych
kédexov, odstupit od Zmluvy.

In Case the Contractual Party refuses to allow
auditing, does not implement or refuses to také the
corrective measures, Novartis is entitled to, in
addition to other available provisions under the
Agreement and the Commercial Terms and
Conditions, applicable laws or relevant codes of
ethics, withdraw from the Agreement.

XI. Ochrana osobnych tdajov

XI. Persondl Data Protection

Zmluvny partner, ktory je fyzickou osobou,
uzavretim Zmluvy berie na vedomie skuto&nost,
7Ze jeho osobné udaje obsiahnuté v Zmluve,
poskytnuté pri plneni Zmluvy, Vv ramci
predzmluvnych vzfahov, alebo pri rokovani o
zmene Zmluvy mozZu byt spractivané
spolo¢nostou Novartis na ucely plnenia Zmluvy.

The Contractual Party, being a natural person,
takes into account by conclusion of the
Agreement, that its personal data included in the
Agreement, provided as regards the fulfilment of
the Agreement, within the pre-contractual
relations, or during negotiations on amendment to
the Agreement, may be processed by Novartis in
order to fulfil the Agreement.

Spolo¢nost Novartis bude ziskavat a spracuvat
osobné udaje Zmluvného partnera za ucelom
plnenia Zmluvy v sulade so vSetkymi vSeobecne
zavaznymi a platnymi pravnymi predpismi a
pravidlami, vratane vSetkych prislusnych
predpisov na ochranu osobnych tidajov, najmi, nie
vSak vyluéne, zakonom ¢. 122/2013 Z. z. o

Novartis will collect and process the personal data
of the contractual Party for the purpose of
fulfilling the Agreement in compliance with all
generally known and applicable laws and
regulations, including all relevant legislation on
persondl data protection, including, but not limited
to the Act No. 122/2013 Coll. on Personal Data

12

Obchodné podmienky pre vybrané zmluvné vztahy v zdravotnictve vi 70228
Commercial Terms and Conditions for the Selected Relations in the H ealthcare Sector v20170228




ochrane osobnych 1dajov v zneni neskorSich
predpisov a Smernicou 95/46/ES. Zmluvny partner
taktiez suhlasi s pouzitim a poskytnutim (¢i uz
fyzicky alebo elektronicky) svojich osobnych
udajov, resp. osobnych udajov os6b, ktoré budu
participovat pri plneni Zmluvy, aj do zahranidia
vratane krajin, ktoré nezabezpeCuji primerand
uroven ochrany osobnych udajov, a to pravnickym
osobam patriacim do skupiny Novartis, aj
prostrednictvom sprostredkovatelov (ktori budu
spraciival osobné tudaje v mene spolo¢nosti
Novartis) za vysSie uvedenym ucelom a tucelom
sledovania transakcii so Zmluvnym partnerom
a/alebo jeho zamestnancami a Statutdrnymi
orgdnmi. Spolo¢nost Novartis je oprdvnena
poskytnuf tretim osobam, spristupnif prijemcom
alebo zverejnif osobné udaje Zmluvného partnera,
ak jej takato povinnost alebo opravnenie vyplyva
7o vSeobecne zaviaznych pravnych predpisov, v
rozsahu a spdsobom, ktory ustanovuju vSeobecne
zavazné pravne predpisy. Zmluvny partner a/alebo
osoby v jeho mene participujice na plneni Zmluvy
su opravneni pozadovat informdcie o spracuvani
svojich osobnych tudajov, opravu a v zdkonom
priznanom rozsahu vymaz tychto osobnych
udajov.

Protection, as amended, and the Directive
95/46/EC. The Contractual Party also agrees with
utilization and provision (either physically or
electronically) its persondl dita, eventually the
persondl déta of persons who will participate in the
performance of the Agreement, even abroad,
including to the countries, which do not provide
for an adequate level of persondl dita protection,
i.e. to the legal persons belonging to the Novartis
Group, also through dita processors (that will
process the persondl diata on behalf of Novartis)
for the above mentioned purpose and for the
purpose of monitoring the transactions with the
Contractual Party and/or its employees and
statutory bodies. Novartis is entitled to provide to
third persons, make available to recipients or
disclose the persondl data of the Contractual Party,
if it is obliged by generally applicable laws to Such
obligation or duty, to Such extent and in Such
manner, which is stipulated by generally
applicable laws. The Contractual Party and/or the
persons participating in the performance of the
Agreement on its behalf are entitled to request the
information on processing their persondl data, the
correction and, to the extent granted by law, the
deletion of the personal data.

Ustanoveniami  tohto  ¢lanku  Obchodnych
podmienok nie si dotknuté prava Zmluvného
partnera vyplyvajuce z udelenia alebo odopretia
samostatného suhlasu na spractvanie osobnych
udajov spolo¢nostou Novartis na iné ucely.

The provisions of this section of the Commercial
Terms and Conditions shall be without prejudice to
any rights of the Contractual Party arising from
granting or refusing the mere consent to process
the persondl data by Novartis for other purposes.

Ak nie je medzi Zmluvnymi stranami dohodnuté
inak, Zmluvny partner nebude poskytovaf
spolo¢nosti Novartis osobné udaje tretich o0sob.
V pripade ak Zmluvny partner nie je dotknutou
osobou, ktorej udaje sa spracovdvaju, vyhlasuje, Ze
je opravneny, na zaklade suhlasu alebo iného
pravneho zdkladu, poskytnit spolotnosti Novartis
osobné udaje takychto dotknutych osdb na ich
spracovdvanie  spolo¢nostou Novartis  ako
prevadzkovatelom tak ako je uvedené v tychto
Obchodnych podmienkach a Zmluve. Zmluvny
partner bezodkladne ozndmi spolo¢nosti Novartis
akékol'vek ndhodné, nezdkonné alebo neopravnené
pouzitie alebo poskytovanie osobnych udajov, o
ktorych sa dozvie. Zmluvné strany si navzdjom
neposkytni ziadne osobné udaje okrem udajov
potrebnych  na  plnenie  Zmluvy, tychto
Obchodnych podmienok a zavidzkov vyplyvajtcich
z platnych etickych kdédexov. Zmluvny partner sa
zavizuje pri spracovavani osobnych tudajov konat
v sulade s platnymi prdvnymi predpismi.

Unless otherwise agreed by the contractual parties,
the Contractual Party will not provide any personal
dita of third persons to Novartis. In Case the
Contractual Party is not the dita subject, whose
persondl déta are being processed, it represents,
that it is entitled, on the basis of a consent or on
another legal basis, to provide personal dita of
Such data subjects to Novartis to be processed by
Novartis as a data controller, as stated in these
Commercial Terms and Conditions and the
Agreement. The Contractual Party shall without
any delay notify Novartis of any accidental, illegal
or unauthorised use or provision of the persondl
data, that it becomes aware of. The contractual
parties will not provide any persondl dita except
for the data needed for the performance of the
Agreement, these Commercial Terms and
Conditions and obligations arising from any
applicable codes of ethics. The Contractual Party
undertakes to observe all applicable laws by
processing the personal data.

XII. Pravo dusevného vlastnictva

XII. Intellectual Pronertv Rishts

Zmluvné strany vyhlasuju, Ze pokial' prislusné
pravne predpisy nestanovia inak, vysledky ¢innosti
Zmluvného partnera v suvislosti s plnenim Zmluvy
nie su autorskym dielom.

The contractual parties represent, unless otherwise
established by applicable laws, that the outcomes
from the activities of the Contractual Party related
to the performance of the Agreement are not a
work in copyright.

Zmluvny partner vyhlasuje, Ze vlastni alebo
disponuje potrebnymi stihlasmi, povoleniami alebo

The Contractual Party represents, that it possesses
or disposes of all needed approvals, authorisations
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licenciami vo vzfahu ku vSetkym predmetom
dusevného vlastnictva, ktoré maji byt pouzité pri
poskytovani SluZieb.

or licenses in relation to all the subject matters of
the intellectual property, which should be used for
the performance ofthe Services.

Vsetky dokumenty, ktoré spolo¢nost Novartis
Zmluvnému partnerovi podla Zmluvy odovzda,
poskytne, spristupni alebo akymkolvek spdsobom
da k dispozicii zostavaju vo vlastnictve spolo¢nosti
Novartis a Zmluvny partner ich po skonceni
Zmluvy alebo na poZiadanie spoloCnosti Novartis
Vrati.

All documents, that Novartis under the Agreement
submits, provides, discloses or makes available in
any other way to the Contractual Party, retain in
the ownership of Novartis, and the Contractual
Party returns them after the termination of the
Agreement or tGpon the request of Novartis.

V pripade, ak by v zmysle platnych pravnych
predpisov  bol vysledok Cinnosti Zmluvného
partnera podla Zmluvy chraneny ako predmet
prava dusevného vlastnictva (dalej len ,,Dielo"),
udeluje Zmluvny partner podpisom Zmluvy
vyhradnu licenciu spolo¢nosti Novartis na pouzitie
kazdého a vSetkych Diel alebo ich akychkolvek
Casti v neobmedzenom (vecnom a teritoridlnom)
rozsahu na vSetky sposoby pouzitia, ktoré si ku
diu podpisu Zmluvy zname a v sulade so zdkonom
¢. 185/2015 Z. z. o Autorsky zdkon, v zneni
neskorSich predpisov, (dalej len ,Autorsky
zdkon"). Uvedenu licenciu udeluje Zmluvny
partner bezodplatne po dobu trvania majetkovych
prav  k Dielu alebo jeho <Castiam v zmysle
Autorského zdkona alebo iného obdobného
pravneho predpisu. Zmluvny partner tymto
poskytuje licenciu po dobu trvania majetkovych
prav k Dielu s prdvom previest tieto prdva na iné
osoby. Uvedené plati rovnako, ak by iSlo
0 osobitné prava k databdze. Licencia podla tohto
¢lanku zostava zachovana aj po skonéeni Zmluvy
akymkolvek spO6sobom. V pripade Diela tretej
osoby je Zmluvny partner povinny zabezpedit
udelenie vSetkych potrebnych povoleni, licencii
a prav na uzivanie Diela pre spolo¢nost Novartis.

