WSH-3-225) 2027

Zmluva o najme lekarskeho pristroja
(dalej len ,,Zmluva®)

uzavretd podla § 663 a nasl. zdkona 40/1964 Zb.
Ob¢iansky zdkonnik v zneni neskorSich predpisov
medzi zmluvnymi stranami:

Roche Slovensko, s.r.o.

Sidlo: Pribinova 7828/19, Bratislava - mestskd cast
Staré Mesto 811 09

1CO: 35 887 117

DIC: 2021832087

IC DPH: SK2021832087

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

Bankové spojenie:

Bankaa — ~ ° T " 7 7 ' oA

IBAN (EUR):

SWIFT

V mene Krorej Konaju: Joao Fearo Lorreia Larapeto,
prokurista a Ing. Zuzana Cumov4, prokuristka

(dalej len ,prenajimatel”)

Univerzitnd nemocnica - Nemocnica svitého
Michala, a. s.

Sidlo: Satinského 1.7770/1, 811 08 Bratislava

1CO: 44 570 783

DIC: 2022738586

IC DPH: SK2022738586

Pravna forma: akciova spolo¢nost

Zapisand v obchodnom registri Okresného siadu

Bratislava I, oddiel: Sa, vloZka ¢. 4677/B

Bankové spojenit

IBAN

Zastupena: doc. MUDr. Branislav Delej, MPH, PhD.,
predseda predstavenstva a generalny riaditel

(dalej len ,ndjomca”)

Rental Contract on Medical Device
(hereinafter referred to as “the Contract”)

concluded in pursuance of Section 663 and subseq. of
the Act 40/1964 Coll. the Civil Code, as later amended,
by and between:

Roche Slovensko, s.r.o.

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

Company ID: 35 887 117

Tax ID: 2021832087

VAT ID: SK2021832087

Legal form: limited liability company

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

Bank information:

Bank:

IBAN (EUR):

SWIFT:

Represented by: Joao Pedro Correla Larapeto, Proxy
holder and Ing. Zuzana Cumové, Proxy holder

(hereinafter referred to as the “Lessor”)

and

Univerzitnd nemocnica - Nemocnica sviitého
Michala, a. s.

Registered Office: Satinského 1.7770/1, 811 08 Bratislava
Company ID: 44 570 783

Tax ID: 2022738586

VAT ID: SK2022738586

Legal form: joint-stock company

Registered in the Commercial Register kept by the
District Court of Bratislava I, File No. 4677/B, Section:
Sa

Bank © = 7

IBAD

Representea py: aoc. mu ur. pramsiav welej, MPH,

PhD., Chairman of the Board and General Director

(hereinafter referred to as the “Lessee”)

Roche Slovensko, s.r.o.
Diagnostics Division

Pribinova 7828/19, Bratislava -
mestskd cast Staré Mesto 811 09

Ing. Zuzana Cumova

Compliance Officer

Head of Contract Management,
Regulatory, Quality and Safety,
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(dalej spolo¢ne len ako ,zmluvné strany” alebo (hereinafter collectively referred to as the “Parties” or
jednotlivo ako ,.zmluvnd strana”) individually as the “Party”)

I
Predmet a uéel Zmluvy

1.1 Prenajimatel sa pred nadobudnutim tdinnosti 1.1
tejto  Zmluvy stane vyluénym vlastnikom
lekarskeho pristroja cobas e 411 sliziaceho na
klinicko-biochemickt  diagnostiku in  vitro,
ktorého presny technicky popis azoznam
vybavenia s uvedené v uZivatelskom manuali,
ktory bude odovzdany pri zaskoleni pracovnikov
ndjomcu (dalej len ,lekdrsky pristroj“).
Prenajimatel tymto vyhlasuje, Ze bude pred
nadobudnutim ti¢innosti tejto Zmluvy oprivneny
s lekarskym pristrojom nakladat a prenechat ho
do uZivania ndjomcovi.

1.2 Vzhladom na skuto¢nost, ze prenajimatel chce 1.2
prenechat lekdrsky pristroj do uZivania
najomcovi za ucelom Kklinicko-biochemicke;j
diagnostiky in vitro aZe ndjomca md zdujem
lekdrsky pristroj uzivat, uzatvorili zmluvné strany
tato Zmluvu.

1.3 Predmetom tejto  Zmluvy je  zdvizok 1.3
prenajimatela prenechat najomcovi do do¢asného
uzivania (ndjmu) lekdrsky pristroj a zavdzok
ndjomcu platit za uZivanie lekdrskeho pristroja
ndjomné, ato za podmienok uvedenych v tejto
Zmluve,

1.4 Ndijomca vyhlasuje, Ze je vstlade so vietkymi 1.4
aplikovatelnymi pravnymi predpismi oprdvneny
lekarsky pristroj uzivat na dojednany ucel.

