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& ,\'y}é\" Zmluva o najme lekarskeho pristroja Agreement on Rent of Medical Device
¥
"9 (dalejlen ; Zmluva”) (hereinafter referred to as the , Agreement*)
uzavreta podla § 663 anasl. zakona ¢. 40/1964 Zb. concluded pursuant tc Section 663 and subseq. of
Obchodny zakonnik v zneni neskorsich predpisov the Act 40/1964 Coll. the Civil Code as later
medzi zmluvnymi stranami: amended, by and between:

Roche Slovensko, s.r.o.

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

ICO / Company ID: 35 887 117

DIC / Tax ID: 2021832087

IC DPH / VAT ID: SK2021832087

Pravna forma / Legal Form: spolo¢nost s ru¢enim obmedzenym / limited liability company

Registracia / Registration: Obchodny register Mestského stdu / Commercial Register held with the Municipal
Court Bratislava lll, oddiel / Section: Sro, vlozka €. [ File No.: 31845/B

Bankové spojenie / Bank Information: Roche Finanz AG, Grenzacherstrasse 122, 4058 Bazilej, Svajéiarsko /
Basel, Switzerland

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

IBAN (EUR): DEO7 1207 0070 0010 0800 00

SWIFT: DEUTDEFFVAC

Typ platby / Payment Method: SEPA

V- mene ktorej konaju / Represented by: Constance Gertrud Rost Bietsch, prokuristka / Proxy holder, Zuzana
Hodorova, prokuristka / Proxy holder

(dalejlen , Roche”) (hereinafter referred to as , Roche")
a and

Hornooravska nemocnica s poliklinikou Trstena

Sidlo / Registered Office: ul. Mieru 549/16, 02801 Trstena

ICO / Company ID: 00634891

DIC / Tax ID: 2020573445

IC DPH / VAT ID: SK2020573445

Pravna forma / Legal Form: prispevkova organizacia / contributory organization

IBAN (EUR): SK95 8180 0000 0070 0048 1096

Prispevkové organizacia v zriadovatelskej pdsobnosti Zilinského samospravneho kraja zalozena zriadovacou
listinou: €. 1970/1991-A/VI-2 zo dfia 14.06.199 vydanou MZ SR/ Contributory organization within the scope of
establishment of the Zilina self-governing region established by charter; no. 1970/1991-A/VI-2 dated
14.06.199 issued by the Ministry of Health of the Slovak Republic

IBAN: SK138180000000481117

V mene ktore] konaju / Represented by: MUDr. Marian Tholt, riaditel / Director

(dalej len , zdkaznik") (hereinafter referred to as the , Customer")

(dalej spolu ako ,zmluvné strany” alebo jednotlivo (hereinafter jointly referred to as the “Parties” or

ako ,zmluvnd strana”) individually as the “Party”)
Roche Slovensko, s.r.o. JUDr. Zuzana Hodonova slovakia.contract@roche.com
Diagnostics Division Head of Legal and Compliance www.roche.sk

Pribinova 7828/19, Bratislava -
mestska cast Staré Mesto 811 09
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l.
Predmet a Géel zmluvy

Predmetom tejto zmluvy je zavézok spoloénosti
Roche prenechat zdkaznikovi do docasného
uZivania (najmu) lekérsky pristroj, ako je tento
definovany v prilohe €. 1 tejto zmluvy (dalej len
,lekdrsky pristroj*; ak je predmetom zmluvy
viac lekarskych pristrojov aztextu nevyplyva
nieco ineé, pojem lekarsky pristroj v jednotnom
Cisle zahria vietky lekarske pristroje uvedené
vprilohe €. 1 tejto zmluvy) a zavazok zakaznika
platit za uzivanie lekarskeho pristroja najomné,
a to za podmienok uvedenych v tejto zmluve.

Vzhladom na skutocnost, Ze spoloénost Roche
chee prenechat lekarsky pristroj do uZivania
zékaznikoviza Ucelom $pecifikovanym v prilohe ¢.
1 tejto zmluvy a ze zékaznik ma zaujem lekarske
pristroje uZivat, uzatvorili zmluvné strany tdto
zmluvu.  Ugelom tejto  zmluvy je Uprava
vzajomnych vztahov medzi zmluvnymi stranami,
ktoré vznikaju prindjme lekarskeho pristroja.

Zakaznik vyhlasuje, Ze je vsulade so vetkymi
aplikovatelnymi pravnymi predpismi opravneny
lekarsky pristroj uzivat na dojednany ucel.

Spolo¢nost Roche ostava po dobu trvania tejto
zmluvy vlastnikom lekarskeho pristroja, pricom

zakaznikovi nevznikd akékolvek pravo na
nadobudnutie  lekdrskeho  pristroja  do
vlastnictva.
Il.
Najomné

Zakaznik sa zavazuje platit za uZivanie lekarskeho
pristroja  najomne, ktoré je $pecifikované
v prilohe €. 1 zmluvy (dalej len , ndjomné”).

1R
Prava a povinnosti zmluvnych stran

Spolo¢nost Roche na zéklade tejto zmluvy
prenechava zakaznikovi do docasného uZivania

bl

1.2

1.3

1.4

2.1

3.1

I
Subject and Purpose of the Agreement

The subject of this Agreement is obligation of
Roche to provide the Customer with the Medical
Device, as defined in Annex No. 1 to this
Agreement (hereinafter referred to as the
“Medical Device"; if subject matter of the
Agreement consists of multiple medical devices
and the text does not indicate otherwise, the
term Medical Device in the singular includes all of
the medical devices specified in Annex No. 1 to
this Agreement) for temporary use (rent) and
obligation of the Customer to pay rent for use of
the Medical Device, under conditions specified in
this Agreement.

With regard to the fact that Roche is willing to
provide the Customer with the Medical Device for
the purpose specified in Annex No. 1 to the
Agreement and the Customer is willing to use the
Medical Device, the Parties have entered into this
Agreement. The purpose of this Agreement is the
regulation of mutual relations between the Parties
arising out of the rent of the Medical Device.

The Customer hereby declares that he is entitled
to use the Medical Device for described purpose
in accordance with all applicable legal
regulations.

Roche shall keep the title to the Medical Device
during the whole Term under this Agreement. The
Customer has no right to acquire the title to the
Medical Device.

Il.
Rent

The Customer shall pay for the use of the Medical
Device the monthly rent specified in Annex No. 1
to the Agreement (hereinafter referred to as the
“Rent”).

1.
Rights and obligations of the Parties

By this Agreement, Roche provides the Medical
Device for temporary use to the Customer for the
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3.2

3.3

3.4

3.5

3.6

3.7

3.8

lekarsky pristroj po dobu trvania tejto zmluvy a za
podmienck stanovenych v tejto zmluve.

Podmienky odovzdania lekarskeho pristroja, jeho
inStalacie azaskolenia pracovnikov zakaznika
ohladom jeho pouZivania su $pecifikované
v prilohe €. 1 tejto zmluvy.

V3etky zmeny ohladom lekarskeho pristroja,
najma pokial ide o miesto instalacie a pripojenie
na iné pristroje azariadenia, si vyZaduju
predchadzajuci pisomny sthlas spoloénosti
Roche.

Zakaznik sa zavazuje lekarsky pristroj riadne
uZivat na Ucel dohodnuty vtejto zmluve, je
povinny s odbornou  starostlivostou  lekarsky
pristroj chranit pred poskodenim, odcudzenim,

znehodnotenim, stratou afalebo  zni¢enim.
Zakaznik nesmie bez predchadzajliceho
pisomného  suhlasu  spoloénosti  Roche

uskutoCnit na lekarskom pristroji ziadne zmeny
alebo zasahy.

Zakaznik je povinny zabezpedit, aby lekarsky
pristroj obsluhovali amali k nemu pristup len
opravnené osoby, ktoré boli zodpovedajlcim
sposobom zaskolene.

Zakaznik je povinny bezvyhradne dodr#iavat
pokyny spolo¢nosti Roche afalebo vyrobcu
lekarskeho pristroja ohladom jeho Udriby
a pouzivania.

Zakaznfk je povinny umoznit spoloénosti Roche
kedykolvek na poziadanie pristup k lekarskemu
pristroju.

Zakaznik nesmie prenechat lekarsky pristroj do
uzivania inej osobe, ani lekarsky pristroj zatazit,
dat ho ako zaloh & zéruku, bez
predchadzajliceho pisomného suhlasu
spolocnosti Roche. Pri porudeni tohto zékazu je
spolocnost Roche opravnena od zmluvy odstupit.
V pripade, ak je predmetom najmu podla zmluvy
viacero lekarskych pristrojov, spoloénost Roche
ma pravo podla vlastného vyberu odstipit od
zmluvy bud' vo vztahu k dotknutému lekarskemu
pristroju alebo od celej zmluvy. V pripade, ak
spolocnosti Roche vznikne 3$koda v ddsledku
porusenia tohto zékazu zékaznikom, zakaznik je

3.2

3.3

3.4

3.5

3.6

3.7

3.8

time period of this Agreement and under the
conditions stipulated herein.

Terms of handover of the Medical Device, its
installation and training of employees of the
Customer on its use are further specified in
Annex No. 1 to this Agreement.

Any changes regarding the Medical Device,
particularly with regard to the place of
installation and connection to other devices and
equipment shall require prior written consent of
Roche.

The Customer undertakes to use the Medical
Device properly and for the purpose under this
Agreement and protect the Medical Device
against damage, theft, impairment loss and / or
destruction. The Customer shall not, without
prior written consent of Roche, make any
changes or modifications on the Medical Device.

The Customer shall ensure that the Medical
Device is operated and accessible only by/ to
authorized persons who have been adequately
trained.

The Customer is unconditionally obliged to
follow the instructions of Roche and / or the
manufacturer of the Medical Device regarding its
maintenance and use.

Whenever requested, the Customer is obliged to
allow Roche access to the Medical Device.

