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Dodatok €. 1 k Zmluve
o poskytovani servisnych sluzieb

(d'alej len ,,Dodatok®)
medzi

Roche Slovensko, s.r.o.

Sidlo: Pribinova 7828/19, Bratislava - mestska cast'
Staré Mesto 811 09 X

1CO: 35887 117

DIC: 2021832087

IC DPH: SK2021832087

Pravna forma: spolotnost’ s ruéenim obmedzenym
Zapisand v obchodnom registri Okresného siidu
Bratislava |, oddiel Sro, vlozka ¢. 31845/B

Bankové spojenie:

Roche Pharmholding BV, Beneluxlaan 2A, 3446
GR Woerden, Holandsko

Banka: Deutsche Bank AG, Taunusanlage 12,
60325 Frankfurt am Main, Nemecko

IBAN (EUR):  DEO7 1207 0070 0010 0800 00
SWIFT: DEUTDEFFVAC, typ platby v EUR: SEPA

V mene ktorej konaji: Joao Pedro Correia Carapeto,
MBA, prokurista a Ing, Zuzana Cumovi, prokuristka

(d'alej len ,,Zhotovitel™)
a

Poliklinika Senica n.o.

Sidlo: Stinska 1588, 905 01 Senica

ICO: 360842120

DIC: 2021701154

IC DPH: SK2021701154

Privna forma: neziskovd organizacia

Zapfsana v registri neziskovych organizacii na
Okresnom trade v Trnave diia 3.12.200Z2 pod &
VVS/NO-12/2002

Zasttipena: Ing. Jozef Mikus, riaditel’

| (dalej len , Objedndvatel”)

| (dalej spolotne len ako ,zmluvné strany” alebo
jednotlivo ako ,zmiuvng strana”)

L

1.1 Zhotovitel aObjednavatel uzatvorili diia
08.06.2017 Zmluvu o poskytovani servisnych
sluzieb, ktorej predmetom je =zdvizok

Amendment no. 1
to the Service Contract

(hereinafter referred to as ,Amendment”)
concluded by and between

Roche Slovensko, sr.o.

Registered Office: Pribinova 7828/19, Bratislava -
mestska cast Staré Mesto 811 09

Company ID: 35 887 117

Tax ID: 2021832087

VAT ID: SK2021832087

Legal form: limited liability company

Registered in the Commercial Register held with
the District Court of Bratislava |, Section Sro, File
No.31845/B

Bank information:

Roche Pharmholding B.V,, Beneluxlaan 24, 3446 GR
Woerden, Netherlands

Bank: Deutsche Bank AG, Taunusanlage 12,
60325 Frankfurt am Main, Germany

IBAN (EUR):  DE07 1207 0070 0010 0800 00
SWIFT: DEUTDEFFVAC, payment method: SEPA
Represented by: Joao Pedro Correia
Carapeto, MBA, Proxy holder and Ing. Zuzana
Cumova, Proxy holder

(hereinafter referred to as the “Contractor”)
and

Poliklinika Senica n.o.

Registered seat: Sotinska 1588, 905 01 Senica
Company ID: 36084212

Tax 1D: 2021701154

VAT ID: SK2021701154

Legal form: non - profit organization

Registered in the Register of non-profit
organizations kept by the District Bureau in Trnava
on 3.12.2002 under the File No. VVS/N0O-12/2002
Represented by: Ing. Jozef Miku§, Director

(hereinafter referred to as the “Customer”)

(hereinafter collectively referred to as the "?arﬁes"
or individually as the “Party”)

1.1 The Contractor and the Customer concluded
on 08.06.2017 the Service Contract, subject of
which is the obligation of the Contractor to

Roche Slovensko, s.r.o.
Diagnostics Division

Pribinova 7828/19, Bratislava —
mestska ¢ast Staré Mesto 811 09

Management,

Safety,

Ing. Zuzana Cumova
Head of Contract

zuzana.cumova@roche.com
slovakia.contract@roche.com
hittp://www.roche.sk

Regulatory, Quality and

Compliance Officer
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2.2

2.3

Zhotovitela vykonaval! servisné sluzby na
lekdrskych pristrojoch / lekdrskom pristroji,
sliZiaci na biochemickl diagnostiku in vitro,
ktorych zoznam je uvedeny v Priloche & 1
Zmluvy (d'alej len ,/ekdrsky pristroj).