In case, that under applicable laws would be the
outcome of the activity of the Contractual Party,
according to the Agreement, protected as a subject
matter of the intellectual property rights
(hereinafter referred to as the ,Work"), grants the
Contractual Party by signing this Agreement an
exclusive license to Novartis to use any and all
Works or any parts of them in unlimited (materiél
and territorial) scope of all uses, which are known
by the day of the conclusion of this Agreement and
in compliance with the Act No. 185/2015 Coll. on
Copyright, as amended (hereinafter referred to as
the ,,Copyright Act"). The mentioned licence is
granted by the Contractual Party free of chargé for
the term of duration of the propriety rights related
to the Work or its parts under the Copyright Act or
other similar law. The Contractual Party hereby
grants the licence for the term of duration of the
propriety rights related to the Work with the right
to transfer these rights to other persons. The above
mentioned would be also applicable to any special
rights related to a database. Licence under this
section continues to be valid even after the
termination of the Agreement by any mean. As
regards the Work of a third person, the Contractual
Party is obliged to provide Novartis with granting
of all necessary approvals, licences and rights
related to the use of the Work.

Zmluvné strany sa vyslovne dohodli, Ze
Spolo¢nost Novartis je oprdvnend udelif tretej
osobe suhlas na pouzitie Diela v rozsahu udelenej
licencie (dalej len ,,sublicencia™), ako aj postupit
tuto licenciu na tretiu osobu.

The contractual parties expressly agreed that
Novartis is entitled to give its consent to a third
party for the use of the Work to the extent of the
granted licence (hereinafter referred to as the
»sublicense"), as well as to transfer this licence to
a third party.

Zmluvny partner sa zavidzuje, ze neudeli tretej
osobe licenciu k Dielam na spdsob pouzitia
udeleny podrla tohto ¢ldnku a je povinny sa zdrzat
pouzitia Diela spésobom, na ktory udelil
spolo¢nosti Novartis vyhradnu licenciu.

. The Contractual Party undertakes not to grant any

licence to any third party related to the use of the
Work under this section and is obliged to refrain
from using the Work in a manner, for which it had
granted the exclusive licence to Novartis.

Zmluvny partner sa zavdzuje  spristupnif
spolo¢nosti Novartis vSetky vysledky tvorivej
dusevnej Cinnosti, ktoré v zmysle Zmluvy pre
spolo¢nost  Novartis vytvoril a zavidzuje sa
odovzdat spolo¢nosti Novartis vetky s tym
suvisiace dokumenty, materidly a podklady, z
ktorych existencia Diela vyplyva alebo na ktoré sa
vykon prava dusevného vlastnictva viaze. Zaroven
sa Zmluvny partner zavizuje vykonaf vSetky
kroky a/alebo  poskytnuf  vietku  sucinnost
nevyhnutnd pre registriciu, uplatnenie alebo

The Contractual Party undertakes to make all
outcomes of the creative intellectual activities, that
it created for Novartis under the Agreement,
available to Novartis, and undertakes to deliver to
Novartis all relevant documents, materials papers,
showing the existence of the Work or which are
the subject to the performance of the intellectual
property rights. At the samé time, the Contractual
Party undertakes to také all necessary steps and/or
provides all necessary assistance in relation to
registration, application or use of the Work. The
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o,

pouzivanie Diela. Povinnost podla
predchadzajucej vety nieje ovplyvnena pripadnym
zanikom Zmluvy; to znamend, Ze uvedenu
povinnost md Zmluvny partner aj po zdniku
Zmluvy.

obligation set forth in the preceding sentence is not
affected by possible termination of the Agreement;
ie. the Contractual Party is bound by the
mentioned obligation even after the termination of
the Agreement.

podmienkach sa nesmie vykladat ako prevod
alebo poskytnutie licencie k akymkolvek pravam
dusevného vlastnictva, ktorych vlastnikom alebo
vyhradnym vykonavatefom  je spolo¢nost
Novartis, ak medzi Zmluvnymi stranami nie je
vyslovne dohodnuté inak.

8. Okrem vSetkych ostatnych naprav a odSkodneni v | 8. In addition to all other reparations and
zmysle Zmluvy alebo Obchodnych podmienok sa compensations under the Agreement or the
Zmluvny partner zaviazuje, ze odskodni a zbavi Commercial Terms and Conditions, the
zodpovednosti spolo¢nost Novartis ako aj iné Contractual Party undertakes to indemnify and
spolo¢nosti skupiny Novartis za akékolvek naroky hold harmless Novartis, as well as other companies
(ako aj vSetky primerané naklady na pravne sluzby of the Novartis Group, from and against any
suvisiace s obranou proti takymto nidrokom), ktoré claims (including all reasonable legal costs related
by vznikli z dovodu konania alebo opomenutia to protection against Such claims), arising from
konania Zmluvného partnera alebo tretej osoby, action or omission of the Contractual Party or a
konajucej v jej mene, ktoré by predstavovalo third person, acting on its behalf, which would
porusenia povinnosti v zmysle Zmluvy alebo constitute an infringement of the obligations under
Obchodnych podmienok. the Agreement or the Commercial Terms and

Conditions.
9. Nic v Zmluve, ako ani v Obchodnych | 9. Nothing in this Agreement, nor the Commercial

Terms and Conditions, shall be construed to
transfer or provide the licence related to any
intellectual property rights owned or exclusively
performed by Novartis, unless otherwise expressly
agreed by the contractual parties.

XIII. Pretrvanie platnosti ustanoveni a vyklad

XIII. Survival of the Provisions and Interpretation

inak, Zmluvné strany su oprdvnené pouzivat
spravne adresované faxy, email a hlasovu
komunikéciu pre zasielanie citlivych aj necitlivych
dokumentov a inej komunikdcie tykajicej sa
Zmluvy, ako aj iné komunikatné prostriedky,
ktoré druhd strana pouziva alebo akceptuje pri
zachovani maximalnej  ochrany  dOvernosti

1. Akékolvek ustanovenia Zmluvy, ktorych platnost | 1. Any provision of this Agreement, validity of
vyslovne alebo na zédklade ich povahy pretrvava po which expressly or based on their nature, remains
vyprsani alebo ukonceni Zmluvy, vratane nie vSak after the termination or expiration of the
vyluéne ustanovenia o mlcanlivosti, pravach Agreement, including, but not limited to the duty
dusSevného vlastnictva, zverejiiovania, postupenia of confidentiality, intellectual property rights,
prav a povinnosti, konflikte zdujmov, zostani v publishing, waiver of rights and obligations,
platnosti aj po takomto skonceni Zmluvy conflict of interests, will remain in force even
z akéhokolvek dovodu. after Such termination of the Agreement for any

reason.

2. Ak prislusny sud alebo iny oprdvneny orgdn | 2. Should any provision of this Agreement or the
ozna¢i akékolvek ustanovenie Zmluvy alebo Commercial Terms and Conditions be identified
Obchodnych podmienok v celosti alebo v Casti za by the competent court or other competent
nevykonatelné alebo neplatné, nebude maf dané authority as fully or partially void or
ustanovenie alebo jeho prislusnd &ast vplyv na unenforceable, Such provision or its relevant part
ostatné ustanovenia Zmluvy alebo Obchodnych will not affect other provisions of the Agreement
podmienok, ale bude sa povaZovaf za upravené v or the Commercial Terms and Conditions, but it
potrebnom rozsahu tak, aby bolo vykonatelné, will be deemed to be adjusted to the extent
pricom sa v maximidlnom moznom rozsahu necessary to make it enforceable, whereby it
zachova zamer zmluvnych strdn uvedeny v conforms as nearly as possible with the origindl
Zmluve alebo Obchodnych podmienkach. Vsetky intent of the contractual parties stated in the
ustanovenia Zmluvy a Obchodnych podmienok sa Agreement or the Commercial Terms and
uplatnia v maximalnom rozsahu, ktory povoluje Conditions. All provisions of the Agreement and
zakon. the Commercial Terms and Conditions shall be

applicable to the maximum extent permitted by
applicable laws.
XIV. Vzajomnd komunikécia XIV. Mutual Communication
1. Pokial sa pisomne Zmluvné strany nedohodnd | 1. Unless otherwise agreed by the contractual parties

in writing, the contractual parties are entitled to
use correctly addressed faxes, e-mail and oral
communication for sending sensitive and
insensitive documents and other communication
related to the Agreement, as well as other means
of communication, which the other contractual
party uses or accepts by maintaining the
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komunikovanych informacii a materidlov.

maximum possible protection of confidentiality of
communicated information and materials.

Akdkolvek komunikdcia podla Zmluvy alebo
Obchodnych  podmienok adresovand  druhej
zmluvnej strane sa povazuje za doruCenu, ak bola
doru¢end osobne, poStou alebo inym opravnenym
dorucovatelom, faxom alebo emailom, ktorého
dorucenie potvrdila druhd zmluvnd strana, na
adresy uvedené v Zmluve. V pripade postovych
zasielok sa za denn dorucenia pisomnosti povazuje
aj den, v ktory adresit odopric dorucovanu
pisomnost prevziat, alebo v ktory mdrne uplynie
odberna lehota pre vyzdvihnutie si zasielky na
poste, alebo v ktory je na doruCovanej zasielke
preukdzatelne vyznaCend pozndmka, ze ,,adresat sa
odstahoval", ,adresit je nezndmy" alebo ind
poznamka podobného vyznamu, a to aj v pripade,
7e druha zmluvnd strana pisomnost neprevezme
alebo sa o nej nedozvie. Faxové a emailové spravy
sa povazuju za doru¢ené po uplynuti 24 hodin od
okamihu ich odoslania.