The Customer shall not leave the Medical Device
to use for another person or put the Medical
Device as collateral or guarantee, without prior
written consent of Roche. In case of violation of
this prohibition, Roche is entitled to withdraw
from this Agreement. In case that the subject
matter of this Agreement consists of multiple
medical devices, Roche shall have the right, at its
own discretion, to withdraw from this Agreement
either in relation to the affected medical device
or from the entire Agreement. In the event that
Roche incurs damage as a result of a breach of
this prohibition by the Customer, the Customer is
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povinny takuto $kodu spoloénosti Roche nahradit

v celosti.
3.9 Zakaznik plne zodpovedd za $kodu spdsobent
lekarskym  pristrojom  a/alebo v sdvislosti
s prevadzkovanim lekarskeho pristroja tretim
osobam alebo na majetku zakaznika. Tymto nie je
dotknutd  zodpovednost wvyrobcu  a/alebo
spolo¢nosti Roche za $kodu podla zakona ¢.
294/1999 Z. z. ozodpovednosti za $kodu
sposobeny vadnym vyrobkom v zneni neskorsich
predpisov.

3.10 Spolo¢nost Roche moZe pozadovat vratenie
lekarskeho pristroja kedykolvek pocas doby
trvania tejto zmluvy, ak zakaznik neuZiva lekarsky
pristroj riadne alebo ak uZiva lekarsky pristroj
vrozpore s Ucelom najmu podla tejto zmluvy.

3.11 PoruSenie povinnosti zakaznika stanovenych
v tomto ¢lanku zmluvy sa povaZuje za podstatné

porusenie zmluvy.

V.
Trvanie a skonéenie zmluvy
4.1 Této zmluva sa uzatvara na dobu uvedenu
vprilohe €. 1 tejto zmluvy (dale] len ,doba
trvania®).

4.2 Tato zmluva zanika iba:

a) uplynutim doby trvania;

b) pisomnou dohodou zmluvnych stran ku driu
pedpisu dohody alebo kinému diu, na
ktorom sa zmluvné strany dohodnu;

c) odstipenim z dévodov upravenych v zakone
alebo zmluve, pricom odstupenim od zmluvy
zmluva zanika, ked' je prejav vole ukoncit
platnost zmluvy doruceny druhej zmluvnej
strane, pokial v ozndmeni o odstipeni nie je
ustanoveny iny datum skoncéenia zmluvy;

d) vypovedou ktorejkolvek zo zmluvnych stran
z dovodu porudenia ktorejkolvek povinnosti
vyplyvajice] z tejto zmluvy alebo bez
uvedenia  ddvedu S 1-mesacnou

obliged to compensate such damage to Roche in

its entirety.
3.9 The Customer is fully liable for damage caused
by the Medical Device, and / or in connection with
the operation of the Medical Device to third
parties or to the property of the Customer. This
does not affect the liability of the manufacturer
and |/ or Roche for damage under Act no.
294/1999 Coll. on liability for damage caused by
defective products, as amended.

3.10 Roche is entitled to demand return of the Medical
Device at any time during the Term, if the
Customer is not using the Medical Device
properly or is operating the Medical Device
contrary to the purpose of the rent under this
Agreement.

3.11 Violation of the Customer’s obligations laid down
in this Article of the Agreement is considered a
substantial breach of Agreement.

Iv.
Term and Termination of the Agreement
4.1 This Agreement is concluded for a term specified
in Annex No. 1 to this Agreement (hereinafter
referred to as the “Term").

4.2 The Agreement shall terminate upon:
a) lapse of the Term;

b) awritten agreement between the Parties on
the date of signing thereof or on any other
date stipulated by the Parties therein;

c) withdrawal pursuant to the law or the
Agreement, whereas upon withdrawal the
Agreement shall terminate when the written
withdrawal is delivered to the other Party,
unless other date of termination of the
Agreement is indicated in the notification of
withdrawal,

d) termination hereof by any of the Parties for
the reason of violation of any obligation
hereunder or without giving a reason, with a
1-month notice period, commencing on the
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4.3

4.4

4.5

vypovednou dobou, ktora zagina plynt prvy
den kalendarneho mesiaca nasledujiceho
po mesiaci, kedy bola vypoved jednej
zmluvnej strany dorucena druhej zmluvnej
strane.

Spolocnost Roche je oprdvnenad odstupit od

zmluvy (vpripade, ak predmetom najmu tvori

viacero lekarskych pristrojov, spoloénost Roche
ma pravo podla vlastného vyberu odstapit od
tejto zmluvy bud vo vztahu k dotknutému
lekarskemu pristroju alebo od celej zmluvy)
v pripadoch uvedenych v zakone, v tejto zmluve a
vtedy, ak:

a) zakaznik je vomeskani so zaplatenim
faktdry, ktorou bolo vydctované najomné,
dihsie ako 30 dni po dni splatnosti faktury;

b) zakaznik umoini uZivanie lekarskeho
pristroja inej osobe alebo lekdrsky pristroj
zataZi bez predchéadzajuceho pisomného
suhlasu spoloénosti Roche;

c) zakaznik neuziva lekarsky pristroj riadne
v sulade so zmluvou a/alebo Ugelom najmu
vymedzenym vtejto zmluve, vddsledku
coho hrozi spolo¢nosti Roche vznik $kody.

Zakaznik je opravneny odstupit od zmluvy vtedy,
ak sa lekarsky pristroj po¢as trvania najomného
vztahu zni¢i alebo stane neupotrebitelnym bez
zavinenia zakaznika a spoloénost Roche neméze
poskytnut nahradny lekarsky pristroj a/alebo
odmietne poskytnit nahradny lekarsky pristroj.
Vpripade, ak je predmetom najmu viacero
lekarskych pristrojov, zékaznik ma pravo odstupit
od tejto zmluvy len vo vztahu k dotknutému
lekarskemu pristroju.

Odstipenim od  zmluvy ktoroukolvek zo
zmluvnych stran nezanika povinnost zakaznika
zaplatit za uZivanie lekarskeho pristroja najomné
pred ucinnostou odstlpenia, ako ani narok
spolocnosti Roche na néhradu $kody alebo na
trok z omeskania, ktoré vznikli pred ucinnostou
Odstdpenia od zmluvy. Zmluvné strany sa

4.3

4.4

4.5

firstday of the calendar month following the
month in which the notice has been
delivered by one Party to the other Party.

Roche shall have the right to withdraw from the
Agreement (in case that the subject matter of
this Agreement consists of multiple medical
devices, Roche shall have the right, at its own
discretion, to withdraw from this Agreement
either in relation to the affected medical device
or from the entire Agreement) in any event
specified under the law and under this
Agreement and provided that;

a) the Customer is in default with the payment
of Rent for more than 30 days after the due
date of the invoice,

b) the Customer provides the Medical Device
for use to another person, or uses the
Medical Device as a collateral of guarantee
without the prior written consent of Roche:

c) the Customer is not using the Medical Device
properly in accordance with the Agreement
and / or in accordance with the purpose of
the rent under this Agreement, thereby
risking the damage to Roche.

The Customer shall have the right to withdraw
from the Agreement provided if during the term
of this Agreement the Medical Device becomes
unusable or destroyed through no fault of the
Customer and Roche cannot provide a
replacement of the Medical Device or refuses to
provide a replacement of the Medical Device. In
case that the subject matter of this Agreement
consists of multiple medical devices, the
Customer is entitled to withdraw from this
Agreement only in relation to the affected
medical device.

The withdrawal from the Agreement shall affect
neither the obligation of the Customer to pay the
Rent, nor the right of Roche to claim damages or
default payment, which arose prior to withdrawal
from the Agreement. The Parties have agreed
that in case of withdrawal they shall not return
any consideration supplied to the other Party
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4.6

dohodli, Ze pre pripad odstupenia od zmluvy nie
st povinné vracat si plnenia poskytnuté druhej
zmluvnej strane pred uc¢innostou odstupenia od
zmluvy.

V pripade odstupenia od zmluvy je zakaznik
povinny vratit lekarsky pristroj v sulade
sustanoveniami  tykajucimi  sa  vratenia
lekarskeho pristroja.

V.

Doverné informéacie a povinnost mléanlivosti

5.1

5.2

5.3

5.4

Zmluvneé strany sa zavdzujl, Ze budu
zachovavat obchodné tajomstvo druhej zmluvnej
strany a mléanlivost o dévernych informaciach

azabezpelia, Ze takdto povinnost bude
vrovnakom  rozsahu zavdazovat aj ich
zamestnancov, obchodnych  azmluvnych

partnerov afalebo spolupracujlce tretie osoby.

Dévernymiinformaciami sa pre Ucely tejto zmluvy
rozumeju najma tato zmluva ajej prilohy,
podmienky spoluprace zmluvnych stran a véetky
informacie, ktoré boli poskytnuté zmluvnou
stranou druhej zmluvne] strane v suvislosti
s plnenim tejto zmluvy, alebo ktoré sa zmluvnej
strane stali inak zname ato najmd, nie véak
vyluéné, odborné aobchodné informécie
o produktoch spolocnosti Roche.

Zmluvné strany sa najma zavazujd, Zze doverné
informacie neoznamia ani inak nespristupnia
tretim osobam, nezverejnia, ani nepouZijl
doverneé informacie inak ako na ucely plnenia
svojich zavazkov avykonu svojich prav podla
tejto zmluvy. Uvedené sa netyka poskytnutia
dovernych informacii  externym poradcom
zmluvne] strany ani spolupracujicim tretim
osobam za podmienky, Ze tieto osoby budu
taktieZ zaviazané micanlivostou na zaklade

zdkona alebo osobitnej zmluvy.

Povinnost ml¢anlivosti podla tohto ¢lanku trva aj
po skonceni tejto zmluvy bez casového
obmedzenia.

4.6

prior to effective withdrawal from the

Agreement.

In a case of withdrawal, the Customer is obliged
to return the Medical Device in accordance with
provisions related to returning of the Medical
Device.

V.

Confidential Information and Confidentiality

5.1

5.2

5.3

5.4

Obligation

The Parties undertake to maintain trade secrets
of the other Party and to maintain secrecy on
confidential information, and to arrange that
such an obligation is binding, to the same extent,
upon their employees, business and contractual
partners and/or cooperating third parties.

For the purposes hereof, confidential
information shall be deemed to mean particularly
this Agreement and any annexes thereof, term
and conditions for cooperation of the Parties as
wellas any and all information that were provided
by one Party to the other Party in relation to the
performance hereof, or that became known to a
Party in any other manner, including but not
limited to expert and business information on the
products of Roche.,

The Parties especially undertake not to divulge
or otherwise make confidential information
accessible to third parties, and not to publish and
not to use confidential information in a manner
other than for the purpose of the performance of
their obligations and exercise of their rights
hereunder. The above-mentioned provision shall
not apply to the provision of confidential
information to external consultants of the Party
or to cooperating third parties provided that
such persons are also bound by the
confidentiality obligation under the law or under
a separate contract.

