Dodatok ¢. 1 k Zmluve
o poskytovani servisnych sluzieb

(dalej len , Dodatok")
medzi

Roche Slovensko, s.r.o.

Sidlo: Pribinova 7828/19, Bratislava - mestska ¢ast’
Staré Mesto 811 09

1€0: 35887 117

DIC: 2021832087

IC DPH: SK2021832087

Pravna forma: spolo¢nost’ s ru¢enim obmedzenym
Zapisana v obchodnom registri Okresného studu
Bratislava I, oddiel Sro, vlozka ¢. 31845/B

Bankové spojenie:

Roche Pharmholding B.V., Beneluxlan 24, 3446 GR
Woerden, Holandsko

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

IBAN (EUR): DE07 1207 0070 0010 0800 00
SWIFT: DEUTDEFFVAC, typ platby v EUR: SEPA

V mene ktorej konaju: Jodo Pedro Correia Carapeto,
MBA, prokurista a Ing. Zuzana Cumova, prokurista

(d'alej len , Zhotovitel™)
a

Statny veterinarny a potravinovy tstav

Sidlo: Janoskova 1611/58, 026 01 Dolny Kubin

1CO: 42355613

DIC: 2023979441

Zriadend Ministerstvom pddohospodarstva a
rozvoja vidieka SR  Zriadovacou listinou
¢.4855/2013-250 zo diia 31.12.2013

V mene ktorej kona: MVDr. Martin Mojzi$, generalny
riaditel

Pracovisko:

Veterinarny dstav vo Zvolene

Sidlo: Pod Drdhami 918, 960 86 Zvolen

Zriadend Ministerstvom podohospodarstva a
rozvoja vidieka SR  Zriadovacou listinou
¢.4819/2013-250 zo dna 31.12.2013

(dalej len , Objedndvatel™)

(dalej spolocne len ako ,zmluvné strany” alebo
jednotlivo ako ,zmluvnd strana“)

L

Amendment no. 1
to the Service Contract

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

Roche Slovensko, s.r.o.

Registered Office: Pribinova 7828/19, Bratislava -
mestska c¢ast’ 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 I, Section Sro, File No.
31845/B

Bank information: Roche Pharmholding B.V,,
Beneluxlan 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: Jodo Pedro Correia Carapeto, MBA,
proxy holder and Ing. Zuzana Cumov4, proxy holder

(hereinafter referred to as the “ Contractor”)
and

Statny veterinarny a potravinovy tstav

Registered seat: Jdnoskova 1611/58, 026 01 Dolny
Kubin

Company ID: 42355613

Tax ID: 2023979441

Established by the Ministry of Health of the Slovak
Republic by Deed of Foundation No. 4855/2013-
250 dated 31 December 2013

Represented by: MVDr. Martin Mojzis, General
Director

Department:

Veterinarny tstav vo Zvolene

Registered seat: Pod Drahami 918, 960 86 Zvolen
Established by the Ministry of Health of the Slovak
Republic by Deed of Foundation No. 4819/2013-
250 dated 31 December 2013

(hereinafter referred to as the “ Customer”)

(hereinafter collectively referred to as the “Parties”
or individually as the “Party”)

L

Roche Slovensko, s.r.o.
Diagnostics Division
Pribinova 7828/19, Bratislava -
mestska ¢ast Staré Mesto 811 09

Head of

Officer

Ing. Zuzana Cumova
Contract
Regulatory, Quality and Safety, Compliance

http://www.roche.sk
Tel.: +421 - 2 - 5710 3693
Fax: +421 - 2 - 5263 5214

Management,

zZuzana.cumova@ roche.com




1.1

1.2

2.1

2.2

Zhotovitel a Objednavatel wuzatvorili dna
17.07.2015 Zmluvu o poskytovani servisnych
sluzieb, ktorej predmetom je zavidzok
Zhotovitela vykonavat servisné sluzby na
lekarskych pristrojoch / lekdrskom pristroji,
sluziaci na biochemicku diagnostiku in vitro,
ktorych zoznam je uvedeny v Prilohe ¢. 1
Zmluvy (dalej len , Jekdrsky pristroj).

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

IL

Vzmysle ¢lanku IX. ods. 9.1 Zmluvy ajej
dodatkov sa Zmluva uzatvara na dobu urdcitq,
a to na 4 roky odo dna nadobudnutia uc¢innosti
Zmluvy v zmysle ¢l. X bod 10.3. Zmluvné strany
sa tymto dohodli, Ze doba trvania Zmluvy sa
tymto predlZzuje o3 roky. Vzmysle vyssie
uvedeného sa meni ¢lanok IX. ods. 9.1 Zmluvy
tak, ze platnost Zmluvy v zmysle tohto
Dodatku zanikne diiom 15.07.2022, pokial
nezanikne skér z iného dévodu.