1.5 Ulelom tejto Zmluvy je tprava vzijomnych 1.5
vztahov medzi zmluvnymi stranami, ktoré
vznikaja pri ndjme lekarskeho pristroja.

1.6 Po celd dobu tdinnosti tejto Zmluvy ostiva 1.6
lekarsky pristroj vo vlastnictve prenajimatela.

L.
Najomné

2.1 Ndjomca sa zavidzuje platit za uzivanie lekarskeho 2.1
pristroja ndjomné mesacne vo vyske 300,- Euro
(slovom: tristo Eur) bez DPH. K ndjomnému

1.
Subject and Purpose of the Contract

Before this Contract enters into force, the Lessor
shall become the exclusive owner of the medical
device cobas e 411 determined for the clinical-
biochemical diagnostics in vitro, of which
technical specifications and a list of accessories are
set in a user manual which is going to be handed
over during the training of the Lessee’s employees
(hereinafter referred to as “medical device”). The
Lessor hereby declares that before this Contract
enters into force, he shall be entitled to dispose of
the medical device and provide it for use to the
Lessee.

With regard to the fact that the Lessor is willing to
provide the Lessee with the medical device for
clinical-biochemical diagnostics in vitro and the
Lessee is willing to use the medical device, the
Parties have entered into this Contract.

The subject of this Contract is the obligation of the
Lessor to provide the medical device for
temporary use (rent) to the Lessee and the
obligation of the Lessee to pay rent for the use of
medical device, everything under the conditions
stipulated in this Contract.

The Lessee hereby declares, that he is entitled to
use the medical device for described purpose in
accordance with all applicable legal regulations.

The purpose of this Contract is the regulation of
mutual relations between the Parties arising out of
the rent of medical device.

The Lessor shall keep the title to the medical
device during the whole term of this Contract.

Il
Rent

The Lessee shall pay the monthly rent for the use
of medical device in the amount of EUR 300 (in
words: three hundred Euro) VAT excluded.

Vzor NZ01a-2 verzia 1.0
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2.5

2.6

bude pripoc¢itana DPH v zikonom stanovenej
vyske.

Povinnost najomcu platif dojednané ndjomné
vznikd diiom podpisu preberacieho protokolu pri
prevzati lekarskeho pristroja niajomcom, na
zaklade ktorého ndjomca ziska lekdrsky pristroj
do svojej dispozicie podla ¢l III. bod 3.2 tejto
Zmluvy. Zmluvné strany sa dohodli, Ze v pripade,
ak dojde lekarskeho pristroja
v priebehu kalenddrneho mesiaca, prvé najomné
obdobie bude trvat odo diha podpisu preberacieho
protokolu do posledného kalendirneho dna
nasledujiceho kalendarneho mesiaca a ndjomea je
povinny zaplatit za toto prvé nidjomné obdobie
najomné vo vyske mesa¢ného nidjomného podla
¢l 11 bod 2.1 tejto Zmluvy. Ndjomné za prvé
ndjomné obdobie trvania ndjmu  bude
fakturované k25. diu kalenddrneho mesiaca
v ktorom bol
podpisany preberaci protokol na lekdrsky pristroj,
za ktory sa najomné plati.

k prevzatiu

nasledujiiceho  po  mesiaci,

Nédjomné je splatné mesacne na zdklade faktiry,
ktort vystavi prenajimatel a zalle nidjomcovi na
adresu uvedenu v zéhlavi Zmluvy. Ndjomné bude
fakturované za kalenddrny mesiac vidy k 25. diu
v prislu$nom mesiaci, za ktory sa ndjomné plati.

Najomca sa zavazuje zaplatit ndjomné do 60 dni
odo dila vystavenia faktry bankovym prevodom
na ucet prenajimatela uvedeny na faktire, pokial
sa zmluvné strany nedohodn inak.

Zavizok najomcu zaplatit ndjomné sa povazuje za
splneny okamihom  pripisania  penaZnych
prostriedkov  zodpovedajucich  splatnému

nijomnému na udet prenajimatela.

Ak sa ndjomca dostane do omeskania s platenim
najomného, prenajimatel je opravneny uplatnit si
u najomcu tUrok z omeskania vo vyske 0,03%

z dlznef sumy za kazdy aj zacaty dert omeskania
sPRiemm njomnho. Prave prenjimada na
néhradu $kody tym nie je dotknuté.