The confidentiality obligation specified herein
shall be without any time limit and shall persist
after the termination of the Agreement.
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5.5

5.6

5.7

6.1

7.1

VysSie uvedené povinnosti sa nevztahuju na
povinnost poskytnut chranené Udaje a déverné
informacie organom verejnej spravy na zaklade
zékona alebo pravoplatného rozhodnutia sudu
alebo ineho organu verejnej spravy. Takuto
skutoénost povinna zmluvna strana neodkladne
pisomne oznami druhej zmluvnej strane. Zmluvna
strana, ktora ma takto dbéverné informécie
poskytnit, je vSak povinna wyuzit vietky
existujice prostriedky vsulade s pravnymi
predpismi na odmietnutie alebo obmedzenie
oznamenia a spristupnenia dévernych informacii.

Za porudenie povinnosti mléanlivosti podla tohto
clanku zmluvy sa nepovazuje zverejnenie tejto
zmluvy akoc povinne zverejiiovane] zmluvy na
webovej stranke zakaznika, v Centralnom registri
zmliv  vedenom Uradom vlady Slovenskej
republiky alebo inym zékonom stanovenym
sposobom zakaznikom, ktory je povinnou osobou
v stlade so zdkonom.

Kazda zmluvna strana zodpoveda druhej zmluvnej
strane za Skodu spésobent porudenim povinnosti
mlcanlivosti.

VL.
Ochrana osobnych tudajov

Zakaznik vyhlasuje a potvrdzuje, Ze on aj jeho
zastupcovia sa oboznamili a porozumeli zdsadam
spracuvania osobnych tdajov podla tejto zmluvy,
ktoré sd zverejnené na webovej stranke
spolo¢nosti Roche v sekcii , Vyhlasenie o ochrane
osobnych udajov*:
https://www.roche.sk/sk/ochrana-osobnych-

udajov.html. Skutoénost, Ze boli zastupcovia
zakaznika oboznameni so zasadami spracivania

osobnych Udajov je zdkaznk povinny na
poZiadanie spoloCnosti Roche kedykolvek
preukazat.

VII.

Zaverec¢né ustanovenia

Tato zmluva nahrddza kazdu pisomnl a/alebo
ustnu dohodu medzi zmluvnymi stranami ohladne
predmetu zmluvy.

5.5

5.6

5.7

6.1

7.1

The above-mentioned cbligations shall not apply
to the obligation to provide protected data and
confidential information to public administration
bodies under the law or under a valid decision
passed by a court of law or by any other public
administration body. Such a fact shall be
immediately notified by the liable Party to the
other Party in writing. However, the Party that is
to provide confidential information in such a
manner shall be obliged to use all existing means,
in line with the legal regulations, in order to
refuse to provide confidential information or in
order to restrain the provision, and making
available of confidential information.

Publication of this Agreement as a mandatory
published agreement on the website of the
Customer, in the Central Register of Contracts
maintained by the Office of the Government of
the Slovak Republic or in another manner
stipulated by law by the Customer who is an
obliged person in accordance with law, shall not
be considered a breach of confidentiality
obligation under this Article of the Agreement.

Each Party shall be liable towards the other Party
for the damage caused by a breach of the
confidentiality obligation.

Vi.
Personal Data Protection

The Customer hereby represents and confirms
that the Customer and its representatives have
been acknowledged with the data privacy notice
available on website of Roche in Section
“Vyhlasenie oochrane osobnych Udajov*:
https://www.roche.sk/sk/ochrana-osobnych-
udajov.html and they have understood its
meaning. The Customer is obliged to prove
anytime upon request of Roche the fact that its
representatives have been acquainted with the
data privacy notice.

VIl.
Final Provisions

The Agreement shall replace any written and/or
oral agreement between the Parties related to or
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7.2

7.3

7.4

1.5

7.6

i

7.8

Pravne vztahy touto zmluvou neupravené sa
riadia prisludnymi ustanoveniami Obdéianskeho
zakonnika a Obchodného zékonnika, pripadne
inymi vdeobecne zavdznymi pravnymi predpismi,
pokial v tejto zmluve nie je dojednana odchylna
pravna Uprava.

Zakaznik je povinny tuto zmluvu bezodkladne
zverejnit vsilade so zdkonom Tato zmluva
nadoblda platnost diom je] podpisu oboma
zmluvnymi stranami. Tato zmluva nadobudne
ucinnost v den nasledujuci po dni, kedy bude
zmluva prvykrat zverejnena v stlade so zakonom.

Zmluvné strany sa zavazuju, Zze vsetky spory,
ktoré vzniknl z tejto zmluvy alebo v suvislosti s
nou bud rieSené prednostne zmierom.

Ak neddjde kvyrieSeniu sporu zmierom, spor
rozhodne vecne a miestne prislusny sud uréeny
podla  procesnych  pravnych  predpisov
Slovenske] republiky.

Tatozmluva mdZe byt doplnend a zmenenalen na
zaklade pisomného dodatku podpisaného oboma
zmluvnymi stranami.

Pokial niektoré zustanoveni tejto zmluvy je
neplatne, neucinné alebo nevykonatelné, nema
to vplyv na platnost, Ucinnost alebo
vykonatelnost  ostatnych ustanoveni tejto
zmluvy. V pripade, Ze niektoré z ustanoveni tejto
zmluvy  je neplatné, neudinné  alebo
nevykonatelne, alebo sa nasledne takym stane,
zavazujl sa zmluvné strany, Zze ho nahradia
ustanovenim, ktoré najviac zodpoveda ich
povodne] voli.

Zmluva je vyhotovend vdvoch rovnopisoch
v slovenskom a anglickom jazyku, pricom kazda
zo zmluvnych stran dostane jedno vyhotovenie
zmluvy. V pripade rozporov medzi slovenskym
aanglickym znenim ma prednost slovenské
znenie zmluvy.

1.2

7.3

7.4

1.5

7.6

1.7

7.8

in connection with the subject-matter of the
Agreement.

Legal relations not governed by the Agreement
shall be governed by the relevant provisions of
the Civil Code and the Commercial Code or other
laws and regulations, unless the Agreement
specifically stipulates to the contrary.

The Customer shall, without undue delay, publish
the Agreement in accordance with the law. This
Agreement shall become valid upon its execution
by both Parties. This Agreement shall enter into
force on the day following the day, on which the
Agreement will be published for the first time in
accordance with law.

The Parties hereby agree that they shall settle
any disputes arising herefrom or relating hereto
predominantly by way of out of court settlement.

Should the dispute not be settled by way of out
of court settlement, the dispute shall be settled
in court with competent venue and jurisdiction
pursuant to the procedural laws of the Slovak
Republic.

The Agreement shall be appended or amended
only in a form of written amendments signed by
both Parties.

Invalidity, ineffectiveness or unenforceability of
any of the provisions of the Agreement shall not
affect the validity, effectiveness or executability
of the remaining provisions of the Agreement.
Should any provision of the Agreement be or
later  become  invalid, ineffective or
unenforceable, the Parties hereby agree that
they shall replace any such provision with
provision which reflects their original will to the
fullest extent.

The Agreement is executed in two counterparts
in Slovak and in English language, from which
each Party shall get 1 counterpart. In case of
discrepancy between Slovak and English version,
the Slovak version of the Agreement shall prevail.
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7.9 Zmluvne strany vyhlasujd, Ze si tuto zmluvu
precitali, jej obsahu porozumeli a suhlasia s nim a
Zze zmluvu uzatvaraju slobodne, vaine a bez
natlaku, na znak ¢oho pripajaju svoje podpisy.

7.9 The Parties hereby declare and confirm by their
signatures that they have read the Agreement,
understood the contents hereof, and agree
herewith and that they have entered into the
Agreement freely, seriously and without duress.

V/ In Bratislave, dna/ on /?D??DZS\

Roche:

CE;
P

Plunuiiowa g TUAY va

Zuzana Hodonova
prokuristka / Proxy holder

Prilohy:

1. Specifikdcia ndjmu

2, Servis lekdrskeho pristroja

3. Sluzba Roche Remote Service
4. Ochrana osobnych udajov

22.3. 202

V/InTrstenej, diafon ... 4. 7. 575N,

Zakaznik [ Customer:

MNauitey ui e

Annexes:

1. Specification of Rent

2, Service of the Medical Device
3 Roche Remote Service

4. Personal Data Protection
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1.1

2

2.1

2.2

235

2.4

Priloha é. 1:
Specifikacia najmu

1. Predmet zmluvy

Spoloénost
lekarskeho pristroja cobas e 411, SN: 19U2-08.
s prislusenstvom  sliziaceho na in  vitro
diagnostiku, ktorého presny technicky popis a
zoznam vybavenia su uvedené v uzivatelskom
manuali, ktory bol odovzdany pri zaskoleni
pracovnikov zakaznka (dale] ako | lekarsky
pristroj").

Lekarsky pristroj uvedeny v bode 1.1 vy$sie mal
zékaznik vobdobi od 21.06.2023 v uZivani na
zaklade zmluvného vztahu so spolo¢nostou
Roche zalozeného zmluvou o najme lekarskych
pristrojov. zo dnha 21.06.2023 (dalej len
,povodna zmluva“), ktory skoncil dna
21.06.2024. Na zaklade dohody zmluvnych stran
zostal lekdrsky pristroj aj po skonéeni vy$sie
uvedeného zmluvného vztahu zaloZeného
povodnou zmluvou u zakaznika, ktory ho so
suhlasom spoloénosti Roche dalej uzival za
rovnakych podmienok, aké boli dohodnuté v
pbvodnej zmluve, a to aZ do uzatvorenia tejto
zmluvy.

2. Najomne

Zakaznik sa zavazuje platit za uzivanie lekarskeho
pristroja najomné mesacne vo vyske 35 EUR
(slovom: tridsatpat eur) bez DPH. (dalej len
,ndjomné”).

Ksume najomneho uvedenym vysSie bude
pripocitana DPH v zakonom stanovenej vyske.