Zmluvné strany sa taktiez dohodli, Ze znenie
clanku VII. Zmluvy sa vypusta avplnom
rozsahu sa nahradza nasledovnym znenim:

7.1 Zmluvné strany potvrdzuju, ze cielom
servisnych sluzieb poskytovanych
Zhotovitelom Objednavatelovi nie je
spracovanie osobnych udajov pacientov
Objednavatela nachadzajicich sa v
lekarskom pristroji Zhotovitelom pre
Objednavatela v zmysle nariadenia
Eurépskeho parlamentu a Rady (EU) &
2016/679 z 27. aprila 2016 o ochrane
fyzickych oséb pri spracuvani osobnych
udajov a o volnom pohybe takychto
udajov, ktorym sa zruSuje smernica
95/46/ES (vSeobecné nariadenie o
ochrane udajov) (,GDPR") a zakona ¢.
18/2018 Z.z. 0 ochrane osobnych tidajov a
o zmene a doplneni niektorych zakonov, v
rozsahu jeho poésobnosti (,Zdkon o
ochrane 0U“) (prislu$na pravna tprava
dalej len ,Predpisy na ochranu 0U“).
Zmluvné strany vsak bert na vedomie, ze
poskytovanim servisnych sluzieb podla
tejto Zmluvy moze dojst k spractivaniu
takychto osobnych tidajov Zhotovitelom
pre Objednavatela a pre tento ucel sa
zmluvné strany rozhodli  upravit
vzajomné prava a povinnosti v tomto
¢lanku Zmluvy.

1.1

1.2

2.1

2.2

The Contractor and the Customer concluded on
17.07.2015 the Service Contract, subject of
which is the obligation of the Contractor to
carry out servicing on the medical device(s)
included in Annex 1 of the Contract for the
purpose of biochemical diagnostics in vitro
(hereinafter referred to as “medical device”).

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

II.

According to Article IX. Section 9.1 of the
Contract and its amendments, the Contract has
been concluded for the definite term of 4 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 3 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 15.07.2022, unless
terminated sooner for another reason.

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 Medical Device 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 Regulation of Personal Data
Protection”). However, the Parties
acknowledge that the performance of
Servicing under the Contract could be
connected with processing of such
personal data by the Contractor on behalf




7.2

Zhotovitel berie na vedomie, Ze
Objednavatel’, ako prevadzkovatel,
spraciva v zmysle Predpisov na ochranu
0U, osobné tudaje pacientov ako
dotknutych os6b za ucelom poskytovania
zdravotnej starostlivosti, pricom
pravnym zakladom spracuvania tychto
osobnych tudajov Objednavatelom je
nevyhnutnost  splnenia zakonnych
povinnosti Objednavatela podla
osobitnych  predpisov. na  udseku
poskytovania zdravotnej starostlivosti
platnych a Gc¢innych na Gzemi Slovenske;j
republiky.

7.3 Pre pripad spracuvania osobnych udajov

7.4

pacientov  Zhotovitelom v  mene
Objednavatela,  Objednavatel  touto
Zmluvou poveruje Zhotovitela, v stlade s
platnymi Predpismi na ochranu OU, ako
sprostredkovatel'a, na spracuvanie
osobnych udajov pacientov
Objednavatela ako dotknutych osob v
rozsahu [meno, priezvisko, rodné ¢islo,
datum narodenia, udaje tykajice sa
zdravia, inych  osobnych  udajov
nachadzajucich sa v lekarskom pristroji],
a to vylucne formou [prehliadania a
likvidacie] osobnych tdajov. Ucelom
spracuivania osobnych udajov
Objednavatel'om, ako prevadzkovatel'om,
je riadne poskytovanie zdravotnej
starostlivosti pacientom zo strany
Objednavatela. Zhotovitel, ako
sprostredkovatel, je vSak opravneny
spracuivat osobné udaje iba pre tucely a v
suvislosti s  poskytovanim  sluzieb
servisnych sluzieb podla tejto Zmluvy.
Osobné udaje pacientov Objednavatela su
spracivane automatizovanym spdsobom.

Zmluvné strany sa dohodli, Ze doba
spracivania osobnych udajov pacientov
Zhotovitelom v mene Objednavatela, je
najviac obdobie trvania tejto Zmluvy.

7.5 Objednavatel' vyhlasuje, Ze pri vybere

Zhotovitel'a ako sprostredkovatela dbal
na jeho odbornd, technickd, organizac¢nu a
personalnu spdsobilost a jeho schopnost
zarucit bezpecnost spracivanych
osobnych tidajov v lekarskom pristroji.

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 Medical
Device], 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
and its ability to provide security to
personal data processed in the Medical
Device.