22

23

24

25

2.6

The VAT in statutory rate shall be added to the
rent.

The obligation of the Lessee to pay the agreed rent
shall commence upon the signature of the
takeover protocol at taking over of the medical
device by the Lessee, subject to which the Lessee
shall obtain the medical device to its disposal
under the Art. IIl. section 3.2 of this Contract.
Shall the medical device be delivered to the Lessee
in the course of calendar month, the first rental
period shall last from the day of the signature of
the takeover protocol to the last calendar day of
the following calendar month and the Lessee is
obliged to pay the rent for this first rental period
in the amount of monthly rent stated in Art. II.
section 2.1 of this Contract. The rent for the first
rental period of the rent shall be invoiced at the
25" day of the month following the month in
which the handover protocol was signed, for
which the rent is payable.

The rent shall be payable monthly based on an
invoice issued by the Lessor and delivered to the
Lessee’s address stated in the heading of this
Contract. The rent shall be invoiced for calendar
month always at the 25" day of the given month,
for which the rent is payable.

The Lessee is obliged to pay the rent within 60
days from the day ofissue of the invoice, primarily
via bank transfer to the account of the Lessor
specified in the invoice, unless the Parties agree
otherwise.

The obligation of the Lessee to pay the rent shall
be deemed fulfilled as soon as the amount
corresponding to the purchase price is credited to
the account of the Lessor.

Should the Lessee be in default with the payment

of rent, the Lessor shall be entitled to apply late

interest of 0.03% of the outstanding amount for

each commenced day of default with the payment
of rent. The nght of the Lessor for damages shall
not be affected hereby.
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1.
Prava a povinnosti prenajimatela

Prenajimatel na zaklade tejto Zmluvy prenechdva
najomcovi do docasného wuZivania lekarsky
pristroj po dobu trvania tejto Zmluvy aza

podmienok stanovenych v tejto Zmluve.

Prenajimatel sa zavizuje odovzdat ndjomcovi
lekarsky pristroj spolu s dokladmi potrebnymi na
jeho uZivanie v stave spésobilom na prevadzku
auzivanie podla tejto Zmluvy (laboratorne
uZivanie) najneskor do 30 dni odo dia podpisu
tejto Zmluvy, a to v mieste sidla najomcu, pokial
sa zmluvné strany nedohodnti inak. O odovzdani
a prevzati lekdrskeho pristroja spidu prenajimatel
a ndjomca alebo ich povereni zastupcovia
preberaci protokol, ktory obsahuje najmi, nie
viak vylucne: vyrobné cislo lekarskeho pristroja,
ditum odovzdania a prevzatia lekdrskeho
pristroja do uZivania, zdznam z prvej vonkajsej
obhliadky lekarskeho pristroja, sapis zjavnych vad
na lekirskom pristroji zistitelnych pri vonkajsej
obhliadke a podpisy os6b oprivnenych konat

vmene prenajimatela andjomcu, alebo ich
poverenych zastupcov.
Prenajimatel sa zavizuje instalovat, resp.

zabezpecit inStalaciu lekdrskeho pristroja u
najomcu na svoje naklady najneskér do 30 dni
odo dnia dodania lekarskeho pristroja; tymto nie je
dotknutd moznost si¢asného dodania a injtalicie
lekarskeho pristroja v ten isty den. Presny datum
dodania a instalacie lekdrskeho pristroja oznimi
prenajimatel ndjomcovi najmenej 3 dni vopred.
Ndjomca sa zavdzuje poskytnut prenajimatefovi
potrebnit  st¢innost pri indtalicii lekdrskeho
pristroja, najmd poskytnit prenajimatelovi udaje
o urCenom mieste inStaldcie, urcit pracovnikov
zodpovednych za obsluhu lekérskeho pristroja
alekarsky pristroj prevzial do
prevadzky.

laboratérnej

O instaldcii lekdrskeho pristroja spisu zmluvné
strany indtalaény protokol. Prenajimatel sa
zdroven zavazuje zaskolif pracovnikov nijomcu,
ktori budi pracovat sprenajatym lekirskym
pristrojom aodovzdat néjomcovi ndvod na
lekarskeho  pristroja

pouzitie v slovenskom

3.2

34

L.
Rights and obligations of the Lessor

By this Contract, the Lessor provides the medical
device for temporary use to the Lessee for the time
period of this Contract and under the conditions
stipulated herein.