Zmluvné strany sa tymto dohodli na zmene
Zmluvy tak, ako je uvedené v ¢l . tohto
Dodatku.

1L

V zmysle ¢lanku IX. ods. 9.1 Zmluvy sa Zmluva
uzatvara na dobu urciti, a to na 3 roky odo dha
nadobudnutia Géinnosti Zmluvy v zmysle ¢l. X
bod 10.3. Zmluvné strany sa tymto dohodli, Ze
doba trvania Zmluvy sa tymto predlZuje o2
roky. Vzmysle vysSie uvedeného sa meni
¢lanok IX. ods. 9.1 Zmluvy tak, Ze platnost
Zmluvy v zmysle tohto Dodatku zanikne ditom
08.06.2022, pokial' nezanikne skér z iného
dévodu.

Zmluvné strany sa dohodli, Ze od ufinnosti
tohto Dodatku sa pévodna Priloha ¢ 1 Zmluvy
nahradza novym znenim Prilohy ¢ 1, ktorej
znenie tvori neoddelitelni sucast’ tohto
Dodatku.

Zmluvné strany sa taktiez dohodli, Ze znenie
¢lanku VIL Zmluvy sa vypusta avplnom
rozsahu sa nahradza nasledovnym znenim:

7.1 Zmluvné strany potvrdzuji, Ze cielom
servisnych  sluZieb  poskytovanych
Zhotovitelom Objedndvatelovi nie je
spracovanie osocbnych tGdajov pacientov
Objedndvatela nachadzajlicich sa v
lekdrskom pristroji Zhotovitefom pre
Objednavatela v zmysle nariadenia
Eurépskeho parlamentu a Rady (EO) &
2016/679 z 27. aprila 2016 o ochrane
fyzickych os6b pri spracuvani osobnych
tudajov a o volnom pohybe takychto
tdajov, ktorym sa zruSuje smernica
95/46/ES (vSeobecné nariadenie o
ochrane Gdajov) (,GDPR") a zdkona &
18/2018 Z.z. o ochrane osobnych udajov
a o zmene a doplneni niektorych
zakonov, v rozsahu jeho p6sobnosti
(,Zdkon o ochrane OU") (prislugnd
pravna tprava dalej len ,Predpisy na
ochranu OU“). Zmluvné strany véak berti
na vedomie, Ze poskytovanim servisnych
sluzieb podla tejto Zmluvy moZe déjst k
spracivaniu takychto osobnych udajov
Zhotovitelom pre Objednavatela a pre

1.2

2.1

2.2

2.3

carry out servicing on the analytical
instrument(s) included in Annex 1 of the
Contract for the purpose of biochemical
diagnostics in vitro (hereinafter referred to as
“analytical instrument’).

The Parties have agreed on the change of the
Contract, as stated in Article 1. of this
Amendment.

IL.

According to Article 1X. Section 9.1 of the
Contract, the Contract has been concluded for
the definite term of 3 years, commencing upon
the signature of the Contract by both Parties.
The Parties hereby agreed that the term of the
Contract shall be extended by 2 years. With
respect to the aforementioned Article IX.
Section 9.1 of the Contract shall be amended
so that the Contract shall be effective until
08.06.2022, unless terminated sooner for
another reason.

The Parties hereby agree that as of the day
this Amendment enters into force, the original
Annex no. 1 to the Agreement shall be
replaced by a new wording of Annex no. 1, the
text of which forms an integral part of this
Amendment.