7.6

b)

d)

€)

9)

Zhotovitel ako sprostredkovatel je
povinny v stulade s Predpismi na ochranu
ouU:

spracuvat osobné udaje len na zaklade
zdokumentovanych pisomnych pokynov
Objednavatel’a, a to v sulade s clankom 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
d’alSieho sprostredkovatela v sulade s
¢lankom 28 ods. 3 pism. d) GDPR v spojeni
s ¢ldnkom 28 ods. 2 a 4 GDPR;

prijat a vykonat primerané technické a
organizacné opatrenia na zaistenie
primeranej urovne bezpecnosti so
zretelom na najnovsie poznatky, naklady
na vykonanie opatreni, povahu, rozsah,
kontext a 1ucel spracivania osobnych
udajov a rizika S réznou
pravdepodobnostou a zavaznostou pre
prava fyzickych osob, a to v sulade s
Predpismi na ochranu OU, najma ¢lankom
28 ods. 3 pism. c) GDPR;

plnit povinnosti sprostredkovatela v
rozsahu podl'a ¢clanku 28 ods. 3 pism. e) a
f) GDPR;

ihned po ukonceni zavazkovo-pravneho
vztahu podla tejto Zmluvy vymazat
osobné udaje pacientov Objednavatela,
ako dotknutych oséb, z pamaitového
nosic¢a lekarskeho pristroja a vymazat
akékolvek existujuce kopie, ktoré
obsahuju osobné tudaje a ktoré ma
Zhotovitel k dispozicii, v sdlade s
Predpismi na ochranu 0U;

zabezpecit, aby sa osoby opravnené
spracivat osobné udaje na zaklade
poverenia sprostredkovatel'a zaviazali, Ze
zachovaju  dovernost  poskytnutych
informdcii;

poskytnit Objednavatelovi informacie
potrebné na preukdzanie splnenia
povinnosti podla ¢lanku 28 GDPR a
poskytnit sucinnost v ramci auditu
ochrany osobnych tudajov, vratane
kontroly zo strany Objednavatela alebo

7.6 The Contractor as the data processor is

obliged in accordance with the Legal
Regulation of Personal Data Protection:

a) to process personal 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;

b) to respect the conditions for engaging

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

€) to implement appropriate technological

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;

d) to fulfil obligations of the data processor to

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

e) immediately after termination of the

contractual relationship under this
Contract to erase personal data of the
Customer ‘s patients, as data subjects,
stored on the memory source of the
Medical Device 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;

f) to ensure that persons authorised to

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

g) to make available to the controller all

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
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3.2

3.3

3.4

3.5

3.6

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

h) v stvislosti s povinnostou podl'a pism. g)

vysSie, bezodkladne informovat’
Objednavatela, ak podla nazoru
Zhotovitela pokyn Objednavatela

porusuje niektory Predpis na ochranu OU.
7.7 Zmluvné strany sa zavazuju, Ze pri
spracovani osobnych tdajov dotknutych
0s6b budd postupovat podla platnych
Predpisov na ochranu OU. Objednavatel,
ako prevadzkovatel, vykond vSetky
informacné povinnosti voc¢i dotknutym
osobam podl'a Predpisov na ochranu OU,
ak sa to vyzaduje. Zaroven Zhotovitel', ako
aj Objednavatel budu viest zaznamy o
spracovatel'skych Cinnostiach 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 neoddelitelnu
sucast Zmluvy a bude pripojeny ku vsetkym
vyhotoveniam Zmluvy.

Tento Dodatok je vyhotoveny v pocte
rovnopisov zhodnom s poc¢tom vyhotovenych
rovnopisov Zmluvy v slovenskom a anglickom
jazyku, pricom kazda zmluvna strana obdrzi po
jednom vyhotoveni. V pripade rozporu medzi
slovenskou

a anglickou jazykovou verziou ma prednost
slovenské znenie Dodatku.

Objednavatel je povinny bezodkladne
zverejnit tento Dodatok v sulade so zdkonom ¢.
546/2010 Z.z., ktorym sa dopliia zakon &
40/1964 Zb. Obciansky zakonnik v zneni
neskorsich predpisov a ktorym sa menia a
dopliajt niektoré zakony a
bezodkladne predloZit Zhotovitel'ovi pisomné
potvrdenie o zverejneni tohto Dodatku.

Tento Dodatok nadobuda platnost’ diiom jeho
podpisu  oboma zmluvnymi  stranami
a ucinnost pracovnym diiom nasledujicim po
dni zverejnenia Dodatku podl'a zakona.

Zmluvné strany vyhlasujy, Ze si tento Dodatok
precitali, jeho obsahu porozumeli a stihlasia
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3.2

3.3

3.4

3.5

3.6

extent pursuant to article 28(3)(h) of the
GDPR;

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.

IIL

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 wundue 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
next workday after the day of the publishing of
the Amendment according to law.

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




s nim, a Ze Dodatok uzatvaraju slobodne, vazne therewith and enter hereinto freely, with

a bez natlaku, na znak ¢oho tento Dodatok serious intentions and without duress in

podpisuju. witness thereof they attach their signatures
herein below.

V/ In: Bratislave, diia/ on: ... V/ In: Dolnom Kubine, diia/ on: ...

Roche Slovensko, s.r.o. Statny veterinarny a potravinovy tistav

Jodo Pedro Correia Carapeto, MBA,
prokurista/ proxy holder MVDr. Martin Mojzis,
Generalny riaditel' / General Director

Ing. Zuzana Cumova,
prokurista/ proxy holder