The Lessor undertakes to handover the medical
device to the Lessee together with the documents
necessary for its use in proper condition for
operation and use under this Contract (laboratory
use) within 30 days from the date of signature of
this Contract at latest and to the seat of the Lessee,
unless the Parties agree otherwise. The handover
of the medical device shall be confirmed by the
Lessor and the Lessee by signing of a handover
protocol by their authorized representatives,
which includes in particular, but not limited to:
the serial number of medical device, the date of
taking over the medical device, record from the
first external inspection of medical device,
inventory of apparent defects on a medical device
found out during the external visual inspection
and signatures of the Lessor and the Lessee or
their authorized representatives.

The Lessor undertakes to install, or ensure the
installation of a medical device at the Lessee’s site
at his own expense and at his own risk within 30
days after the handover of the medical device to
the Lessee; the possibility of handover and
installation of the medical device at the same time
shall not be affected therein. The Lessor shall
notify the Lessee on the exact date of delivery and
installation of the medical device at least three
days in advance. The Lessee undertakes to provide
necessary cooperation for the installation of
medical device, particularly to provide necessary
information to the Lessor such as place of
installation, names of staff responsible for
operating the medical device and finally take the
medical device into laboratory operations.

The installation of the medical device shall be
confirmed by the Parties by signing installation
protocol. The Lessor undertakes to train the
Lessee’s staff of who will work with rented
medical device and shall provide them with the
operation manual in Slovak language. Training
protocol shall be drawn up by the Parties.

Vzor NZ01a-2 verzia 1.0
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jazyku. O zaskoleni konkrétnych pracovnikov
najomcu bude spisany $koliaci protokol.

Prenajimatel sa zavdzuje na vlastné naklady
poskytovat ndjomcovi po dobu acinnosti tejto
Zmluvy autorizovany servis lekirskeho pristroja;
uvedené sa vztahuje vyluéne na prehliadky
lekdrskeho pokynov
a odportacani vyrobcu avykonévanie servisnych
tkonov majucich pévod vpovahe lekarskeho
pristroja  alebo  vyplyvajucich

opotrebenia  lekdrskeho  pristroja.
lekirskeho pristroja spodivajici v odstrafovani
vad lekdrskeho pristroja vzniknutych z dévodov
na strane nidjomcu (najmé, nie viak vyluéne
porusenim povinnosti ndgjomcu podla &L IV. tejto
Zmluvy), vritane ndhodne vzniknutych vad
(napriklad $koda vodou
z vodovodného potrubia, elektricky skrat a pod.),

pristroja  vzmysle

z bezného
Servis

vzniknuta

bude uskutoc¢iiovany na néklady ndjomcu podla
aktualneho servisného cennika prenajimatela.

Ndjomca je povinny ozndmit vadu lekdrskeho
pristroja alebo potrebu vykonat iny servisny tikon
na lekdrskom pristroji bez zbyto¢ného odkladu po
jej zisteni na C.:
laboratdrne pristroje,
tkanivovd diagnostika,
t - molekulirna diagnostika a
veda/vyskum,
- automatizécia a IT,
- HosPoc,
inak zodpoveda prenajimatelovi za Skodu, ktord
nesplnenim tejto povinnosti na
pristroji

lekdrskom

vznikla. Nédjomca ozndmi
prenajimatelovi popis a dévod vzniku vady alebo

potreby vykonat servisny tkon.

Prenajimatel je povinny zabezpecit servisného
technika do 2 pracovnych dni od nahlésenia vady
alebo potreby vykonat iny servisny tkon. Servisny
alebo
uskutocnif iny servisny tkon na lekdrskom
pristroji v primeranej lehote v zévislosti od
vady alebo servisného dkonu

starostlivosfou. Ak  neddjde
k odstréneniu vady alebo vykonaniu servisného

technik je povinny odstrinit vadu

zavaznosti
a s odbornou

zasahu do 3 pracovnych dni od ndstupu

3.6

6T

During the term of this Contract, the Lessor shall
provide, at its own costs, the Lessee with
authorized service of the rented medical device.
The obligation of the Lessor under this section
shall apply exclusively to inspections of the
medical with  the
of the
producer and the implementation of service
operations originating in the nature of the medical
device or resulting from normal wear and tear of
medical device. Service of medical device
consisting in removal of defects on the medical
device attributable to the Lessee (including, but
not limited to breach of obligations of the Lessee
under Art. IV. of this Contract), including
accidental defects (e.g. damage by water from the
water pipes, short circuit, etc.) shall be carried out
at the expense of the Lessee according to the
current service price list of the Lessor.

device in accordance

instructions and recommendations

The Lessee is obliged to notify the Lessor by
phone on:
laboratory medical devices,
tissue diagnostics
4 - molecular diagnostics and
research
- automation and IT
- HosPoc
on the defect on medical device or on the
necessity to carry out the service on medical
device without undue delay after he has found it
out, otherwise the Lessee shall be liable for
damage caused on the medical device due to the
failure to comply with this obligation. The Lessee
shall notify the Lessor with the description and
the reason of the defect or of need to perform the
service.