2. Any communication under the Agreement or the

Commercial Terms and Conditions addressed to
the other contractual party is deemed to delivered,
if delivered personally, by post or by other
authorised deliverer, by fax or by e-mail, the
delivery of which was confirmed by the other
contractual party, to the addresses stated in the
Agreement. A postal consignment shall be deemed
to have been served also on the day of denial of a
served document, or the day of expiration of a
retrieval peridéd of a served document at post
office, or the day of marking of a clearly mark on a
served document “"addressee has moved",
"addressee is unknown" or other mark with similar
meaning, even ifthe other party does not také over
the document or does not know about it.. Fax and
e-mail messages shall be deemed to hdve been
served on the expiry of 24 hours following the
moment of their sending.

XV. Spristupnenie a zverejnenie udajov

XV. Data Provision and Disclosure

Spolo¢nost Novartis je oprdvnena spristupnif
tretim osobdm, zahffajuc tym i zverejnenie,
informécie a udaje tykajice sa Zmluvy, najmi
oznaCenie Zmluvného partnera ako druhej
zmluvnej strany Zmluvy vratane  jeho
nasledujticich tdajov: obchodné meno, sidlo a
ICO, telefonne ¢Cislo a e-mailovd adresa.
Spolo¢nost  Novartis je dalej tieZ opravnend
spristupnif tretim osobdm Specifikdciu predmetu
Zmluvy, ako aj vysky vSetkych sim zaplatenych
Zmluvnému partnerovi na zdklade tejto Zmluvy.
Spolo¢nost Novartis je oprdvnend predmetné
informdcie a udaje zverejnif na svojej webovej
stranke, na  webovej stranke  Asocidcie
inovativneho farmaceutického priemyslu (AIFP)
a/alebo na inej vhodnej webovej stranke podla
vlastného uvaZenia.

Novartis is entitled to provide or make available,
disclosure included, to third persons, information
and data related to the Agreement, in particular
the identification of the Contractual Party as the
other contractual party of the Agreement
including its following details: business name,
registered seat and the Company Identification
Number, telephone number and e-mail address.
Novartis is further entitled to disclose the
deseription of the subject matter of the
Agreement, as well as the sums of the amounts
paid to the Contractual Party under this
Agreement, to the third persons. Novartis is
entitled to disclose the concerned information and
dita on its website, on the website of the
Association  of Innovative = Pharmaceutical
Industry (AIFP) and/or on other appropriate
website on its sole diseretion.

Zmluvny partner sa zavizuje nepropagovat a inak
nezverejiovat  vodéi tretim osobdm  existenciu
Zmluvy alebo jej podmienok ako ani skutoénost,
Ze Zmluvny partner poskytuje sluzby spolo¢nosti
Novartis. Ak Zmluva neupravuje inak, akakol'vek
medidlna komunikacia Zmluvného partnera v
suvislosti so Zmluvou si vyzaduje predchadzajuci
pisomny suhlas spoloCnosti Novartis. Zmluvny
partner sa dalej zavdzuje nepouZival a
neodkazovat v akejkolvek reklame, propagdcii,
sprave pre tla¢, alebo inej sprdve, na obchodné
meno, akékolvek produkty, ndzvy zistupcov,
spravy, priame a nepriame citdcie, kédy, nacrty,
logd, ochranné znamky, Specifikdcie a vyobrazenia
alebo iné predmety dusevného vlastnictva
spolo¢nosti Novartis a skupiny Novartis bez
predchadzajtiiceho pisomného stihlasu spolo¢nosti
Novartis alebo prislusSnej spoloCnosti skupiny
Novartis. Akékolvek konanie v suvislosti so
Zmluvou \) vzfahu k médidam a

2. The Contractual Party undertakes not to promote

or to otherwise disclose the existence of the
Agreement or its conditions towards third persons,
nor the fact that the Contractual Party provides
services to Novartis. Unless otherwise governed by
the Agreement, any média communication of the
Contractual Party regarding the Agreement
requires prior written consent given by Novartis.
The Contractual Party further undertakes not to, in
any advertisement, promotion, press release, or
other release, use, neither to refer to the business
name, any products, names ofthe representatives,
releases, direct and indirect quotations, codes,
drawings, logos, trademarks, deseriptions and
images or other subject matters of the intellectual
property rights of Novartis or the Novartis Group
without prior written consent given by Novartis or
by the relevant company of the Novartis Group.
Any act under the Agreement in relation to the
média and mass communication tools requires
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masovokomunikaénym prostriedkom si vyzaduje
predchadzajiice schvalenie zo strany spolo¢nosti
Novartis. Toto obmedzenie  neobmedzuje
Zmluvného partnera spristupnit udaj, Ze je
Zmluvnym partnerom spolo¢nosti Novartis pri
vykone Cinnosti podla Zmluvy alebo v pripadoch,
ak tak stanovuju vSeobecné pravne predpisy.

prior approval given by Novartis. This restriction
does not limit the Contractual Party in disclosing
the fact, that it is a Contractual Party of Novartis
by performance of the activities under the
Agreement or in other cases, where it is required
by the generally applicable laws.

XVI. Podévanie sprdv o transparentnosti

XVI. Reporting on Transparency

Zmluvny partner berie na vedomie, Ze spolo¢nosf
Novartis sa zaviazala re$pektovat dobrovolné
etické kédexy regulujice odvetvie
farmaceutického priemyslu, a to vritane nie vSak
vyluéne etickych kdédexov Eurdpskej federacie
farmaceutickych odvetvi a asocidcii (dalej len
»EFPIA") a suvisiacich usmerneni a iniciativ.
Zmluvny partner sa zaviazuje, Ze na zaklade
ziadosti spoloCnosti Novartis, pred vystavenim
faktiry poskytne vopred na schvilenie kalkuldciu
vSetkych nakladov a inych plneni v ¢leneni na
jednotlivé individualizované polozKky, ktoré vznikli
vo vzfahu k jednotlivym  zdravotnickym
pracovnikom, ktori sa zucastnili Odborného
podujatia. Kalkulacia na kazdého jednotlivého
zdravotnickeho pracovnika musi zahffiat vydavky
tykajiice sa poskytnutého ubytovania, dopravy,

stravy  alebo  akychkolvek  inych  plneni
poskytnutych zdravotnickym pracovnikom
Zmluvnym partnerom alebo externymi

doddvatelmi v stvislosti s ich dcasfou na
Odbornom podujati, pritom je povinny uviest aj
porovnanie tychto néakladov s povodne
odhadovanymi nékladmi. V pripade, Ze sa niektory
zo  zdravotnickych  pracovnikov  nezuicastni
Odborného podujatia, avSak z dévodu neskorého
zruSenia ucasti boli naklady uz poskytnuté alebo
uhradené, je Zmluvny partner povinny takéto
zruSenie ulasti uviest vo vySSie spominanej
kalkulacii.

. The Contractual Party takes into account, that

Novartis undertook to respect voluntary codes of
ethics regulating the pharmaceutical industry
sector, including, but not limited to the European
Federation of Pharmaceutical Industries and
Associations (hereinafter referred to as the
»EFPIA") and related guidelines and initiatives.
The Contractual Party warrants, that tipon request
of Novartis, prior to issuing an invoice, it will
beforehand provide for approval, a calculation of
all costs and other considerations, categorised into
separdte individualised items, which arose from
the relation to the individual healthcare
professionals, who participated in the Professional
Event. The calculation on every individual
healthcare professional shall include all expenses
related to the provided accommodation, transport,
catering or any other considerations provided to
the healthcare professionals by the Contractual
Party or external suppliers in connection with their
participation on the Professional Event, whereby it
is obliged to mention also a comparison of these
expenses with the originally estimated expenses. In
Case that any of the healthcare professionals does
not participate in the Professional Event, but
resulting from late cancellation ofthe participation
has the expenses already been made or paid, the
Contractual Party is obliged to note the
cancellation of participation in the above
mentioned calculation.

V pripade poskytovania konzulta¢nych Sluzieb zo
strany Zmluvného partnera pre spolo¢nost
Novartis, je Zmluvny partner pri vystupovani na
verejnosti povinny uviest, Ze tieto konzultatné
sluzby poskytuje ako nezavisly poskytovatel pre
spolo¢nost Novartis a Ze Sluzby st poskytované
bez akejkolvek zaujatosti alebo ovplyviiovania.

In the event that the Contractual Party provides
consultancy Services to Novartis, the Contractual
Party is obliged to mention, by acting in public,
that these consultancy Services are provided by it
being an independent provider to Novartis and that
the Services are provided without any bias or
influencing.