Najomneé je splatné mesacne na zaklade faktiry,
ktord vystavi spolocnost Roche azasle
zékaznikovi na adresu uvedenu v zahlavi zmluvy.
Najomne bude fakturované za kalendarny mesiac
vzdy k 25. diu v prislusnom mesiaci, za ktory sa
najomné plati.

Zakaznik sa zavazuje zaplatit najomné do 60 dni
odo dna vystavenia faktiry bankovym prevodom
na Ucet spolo¢nosti Roche uvedeny na fakture,
pokial sa zmluvné strany nedohodnu inak.

Roche je wyluénym vlastnikom 1.1

1.2

249

2.2

2.3

2.4

Annex No. 1:
Specificaton of Rent

1. Subject matter of the Agreement

Roche is the exclusive owner of the medical device
cobas e 411, SN: 19U2-08 and its accessories
determined for the in vitro diagnostics, of which
technical specifications and a list of accessories
are set in a user manual which was handed over
during the training of the Customer’s employees
(hereinafter refehromrred to as “medical
device").

The Medical Device specified in Section 1.1
above was wused by the Customer from
21.06.2023 subject to the contractual
relationship with Roche established by the
agreement on rent of medical devices dated
21.06.2023 (hereinafter referred to as the
“Previous Agreement”) which was terminated
on 21.06.2024.Even after the termination of the
aforementioned contractual relationship based
on the Previous Agreement, the Medical Device
remained with the Customer, who has been using
it with the consent of Roche and under the same
conditions as those stipulated by the Previous
Agreement, until the conclusion hereof.

2.Rent

The Customer shall pay the monthly Rent for the
use of the Medical Device in the amount of EUR
35 (in words: thirty-five euros) excluding VAT
(hereinafter referred to as the “Rent”).

The VAT in statutory rate shall be added to the
particular amount of the Rent specified
hereinabove.

The Rent shall be payable monthly based on an
invoice issued by Roche and delivered to the
Customer’s address stated in the heading of this
Agreement. The Rent shall be invoiced for
calendar month at the 25" day of the given
manth, for which the Rent is payable.

The Customer is obliged to pay the Rent within 60
days from the day of issue of the invoice, via bank
transfer to the account of Roche specified in the
invoice, unless the Parties agree otherwise.
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2.5

2.6

3.1

a)

d)

Zavazok zakaznika zaplatit najomné sa povaZuje
za splneny okamihom pripisania penaznych
prostriedkov  zodpovedajucich  splatnému
najomnému na Ucet spolocnosti Roche.

Ak sa zakaznik dostane do omeskania s platenim
najomneého, spolo¢nost Roche je opravnend
uplatnit si u zakaznika Urok z omeskania vo vyske
0,03% zdlznej sumy za kazdy aj zacaty den
omeskania s platenim  najomného.  Pravo
spolocnosti Roche na nahradu $kody tym nie je

dotknuté.

3. Odovzdanie lekarskeho pristroja

KedZe sa lekarsky pristroj ku diu uzatvorenia
zmluvy nachadza nainstalovany v mieste sidla
zakaznika z  ddvodu  predchadzajuceho
zmluvného vztahu zaloZzeného pévodnou zmluvou
so spolocénostou Roche a zakaznik lekarsky
pristroj pred podpisom zmluvy uZival, zékaznik
tymto vyhlasuje a podpisom zmluvy potvrdzuje,
Ze:

lekarsky pristroj je sposobily na uZivanie a
prevadzku na Ucel uZivania podla zmluvy;

lekarsky pristroj sa ku diu podpisania zmluvy
fakticky nachadza v mieste sidla zékaznika a je
riadne nainstalovany;

personal zakaznika, ktory bude s lekdrskym
pristrojom pracovat, je ohladom jeho obsluhy
riadne pouceny a zaskoleny; a

zakaznik ma k dispozicii potrebné doklady
nevyhnutné na prevadzku lekarskeho pristroja,
vratane navodu na obsluhu v slovenskom jazyku.

4. Doba trvania najmu a vratenie lekarskeho

4.1

4.2

pristroja

Zmluva sa uzatvara na dobu uréitd, ato na é
mesiacov odo dna podpisu tejto zmluvy oboma
zmluvnymi  stranami alebo do doby Uplnej
indtalacie vysutazenych pristrojov (dalej len
,doba trvania“).

Pred uplynutim doby trvania alebo pri skonéeni

zmluvy dohodou sa zmluvné strany zavazuju
v dobrej viere rokovat o predizent doby trvania

2.5 The obligation of the Customer to pay the Rent

2.6

3.1

c)

4.1

4.2

shall be deemed fulfilled as soon as the amount
corresponding to the due Rent is credited to the
account of Roche.

Should the Customer be in default with the
payment of the Rent, Roche shall be entitled to
apply late interest of 0.03% of the cutstanding
amount for each commenced day of default with
the payment of the Rent. The right of Roche for
damages shall not be affected hereby.

3. Handover of the Medical Device

As the Medical Device is, as to the date of signing
of the Agreement, installed at the seat of the
Customer due to previous contractual
relationship based on the Previous Agreement
with Roche and the Customer was using the
Medical Device before signing the Agreement,
the Customer hereby declares and by signature
of the Agreement confirms that:

the Medical Device is fit for use and operation for
the Purpose of Use hereunder;

as of the date of signature of the Agreement, the
Medical Device is placed at the seat of the
Customer and is properly installed;

the Customer's staff who will work with the
Medical Device is properly instructed and trained
on operation of the Medical Device; and

the Customer has all the necessary documents
required for the operation of the Medical Device,
including operational manuals in Slovak
language.

. Term of Rent and returning of the Medical

Device

This Agreement is concluded for a definite term
of 6 months from the date of its signing by both
Parties or until the complete installation of
tendered devices (hereinafter referred to as the
“Term”).

Before the expiry of the Term or upon the
termination by agreement, the Parties agree to
negotiate in good faith to extend the Term or
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4.3

4.4

alebo o pripadnom odklpeni lekarskeho pristroja
zékaznikom za podmienck, ktoré si zmluvné
strany dohodnu; toto ustanovenie nezaklada
povinnost spolodnosti Roche predizit dobu
trvania alebo predat zakaznikovi lekarsky pristroj,
ani povinnost zakaznika poZadovat prediZzenie
doby trvania alebo odkupit lekarsky pristroj.

Vpripade skoncenia zmluvy  akymkolvek
sposobom a z akéhokolvek dévodu je zakaznik
povinny vratit lekarsky pristroj spoloénosti Roche
v stave, vakom ho prevzal s prihliadnutim na
beZné opotrebovanie a bez zbytoéného odkladu,
Lekarsky pristroj bude odinstalovany
spolo¢nostou Roche, k comu je zdkaznik povinny
spolo¢nost Roche vyzvat. Zékaznik je povinny
umoznit spoloénosti Roche pristup k lekarskemu
pristroju  za Uc¢elom jeho odinstalovania
kedykolvek v pracovnych dnoch vbeznych
pracovnych hodinach. Zmluvné strany sa dohodli
na uplatneni zmluvnej pokuty v pripade situacie
uvedenej nizdie. Ak lekarsky pristroj po skonéeni
tejto zmluvy nebude vrateny spolo¢nosti Roche
najneskor do 14 dni odo dna ukonéenia zmluvy,
zékaznik je povinny platit spolocnosti Roche
zmluvnu pokutu za kaZdy zacaty den omeskania s
vratenim  lekarskeho pristroja  vo  vyske
zodpovedajlicej alikvotne] casti mesacéného
najomného pripadajlce]j na kazdy den omeskania.
Pravo spolo¢nosti Roche na nahradu $kody nie je
zaplatenim zmluvnej pokuty dotknuté.

Vpripade vzniku Skody na lekarskom pristroji
vdosledku poskodenia, odcudzenia, straty,
znicenia alebo inej Skody na lekarskom pristroji sa
zakaznik zavazuje nahradit spolo¢nosti Roche
vzniknutd Skodu. Vzhladom na uvedené sa
zakaznikovi odportca, aby pre tieto pripady
dojednal zodpovedajuce poistenie. Vyska
poistného plnenia zo strany prislusnej poistovne
viak nema vplyv na vysku nahrady Skody voci
spolocnosti Roche. Spoloénost Roche skodu
vycisli avjej vySke vystavi faktiru. Pre pripad
totalnej Skody sa stanovuje maximélna hodnota
lekarskeho pristroja vo vyske 54 000 EUR
(slovom: patdesiatstyritisic  Eur) bez DPH.
Vycislena Skoda bude Umerna poskodeniu
lekarskeho pristroja ajeho skutocénej aktudlne
hodnote zniZzenej o hodnotu amortizacie.

4.3

4.4

eventual sale of the Medical Device to the
Customer under the terms agreed by the Parties.
This provision creates neither an obligation of
Roche to extend the Term or to sell the Medical
Device to the Customer, nor an obligation of the
Customer to request an extension of the Term or
purchase of the Medical Devices.

In case of termination of the Agreement in any
way from any reason whatsoever, the Customer
is obliged to return the Medical Device to Roche
in the condition in which the Customer took it
over, with regard to normal wear and tear and
without undue delay. The Medical Device shall be
uninstalled by Roche. The Customer shall be
obliged to invite Roche to uninstall the Medical
Device. The Customer is obliged to allow Roche
to access the Medical Device for the purpose of
its uninstalling at any time on business days
during ordinary office hours. The Parties agreed
on a contractual penalty in case that a situation
hereinbelow occurs. Should the Medical Device
not be returned to Roche within 14 days from the
date of termination of the Agreement, the
Customer shall pay Roche a contractual penalty
for each commenced day of delay in the amount
corresponding to the aliquot part of monthly
Rent. Roche’s right for damages shall not be
affected by payment of the contractual penalty.