The Parties have also agreed that the wording
of the Article VII. of the Contract shall be
deleted and replaced in the full extent by the
following wording:

7.1 The Parties confirm that the purpose of the
Servicing provided by the Contractor to
the Customer does not include
processing of personal data of the
Customers's patients located in the
Analytical instrument by the Contractor
on behalf of the Customer pursuant to the
legal regulation of personal data
protection, particularly the Regulation of
the European Parliament and of the
Council (EU) 2016/679 of 27 April 2016
on the protection of natural persons with
regard to the processing of Personal data
and on the free movement of such data,
and repealing Directive 95/46/EC
(General Data Protection Regulation)
(“GDPR”), and the Act No. 18/2018 Coll.
on Protection of Personal Data and On
Amendment and Supplement of Certain
Acts, to the extent applicable (“Data
Protection Act”) (the respective legal
regulation hereinafter referred to as the
“Legal
Protection”).

However, the Parties

Regulation of Personal Data |

Vzor SZoz2a-2 veria 1.0



7.2

tento tcel sa zmluvné strany rozhodli
upravit’ vzajomné prava a povinnosti v
tomto flanku Zmluvy.

Zhotovitel' berie na vedomie, Ze
Objednévatel, ako  prevadzkowatel,
spraciva v zmysle Predpisov na ochranu
0OU, osobné tudaje pacientov ako
dotknutych oséb za Gcelom poskytovania
zdravotnej starostlivosti, pri¢om
pravnym zékladom spracivania tychto
osobnych ddajov Objednavatelom je

nevyhnutnost  splnenia  zdkonnych
povinnosti Objedndvatela podla
osobitnych  predpisov. na  tseku

poskytovania zdravotnej starostlivosti
platnych a G€innych na tzemi Slovenskej

republiky.

7.3 Pre pripad spracivania osobnych tdajov

7.4

pacientov  Zhotovitelom v  mene
Objednévatela, Objednévatel  touto
Zmluvou poveruje Zhotovitel'a, v stlade s
platnymi Predpismi na ochranu 0U, ako
sprostredkovatela, na  spractvanie
osobnych udajov pacientov
Objednavatela ako dotknutych oséb v
rozsahu meno, priezvisko, rodné (Cislo,
datum narodenia, Gdaje tykajlice sa
zdravia, inych  osobnych  {dajov
nachadzajucich sa v lekarskom pristroji,
a to vylutne formou prehliadania a
likviddcie osobnych tdajov. U&elom
spracivania osobnych udajov
Objednavatelom, ako prevadzkovatel'om,
je riadne poskytovanie zdravotnej
starostlivosti  pacientom zo strany
Objednavatela. Zhotovitel, ako
sprostredkovatel, je v3ak opravneny
spraciivat’ osobné tdaje iba pre ucely a v
stvislosti s  poskytovanim  sluZieb
servisnych sluZieb podla tejto Zmluvy,
Osobné Udaje pacientov Objednéavatela
su spracivane automatizovanym
spdsobom.

Zmluvné strany sa dohodli, Ze doba
spractivania osobnych tdajov pacientov
Zhotovitel'om v mene Objednévatela, je
najviac obdobie trvania tejto Zmluvy.

7.5 Objednavatel' vyhlasuje, Ze pri vybere

Zhotovitela ako sprostredkovatela dbal
na jeho odborni, technickd, organizaéni
a persondlnu sposobilost a jeho

acknowledge that the performance of
Servicing under the Contract could be
connected with processing of such
personal data by the Contractor on behalf
of the Customer ant thus the Parties
decided to specify their rights and
obligations in this respect.

7.2 The Contractor acknowledges that the

Customer, as the data controller,
processes, in accordance with the Legal
Regulation of Personal Data Protection,
personal data of its patients as data
subjects for the purposes of providing
medical care and that the legal base for
processing of such personal data by the
Customer is fulfilment of legal obligations

of the Customer under special legislation |

in the healthcare sector effective in the
Slovak Republic.

7.3 In case of processing of personal data by

the Contractor on behalf of the Customer, ;

the Customer instructs the Contractor as
the data processor, to process personal
data of the Customer ‘s patients as data
subjects to the following extent name,
surname, birth identification number,
date of birth, data concerning health,
other personal data located in the
Analytical instrument, by the means of

reviewing and deletion of personal data. |

The purpose of the processing of
personal data by the Customer, as the
data controller, is provision of proper
healthcare to the patients by the
Customer. The Contractor, acting as the
data processor shall, however, process
the personal data of Customer’s patients
only for purposes and in relation to
provision of the Servicing under this
Contract. Personal data of the Customer’s
patients are processed by automatic
means.