XVII. Zavere¢né ustanovenia

XVII. Final Provisions

Tieto Obchodné podmienky, Zmluva a vSetky
zélezitosti suvisiace s nimi (vritane mimozmluvnej
zodpovednosti) sa budu riadit a vykladat v stulade
s pravnym poriadkom Slovenskej republiky (bez
ohl'adu na uplatnenie prislusnych principov volby
prava). Sucasne sa zmluvné strany dohodli na tom,
Ze na akékolvek spory vyplyvajice z tychto
Obchodnych podmienok, Zmluvy alebo vzniknuté
v stvislosti s nimi a na ich rieSenie su prislusné

kompetentné organy  Slovenskej republiky
postupujiice podrla procesnych predpisov
slovenského  pravneho  poriadku. V pripade

rozporu medzi povinnostami podla ustanoveni
tychto Obchodnych podmienok na jednej strane

. These Commercial Terms and Conditions, the

Agreement and all issues related to them (including
the non- contractual liability) shall be governed by
and construed under the laws of the Slovak
Republic (regardless of the application of the
relevant principles of choice of the applicable law).
At the samé time the contractual parties agreed, that
competent to settle any disputes arising from these
Commercial Terms and Conditions or the
Agreement, or in any way relating to these
Commercial Terms and Conditions or the
Agreement, are the relevant Slovdk authorities,
following the procedural provisions of the Slovak
legislation. In the event of any conflict between the
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a ustanoveniami Zmluvy alebo Objednavky na
druhej strane maju prednost ustanovenia Zmluvy
alebo Objednavky (ale len v rozsahu tohto
pripadného rozporu).

obligations under these Commercial Terms and
Conditions on one side, and the provisions of the
Agreement on the other side, the provisions of the
Agreement or an Order will prevail (only to the
extent of the conflict, though).

Strany suhlasia, Ze sa v dobrej viere a urychlene
pokusia vyrieSif akykolvek spor alebo ndrok
vyplyvajuci zo Zmluvy alebo v stvislosti s tiou
najprv dohodou. V pripade, Ze sa spor dohodou
nevyrieSi mozno Vv suvislosti so  spornou
zélezitostou iniciovat sudne konanie. Ni¢ uvedené
v tomto bode nebude brdnif Ziadnej zo strdn
kedykoIvek pred alebo po iniciovani postupov
rieSenia sporu dohodou zacaf sidne konanie na
ochranu akychkolvek prav dusSevného vlastnictva,
obchodného tajomstva alebo dovernych informacii
alebo na zachovanie akéhokolvek zdkonného
prava alebo prostriedku napravy.

. The contractual parties agree, that they shall try, in

good faith and without undue delay, to settle any
diSpute or claim arising from the Agreement or
related to the Agreement, firstly ipon agreement. In
Case that the diSpute will not be settled upon
agreement, the court proceeding may be initiated in
relation to the matter of diSpute. Nothing mentioned
in this article shall prevent any Contractual Party
from, any time prior or after the initiation of the
procedures of diSpute settlement by agreement,
commencing a court proceeding in order to protect
any intellectual property rights, business secret or
confidential information, or to maintain any legal
right or remedy.

Tieto Obchodné podmienky su platné a ucinné od
1.10.2017. Spolo¢nost Novartis si  vyhradzuje
pravo priebezne upravit Obchodné podmienky,
resp. doplnit ich dal§imi zmluvnymi podmienkami
alebo podmienkami Specifickymi pre jednotlivé
Sluzby. Akdkolvek Objedndvka, ktorti spolo&nost
Novartis doru¢i Zmluvnému partnerovi po
predchadzajicom a v€asnom doruceni upravenych
Obchodnych podmienok, sa bude povazovat za
potvrdenie zmien Obchodnych podmienok zo
strany Zmluvného partnera a vyjadrenie jeho
suhlasu s nimi.

. These Commercial Terms and Conditions shall

come into force and effect as of 1.10.2017. Novartis
reserves the right to modify the Commercial Terms
and Conditions from time to time, eventually to
amend them with other contractual terms or
conditions specific for the individual Services. Any
Order, which is delivered to the Contractual Party
by Novartis following the prior and timely delivery
of the modified Commercial Terms and Conditions,
shall be deemed to be a confirmation of the
modifications to the Commercial Terms and
Conditions by the Contractual Party and an
expression of its consent with them.

Ziadna zo Zmluvnych strdn nie je opravnend
postupit svoje prdva a povinnosti vyplyvajice zo
Zmluvy, Objedndvky a Obchodnych podmienok
na tretiu osobu bez predchddzajiceho pisomného
suhlasu druhej zmluvnej strany okrem pripadu ak
spolo¢nost  Novartis postupuje  svoje  prdva
a povinnosti podfa Zmluvy, Objednavky alebo
Obchodnych podmienok na ind spolo¢nost
skupiny Novartis alebo svojho pravneho ndstupcu.
Odsuhlaseny postupnik vstupuje do vsetkych prav
a povinnosti postupcu vo vymedzenom rozsahu.
Akékolvek postipenie, ktoré je v rozpore s vysSie
uvedenym je neplatné.

. None ofthe contractual parties is entitled to assign

its rights and obligations under the Agreement, an
Order or the Commercial Terms and Conditions to
a third person without prior written consent given
by the other contractual party, except the Case that
Novartis assigns its rights and obligations under the
Agreement, an Order or the Commercial Terms and
Conditions to another company of the Novartis
Group or to its legal successor. The approved
assignee enters into all rights and obligations of the
assignor to the defined extent. Any assignment in
conflict with the above mentioned, is invalid.

Zmluvné strany vyhlasujii, Ze su oprdvnené
uzatvorit Zmluvu, prevziaf na seba zdviazky podla
Zmluvy a Obchodnych podmienok a nemaju také
z4vizky vo vztfahu k tretim osobdm, ktoré by boli
v konflikte k povinnostiam podla Zmluvy alebo
Obchodnym podmienok a pocas trvania Zmluvy
ani nevstdpia do takych vzfahov a povinnosti,
ktoré by boli vrozpore so Zmluvou alebo
Obchodnymi podmienkami bez predchadzajiceho
pisomného suhlasu druhej Zmluvnej strany.

. The contractual parties represent, that they are

entitled to conclude the Agreement, undertake the
liabilities under the Agreement and the Commercial
Terms and Conditions, and do not have Such
liabilities towards the third persons, which may be
in conflict with the obligations under the
Agreement or the Commercial Terms and
Conditions, and, during the term of duration of the
Agreement, they will not even enter into Such
relations and obligations, that may be in conflict
with the Agreement or the Commercial Terms and
Conditions without prior written consent given by
the other contractual party.

Zmluva, Objednavka a Obchodné podmienky
predstavuju uplni a celii dohodu Zmluvnych stran

. The Agreement, an Order and the Commercial

Terms and Conditions present full and complete
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o obsahu ich zmluvného vzfahu, ak nie medzi
Zmluvnymi stranami dohodnuté inak, priCom
Zmluva nahradza akékolvek skorSie ustne alebo
pisomné dohody a dojednania medzi Zmluvnymi
stranami vo vztahu k predmetu Zmluvy. Zmluva
a Obchodné podmienky moézu byt zmenené a
doplnené iba v pisomnej forme po vzajomnej
dohode Zmluvnych stran, datovanym a Cislovanym
dodatkom  podpisanym  oboma Zmluvnymi
stranami.

agreement of the contractual parties on the content
of their business relation, unless otherwise agreed
by the contractual parties, whereby the Agreement
substitutes any prior oral or written agreement
between the contractual parties related to the
subject matter of the Agreement. The Agreement
and the Commercial Terms and Conditions may be
modified and amended only in writing form
following the mutual agreement of the contractual
parties, by amendment containing the dite and
number of pages, and signed by both contractual
parties.

rovnopisov (bez ohladu na to, ¢i su tieto rovnopisy
origindly alebo faxové képie alebo maju formu
prilohy k mailu vo formate pdf). Kazdy podpisany
rukopis sa povazuje za origindl Zmluvy, ale vSetky
rukopisy spolu predstavuju jednu a ta istt listinu.

7. Pri plneni povinnosti podfa Zmluvy Zmluvny . By the performance of obligations under the
partner vystupuje vo vzfahu k tretim osobdm ako Agreement, the Contractual Party acts, with regard
nezavisly doddavatel spolo¢nosti Novartis a ni¢ v to the third persons, as an independent supplier of
Zmluve alebo Obchodnych podmienkach sa nema Novartis, and nothing in this Agreement or the
vykladat tak, Ze Zmluvny partner, jeho Commercial Terms and Conditions shall be
zamestnanci, zastupcovia alebo vedici pracovnici construed in the way, that the Contractual Party, its
si zamestnancami, zdstupcami, spolo¢nikmi v employees, representatives or managers are
spolo¢nom podniku, splnomocnencom alebo employees, representatives, associates in joint
partnerom spolo¢nosti Novartis. Zmluvny partner venture, attorneys-in-fact or partners of Novartis.
nie je akymkolvek spdsobom oprdvneny konaf v The Contractual Party is not entitled to act in any
mene a na ucCet spoloCnosti Novartis, najma way on behalf of and for the account of Novartis, in
akymkolvek spOsobom zavizovat  spolo¢nost particular to bind Novartis in any way or to accept
Novartis alebo prijimat alebo vytvdraf povinnosti or incur obligations or liabilities, either expressed
alebo zdvazky ¢i uz vyslovné alebo micky or implied, on behalf of or for the account of
predpokladané v mene alebo na ucet spolo¢nosti Novartis, unless otherwise stated in the Agreement.
Novartis, ak nicje v Zmluve uvedené inak.

8. Nadpisy v Zmluve a Obchodnych podmienkach . Titles in the Agreement and the Commercial Terms
slizia na TahSiu orientdciu v texte Zmluvy alebo and Conditions serve for ease of reference in text of
Obchodnych podmienok a nie st pravne zavazné. the Agreement or the Commercial Terms and

Conditions and are not legally binding.
9. Zmluva moze byt podpisana v akomkolvek pocte . This Agreement may be executed in any number of

counterparts (regard less the fact whether these
counterparts are originals, fax copies or are in the
form of an e-mail attachment in PDF format). Each
of the signed counterparts will be deemed to be an
origindl, but all of them together will constitute one
and the samé document.

10.