In the event of any damage to the Medical Device
as aresult of damage, theft, loss, destruction or
other damage to the Medical Device, the
Customer agrees to reimburse Roche for the
damage caused. With regard to this, the
Customer is advised to arrange respective
insurance. However, the amount of the insurance
payment has no effect on the amount of
damages to be paid to Roche. Roche shall
quantify the amount of damages and issue an
invoice. In case of total loss, the maximum value
of the Medical Device represents the amount of
EUR 54 000 (in words: fifty-four thousand euros)
excluding VAT. The calculation of damages will
be proportional to the damage caused to the
Medical Device and its current actual value, net
of depreciation value.
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Priloha €. 2:
Servis lekarskeho pristroja

Po celd dobu ucinnosti tejto zmluvy bude
spolocnost Roche na vlastné naklady poskytovat
zakaznikovi servis lekarskeho pristroja. Povinnost
spolo¢nosti Roche pedla tohto bodu zmluvy sa
vztahuje vyluéne na prehliadky lekdrskeho
pristroja v zmysle pokynov a odporucéani vyrobcu
a vykonavanie servisnych tkonov majlcich pévod
v povahe lekarskeho pristroja alebo
vyplyvajucich z bezného opotrebenia lekarskeho
pristroja. Servis lekarskeho pristroja spocivajici
vodstrafiovani  vad  lekarskeho  pristroja
vzniknutych zdévodov na strane zakaznika
(najmd, nie viak vylucne porusenim povinnosti
zédkaznika podla zmluvy), vratane nahodne
vzniknutych vad (napriklad $koda vzniknuta
vodou z vodovodného potrubia, elektricky skrat a
pod.), bude uskutoéiovany na naklady zakaznika
podla aktualneho servisneho cennika
spolocnosti Roche platného v ¢ase poskytnutia
jednotliveho  servisného  ukonu.  Cennik
spoloénosti Roche je zakaznikovi k dispozicii na
poziadanie.

Zakaznik je povinny oznamit vadu lekarskeho
pristroja alebo potrebu vykonat iny servisny tkon
na lekarskom pristroji bez zbytoéného odkladu po
ich zistenina ¢.:

0800 500 630 - laboratdrne pristroje,

0800 500 633 - tkanivova diagnostika,

0800 500 634 - molekularna diagnostika a
veda/vyskum,

0800500 632 - automatizaciaa T,

0800500 631 - HosPoc,

inak zodpoveda spolocnosti Roche za $kodu,
ktora nesplnenim tejto povinnosti na lekarskom
pristroji vznikla. Zakaznik oznami spolo¢nosti
Roche popis a dévod vzniku vady alebo potreby
vykonat servisny Ukon.

Spolonost  Roche je povinnd zabezpedit
servisného technika do 2 pracovnych dni od
nahlasenia vady alebo potreby vykonat iny
servisny Ukon zo strany zakaznika. Servisny

Annex No. 2:
Service of the Medical Device

During the term of this Agreement, Roche shall
provide, at its own costs, the Customer with
authorized service of the Medical Device. The
obligation of Roche under this section shall apply
exclusively to inspections of the Medical Device
in accordance with the instructions and
recommendations of the producer and the
implementation of service operations criginating
in the nature of the Medical Device or resulting
from normal wear and tear of the Medical Device.
Service of the Medical Device consisting in
removal of defects on the Medical Device
attributable to the Customer (including, but not
limited to breach of obligations of the Customer
under this Agreement), including accidental
defects (e.g. damage by water from the water
pipes, short circuit, etc.) shall be carried out at
the expense of the Customer according to the
current service price list of Roche effective at
the time of providing the individual service. The
price list of Rocheis available to the Customer on
request.

The Customer is obliged to notify Roche on the
defect on the Medical Device or on the necessity
to carry out the service on the Medical Device
without undue delay after he has found them out,
by phone on:

0800 500 630 - laboratory medical devices,
0800 500 633 - tissue diagnostics

0800 500 634 - molecular diagnostics and
research

0800 500 632 - automation and IT

0800 500 631 - HosPoc

otherwise the Customer shall be liable for
damage caused on the Medical Device due to the
failure to comply with this obligation. The
Customer shall notify Roche with the description
and the reason of the defect or of need to
perfarm the service.

Roche undertakes an obligation to ensure
service technician within 2 working days from
reporting the defect or the need to perform
other service operation by the Customer. Service
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technik je povinny odstranit vadu alebo
uskutocnit iny servisny Ukon na lekarskom
pristroji v primerane] lehote vzavislosti od
zévaznosti vady alebo servisného Ukonu
asodbornou  starostlivostou. Ak neddjde
k odstraneniu vady alebo vykonaniu servisného
zasahu do 3 pracovnych dni od zacatia
vykondvania  servisného  Ukonu  servisnym
technikom, bude spolo¢nost Roche
vnasledujucom mesiaci fakturovat zakaznikovi
najomné lekarskeho pristroja znizené o alikvotnu
Ciastku za kazdy den nasledujici po uplynuti
lehoty 3 pracovnych dni od nastupu servisného
technika, vktorom nebol lekarsky pristroj
v prevadzke. Uvedené lehoty a ndroky zékaznika
sa nevztahuju na odstrafovanie vad vzniknutych
z dévodov na strane zékaznika, vratane nahodne
vzniknutych vad. Spolo¢nost Roche
nezodpoveda za $kodu, ktora vznikne zakaznikovi
vdésledku toho, Ze lekdrske pristroje alebo
ktorykolvek z nich nie su po dobu odstrafovania
vady afalebo uskutocnovania servisného Ukonu
v prevadzke.

Pre pripad, Ze by poskytovanim autorizovaného
servisu podla tejto zmluvy doslo k spracivaniu
osobnych Udajov spolo¢nostou Roche v mene
zékaznika, zmluvné strany rozhodli upravit
vzajomneé prava a povinnosti tak, ako je blizsie
uvedené v prilohe &. 4 zmluvy.

Zékaznik  vyhlasuje  apodpisom  zmluvy
potvrdzuje, Ze lekarsky pristroj nema ku diu
podpisu tejto zmluvy Ziadne zjavné ani skryté
vady, o ktorych by mal zakaznik vedomost a ze
lekarsky pristroj je plne funkény a spdsobily na
uzivanie na dojednany ucel. Spoloénost Roche
nezodpoveda za vady, o ktorych zakaznik v ¢ase
podpisu zmluvy vedel alebo s prihliadnutim na
vSetky okolnosti musel vediet aspoloénosti
Roche ich neoznamil pri podpise tejto zmluvy;
najma odstranenie takychto vad sa uskutoéni na
naklady zakaznika.

technician shall be obliged to remove the defect
or provide other service operation on the Medical
Device with due diligence, in a manner at its
discretion and within a reasonable time
depending on the extent and severity of the
defect. If Roche does not remove the defect or
provide other service operation within 3 working
days after initiation of the service operation by
the service technician, Roche shall invoice in the
subseqguent month the Rent for the Medical
Device decreased by aliquot amount for each
day following the lapse of 3 werking day period in
which the Medical Device has been out of
operation. The given time periods and rights of
the Customer shall not be applicable on removal
of defects attributable to the Customer,
including accidental defects. Roche shall not be
liable for damage incurred as a result of the
Medical Device is not running appropriately for a
period of removing the defect.

In case that performance of the authorized
service under the Agreement would be
connected with processing of personal data by
Roche on behalf of the Customer, the Parties
decided to specify their rights and obligations in
this respect, as further specified in Annex No. 4
to the Agreement.

The Customer hereby declares and by the
signature of the Agreement confirms that on the
date of signature of this Agreement, the Medical
Device does not have any evident or hidden
defects of which the Customer would be aware
of and that the Medical Device is fully functional
and capable for use for an agreed purpose.
Roche is not liable for defects which the
Customer was aware of or must have been aware
of at the time of signing the Agreement and did
not report them to Roche at the time of signing
of this Agreement; in particular, such defects
shall be removed at the Customer’s costs.
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Priloha &. 3:
Sluzba Roche Remote Service

Zmluvné strany sa dohodli, Ze spoloc¢nost Roche
poskytne zakaznikovi pripojenie lekarskeho
pristroja na sluzbu Roche Remote Service.

Sluzba Roche Remote Service slizi na instaldciu,
rieSenie problémov, aktualizaciu softvéru a
podporu. Na efektivne vykonavanie sluzby na
dialku méze spoloénost Roche bezne zbierat
Udaje zo zariadenia, ako su Udaje o trende (napr.
subory dennika chyb, napdtia, diagnostické
kontroly zariadeni a systémove informacie, ktoré
mozu zahrhat sthrnné testy, vysledky a trendy),
kalibraciu zariadeni, inventarizaéné Udaje,
vyuzitie vzdialene] diagnostiky Roche (dalej len
"Pristrojové ddaje"). Zhromazdené udaje o
pristrojoch neobsahuju priamo identifikovatelné
udaje o pacientovi. Spolo¢nost Roche moéze
vyuzit Pristrojové Udaje na optimalizaciu svojich
sluZieb, porovnavaciu analyzu, porovnanie
vykonnosti zakaznikov s porovnatelnou skupinou,
poskytovanie referenénych hodndt rozsahu,
predvidanie a pripravu na potencialne epidémie a
analyzu spravania regionalneho testovania za
predpokladu, ze ak sa takéto Pristrojové (daje
pouzivaju na vonkajsie ucely, spolocnost Roche
viak v Ziadnom pripade nezverejni totoznost
zékaznika. Spolo¢nost Roche nebude mat Ziadnu
povinnost upozornit alebo informovat zékaznika
o akychkolvek problémoch alebo problémoch
vznikajucich v suvislosti s akymkolvek lekarskym
pristrojom, ktoré je alebc by bolo mozné
rozpoznat na zaklade $tudie alebo preskimania
akychkolvek (dajov ziskanych z lekarskeho
pristroja.

PODMIENKY ZDIELANIA UDAJOV

Cielom nariadenia (EU) 2023/2854 (dalej len , akt
o udajoch”) je podporovat zdielanie Udajov
vytvorenych produktmi pripojenymi k internetu
alebo v suvislosti s nimi. Na tento Ucel poskytuje
pouzivatelom takychto produktov a suvisiacich
sluZieb nové préva, t. |. pristup k Udajom priamo
alebo prostrednictvom drzitela uUdajov a na
zdielanie Udajov s tretimi stranami. Tento stbor
podmienok je uréeny na rieSenie tohto stavu a
suvisiacich zmluvnych zaleZitosti, ktoré mozu
vznikndt medzi drZitelom Jddajov - ako je

Annex No. 3:
Roche Remote Service

1. Roche shall provide the Customer with a
connection of the Medical Device to Roche
Remote Service.

2.  Roche Remote Service is for the purpose of
installation, troubleshooting, software updates,
and support. In order to perform Remote Service
efficiently, Roche may routinely collect data
from the Medical Device such as trending data
(e.g., error log files, voltages, equipment
diagnostics checks, and system information
which may include aggregated tests ran, results
and trending dates), device calibration, inventory
data, utilizing Roche remote diagnostics
(hereinafter referred to as the “Instrument
Data”). The collected Instrument Data does not
contain directly identifiable patient data. Roche
may utilize the Instrument Data for optimization
of the service, benchmark comparative analysis,
comparison of the performance of customers
against a group of peers, provision of reference
range values, anticipation and preparation for
potential epidemics and analysis of regional
testing behaviour provided that when such
Instrument Data is used for external purposes, in
no event does Roche disclose the identity of the
Customer. Roche will have no obligation to alert
or notify the Customer of any issues or problems
arising in connection with any Medical Device
which are or would have been discernible from a
study or review of any data obtained from the
Medical Device.