7.4 The Parties have agreed, that period of

processing of personal data by the
Customer on behalf of the Customer (as
the data processor) is at the most the
period of this Contract.

7.5 The Customer hereby represents that

while selecting the Contractor as the data
processor, it took into consideration the
Contractor’s  professional, technical,
organisational and personal capabilities

Vzor SZ02a-2 veria 1.0



7.6

b)

d)

e)

g)

bezpetnost
tidajov v

schopnost zarudit
spracivanych  osobnych
lekarskom pristroji.

Zhotovitel' ako sprostredkovatel’ je
povinny v stilade s Predpismi na ochranu
oU:

spractivat’ osobné tdaje len na zdklade
zdokumentovanych pisomaych pokynov
Objednavatela, a to v sidlade s éldnkom
28 ods. 3 pism. a) GDPR, pricom
podpisanie tejto Zmluvy Zmluvnymi
stranami sa povazuje za takyto pokyn
ako aj za jeho udelenie Objednavatel'om
Zhotovitel'ovi;

dodrziavat podmienky Zapojenia
daldieho sprostredkovatela v stlade s
¢lankom 28 ods. 3 pism. d) GDPR v
spojeni s clankom 28 ods. 2 a 4 GDPR;
prijat a vykonat' primerané technické a
organizatné opatrenia na zaistenie
primeranej tirovne bezpefnosti so
zretel'om na najnovsie poznatky, naklady
na vykonanie opatrenf, povahu, rozsah,
kontext a tUtel spracivania osobnych
udajov a rizika s réznou
pravdepodobnostiou a zavaznostou pre
prava fyzickych osbb, a to v stlade s
Predpismi na ochranu OU, najmi
¢lankom 28 ods. 3 pism. ) GDPR;

pinit povinnosti sprostredkovatela v
rozsahu podla ¢lanku 28 ods. 3 pism. e) a
f) GDPR;

ihned' po ukonéeni zévazkovo-pravneho
vztahu podla tejto Zmluvy vymazat
osobné tidaje pacientov Objednavatela,
ako dotknutych oséb, z paméitového
nosi¢a lekdrskeho pristroja a vymazat
akékolvek  existujice kopie, ktoré
obsahuji osobné (daje a ktoré ma
Zhotovitel k dispozicii, v sulade s
Predpismi na ochranu OU;

zabezpecit, aby sa osoby opravnené
spracivat’ osobné udaje na zaklade
poverenia sprostredkovatela zaviazali, Ze
zachovaji  dévernost  poskytnutych
informacif;

poskytnut Objednédvatel'ovi informdcie
potrebné na preukdzanie splnenia
povinnosti podla ¢ldnku 28 GDPR a
poskytnit’ sGcinnost v rdmci auditu
ochrany osobnych tdajov, vritane
kontroly zo strany Objednavatela alebo

7.6

a) to process personal

b) to respect the conditions for engaging

¢) to implement appropriate technological

d) to fulfil obligations of the data processor to

e) immediately after termination of the

f)y to ensure that persons authorised to

g) to make available to the controller all

and its ability to provide security to |
personal data processed in the Analytical ]
instrument.