Ziadna zo Zmluvnych strdn nezodpoved4 druhej
zmluvnej strane za nesplnenie svojej povinnosti
v dosledku posobenia vysSej moci, ktorej sa nedalo
vyhnut ani pri vynaloZeni primerane;j
starostlivosti. Zmluvna strana, ktord sa dostala do
omeskania s plnenim v dosledku posobenia vyssej
moci je povinny bez zbytoéného odkladu ozndmit
druhej zmluvnej strane vyskyt tejto okolnosti
a Zmluvné strany sa zavizuji spolupracovat pri
rieSeni takto vzniknutej situdcie.

None of the contractual parties is responsible
towards the other contractual party for not
performing its obligations under this Agreement as
a result of any Force Majeure beyond its reasonable
control that could not hive been avoided by due
Care. The contractual party, that is in delay of
performance of its obligations as a result of any
Force Majeure is obliged to, without any delay,
notify the other contractual party of the oceurrence
of Such circumstances and the contractual parties
undertake to cooperate in solving the situation thus
ereated.

11.

Ni¢ v tychto Obchodnych podmienkach a Zmluve
sa nemé vykladaf ako vzdanie sa svojich prav
ktoroukolvek zo zmluvnych stran pokial takéto

vzdanic sa prav nie je vyhotovené pisomne
a podpisané touto zmluvnou stranou, pricom
vzdaniec sa niektorého z prav podla Zmluvy

a Obchodnych podmienok neznamena vzdanie sa
inych prav tejto zmluvnej strany podla Zmluvy
a Obchodnych podmienok alebo vzdanie sa tychto

11. Nothing containcd in these Commercial Terms and

Condition, nor in the Agreement shall be construed
as waiver of its rights by any of the contractual
parties, unless Such waiver was given in writing
and signed by the contractual party giving Such
waiver, whereby the waiver of any of the rights
under the Agreement or the Commercial Terms
and Conditions is not deemed to be a waiver of
other rights of this contractual party under the
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prav v pripade pokracujiiceho alebo opakujiceho
sa poruSenia povinnosti podla Zmluvy alebo
Obchodnych podmienok.

Agreement or the Commercial Terms and
Conditions, or the waiver of these rights in Case of
continuing and repetitive breach of the obligations
under the Agreement or the Commercial Terms
and Conditions.

12. V pripade rozporu medzi anglickou a slovenskou
jazykovou verziou tychto Obchodnych podmienok
sa prihliada na znenie v slovenskom jazyku.

12. In case of any discrepancy between English and
Slovdk version the Slovdk version shall be
prevailing.

20

Obchodné podmienky pre vybrané zmluvné vzfahy v zdravotnictve vi70228
Commcrcial Terms and Conditions for the Selected Relations in the Healthcare Sector v20170228




SUHLAS DOTKNUTEJ OSOBY SO
SPRACUVANIM OSOBNYCH UDAJOV
v zmysle ustanovenia § 11 zédkona ¢. 122/2013 Z. z. o
ochrane osobnych 1idajov a o zmene a doplneni
niektorych zdkonov v zneni neskorSich predpisov (dalej
len ,,Zakon o ochrane osobnych udajov")

CONSENT OF DATA SUBJECT TO PERSONAL
DATA PROCESSING
under the provisions of Section 11 of Act No. 122/2013
Coll. on Persondl Data Protection and on Amendments
and Supplements to Certain Other Acts as subsequently
amended (hereinafter referred to as the "Data
Protection Act'")

Galvaniho 15/A, 821 04 Bratislava, SR

v Obchodnom registri Okresného tidu Bratislava I, oddiel: Sro, vlozka

Prevadzkovatel”

Obchodné meno: Novartis Slovakia s.r.o.
Sidlo:

1CO: 36 723 304

DIC: 202 230 2425

IC DPH: SK 2022302425
Zapisany:

¢..:44016/B

(dalej len ,,Prevadzkovatel™ a/alebo ,,Novartis')

Dotknuta osoba:

Titul, Meno, Priezvisko: MUDr. Magdaléna Palicova

Adresa: Klastorska 134, 94901 Nitra
Email:

Mobil:

1CO: 37971832

DIC:2021877792

ICDPH: SK2021877792

Cislo u&tu: SK07 0900 0000 0002 3270 6854,

Adresa trvalého pobytu:
Koresponden¢na adresa:
Détum narodenia:
Rodné ¢islo:

Tieto udaje mozu byt nahradené aj ¢itatelrnym odtlackom pediatky!

(dalej len ,,Dotknuta osoba')

Vyhlasujem, Ze ako dotknutd osoba v zmysle
ustanovenia § 11 Zikona o ochrane osobnych udajov
tymto Prevadzkovatelovi

udel'ujem suhlas

Prevadzkovatelovi (resp. spolonostiam patriacim do
nadnirodnej skupiny Novartis, ktoré sa z pohladu
predpisov obchodného prdva povazuji za osoby
prepojené majetkovou ucastou alebo  spriaznené
s Prevadzkovatefom, ako aj inych drzitefov registracii,
resp. vyrobcov uvedenych dalej v tomto sthlase, pricom
odkaz na Prevadzkovatela sa v dalsom texte tohto
sthlasu rovnako vzfahuje aj na tieto osoby) na
spracuivanie mojich osobnych tudajov, v rozsahu
uvedenom a dobrovolne vyplnenom vysSie, Vv
informacnych systémoch a databazach Prevddzkovatela

I hereby declare that being the Data Subject under the
provisions of Section 11 of the Data Protection Act,
hereby

grant my consent

to the Operator (or to the companies within Novartis
multinational group which, under the commercial law,
are deemed to represent persons within the holding of or
affiliated to the Operator as well as other registration
holders or manufacturers referred to further below in this
consent; a reference to the Operator made further in this
text shall also be a reference to these persons) to process
my persondl data, to the extent specified and voluntarily
filled in above, in the Operator's information systems
and databases for the following purposes:

IL




za nasledujicim tcelom/ticelmi:

- plnenia povinnosti Prevddzkovatel'a a/alebo jemu
pridruZenych osob, pricom tento ucel sa viaZe aj
na osobné udaje, ktoré su, alebo budi uvedené
v zmluve, boli alebo budi Prevddzkovatelovi
poskytnuté pri plneni zmluvy alebo boli resp. budu
Prevddzkovatelom zistené pri jeho plneni zmluvy
a/alebo za uicelom zverejriovania tychto osobnych
udajov v suvislosti s platnymi prdvnymi predpismi,

- za ucelom administrdcie databdzy kontaktnych
Udajov zdravotnickych pracovnikov potrebnych k
uzatvdraniu zmluv a dohod medgzi
Prevddzkovatelom a Dotknutou osobou alebo s
inou osobou (ako napr. subdoddvatel’,
zamestndvatel’ Dotknutej osoby, alebo ind
prdvnickd osoba, na ktorej Cinnosti sa Dotknutd
osoba podiel'a),

- evidovaniu a realizovaniu marketingovej,
obchodnej a edukacnej komunikdcie
Prevddzkovatela s  Dotknutou  osobou o
aktivitdch, sluzbdch a produktoch
Prevddzkovatela.

Beriem na vedomie, ze Prevddzkovatel je stCasne
zastupcom, resp. kona v prospech nasledovnych
drzitelov registracii, vyrobcov resp. inych subjektov: 1.
Novartis Europharm Limited, Frimley Business Park,
Camberley GUI6 7SR, Velka Britdnia, reg. Cdislo:
306306, 2. Novartis s.r.o0., Na Pankraci 1724/129, 140 00
Praha 4, Ceskd republika, ICO: 64575977, 3. Orién
Corporation, Orionintie 1, FI-02200 Espoo, Finsko, i.¢.:
FI19992126a, 4. Novartis Vaccines and Diagnostics
GmbH  Emil-von-Behring-Str.76, 35041 Marburg,
Germany, i.¢.: 178559370, 5. Intercell AG, Campus
Vienna Biocenter 3, A-1030 Vienna, Austria, 6. Novartis
Vaccines and Diagnostics S.r.LL, Via Fiorentina, No 1,
53100 Siena, Italy i.¢.: 00802020529. Nakolko sa tu
uvedeny ucel spractiivania osobnych udajov mdze v
konkrétnom pripade tykat aj tychto os6b, udelujem svoj
stihlas so spractivanim osobnych tdajov aj vo vzfahu k
nim ako pripadnym dals§im prevadzkovatefom v
rovnakom rozsahu ako Prevddzkovatelovi.

Prevddzkovatelovi udelujem sudhlas aj na ucely
ziskavania, zhromazd'ovania, Sirenia, zaznamendvania,
usporadiivania, prepracuivania alebo zmeny,
vyhladavania, prehliadania, preskupovania,
kombinovania, premiestnovania, vyuzivania,
blokovania, likvidacie, cezhranicného  prenosu,
poskytovania, spristupfiovania, uchovévania a

archivovania mojich vysSie uvedenych a poskytnutych
osobnych udajov. Beriem na vedomie a suhlasim s tym,
7e prenos mnou poskytnutych tidajov moZe nastaf i do

- to perform the obligations ofthe Operdtor and/or its
associated companies while this objective shall also
be related to that persondl ddta which is or will be
given in the contract, which was or will be provided
to the Operdtor during the performance of the
contract or which the Operdtor became or will
become familiar witlt during the performance of the
contract and/or f or the purpose of their publicity in
compliance with the applicable legal regulations

- to administer the database containing healthcare
professionals’ contact ddta necessary f or entering
into contracts and agreements between the Operdtor
and the Data Subject or another person (Such as sub-
contractor, Data Subject’s employer or another legal
entity the business activities of which the Data
Subject engages in),

- to record and to carry out marketing, business and
educational communication between the Operdtor
and Data Subject on the Operdtor’s activities,
services andproducts.