The Lessor undertakes an obligation to ensure
service technician within 2 working days from
reporting the defect or the need to perform other
service operation. Service technician shall be
obliged to remove the defect or provide other
service operation on a 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 the Lessor does not
remove the defect or provide other service

Vzor NZ01a-2 verzia 1.0
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4.1

42

servisného  technika, bude  prenajimatel
v nasledujuicom mesiaci fakturovat najomcovi
najomné znizené o alikvotnu ciastku za kazdy den
nasledujuci po uplynuti lehoty 3 pracovnych dni
od néstupu servisného technika, v ktorom nebol
lekarsky pristroj v prevadzke. Uvedené lehoty
a naroky najomcu sa nevztahuji na odstranovanie
vad vzniknutych z dovodov na strane najomcu,
vratane nahodne vzniknutych vad. Prenajimatel
nezodpoveda za $kodu, ktord vznikne ndjomcovi
vdosledku toho, Ze lekdrsky pristroj nie je po
dobu odstranovania vady a/alebo uskutoc¢iovania
servisného tikonu v prevadzke.

IV. Prechod najmu lekarskeho pristroja

Zmluvné strany sa dohodli na ukonéeni Zmluvy o
najme lekdrskeho pristroja uzatvorenej medzi
zmluvnymi stranami dia 30. méja 2016 (dalej len
»Ndjomnd zmluva®), ktorej predmetom je
zévazok prenajimatela prenechal ndjomcovi do
najmu lekarsky pristroj $pecifikovany v prilohe ¢.
1 Ndjomnej zmluvy (dalej len ,,pévodny lekdrsky
pristroj“)a zdvizok ndjomcu platit za uZivanie
povodného lekdrskeho pristroja ndjomné za
podmienok uvedenych v Ndjomnej zmluve.
Zmluvné strany sa dohodli na ukonéeni Najomnej
zmluvy ku ditu aéinnosti Zmluvy.

Vo vztahu kukonceniu Néjomnej zmluvy sa
zmluvné strany dohodli na prechode ndjmu
povodného Odo dna
platnosti tejto Zmluvy sa bude nédjom pévodného
lekdrskeho pristroja podla Ndjomnej zmluvy
povaZovat za ndgjom podla tejto Zmluvy, pricom sa

lekérskeho  pristroja.

predmet ndjmu rozsiri aj o povodny lekdrsky
pristroj. Ak v tomto ¢lanku Zmluvy nie je uvedené
inak, ustanovenia tejto Zmluvy vztahujice sa na
nidjom lekdrskeho pristroja podla tejto Zmluvy sa
primerane pouZiji aj na ndjom pévodného
lekarskeho pristroja.

Ndijomca vyhlasuje a potvrdzuje, Ze je pévodny

lekarsky pristroj riadne nainstalovany na
pracovisku najomcu, sposobily na uzivanie na
dojednany ucel a persondl ndjomcu, ktory ho
obsluhuje, bol ndlezitym spdsobom zaskoleny,

pricom im bol odovzdany manudl na pouZitie

4.1

4.2

operation within 3 working days after the turn out
of the service technician, the Lessor shall invoice
in the subsequent month the rent decreased by
aliquot amount for each day following the lapse of
3 working day period in which the medical device
has been out of operation. The given time periods
and rights of the Lessee shall not be applicable on
removal of defects attributable to the Lessee,
including accidental defects. The Lessor 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.

IV. Transfer of rent of the medical device

The Parties have agreed on termination of the
Rental Contract on Medical Device concluded
between the Parties on 30 May 2016 (hereinafter
referred to as the ,Rental Contract™) subject
matter of which is the obligation of the Lessor to
provide the medical device specified in Annex 1 of
the Rental Contract (hereinafter referred to as the
»Original Medical Device®) for rent to the Lessee
and the obligation of the Lessee to pay rent for the
use of the Original Medical Device under
conditions stipulated in the Rental Contract. The
Parties have agreed on termination of the Rental
Contract as to the date of effectiveness of this
Contract.

In relation to the termination of the Rental
Contract, the Parties have agreed on the transfer of
rent of the Original Medical Device, Effective from
the date of validity of the Contract, the rent of the
Original Medical Device under the Rental Contract
shall be considered a rent under the Contract, while
the subject of rent under the Contract will be
extended by the Original Medical Device. Unless
otherwise provided in this Article of the Contract,
provisions of this Contract in relation to the rent of
the medical device under this Contract shall apply
accordingly to the rent of the Original Medical
Device.