DATA SHARING TERMS

Regulation (EU) 2023/2854 (“Data Act’) aims to
promote sharing of data generated by or in relation to
products connected to the internet. To this end, it
grants users of such products and related services
new rights, i.e. to access data directly or via the data
holder and to share data with third parties. This set of
terms is meant to address this condition and related
contractual matters that may arise between the Data
Holder - as defined by the Data Act (hereinafter
“Roche”) and the “User” - as defined by the Data Act
(hereinafter “Customer”).
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definovany v akte o udajoch

(dalej len

, spoloénost Roche”) a ,pouZivatelom* - ako je
definovany v akte o Udajoch (d'alejlen , zakaznik*).

Dohodnuté pouzivanie inych ako osobnych

udajov

a. Udaje, na ktoré sa vztahujli tieto podmienky,
pozostavaju z akychkolvek [ahko dostupnych
Udajov z produktu a zo suvisiacej sluzby v
zmysle aktu o Udajoch (d'alej len , udaje”).

b. Spoloénost Roche a subjekty pridruzené k

1. Agreed use of non-personal Data

d.

The data covered by these terms consist of
any readily available Product Data or Related
Service Data within the meaning of the Data
Act (the ‘Data’).

Roche and Roche Affiliates will use the Data

spolo¢nosti Roche budu pouzivat tdaje,
ktoré nie st osobnymi idajmi, a to len na
ucely dohodnuté so zakaznikom, takto:

that are non-perscnal Data only for the
purposes agreed with the Customer as
follows:

iil.

Vi,

plnenie  akejkolvek  zmluvy  so
zakaznikom alebo ¢innosti suvisiacich s
takouto zmluvou (napr. vystavovanie
faktir, vytvaranie a poskytovanie sprav
alebo analyz, finanéné prognozy,
posudenia vplyvu, vypocet prinosov pre
zamestnancov, efektivnost pracovnych

postupov),
monitorovanie a udrZiavanie
fungovania, bezpeénosti a

zabezpedenia produktu alebo suvisiace]
sluzby a zabezpecenie kontroly kvality,

zlepSenie  fungovania  akéhokolvek

produktu alebo suvisiace] sluzby
ponukanych spolocnostou Roche,

poskytovanie podpornych, zaruénych

alebo podobnych sluzieb (vratane
cielenej komunikacie) alebo
posudzovanie  narokov  zékaznika,

spolognosti Roche alebo tretej strany v
suvislosti s produktom alebo suvisiacou
sluzbou,

vyvoj novych produktov alebo sluzieb a
zlepSovanie prevadzkovej efektivnosti a

zhromazd'ovanie tychto udajov s inymi
udajmi alebo vytvaranie odvodenych
Udajov na akykolvek zakonny Ucel
vratane  spristupfovania  takychto
suhrnnych alebo odvodenych Udajov
tretim strandm za predpokladu, Ze

iii.

vi.

performing any agreement with the
Customer or activities related to such
agreement (e.g. issuing invoices,
generating and providing reports or
analysis, financial projections, impact
assessments, calculating staff benefit,
workflow efficiency);

monitoring and  maintaining  the
functioning, safety and security of the
Product or Related Service and
ensuring quality control;

improving the functioning of any
Product or Related Service offered by
Roche;

providing support, warranty, guarantee
or similar services (incl. targeted
communication) or to  assess
Customer’s, Roche's or third party's
claims related to the Product or
Related Service;

developing new products or services
and improving operational efficiency;

aggregating these Data with other data
or creating of derived data, for any
lawful purpose, including making
available such aggregated or derived
data to third parties, provided such
data do not allow specific data
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takéto Udaje neumoziuju identifikaciu
konkrétnych  (dajov  prenasanych
spoloCnosti  Roche z  pripojeného
produktu, alebo umoznuju tretej strane
odvodit tieto Udaje zo stboru Udajov.

Spoloénost Roche, ako vyrobca alebo
distribltor zdravotnickej pombcky, podlieha
zvySenym poziadavkam na monitorovanie
funkénosti svojich vyrobkov vratane
oznamovacich povinnosti. Tento systém
dozoru, ktory sa vyzaduje na regulaéné
Ucely, mdze zahrfat aj spracovanie Udajov.

Spola¢nost Roche a subjekty pridruzené k
spolo¢nosti Roche nebudl pouzivat tieto
Udaje:

na vyvodenie poznatkov o hospodarskej
situacii,  majetku a  vyrobnych
postupoch zakaznika, alebo
akymkolvek inym spdsobom, ktoré by
mohli ohrozit obchodné postavenie
zakaznika na trhoch, na ktorych
zakaznik posobi, alebo

ii. spbsobom,  ktory  inak  vyrazne
poskodzuje opravneng zaujmy
zékaznika, najmé vtedy, ak takéto udaje
obsahuju citlive obchodneé Udaje alebo
ak su udaje chranené obchodnym
tajomstvom alebo pravami dusevného
vlastnictva.

2. Priamy pristup k idajom z produktu alebo
suvisiacej sluzby

Zakaznik moze mat pristup k Udajom priamo z
produktu alebo zo suvisiace] sluzby, pokial sa to
predpoklada v navrhu produktu alebo suvisiace]
sluzby, v silade s infermaciami, ktoré zakaznikovi
poskytla spoloénost Roche.

3. Pristup zakaznika k idajom na poziadanie

a.

Ak k udajom nie je mozné ziskat priamy pristup
z produktu alebo  suvisiace]  sluzby,
spolo¢nost Roche spristupni zakaznikovi na
jeho Ziadost alebo na Ziadost strany, ktora
kond v jeho mene Udaje vratane relevantnych
metaddajov potrebnych na interpretdciu a

transmitted to Roche from the
connected product to be identified or
allow a third party to derive those data
from the dataset.

As the manufacturer or distributor of a
medical device, Roche is subject to elevated
requirements for monitoring the functionality
of its preducts, including reporting
obligations. This vigilance system required for
regulatory purposes may also involve the
processing of Data.

c. Roche and Roche Affiliates will not use the
Data:

to derive insights about the Customer's
economic  situation, assets and
production methods of the Customer,
or in any other manner that could
undermine the commercial position of
the Customer on the markets in which
the Customer is active; or

ii. in a manner that is otherwise
significantly  detrimental to the
legitimate interests of the Customer, in
particular when such Data contains
commercially sensitive data or are
protected by trade secrets or by
intellectual property rights.

2. Direct Data access from the Product or
Related Service

The Customer may access Data directly from the
Product or Related Service as far as this is
foreseen by the design of the Product or Related
Service, in accordance with the information given
to the Customer by Roche.

3. Dataaccess by the Customer upon request

a. Where the Data cannot be accessed directly
from the Product or Related Service, the
Data, together with the relevant metadata
necessary to interpret and use those Data
shall be made accessible to the Customer by
Roche, at the request of the Customer or a
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pouZivanie tychto Udajov. Spolo¢nost Roche
poskytuje potrebné informacie o spdsoboch
takejto Ziadosti na adrese
https://go.roche.com/eu-data-act.

Ak sa z&kaznik domnieva, Ze pravo na pristup
podla ¢lanku 4 ods. 1 aktu o Udajoch bolo
porusene, je opravneny podat staznost
prisludnému organu uréenému v sulade s
¢lankom 37 ods. 5 pism. b) aktu o Gdajoch.

4. Zdielanie udajov s tretou stranou na ziadost
zakaznika

Udaje vratane relevantnych metaldajov
potrebnych na interpretaciu a pouzivanie
tychto ddajov spristupni spoloénost Roche
prijemcovi idajov (v zmysle aktu o Gdajoch) na
zéklade Ziadosti, ktorl predloZi zékaznik alebo
strana, ktord kond v jeho mene. Spoloénost
Roche poskytuje potrebné informacie o
spdsoboch podavania Ziadosti na adrese

https://go.roche.com/eu-data-act.

Ak  zékaznik predlozi takito Ziadost,
spolocnost Roche dohodne sa s prijemcom
ldajov (ako je vymedzeny v akte o Uidajoch) na
spbsoboch dojednania spristupnenia Udajov
transparentnym spdsobom za spravodlivych,
primeranych a nediskriminaénych podmienok
v stlade s aktom o Udajoch. Zakaznik uznava,
Ze na zaklade takejto Ziadosti nemoze tretia
strana povazovana za straZcu pristupu
vyuzivat vyhody podla c¢lanku 3 nariadenia
(EU) 2022/1925, a %e sa neuplatiuje v
suvislosti s testovanim novych pripojenych
vyrobkov, ktoré este nie s uvedené na trh.

Ak zakaznik nie je dotknutou osobou podla
nariadenia (EU) 2016/679,

spolo¢nost Roche nesmie spristupnit
udaje, ktoré su osobnymi udajmi,
zékaznikovi alebo prijemcovi udajov na
zaklade Ziadosti zakaznika, pokial na
tento ucel neexistuje platny pravny
zdklad podla &lanku 6 nariadenia (EU)
2016/679, a pokial nie su v
relevantnych  pripadoch  splnené
podmienky stanovené v c¢lanku 9

party acting on its behalf. Roche provides the
necessary information on the modalities of
such a request at
https://go.Roche.com/eu-data-act.

If the Customer considers the access right
under Article 4 (1) Data Act to be infringed,
the Customer is entitled to lodge a complaint
with the competent authority, designated in
accordance with Article 37 (5), point (b) of the
Data Act.