I understand that the Operdtor is simultaneously a
representative acting in favour of the following
registration holders, manufacturers or other entities: 1.
Novartis Europharm Limited, Frimley Business Park,
Camberley GUI6 7SR, Great Britain, registration No:
306303, 2. Novartis s.r.o., Na Pankréci 1724/129, 140 00
Prague 4, Czech Republic, company ID No: 64575977,
3. Orién Corporation, Orionintie 1, FI-02200 Espoo,
Finland, ID No: FI 199921264, 4. Novartis Vaccines and
Diagnostics GmbH Emil-von-Behring-Str. 76, 35041,
Marburg, Germany, ID No: 178559370, 5. Intercell AG,
Campus Vienna Biocenter 3, A-1030 Vienna, Austria, 6.
Novartis Vaccines and Diagnostics S.r.L., Via Fiorentina,
No 1, 53100 Siena, Italy ID No.: 00802020529. Given
the fact that the purpose for processing personal data
specified herein may, in a particular Case, also relate to
these persons, I hereby grant my consent to personal
data processing also with respect to these persons being
other potential operators to the samé extent as the one
with respect to the Operator.

I grant my consent to the operator also for the purpose of
obtaining,  gathering, disseminating, recording,
organising, redoing or changing, searching for,
browsing, rearranging, combining, relocating, using,
blocking, disposing of, cross-border transferring,
providing, disclosing, keeping and archiving my data
referred to and provided above. I understand and agree
that the data which I provided may also be transferred to
the third countries which do not guarantee a sufficient
level of personal data protection, including but without




tretich krajin, ktoré nezaruCuji primerani uroveil
ochrany osobnych udajov, vriatane, nie vSak vylu¢ne
krajin USA, Kanada a India. Platnost mnou udeleného
suhlasu Prevadzkovatelovi na spractiivanie osobnych
udajov je Casovo obmedzend na dobu trvania ucelu
spractiivania mojich osobnych tidajov.

Svojim podpisom potvrdzujem, 7e som
Prevadzkovatelovi poskytol/poskytla pravdivé, spravne
a aktudlne osobné udaje. Rovnako potvrdzujem, Zze
suhlas so spractivanim mojich osobnych tudajov som
udelil/a dobrovolne, a Z7e som bol/a pouceny/d o
moznosti uplatfiovat prava dotknutej osoby v zmysle
Zakona o ochrane osobnych tudajov upravené najmi v
ustanoveni § 28 Zakona o ochrane osobnych udajov, a
Zze mi pred udelenim stihlasu so spractivanim osobnych
Udajov boli oznamené informdacie podla ustanovenia
§ 15 ods. 1 Zakona o ochrane osobnych udajov.

Tento suhlas je vyhotoveny v troch vyhotoveniach,
pricom Prevadzkovatel obdrzi dva rovnopisy a Dotknuta
strana jeden rovnopis.

Tento suhlas je vyhotoveny v slovensko-anglickej verzii.
V pripade rozporu medzi slovenskou a anglickou
jazykovou verziou suhlasu, md prednost slovenska
verzia

Dotknuté strana vyhlasuje, Ze si tento suhlas precitala, a
na znak suhlasu s jeho obsahom k nemu pripdja svoj
podpis.

limitation, to the USA, Canada and India. The validity of
the consent which I granted to the Operator to process
my personal data shall be restricted to the periéd within
which the purpose of processing my personal data shall
last.

By signing this consent I confirm that I provided the
Operator with tme, accurate and up-to-date personal
data. Furthermore, I confirm that I granted the consent to
the processing of my persondl data voluntarily and that I
was advised about the possibility to exercise the rights of
a data subject under the Data Protection Act, particularly
those set out in the provisions of Section 28 ofthe Data
Protection Act, and that I had become familiar with the
information under the provisions of Section 15(1) ofthe
Data Protection Act prior to granting my consent to
persondl data processing.

This consent has been drawn up in three counterparts
with the Operator receiving three counterparts and the
Data Subject receiving one counterpart.

This consent has been drawn up in Slovak-English
version. In Case of any discrepancies between these two
versions of the consent, the Slovak version shall prevail

The Data Subject hereby declares that he has read this
consent and attaches his signatire thereto to express his
approving the content of this consent.

MUDr. Magdaléna Palicova




Dopliiujice informacie podl’a ustanovenia § 15 ods. 1 Zikona o
ochrane osobnych tudajov
Udelenie sthlasu na spracovanie osobnych tudajov dotknutou osobou
Prevadzkovatelovi je dobrovolné a dotknuta osoba nieje povinnd osobné
udaje, ktoré maju byt spractivané na zédklade suhlasu dotknutej osoby,
Prevadzkovatelovi poskytnuf. Suhlas so spractivanim osobnych udajov
udeleny Prevddzkovatelovi moZe dotknutd osoba kedykolvek odvolat.

Opréavnenie ziskavat osobné udaje v mene Prevddzkovatela vyplyva
opravnenym osobdm z pracovnopravnych predpisov a iného zmluvného
vztahu medzi Prevddzkovatelom alebo sprostredkovatelom a opravnenou
osobou. Ziadost o ozndmenie totoznosti opravnenej osoby, ktord ziskava
osobné udaje v mene Prevddzkovatela, a ziadosti dotknutej osoby na
zéklade Zékona o ochrane osobnych tudajov moéZe dotknutd osoba
adresovaf Prevadzkovatelovi najeho adresu uvedenu v suhlase.

Prevddzkovatel modZe poverif  spracovanim  osobnych  udajov
Sprostredkovatela na zaklade splnenia zdkonnych podmienok. Dotknuta
osoba ma privo na zdklade pisomnej ziadosti od Prevddzkovatela

vyzadovat’:

a) potvrdenie, ¢i su alebo nie sti osobné tidaje o nej spractivané,

b) informacie o spractivani osobnych udajov v rozsahu podla § 15
ods. 1 pism. a) az e) druhy az Siesty bod,

c) informécie o zdroji, z ktorého boli ziskané jej osobné udaje na
spracuvanie,

d) zoznam jej osobnych tdajov, ktoré st predmetom spractivania,

e) opravu alebo likvidaciu svojich nespravnych, netplnych alebo
neaktudlnych osobnych udajov, ktoré si predmetom spractivania,

f) likviddciu jej osobnych udajov, ktorych ucel spractivania sa

skondil; ak st predmetom spractivania uradné doklady obsahujtice
osobné udaje, moZe poziadat o ich vritenie,

g) likvidaciu jej osobnych tdajov, ktoré si predmetom spractivania,
ak doslo k poruseniu zakona,
h) blokovanie jej osobnych udajov z dévodu odvolania stihlasu.

Dotknutd osoba je oprdvnend namietat a nepodrobif sa rozhodnutiu
Prevadzkovatela, ktoré by malo pre nu prdvne ulinky alebo vyznamny
dosah, ak sa také rozhodnutie vyda vylu¢ne na zdklade uikonov
automatizovaného spracuivania jej osobnych tdajov. Dotknutd osoba ma
pravo Ziadat Prevadzkovatela o preskiimanie vydaného rozhodnutia
metédou odliSnou od automatizovanej formy spractivania, pricom
Prevadzkovatel je povinny Ziadosti Dotknutej osoby vyhoviet, a to tak, Ze
rozhodnutie preskiima jeho oprdvnend osoba; o spdsobe preskimania a
vysledku zistenia Prevadzkovatel informuje Dotknutdi osobu do 30 dni
odo dna dorucenia ziadosti. Dotknutd osoba nemad toto pravo iba v
pripade, ak to ustanovuje osobitny zdkon, v ktorom st upravené opatrenia
na zabezpecenie opravnenych zaujmov dotknutej osoby, alebo ak v rdmci
predzmluvnych vztahov alebo pocas existencie zmluvnych vzfahov
Prevadzkovatel vydal rozhodnutie, ktorym vyhovel poZiadavke Dotknutej
osoby, alebo ak Prevadzkovatel' na zéklade zmluvy prijal iné primerané
opatrenia na zabezpecenie opravnenych zdujmov Dotknutej osoby.

V pripade porusenia zdkonnych prav Dotknutej osoby zo strany
Prevddzkovatela sa Dotknutd osoba méze obratit na Urad na ochranu
osobnych tdajov Slovenskej republiky.

Additional information under the provisions of Scction 15 (1) of the Data
Protection Act

The consent granted by the Data Subject to the Operator to persondl data

processing is voluntary and the Data Subject is not obliged to provide the

Operator with the dadta which shall be processed with the Data Subjects

consent. The Data Subject may revoke his/her consent granted to the

Operator to the personal data processing at any time.

The right of authorised persons to obtain persondl dita on behalf of the
Operétor stems from labour law and other contractual relationship formed
between the Operdtor or the intermediary and the Data Subject. The request
on revealing the identity of the authorised person which receives the personal
déta on behalf of the Operator and the data subjects request under the Data
Protection Act may be sent to the Provider's address provided in the consent.

By satisfying the statutory requirements, the Operdtor may authorise the
Intermediary to process the persondl déta. Upon a written request sent to the
Operator, the Data Subject has a right to request the following from the
Operétor:

a) confirmation of whether his/her persondl dita is or is not being
processed,

b) information about persondl dita processing to the extent specified in
Section 15(1)(a) through (e), point two trough point six,

c) information about the source from which his/her persondl data was
obtained for its processing,

d) list of his/her personal data which is processed,

e) correction or destruction of his/her persondl data which is incorrect,
incomplete or no longer up-to-date and which is subject to
processing,

f) destruction of his/her persondl déta in Case of which the purpose for

which it was processed ceased to exist; in the event that official
documents containing personal dita are subject to processing, he/she
may request that they are returned,

g) destruction of his/her persondl data which is subject to processing in
the event that any law has been violated,

h) blocking of his/her persondl data due to the fact that his/her consent
has been revoked.