|
The Contractor as the data processor is
obliged in accordance with the Legal
Regulation of Personal Data Protection:
data only under |
documented written instructions from
the Customer, in accordance with article
28(3)(a) of the GDPR; whereas the
conclusion of this Contract by the Parties
is considered as such instruction and as
well as granting of the instruction by the
Customer to the Contractor;

another processor in accordance with
article 28(3)(d)of the GDPR in
connection with article 28(2) and (4) of
the GDPR;

and organizational measures in order to
ensure an adequate level of protection
with respect to the latest knowledge,
costs for implementation of measures,
the nature, scope, context and purpose of
the processing of personal data and the
risks with different likelihood and
severity for the rights of natural persons,
in accordance with Legal Regulation of
Personal Data Protection, particularly
article 28(3)(c) of the GDPR;

the extent specified in article 28(3)(e)
and (f) of the GDPR;

contractual relationship under this
Contract to erase personal data of the
Customer ‘s patients, as data subjects,
stored on the memory source of the
Analytical instrument and erase all and
any existing copies of these personal data
available to the Contractor, in accordance
with the Legal Regulation of Personal
Data Protection;

process the personal data upon
instruction of the Contractor have
committed themselves to confidentiality;

information necessary to demonstrate
compliance with the obligations laid
down in the Article 28 of the GDPR and
allow for and contribute to audits,
including inspections, conducted by the
controller or another auditor mandated
by the controller in accordance and to the
extent pursuant to article 28(3)(h) of the
GDPR;

Vzor SZoza-2 veria 1.0
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3.2

33

34

3.5

3.6

auditora povereného Objednavatelom v
stilade a v rozsahu podla ¢lanku 28 ods.
3, pism. h) GDPR;

h) v stvislosti s povinnostou podla pism. g)
vyssie, bezodkladne informovat
Objednavatela, ak podla nazoru
Zhotovitel'a pokyn Objednavatela
poruSuje niektory Predpis na ochranu
ou.

7.7 Zmluvné strany sa zavazujii, Ze pri
spracovani osobnych tdajov dotknutych
os6b budi postupovat podla platnych
Predpisov na ochranu OU. Objednavatel,
ako prevadzkovatel, vykond v3etky
informactné povinnosti vodi dotknutym
osobam podla Predpisov na ochranu 0U,
ak sa to vyZaduje. Zaroven Zhotovitel,
ako aj Objednévatel budi viest’ zdznamy
o spracovatel'skych ¢innostiach v stlade s
¢lankom 30 GDPR, ak sa to vyzaduje.

1L

Ostatné ustanovenia  Zmluvy
podpisom tohto Dodatku nezmenené.

ostavaju

Tento Dodatok tvori od okamihu jeho podpisu
oboma zmluvnymi stranami neoddelitelnd
sti¢ast’ Zmluvy abude pripojeny ku vietkym
vyhotoveniam Zmluvy.

Tento Dodatok je vyhotoveny v potte
rovnopisov zhodnom s po¢tom vyhotovenych
rovnopisov Zmluvy v slovenskom a anglickom
jazyku, pritom kazdd zmluvnd strana obdrzi
po jednom vyhotoveni, V pripade rozporu
medzi slovenskou

aanglickou jazykovou verziou ma prednost
slovenské znenie Dodatku.

Objednavatel je povinny bezodkladne
zverejnit’ tento Dodatok v stlade so zdkonom
¢ 546/2010 Z.z., ktorym sa doplta zdkon &.
40/1964 7Zb. Obctiansky zakonnik v zneni
neskorsich predpisov a ktorym sa menia a
dopliiajt niektoré zékony a
bezodkladne predloZit Zhotovitel'ovi pisomné
potvrdenie o zverejneni tohto Dodatku,

Tento Dodatok nadobitida platnost’ diiom jeho
podpisu  oboma zmluvnymi  stranami
aucinnost diiom dorucenia pisomného
oznamenia o zverejneni Dodatku

Objednévatel'om Zhotovitel'ovi

Zmluvné strany vyhlasujq, Ze si tento Dodatok
pretitali, jeho obsahu porozumeli asthlasia

il

22

3.3

34

35

36

h) with regard to the obligation under letter
(g) above, immediately inform the
Customer, if in the view of the Contractor,
Customer’s instruction infringes Legal
Regulation of Personal Data Protection.

7.7 The Parties undertake while processing
personal data of data subjects to act in
accordance with the applicable Legal
Regulation of Personal Data Protection.
The Customer as the data controller will
perform all information obligation with
respect to the data subjects under
Regulation of Personal Data Protection, if
necessary. At the same time the
Contractor and the Customer will
maintain records of processing activities
under article 30 of the GDPR, if
necessary.