4. Data sharing with a third party upon the
Customer’s request

The Data, together with the relevant
metadata necessary to interpret and use
those Data, shall be made available to a Data
Recipient (as defined by the Data Act) by
Roche, upon request presented by the
Customer or a party acting on its behalf.
Roche provides the necessary information on
the modalities of the request at
https://go.Roche.com/eu-data-act.

Where the Customer submits such a request,
Roche will agree with the Data Recipient (as
defined by the Data Act) the arrangements for
making the Data available under fair,
reasonable and non-discriminatory terms and
in a transparent manner in accordance with
the Data Act. The Customer acknowledges
that from such a request a third party
considered as a gatekeeper cannot benefit
under Article 3 of the Regulation (EU)
2022/1925 and does not apply in the context
of the testing of new connected products
that are not yet placed on the market.

When the Customer is not the data subject
under the Regulation (EU) 2016/679,

i. Roche may not make the Data which are
personal data available to the
Customer or to a Data Recipient,
following a request from the Customer,
unless there is a valid legal basis for this
purpose under Article 6 of Regulation
(EU) 2016/679 and unless, where
relevant, the conditions set out in
Article 9 of that Regulation and of
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uvedeneho nariadenia a ¢lanku 5 ods. 3
smernice (EU) 2002/58:

ii.  zdkaznik mdze pouzivat len udaje, ktoré
sU osobnymi Gdajmi, zdielat ich s tretimi
stranami alebo ich inak spracuvat v
rozsahu povolenom podla nariadenia
(EU) 2016/679 a pripadne smernice
2002/58/ES.

V tejto suvislosti musi zakaznk v kazdej
Ziadosti uviest spolo¢nosti Roche pravny
zaklad spracuvania podla ¢lanku 6 nariadenia
(EU) 2016/679 a pripadne uplatnitelnd
vynimku podla ¢lanku 9 uvedeného nariadenia
a &lanku 5 ods. 3 smernice (EU) 2002/58, na
zéklade ktorej sa poZaduje spristupnenie
Udajov o produktoch afalebo suvisiacich
sluzbach.

5. Ochrana obchodného tajomstva

Ak zékaznik predlozi Ziadost o pristup k
Udajom, strany sa musia dohodnidt na
ochrannych opatreniach v pripade, ak udaje
alebo metaudaje, ktoré sa maju zdielat,
obsahuji obchodne tajomstvo v zmysle
smernice o obchodnom tajomstve, ktoré ma
spolo¢nost  Roche alebo iny drzitel
obchodného tajomstva v zmysle tej istej
smernice.

Tieto ochranné opatrenia, ako aj suvisiace
prava dohodnuté v tejto dohode, sa vztahujui
vylu€ne na Udaje alebo metaudaje obsiahnuté
v Udajoch, ktoré ma spoloénost Roche
poskytnut zakaznikovi, a ktoré boli zakaznikovi
dané do pozornosti pred uzatvorenim zmluvy
(dalej len ,ddaje identifikované ako
obchodné tajomstvo").

Ochranné opatrenia zostéavaju v platnosti po
kazdom ukonceni platnosti alebo uplynuti
platnosti dohody, pokial sa strany nedohodnu
inak.

Pred spristupnenim Udajov zakaznikovi mbze
spoloc¢nost  Roche  uplatnit  akékolvek
primerané technicke a organizacné ochranné
opatrenia na  zachovanie  dovernosti

Article 5 (3) of Directive (EU) 2002/58
are met;

i.  the Customer may only use Data which
are personal data, share them with third
parties or otherwise process them to
the extent permitted under Regulation
(EU) 2016/679 and, where relevant,
Directive 2002/58/EC.

Inthat respect, the Customer must indicate to
Roche, in each request the legal basis for
processing under Article é of Regulation (EU)
2016/679 and, where relevant, the
applicable derogation under Article 9 of that
Regulation and Article 5 (3) of Directive (EU)
2002/58) upon which the making available of
Product Data and/or Related Service Data is
requested.

5. Protection of trade secrets

Where the Customer submits a request for
data access, the parties must agree on
protective measures, when the Data or
metadata to be shared contain trade secrets
within the meaning of the Trade Secrets
Directive, held by Roche or another trade
secret holder within the meaning of the same
directive.

These protective measures, as well as the
related rights agreed in this agreement, apply
exclusively to Data or metadata included in
the Data to be shared by Roche with the
Customer, and which were brought to the
attention of the Customer before the
agreement was concluded (referred to below
as 'ldentified Trade Secrets’).

The protective measures remain in effect
after any termination or expiration of the
agreement, unless otherwise agreed by the
parties.

Before the Data is made accessible to the
Customer, Roche may apply any appropriate
technical and organisational protection
measures to preserve the confidentiality of
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zdielanych a inak zverejnenych (dajov
identifikovanych ako obchodné tajomstvo.

Ak ochranné opatrenia vyznamne
nepostacujd  na  primerand  ochranu
konkrétnych Udajov identifikovanych ako
obchodné tajomstvo, spolo¢nost Roche moze
zakaznikovi  poskytnit  oznamenie s
podrobnym opisom nedostatocnosti
opatreni:

i.  Jednostranne zvysit ochranné cpatrenia
tykajuce sa  konkrétnych  (dajov
identifikovanych ako obchedné
tajomstvo za predpokladu, 7e toto
zvySenie  je  zluCitelné s jeho
povinnostami podla tejto dohody a
nema vplyv na zakaznika alebo

ii.  poziadat o odsuhlasenie dodatoénych
ochrannych opatreni. Ak po uplynuti
primerane] lehoty neddjde k dohode o
potrebnych dodatoc¢nych opatreniach,
spolo¢nost Roche moZe pozastavit
zdielanie konkrétnych Udajov
identifikovanych ako  obchodné
tajomstvo po ozndmeni zakaznikovi a
prisludnému organu uréenému podla
¢lanku 37 aktu o Gdajoch, pricom kopiu
tohto oznamenia zasle zakaznikovi.

Ak je za wvynimocnych okolnosti velmi
pravdepodobné, Ze spoloénost Roche utrpf
vaznu hospodarsku $kodu v dbsledku
poskytnutia konkretnych Udajov
identifikovanych ako obchodné tajomstvo
zakaznikovi napriek ochrannym opatreniam,
spoloénost Roche mbZe prestat zdielat
predmetné Specifické udaje identifikované
ako obchodné tajomstvo. Spoloénost Roche
tak mdZe urobit len prostrednictvom riadne
oddvodneného oznamenia zékaznikovi a
prislusnému organu uréenému podla ¢lanku
37 aktu o udajoch, pricom koépiu zasle
zakaznikovi.

Ak zékaznik nezavedie a nezachova
dohodnuté ochranné opatrenia tykajlice sa
udajov identifkovanych ako obchodné
tajomstvo, spoloénost Roche ma pravo
odopriet  alebo  pozastavit  spolocne

the shared and otherwise disclosed Identified
Trade Secrets.

Where the protection measures do not
materially suffice to adequately protect a
particular Identified Trade Secret, Roche
may, by giving notice to the Customer with a
detailed description of the inadequacy of the
measures:

i.  unilaterally increase the protection
measures regarding the specific
Identified Trade Secret in question,
provided this increase is compatible
with its obligations under this
agreement and does not affect the
Customer, or

ii. request that additional protection
measures be agreed. If there is no
agreement on the necessary additional
measures after a reasonable period of
time, Roche may suspend the sharing of
the specific Identified Trade Secret by
giving notice to the Customer and to
the competent authority designated
pursuant to Article 37 of the Data Act,
with copy of this sent to the Customer.

If, in exceptional circumstances, Roche is
highly likely to suffer serious economic
damage from disclosure of a particular
Identified Trade Secret to the Customer
despite the protection measures, Roche may
stop sharing the specific Identified Trade
Secret in question. Roche may do this only by
giving a duly substantiated notice to the
Customer and to the competent authority
designated pursuant to Article 37 of the Data
Act, with a copy being sent to the Customer.

If the Customer fails to implement and
maintain agreed protective measures for
Identified Trade Secrets, Roche is entitled to
withhold or suspend the sharing of the
specific Identified Trade Secrets, until the

Strana 20z 25

Vzor NZ01a-1 verzia 3.0z 10/2023




vyuZivanie konkrétnych Udajov
identifikovanych ako obchodné tajomstvo,
kym zakaznik dany incident nevyriesi.
Spoloénost Roche musi bez zbytoéného
odkladu poskytnut zakaznikovi a prislusnému
organu urcenému podla clanku 37 aktu o
Udajoch riadne odévodnené oznamenie s
kopiou zaslanou zakaznikovi.

6. Neopravnené pouzitie afalebo zverejnenie
zakaznikom

a. Zakaznik sa zavazuje, Zze nebude:

i. pouZivat Udaje, ktoré prijme, na vyvoj
pripojeného produktu, ktory produktu
konkuruje, ani poskytovat Udaje tretej
strane na uvedeny ucel,

i. pouzivat takéto Udaje na ziskanie
poznatkov o hospodarskej situacii,
majetku a vyrobnych postupov vyrobcu
a pripadne spolocnosti Roche,

iii. pouzivat donucovacie prostriedky na
ziskanie pristupu k udajom alebo na
tento UCel zneuZivat nedostatky
technickej infrastruktdry spolocnosti
Roche, ktord je uréend na ochranu
udajov,

iv. spristupfiovat  Udaje trete] strane
oznacene] za strazcu pristupu podla
&lanku 3 nariadenia (EU) 2022/1925 a

V. pouzivat ziskané Udaje na akékolvek
ucely, ktoré su v rozpore s pravom EU
alebo  prisluSnym  vnutrostatnym
pravom.

b. Okrem toho, a v sulade s Clankom 4 ods. 2
aktu o Udajoch, sa zadkaznik a spolocnost
Roche mézu dohodnit na obmedzeni takého
spraclvania, ktoré by mohlo narusit
bezpeénostné poZiadavky produktu
stanovené v prave EU alebo vo vnitroétatnom
prave, ¢o by viedlo k vaZznemu nepriaznivemu
Ucinku na zdravie, bezpecnost alebo ochranu
fyzickych osob.

Customer has resolved the incident. Roche
must, without undue delay, give duly
substantiated notice to the Customer and to
the competentauthority designated pursuant
to Article 37 of the Data Act, with a copy sent
to the Customer.