The Data Subject shall have a right to object to and not to follow the
Operator's decision which would have legal effects on him/her or another
significant impact, should Such decision be issued solely on the basis of acts
of automatic processing of his/her persondl ddta. The Data Subject shall have
a right to request from the Operator that the issued decision is reviewed by
using a method other than the automatic form of processing. The Operator is
obliged to comply with Such request by having the decision at issue reviewed
by its authorised person. The Operétor shall notify the Data Subject of the
review method and the findings within 30 days from the day the request is
delivered. The Data Subject shall not be able to exercise Such right if a
special law regulating the measures for protecting the Data Subjects legal
interests so provides or in the event that the Operdtor, during the existence of
either pre-contractual relationships or contractual relationships, issued a
decision in which it complied with the Data Subjects requirements, or in the
event that the Operdtor adopted, in accordance with the contract, other
appropriate measures to protect the Data Subjects legal interests.

In the event that the Operator violates the Data Subjects statutory rights, the
Data Subject may enforce his/her rights before the Persondl Data Protection
Office of the Slovdk Republic.




Zabezpecenie farmakovigilancie v stvislosti so zmluvami s
externymi poskytovatel’mi sluZieb a odbornikmi
poskytujucimi zdravotnu starostlivost’ v programe
orientovanom na pacienta

Standardné ustanovenie o programe orientovanom
na pacienta

Pharmacovigilance Provision for Patient Oriented Program
(POP) External Service Provider and Health Care
Professional (HCP) Contracts

Patient Oriented Program Standard provision

NeZiaduce udalosti

Adverse Events

Neziaduca udalost (NU) je akykolvek neobvykly zdravotny
stav u pacienta alebo subjektu klinického skiusania, ktorému bol
podany medicinsky produkt a ktory nemusi maf nutne kauzdlny
vzfah s tymto oS$etrovanim. NeZiaduca udalost teda moZe byf
akykol'vek nepriaznivy alebo nechceny znak (napr. abnormélne
laboratérne zistenie), symptém alebo ochorenie ¢asovo spojené
s uzitim medicinskeho produktu, ¢i uZz sa povaZzuje za suvisiace
s medicinskym produktom alebo nie. Okrem toho vsetky

mimoriadne scendre a iné nahlasovatelné situdcie najma
suvisiace so staZznosfami na produkt, chybnym fungovanim
zdravotnickej pomocky - ako sa uvadza v dokumente

spolo¢nosti Novartis Vzdeldvanie v oblasti NU pre programy
orientované na pacienta - treba ozndmit oddeleniu spolo¢nosti
Novartis pre bezpe&nost pacienta.

Neziaduce udalosti, mimoriadne scendre a iné nahlasovatelné
situdcie dalej v tomto dokumente spolu ako ,,NU".

Adverse Event (AE) is any untoward medical oceurrence in a
patient or clinical-trial subject administered a medicinal product
and which does not necessarily hdve to hdve a causal
relationship with this treatment. An adverse event can therefore
be any unfavorable and unintended sign (e.g. an abnormal
laboratory finding), symptém, or disease temporally associated
with the use of a medicinal product, whether or not considered
related to the medicinal product. In addition, all special
scenarios and other reportable situations, including but not
limited to product complaints, medical device malfunctions, as
deseribed in the Novartis AE training for Patient Oriented
Program, must be notified to Novartis Patient Safety funetion.

Hereafter adverse events, special scenarios and other reportable
situations are collectively referred as "AEs" in this agreement.

Nahlasovanie neZiaducich udalosti

Adverse Event Reporting

Ak sa externy poskytovatel sluzby dozvie o NU u pacienta
(pacientov) v sdvislosti s uzivanim Produktu (Produktov)
Novartis, tento incident ma nahldsif oddeleniu spolo¢nosti
Novartis pre bezpetnost pacienta do dvadsiatich Styroch (24)
hodin, ako sa definuje v dokumente spolo¢nosti Novartis —
Vzdeldvanie v oblasti NU pre programy orientované na
pacienta. Externy poskytovatel sluzby musi nahlasit vietky N U
bez ohladu na kauzalitu alebo zdvaznost hodnotenia, oznacenie
produktu prip. typ osoby podavajicej spravu. Externy
poskytovatel' sluzby bude informovat spoloénost Novartis bud
prostrednictvom online ndstroja Novartis na nahlasovanie NU
alebo faxom / e-mailom s pouzitim formuldru spolo¢nosti
Novartis na nahlasovanie udalosti oddeleniu spolo¢nosti
Novartis pre bezpeénost pacienta. Kazd4d sprdva bude
obsahovaf informdciu, Ze vychadza z programu spolo¢nosti
Novartis orientovaného na pacienta a poddva ju externy
poskytovatel sluzby. Externy poskytovatel sluzby poskytne
spolo¢nosti  Novartis akékolvek a vSetky vhodné osobné
zdravotné udaje nutné pre spoloénost Novartis na
zaznamenanie a nahldsenie Neziadicej udalosti (NeZiaducich
udalosti) v stilade s platnym pravom a predpismi.

If External Service Provider learns of an AE in patient(s) in
relation of use of a Novartis Product(s) it shall report Such
incident to Novartis Patient Safety funetion within twenty-four
(24) hours as defined in the Novartis AE training for Patient
Oriented Program. The External Service Provider must report
all AEs regardless of the causality or seriousness assessment,
product labelling and/or reportér type. External Service
Provider will notify Novartis by either using Novartis online
AE reporting tool or fax / e-mail using a Novartis Adverse
Event Report Form to report the event to Novartis Patient
Safety funetion. Each report will include information that it is
originated from Novartis Patient Oriented Program and is
submitted by External Service Provide.

External Service Provider shall provide Novartis with any and
all appropriate personal health information necessary for
Novartis to record and report Adverse Event(s) in accordance
with applicable law and regulations.

Vzdelavanie o neZiaducich udalostiach

Adverse Event Training

Vzdeldvanie spolo¢nosti Novartis 0 NU musi prebehnuf pred

zaCatim akejkolvek prace v teréne alebo kontaktovanim
ucastnika; ndsledne sa kazdy rok bude robif obnovovacic
Skolenie.  V suvislosti s produktmi spolonosti  Novartis,
Skolenim, identifikdciou neZziaducich udalosti a nahlasovanim

poskytne spolo¢nost Novartis vzdeldvanie o NU zamestnancom
externého poskytovatela sluzby oznatenym za osoby priamo sa
podiefajice na programe orientovanom na pacienta. Externy

Novartis AE training must be completed prior to starting any
fieldwork or contacting with the participant; then refresher
training on annual basis will bc provided. In relation to Novartis
products, training, adverse event identification and reporting,
Novartis shall provide AE training to External Service Provider
employees identified as being direetly involved in the Patient
Oriented Program. External Service Provider shall work with
Novartis to ensure that the training is conducted in a timely




poskytovatel sluzby bude spolupracovat so spolo¢nosfou
Novartis, aby sa zaistilo, Ze vzdeldvanie prebicha nacas. Po
absolvovani vzdeldvania Novartis v oblasti NU moze vysSkoleny
zamestnanec externého poskytovatela sluzby poskytovat
Skolenie (vratane uvodného a kazdoro¢ného obnovovacicho
Skolenia) svojim zamestnancom.

Externy poskytovatel' sluzby md zdokumentovat vzdelavanie
a archivovanie vzdeldvacich zdznamov vSetkych zucastnenych
zamestnancov. VSetky vzdeldvacie materidly a dokumentdciu
treba na poZziadanie spristupnit spolo&nosti Novartis.

Ak iexteray poskytovatel sluzby zabezpeli priacu formou
subdoddvky, externy poskytovatel sluzby zodpovedd za
poskytnutie vzdeldvania svojim subdoddvatelom

a zabezpeclenie suladu s touto zmluvou o farmakovigilancii.

manner. After receiving Novartis AE training the trained
employee of the External Service Provider may provide training
(including the initial training and the annual refresher training)
to its employees.

External Service Provider shall document the training and
archive training records of all involved employees. All training
materidl and documentation shall be made available to Novartis
upon request.

Should External Service Provider subcontract its work, it is the
responsibility of External Service Provider to provide training

to its subcontractors and ensure compliance with this
pharmacovigilance agreement.

Commencement of work

External Service Provider shall only Start fieldwork or

contacting participants when this expressively requested from
Novartis.

External Service Provider shall report the First Participant First
Contact (FPFC) date and the Last Participant Last Contact
(LPLC) déte in writing within 2 (two) days to Novartis.

Zosuladenie neZiaducich udalosti (Adverse Event
Reconciliation - AER)

Adverse Event Reconciliation (AER)

Zosuladenie neziaducich udalosti je zdvdzné opatrenie riadenia
kvality, ktorého cielom je zaistif, aby boli podas programu
vSetky NU zachytené a nahldsené oddeleniu spolo¢nosti
Novartis pre bezpe&nost pacienta do 24 hodin. AER sa planuje
podfa skuto¢ného ditumu prvého kontaktu prvého ucastnika
(FPFC) a skuto¢ného ddtumu posledného kontaktu posledného
ucastnika (LPLC).