4.3 The Lessee declares and confirms, that the Original

Medical Device is properly installed at the
workplace of the Lessee, capable of use for an
agreed purpose, and staff of the Lessee that is
responsible for its operation was properly trained,
manual for the proper operation of the Original

Vzor NZ01a-2 verzia 1.0 6
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povodného lekdrskeho pristroja v slovenskom
jazyku avietky dalsie relevantné dokumenty
potrebné na uzivanie poévodného lekdrskeho
pristroja. Ndjomca potvrdzuje, Ze nain$talovany
povodny lekdrsky pristroj nemd ku ditu podpisu
tejto Zmluvy Ziadne vady, oktorjch by mal
najomca vedomost aze je plne funkény.
Prenajimatel nezodpovedd za vady, o ktorych
nijomca v ¢ase podpisu tejto Zmluvy vedel alebo
s prihliadnutim na vSetky okolnosti musel vediet
a Prenajimatelovi neozndmil;  najmid
odstranenie takychto vad sa uskutoéni na naklady

ndjomecu.

ich

Ndajomca sa zavizuje platif za uZivanie pé6vodného
lekdrskeho pristroja odo dna ucinnosti tejto
Zmluvy ndjomné mesatne vo vyske 300,- Euro
(slovom: tristo Eur) bez DPH. K ndgjomnému bude
pripocitana DPH v zikonom stanovenej vyske. Na
platenie ndjomného sa primerane
ustanovenia ¢lanku I1. tejto Zmluvy.

pouziji

Zmluvné strany sa dohodli, Ze ndjom pévodného
lekarskeho pristroja st zmluvné strany opravnené
ukondit podpisom protokolu o odinstalovani
povodného lekarskeho pristroja, pricom ndjom sa
skonci diiom podpisania tohto protokolu oboma
zmluvnymi stranami.

V.

Prava a povinnosti najomcu
Ndjomca je povinny vykonat prehliadku
lekdrskeho pristroja pri jeho prevzati a oznamit
prenajimatelovi vSetky jeho zistené zjavné vady.
Prenajimatel nezodpoveda za zjavné vady, ktoré
ndjomeca mohol zistit alebo zistil pri prehliadke
aprenajimatefovi  ich  neozndmil, najma
odstranenie takychto vad sa uskuto¢ni na néklady
ndjomeu.

Ndjomca je povinny vykonat prehliadku
lekarskeho pristroja vzhladom na jeho funkénost
a sposobilost na uzivanie na dojednany ucel bez
zbyto¢ného odkladu po instalicii lekdrskeho
pristroja prenajimatelom. Prenajimatel
nezodpovedad za vady, ktoré ndjomca mohol zistit
pri prehliadke alebo ich

aprenajimatelovi  ich  neoznamil,

takejto zistil

najma

44

Medical Device was handed over to them in the
Slovak language together with any other relevant
documents required for its use. The Lessee
confirms that the Original Medical Device does not
have to the date of signature of this Contract any
defects of which the Lessee knew or should have
known and the Original Medical Device is fully
functional. The Lessor shall not be liable for defects,
about which the Lessee at the time of signature of
the Contract knew or taking into account all the
circumstances should have known and did not
report them at the signing of this Contract; in
particular the elimination of such defects will be
performed at the expense of the Lessee.

The Lessee shall pay the monthly rent for the use of
the Original Medical Device from the date of
effectiveness of this Contract in the amount of EUR
300 (in words: three hundred Euro) VAT excluded.
The VAT in statutory rate shall be added to the
rent. The payment of rent shall be governed by the
Article IT of this Contract accordingly.

4.5 The Parties have agreed that the rent of the Original

5.1

52

Medical Device can be terminated by the Parties by
the execution of the protocol on uninstallation of
the Original Medical Device and the rent shall be
terminated as of the date of execution of the
protocol by both Parties.

V.
Rights and obligations of the Lessee

The Lessee shall be obliged to provide the
inspection of the medical device at its takeover
and shall notify the Lessor on all evident defects
thereof. The Lessor shall not be liable for evident
defects which could have been found out or were
ascertained by the Lessee during such inspection
and have not been notified to the Lessor, in
particular such defects shall be removed at the
Lessee s costs.

The Lessee shall be obliged to provide the
inspection of the medical device as to its
functionality and capacity for use without undue
delay after the installation of medical device. The
Lessor shall not be liable for defects which could
have been found out or were ascertained by the
Lessee during such inspection and have not been
notified to the Lessor; in particular, such defects
shall be removed at the Lessee s costs.