6. Unauthorised use and/or disclosure by the
Customer

The Customer undertakes not to engage in
the following:

i. use the Data received to develop a
connected product that competes with
the Product, nor share the Data with a
third party with that intent;

ii. use such Data to derive insights about
the economic situation, assets and
production methods of the
manufacturer or, where applicable,
Roche;

il use coercive means to obtain access to
Data or, for that purpose, abuse gapsin
Roche's technical infrastructure data
which is designed to protect the Data;

iv. share the Data with a third-party
considered as a gatekeeper under
Article 3 of Regulation (EU) 2022/1925;

V. use the Data received for any purposes
that infringe EU law or applicable
national law.

Furthermore and in accordance with Article 4
(2) of the Data Act, the Customer and Roche
may agree to restrict the processing, which
could undermine security requirements for
the Product, as laid down by EU or national
law, resulting in a serious adverse effect on
the health, safety or security of natural
persons.
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Spolo¢nost  Roche  mdZze  uplatiovat
primerané technické ochranné opatrenia
s cielom zabranit neopravnenému pristupu k
Udajom a zabezpecit sulad s touto dohodou.
Zakaznik suhlasi s tym, Ze takéto technické
ochranné cpatrenia nezmeni ani neodstrani,
pokial stym vopred nesuhlasi spoloénost
Roche.

Roche may apply appropriate technical
protection measures to prevent unauthorised
access to Data and to ensure compliance with
this agreement. The Customer agrees not to
alter or remove such technical protection
measures unless agreed by Roche in advance.
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Priloha ¢. 4:
Ochrana osobnych tdajov

Zmluvné strany potvrdzuji, Ze cielom
autorizovaného servisu a ani inych sluzieb
poskytovanych spolocnostou Roche zakaznikovi
nie je spracovanie osobnych Udajov pacientov
zakaznika nachadzajlcich sa v lekarskom pristroji
spolocnostou Roche v mene zakaznika v zmysle
nariadenia Eurépskeho parlamentu a Rady (EU) ¢.
2016/679 z 27. aprila 2016 o ochrane fyzickych
0sob pri spractvani osobnych (dajov a o volnom
pohybe takychto Udajov, ktorym sa zrusuje
smernica 95/46/ES (vieobecné nariadenie o
ochrane udajov) (dalej len , GDPR") a zakona ¢.
18/2018 Z. z. o ochrane oscbnych Udajov a o
zmene a doplneni niektorych zékonov, vzneni
neskordich predpisov (v rozsahu vakom sa
aplikuje) (dalej len ,zakon o ochrane OU*)
(prisludna pravna Uprava d'alej len , predpisy na
ochranu OU“). Zmluvné strany viak ber( na
vedomie, Ze poskytovanim autorizovaného
servisu podla zmluvy méze ddjst k spracdvaniu
takychto osobnych Udajov spolo¢nostou Roche
vmene zakaznika a pre tento Ucel sa zmluvné
strany rozhodli upravit vzajomné prava a
povinnosti.

Spolo¢nost Roche berie na vedomie, ze zékaznik,
ako prevadzkovatel, spractiva vzmysle predpisov
na ochranu OU, osobné udaje pacientov ako
dotknutych o0séb za ucelom poskytovania
zdravotnej  starostlivosti, pricom  pravnym
zakladom spracuvania tychto osobnych Udajov
zakaznikom je nevyhnutnost splnenia zakonnych
povinnosti zakaznika podla csobitnych predpisov
na Useku poskytovania zdravotnej starostlivosti
platnych a U(&innych na Uzemi Slovenskej
republiky.

Pre pripad spracivania osobnych (dajov
pacientov  spolo¢nostou Roche v mene
zakaznika, zakaznik tymto poveruje spolocnost
Roche, v sulade s platnymi Predpismina ochranu
OU, ako sprostredkovatela, na spracuvanie
osobnych Udajov pacientov zédkaznika ako
dotknutych oséb v rozsahu meno, priezvisko,
rodné &islo, datum narodenia, Udaje tykajlce sa

Annex No. 4:
Personal data protection

The Parties confirm that the purpose of the
authorized service nor any other services
provided by Roche to the Customer does not
include processing of personal data of the
Customers’ patients located in the Medical
Device by Roche 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) (hereinafter
referred to as the “GDPR"), and Act No. 18/2018
Coll. on Protection of Personal Data and On
Amendment and Supplement of Certain Acts, as
amended (to the extent applicable) (hereinafter
referred to as the “Data Protection Act”) (the
respective legal regulation hereinafter referred
to as the “Data Protection Laws”). However,
the Parties acknowledge that performance of
the authorized service under the Agreement
could be connected with processing of such
personal data by Roche on behalf of the
Customer ant thus the Parties decided to specify
their rights and obligations in this respect.

Roche acknowledges that the Customer, as the
data controller, processes, in accordance with
the Data Protection Laws, 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.

In case of processing of personal data by Roche
on behalf of the Customer, the Customer
instructs Roche 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
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c)

zdravia, inych osobnych Udajov nachadzajlcich
sa v lekarskom pristroji, a to wyluéne formou
prehliadania a likvidacie osobnych Udajov.
Ucelom  spracivania  osobnych  udajov
zékaznikom, ako prevadzkovatelom, je riadne
poskytovanie zdravotnej starostlivosti
pacientom zo strany zakaznika. Spolodnost
Roche, ako sprostredkovatel, je viak opravnena
spraclvat osobné Udaje iba pre dcely a v
suvislosti s poskytovanim sluzieb autorizovaného
servisu podla zmluvy. Osobné ldaje pacientov
zékaznika sU spraclvane automatizovanym
sposobom.

Zmluvné strany sa dohodli, Ze doba spracivania
osobnych Udajov pacientov spolo¢nostou Roche
v mene zakaznika, je najviac obdobie trvania
zmluvy.

Zakaznik vyhlasuje, Ze pri vybere spoloénosti
Roche ako sprostredkovatela dbal na jeho
odbornu, technicky, organizaéni a personalnu
sposobilost a jeho schopnost zarucit bezpednost
spracUvanych osobnych Udajov v lekarskom
pristroji.

Spolo¢nost Roche ako sprostredkovatel je
povinnd v stilade s predpismi na ochranu OU:

spraclvat osobné Udaje len na zaklade
zdokumentovanych pisomnych pokynov
zékaznika, a tovstlade s ¢lankom 28 ods. 3 pism.
a) GDPR, pricom podpisanie zmluvy zmluvnymi
stranami sa povaZzuje za takyto pokyn ako aj za
jeho udelenie zékaznikom spolocnosti Roche;

dodrziavat podmienky zapojenia dalieho
sprostredkovatela v sulade s ¢lankom 28 ods. 3
pism. d) GDPR v spojeni s ¢lankom 28 ods. 2 a 4
GDPR;

priat a wvykonat primerané technické a
organizacne opatrenia na zaistenie primeranej
Urovne bezpecnosti so zretelom na najnoviie
poznatky, naklady na vykonanie opatreni,
povahu, rozsah, kontext a (cel spraclvania
osobnych  ddajov a rizikd s rdznou
pravdepodobnostou a zavaznostou pre prava
fyzickych oséb, a to v sulade s predpismi na

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. Roche, 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 authorized service
under the Agreement. Personal data of the
Customer’s patients are processed by automatic
means.

The Parties have agreed, that period of
processing of personal data by Roche on behalf
of the Customer (as the data processcr) is at the
most the period of the Agreement.

The Customer hereby represents that while
selecting Roche as the data processor, it took
into  consideration professional, technical,
organisational and personal capabilities of
Roche and its ability to provide security to
personal data processed in the Medical Device.

Roche, as the data processor is obliged in
accordance with the Data Protection Laws:

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 the
Agreement by the Parties is considered as such
instruction and as well as granting of the
instruction by the Customer to Roche;

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
adeqguate 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
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e

f)

h)

ochranu OU, najmi Elankom 28 ods. 3 pism. c)
GDPR;

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

ihned" po ukonceni zavazkovo-pravneho vztahu
podla zmluvy vymazat osobné (daje pacientov
zakaznika, ako dotknutych 0sdb, z pamatového
nosica lekéarskeho pristroja a vymazat akékolvek
existujuce kopie, ktoré obsahuju osobné ddaje a
ktoré ma spolocnost Roche k dispozicii, v stlade
s predpismi na ochranu OU;

zabezpecit, aby sa osoby opravnené spractvat
osobné  udaje na zaklade poverenia
sprostredkovatela zaviazali, Ze zachovaji
dévernost poskytnutych informacir:

poskytnut zakaznikovi informécie potrebné na
preukazanie splnenia povinnosti podla &lanku 28
GDPR a poskytnut sd&innost v ramci auditu
ochrany osobnych (dajov, vratane kontroly zo
strany zakaznika alebo auditora povereného
zakaznikom v sulade a v rozsahu podla élanku 28
ods. 3, pism. h) GDPR;

v suvislosti s povinnostou podla pism. g) vysiie,
bezodkladne informovat zakaznika, ak podla
nazoru spolocnosti Roche pokyn zakaznika
poruduje predpisy na ochranu OU.

Zmluvné strany sa zavdzujl, ze pri spracovani
osobnych (dajov dotknutych o0s6b  budu
postupovat podla predpisov na ochranu OU.
Zakaznik, ako prevadzkovatel, vykona vietky
informacné povinnosti voéi dotknutym osobam
podla predpisov na ochranu OU, ak sa to
vyzaduje. Zaroven spolocnost Roche, ako aj
zakaznik budu viest zaznamy o spracovatelskych
¢innostiach v sulade s &lankom 30 GDPR, ak sa to
vyZaduje.

e)

f)

g)

iy

the Data Protection Laws, particularly article
28(3)(c) of the GDPR;

to fulfil obligations of the data processor to the
extent specified in article 28(3)(e) and (f) of the
GDPR,;

immediately after termination of the contractual
relationship under the Agreement 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
Roche, in accordance with the Data Protection
Laws;

toensure that persons authorised to process the
personal data upon instruction of the data
processor have committed themselves to
confidentiality;

to make available to the Customer 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
Customer or another auditor mandated by the
Customer in accordance and to the extent
pursuant to article 28(3)(h) of the GDPR:

with regard to the obligation under letter (g)
above, immediately inform the Customer, if in the
view of Roche, the Customer's instruction
infringes the Data Protection Laws.

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