H

Other provisions of the Contract shall remain
unaffected by execution hereof.

Upon its execution by both Parties, this
Amendment shall form an integral part of the
Contract and will be attached to all
counterparts of the Contract.

This Amendment is being executed in the
number of counterparts equal to number of
the counterparts of the Contract in Slovak and
English version, of which each Party shall
receive one. In any case of discrepancy
between Slovak

and English version hereof, Slovak version
shall prevail.

The Customer shall be obliged to publish this
Amendment without undue delay in
accordance with Act no. 546/2010 Coll. on
amendment of Act no. 40/1964 Coll, as
amended and on completion and amendment
of some other acts and shall immediately
submit the Customer the written confirmation
that the Amendment has been published.

This Amendment shall become valid on the
date of its signing by both Parties and effective
upon the delivery of the written confirmation
by the Customer to the Contractor that the
Amendment was published according to law.

The Parties hereby declare that they have
read this Amendment, understood its consent,

Vzor SZoza-2 veria 1.0

&



snim, aze Dodatok uzatvdraji slobodne, agree therewith and enter hereinto freely,
vaZzne abez natlaku, na znak ¢oho tento with serious intentions and without duress in

Dodatok podpisuj.

witness thereof they attach their signatures
herein below,

Priloha é. |: Zoznam lekarskych pristrojov, cennik servisnych sluzieb a rozsah servisnych sluzieb./
Annex. 1: List of Medical Devices, Servicing Price List and Scope of Servicing

V/ In Bratislave, dita/ on 30/ /2040

Roche Slovensko, S.I.0.

Joao Pedro Cokreia Carapeto, MBA,
prokurista/ Proxy holder

[ S -

Ing. Zuzana Cumova,
prokuristka/ Proxy holder

V/ In Senici, diia/ on .22: 4. 2040

Poliklinika Senica n.o.

.'l B
Ing. Jozef ﬁﬁm ;
riaditel’ / Directo

Vzor SZo2a-2 veria 1.0




Priloha ¢&. 1: Zoznam lekarskych
pristrojov, cennik servisnych sluzieb
a rozsah servisnych sluzieb

Annex No.1: List of Medical Devices,
Servicing Price List and Scope of
Servicing

Typ lekdrského pristroja /
Analytical Instrument Type

Cena servisnej sluZby za 1 mesiac bez DPH /
Price for Servicing Activity per 1 month VAT excl. |

cobas c 501 50,52 €
cobas e 601 73,215€
cobasb 221 43,76 €

Vysvetliviky k Cenniku zmluvnych servisnych
sluzieb:

Cena zahfha:

- dodanie v3etkych ndhradnych dielov
potrebnych pre opravu analyzatora;

- vykonanie zmluvného poétu preventivnych
tidrzieb podla odporuéeni vyrobcu, vritane
vymeny néhradnych dielov predpisanych
vyrobcom pre vykon prevencie;

- vykonanie vietkych oprav vratane dodania
nahradnych dielov, tj. uvedenie analyzdtora
do stavu plnej vyuZzitefnosti jeho technickych
parametrov;

- néklady na dopravu servisného technika,
ubytovanie, pracovny ¢as technika;

- modifikdcia mechanickych &asti analyzatora
doporudend vyrobcom;

- aktualizacia programového vybavenia
analyzatora;

Explanatory notes to the Price List of Contractual
Servicing Activities:

The price includes:

- delivery of all spare parts necessary for the
analyzer’s repair,

- performance of the contractually agreed
number of preventive maintenance work
according to the manufacturer’s
recommendations, including replacement of
spare parts prescribed by the manufacturer
for the performance of prevention,

- performance of all repairs including spare
parts delivery, i.e. putting the analyzer in a
state of full usability of its technical
parameters,

- cost of transport of the service technician,
cost of accommodation, the technician’s
working time,

- modification of the analyzer’s mechanical
parts as recommended by the manufacturer,

- analyzer software updates,

Vzor SZo2a-2 veria 1.0