Externy poskytovatel sluzby suhlasi, Ze na Ziadost spolo¢nosti
Novartis bude spolupracovat so spoloénostou Novartis
a pomOZze jej s pravidelnymi (minimdlne  $tvrfroénymi)
internymi zostuladovacimi pracami, ktorych ciefom bude
zabezpedif  sulad medzi NU  nahldsenymi  externym
poskytovatelom sluzby pocas uréeného obdobia aNU
zaznamenanymi spolo&nosfou Novartis v obdobi ako sa uvadza
nizsie (tabulka & 1). Informécie o zosuladovani musia byf
zdokumentované a zaslané oddeleniu spolo¢nosti Novartis pre
bezpecnost pacienta do dvoch (2) tyzdiov od plénovaného
koneéného terminu.

Adverse Event Reconciliation is a mandatory quality control
measure to ensure that during the program all AEs are captured
and reported to Novartis Patient Safety function within 24
hours. AER is scheduled based on the actual First Participant
First Contact (FPFC) ddte and the actual Last Participant Last
Contact (LPLC) déte.

At the request of Novartis, External Service Provider agrees to
cooperate and assist Novartis with periodic (quarterly, at
minimum) internal reconciliation efforts to ensure consistency
between those AEs reported by External Service Provider
during a designated timeframe and those recorded by Novartis
as per timeline indicated below (Table 1). Reconciliation
information must be documented and sent to Novartis Patient
Safety function within a two (2) week time peridod from the
scheduled due déte.

Overovanie zdrojovych udajov (SDV)

Source Data Verification (SDV)

Overovanie zdrojovych uddajov je kontrola nahodnej vzorky
zdrojovych udajov relevantnych pre interakciu ucastnika kvoli
uréeniu, ¢i doslo k NU, ¢&i bola NU identifikovand a nahldsena
spolo¢nosti. SDV sa pldnuje podla datumu prvého kontaktu
prvého ucastnika (FPFC) adatumu posledného kontaktu
posledného tcastnika (LPLC).

Pri programoch Kkategorizovanych ako program pacientskej
podpory (Patient Support Program - PSP) a program
nepacientskej podpory - vysoka Kklasifikicia (Non-Patient
Support Program High - Non-PSP High) treba vykonaf
overovanie zdrojovych udajov podrla harmonogramu

Source Data Verification is a review of a random sample of
source ddta relevant to participant interaction to determine
whether an AE is present, identified and reported to Novartis.
SDV is scheduled based on the actual First Participant First
Contact (FPFC) dite and the actual Last Participant Last
Contact (LPLC) date

For programs categorised as Patient Support Program (PSP)
and Non-Patient Support Program High (Non-PSP High)
Source Data Verification must be conducted as per timeline
indicated in table below (Table 1).




uvedeného v tabulke nizSie (tabulka ¢. 1).

Tabulka €. 1

Typ Klasifikacia Monitorovacie
monitorovania POP obdobia
Prvé overovanie SDV
min. 3 mesiace po
datume FPFC,
nasledne opakovat’
PSP ) kazdy rok az do
SDV Non-PSP High | siutogného datumu
(vysoka) LPLC.
V pripade PSP musi
prvé monitorovanie
SDV vykonat’ Novartis
PSP
Non-PSP High | Min. kazdé 3 mesiace
AER (vysoka) po datume FPFC do
Non-PSP Low skutoCného datumu
(nizka) LPLC

MnozZstvo udajov, ktoré sa maju skontrolovat, treba dohodnuf
so spolo¢nostou Novartis v zdvislosti od poétu interakcii
oCakdvanych v programe. Externy poskytovatel sluzby by mal
poskytnut potvrdenie tejto &innosti a zhrnutie vysledkov na
vysokej udrovni pre oddelenie spolo¢nosti Novartis pre
bezpeénost pacientov do Siestich (6) tyzdiiov od planovaného
terminu. Externy poskytovatel sluzby by mal zdokumentovat
vysledky tychto ¢innosti a na Ziadost ich poskytnut spolo¢nosti
Novartis.

Spolo¢nost Novartis bude maf prdvo zhodnotif zdznamy
o zdrojovych 1udajoch pre ucely urenia suladu externého
poskytovatel'a sluzby / poskytovatela zdravotnej starostlivosti
a presnosti zhromaZzdovania a nahlasovania NU.

Table 1.
Monitoring POP o .
type Classification Monitoring periods
First SDV at minimum 3
months after FPFC date
then repeated annually
PSPs thereafter until actual
SDv Non-PSP High LPLC date.
For PSPs the first SDV
must be performed by
Novartis
PSPs At mini 3
) . minimum every
AER ':lon F;SSPP E'gh months after FPFC déte
on- OW | until actual LPLC date

The amount of data being checked should be agreed with
Novartis depending on the number of interaction expected for
the program. External Service Provider should provide an
attestation of this activity and a high level summary of the
results to Novartis Patient Safety function within six (6) week
time periéd from the scheduled due date. External Service
Provider should document the results of these activities and
make them available for Novartis review Upon request.

Novartis will hdve the right to review source data records for
the purpose of determining External Service Provider/Health

Care Professional compliance and accuracy in AE gathering
and reporting.

Audit, kontrola, napravné kroky a preventivne kroky

Audit, Inspection, Corrective Action and Preventive Action

V pripade nedodrzania poziadaviek tejto zmluvy sa gxterny
poskytovatel’ sluzby zavizuje, Ze bude urychlene komunikovat
tieto odchylky spolo¢nosti Novartis a chyby napravi v termine,
na ktorom sa spolo¢ne dohodnu.

Po dobu trvania tejto zmluvy a dva (2) roky po jej vyprsani
alebo zrugeni ma spolo¢nost Novartis alebo fiou uréeny auditor
predstavujici tretiu stranu pravo na audit procesov, postupov
a vzdeldvania externého poskytovatela sluzby (alebo jeho
zastupcov Ci subdodavatefov) vritane zaznamov, udajov,
dokumentacie tykajucej sa NU v stvislosti s pouzivanim
produktu (produktov) Novartis. Externy poskytovatel sluzby sa
zavidzuje naprdvaf zistenia auditu vo vzdjomne dohodnutych
terminoch a kroky urychlene ozndmit spolo¢nosti Novartis.

V pripade pravnych otdzok tykajucich sa spolo¢nosti Novartis
vratane obcCianskych sporov a vySetrovania zo strany $tatu alebo

In case of non-compliance with the requirements of this
Agreement, External Service Provider commits to promptly
communicating these deviations to Novartis and correct the
issues within the mutually agreed timelines.

For the term of this Agreement and two (2) years following
expiration or termination hereof, Novartis, or its designated
third party auditor, shall hiave the right, to audit External
Service Provider's (or its agents or subcontractors) processes,
procedures and training, including records, data, documentation
with respect to AEs in relation of use of Novartis product(s).
External Service Provider commits to correcting issues from
audit observations within the mutually agreed timelines and
promptly communicating the actions to Novartis.

In the event of Novartis legal matters, including civil litigation

and governmental investigations, or any governmental




akejkol'vek S$titnej kontroly alebo auditu externy poskytovatel
sluzby suhlasi, Ze bude spolupracovat podla poziadaviek.
Externy poskytovatel sluzby dalej suhlasi, ze umozni domacim
a medzindrodnym zdravotnickym dradom vykonat kontrolu ich
¢innosti tykajucich sa farmakovigilancie, nakolko to bude
nutné pre spolo¢nost Novartis pre udrzanie si registracie
v krajindch, kde sa produkt spolo¢nosti Novartis predava.

inspection or audit External Service Provider, agrees that it will
cooperate as requested. In addition, the External Service
Provider agrees to allow domestic and international health
authorities to inspect their pharmacovigilance operations as it is
necessary for Novartis to maintain registration in the countries
where the Novartis product is marketed.

Archivacia

Archiving

Externy poskytovatel sluzby vytvori a bude archivovaf
dokumenty ako sprdvy o NU a formuldre zaslané spolo¢nosti
Novartis v uréenej dobe ako aj interné Standardné prevadzkové
postupy (SOP) tykajuce sa postupov nahlasovania NU
a akykolvek dokument suvisiaci s POP najmid zdznamy
o zdrojovych tdajoch =z interakcie s ucastnikmi a bude ich
uchovdvat do ukoncenia programu a dal§ich pit rokov. Tieto
dokumenty budu predmetom auditu.

Spolo¢nost Novartis si vyhradzuje prdvo kedykolvek zmenif
tuto zmluvu, ak o to poziada urad alebo podla vlastného
klinického uvazenia bude takd zmena nutna pre zdravotnu
bezpeénost. Po pisomnom ozndmeni spolo¢nostou Novartis
o takej zmene externy poskytovatel sluzby okamzite zabezpeci
sulad s takou zmenou; akékolvek nedodrZzanie povinnosti bude
povazované za porusenie tejto zmluvy.

V pripade akejkolvek zmeny na strane externého poskytovatela
sluzby najméa: zmeny ndzvu organizdcie, moznosti a prevadzok
sluzby musi externy poskytovatel' sluzby o takych zmendch
pisomne informovat spolo¢nost Novartis.

External Service Provider shall also create and archive
docurnents Such as AE reports and forms sent to Novartis
during the Term, as well as internal Standard operating
procedures (SOPs) for its AE reporting procedures and any
POP related document including but not limited to source data
records from the interaction with participants and maintain
tnem until program closure and a further five years. Such
docurnents shall be subject to audit.

Novartis reserves the right to amend this Agreement at any time
if a requirement is imposed Upon by an authority or, in its séle
clinical discretion, Such amendment is necessary for medical
safety. Upon written notice from Novartis of any Such
amendment, External Service Provider will comply
immediately and any failure to comply shall be deemed as a
breach of this Agreement.

In the event of any changes in the External Service Provider's
including, but not limited to: organization name change, service
capabilities or operations, the External Service Provider must
inform Novartis in writing about Such changes.