Vzor NZ01a-2 verzia 1.0 7



zdenka.martinusova
Textový rámček


W
W

54

5.5

5.6

5.7

5.8

59

5.10

odstranenie takychto vad sa uskuto¢ni na naklady
ndjomecu.

Prenajimatel ostiva po dobu trvania najmu
vlastnikom  lekdrskeho  pristroja,  pricom
nijomcovi nevznika akékolvek privo na

nadobudnutie lekirskeho pristroja do jeho
vlastnictva.

Vsetky zmeny ohladne lekdrskeho pristroja,
najmié pokial ide o miesto instaldcie a pripojenie
na iné pristroje azariadenia, si

vyzaduji
predchddzajici pisomny siihlas prenajimatela.

Ndjomca sa zavazuje lekdrsky pristroj riadne
uzival na acel dohodnuty vtejto Zmluve, je
povinny s odbornou starostlivostou lekdrsky
pristroj chrinit pred poskodenim, odcudzenim,
znehodnotenim, a/alebo
predchadzajiceho
pisomného sthlasu prenajimatela uskutocnit na
lekérskom pristroji Ziadne zmeny alebo zdsahy.

stratou znicenim.

Ndjomca nesmie bez

Ndjomca je povinny zabezpeclit, aby lekdrsky
pristroj obsluhovali a mali k nemu pristup len
opravnené osoby, ktoré boli zodpovedajicim
spdsobom zaskolené.

Ndjomca je povinny bezvyhradne dodrziavat
pokyny prenajimatela a/alebo vyrobcu lekdrskeho
pristroja ohladne Gdriby a pouZivania lekdrskeho
pristroja.

Ndjomca je povinny umoznit prenajimatelovi na
poziadanie kedykolvek pristup k lekdrskemu
pristroju.

Najomca nesmie prenechat lekirsky pristroj na
uzivanie inej osobe, ani ho zatazit, dat ako zdloh ¢i
zaruku, bez predchidzajiceho pisomného
stihlasu prenajimatela. Pri poru$eni tohto zdkazu
je prenajimatel opravneny od Zmluvy odstipit.

V pripade vzniku $kody na lekdrskom pristroji
v dosledku  poskodenia, straty,
znicenia alebo inej $kody na lekérskom pristroji sa
najomca nahradit prenajimatelovi
vzniknutd $kodu. Vzhladom na uvedené sa
ndjomcovi odpori¢a, aby pre tieto pripady
dojednal poistenie.  Vyska
poistného plnenia zo strany prislusnej poistovne

odcudzenia,

zavazuje

zodpovedajilice

53

54

55

5.6

5i7

58

59

The Lessor shall keep the title to the medical
device during the whole term of this Contract.
The Lessee has no right to acquire the title to the
medical device.

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 the Lessor.

The Lessee undertakes to use medical devices
properly and for the purpose under this Contract
and protect the medical devices against damage,
theft, impairment loss and / or destruction. The
Lessee shall not, without prior written consent of
the Lessor, make any changes or modifications on
the medical devices.

The Lessee shall ensure that the medical device is
operated and accessible only by/ to authorized
persons who have been adequately trained.

The Lessee is unconditionally obliged to follow
the instructions of the Lessor and / or medical
device producer regarding the maintenance and
use of medical device.

Whenever requested, the Lessee is obliged to allow
the Lessor access to medical device.

The Lessee shall not leave medical device for use
fo another person or put the medical as collateral
or guarantee. In a case violation of this
prohibition, the Lessor is entitled to withdraw
from this Contract.

In the event of damage to the medical device as a
result of damage, theft, loss, destruction or other
damage to the medical device, the Lessee agrees to
reimburse the Lessor the damage caused. With
regard to this, the Lessee is advised to arrange the
respective insurance. However, the amount of the
insurance payment has no effect on the amount
of damages to the Lessor. The Lessor shall

Vzor NZ01a-2 verzia 1.0
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5:12

513

6.1

6.2

viak nema vplyv na vy$ku nahrady $kody voci
prenajimatelovi. Prenajimatel skodu vy¢isli a v jej
vyske vystavi faktiru. Pre pripad totdlnej $kody sa
stanovuje hodnota  lekérskeho
pristroja 46 400 Euro  (slovom:
StyridsatSesttisicStyristo  Euro) bez DPH.
Vycislenda $koda bude tmernd poskodeniu
lekirskeho pristroja a jeho skutocnej aktudlnej
hodnote zniZenej o hodnotu amortizécie.

maximdlna

Nédjomca plne zodpoveda za Skody spdsobené
lekdrskym  pristrojom  a/alebo v sivislosti
s prevadzkovanim lekdrskeho pristroja tretim
osobam alebo na majetku ndjomcu. Tymto nie je
dotknuta vyrobcu  a/alebo
prenajimatela za $kodu podla zdkona ¢. 294/1999
Z. z. ozodpovednosti za Skodu spdsobent
vadnym vyrobkom v zneni neskorsich predpisov.

zodpovednost

Prenajimatel méze pozadovat vratenie lekarskeho
pristroja pred uplynutim doby, na ktort je tito
Zmluva uzavretd, ak ndjomca neuziva lekarsky
pristroj riadne (¢L. IV. Zmluvy) alebo ak ho uziva
v rozpore s Gc¢elom Zmluvy.

Porusenie povinnosti ndjomcu stanovenych
vtomto ¢lanku Zmluvy sa povazuje za podstatné
porusenie Zmluvy.

VI
Trvanie a skonéenie Zmluvy

Této Zmluva sa uzatvara na dobu ur¢iti, a to na 3
roky odo dila uéinnosti tejto Zmluvy.

Této Zmluva zanik4 iba:

a) uplynutim doby, na ktort bola dojednand;

b) pisomnou dohodou zmluvnych stran ku ditu
podpisu dohody alebo kinému difu, na
ktorom sa zmluvné strany dohodni;

¢) odstipenim, pricom odstipenim od Zmluvy
Zmluva zanikd, ked je prejav vole ukoncit
platnost Zmluvy doruceny druhej zmluvnej
strane, pokial v odstiipeni nie je ustanoveny
iny ddtum skoncenia Zmluvy;

d) vypovedou ktorejkolvek zo zmluvnych stran
z akéhokolvek dovodu alebo bez uvedenia
dévodu so 3 - mesaénou vypovednou dobou,
ktord zacina plynat prvy den kalendarneho
mesiaca nasledujticeho po mesiaci, kedy bola

511

5.12

o
—
("]

6.1

6.2

quantify the amount of damages and issue and
invoice. In case of total loss, the maximum value
of the medical device is in the amount of
EUR 46 400 (in words: forty-six thousand four
hundred Euro) VAT excluded. The calculation of
damages will be proportional to the damage to the
medical device and its current actual value, net of
depreciation value,

The Lessee is fully liable for damages caused by
medical device, and / or in connection with the
operation of the medical device to third parties or
to the property of the Lessee. This does not affect
the liability of the producer and / or Lessor for
damage under Act no. 294/1999 Coll. on liability
for damage caused by defective products, as
amended.

The Lessor is entitled to demand return of the
medical device before the end of the Contract if
the Lessee is not using a medical device properly
(Art. IV. of the Contract), or is using it contrary
to the purpose of this Contract.

Violation of the Lessee s obligations laid down in
this Article shall be considered a substantial
breach of Contract.

VI.
Term and Termination of the Contract

This Contract is concluded for a definite time
period of 3 years from the date of its effectiveness.

The Contract shall terminate upon:

a) lapse of the period stipulated hereunder,

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

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

d) termination hereof by any of the Parties for
any reason whatsoever or without giving a
reason, with a 3-month notice period,
commencing on the first day of the calendar
month following the month in which the
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6.3

6.4

6.6

vypoved jednej zmluvnej strany doruend
druhej zmluvnej strane.

Prenajimatel je oprivneny odstapif od tejto
Zmluvy v pripadoch uvedenych v zdkone a vtedy,
ak:

a) ndjomca je vomedkani so zaplatenim
faktary, ktorou bolo vytctované ndjomné,
dlhsie ako 30 dni po dni splatnosti faktiry;

b) ndjomca umozni lekdrskeho
pristroja inej osobe, alebo lekarsky pristroj
zatazi bez predchddzajiuceho pisomného
stthlasu prenajimatela;

¢) ndjomca neuziva lekdrsky pristroj riadne (¢l.
IV. Zmluvy) a/alebo vstlade sicelom
vymedzenym v tejto Zmluve.

uZivanie

Ndjomca je opravneny odstupit od Zmluvy vtedy,
ak sa lekarsky pristroj pocas trvania ndjomného
vztahu zniéi alebo stane neupotrebitelnym bez
zavinenia najomcu  a prenajimatel nemoze
poskytnit nahradny lekdrsky pristroj a/alebo
odmietne poskytnuf ndhradny lekérsky pristroj.

Odstiapenim od Zmluvy ktoroukolvek zo
zmluvnych strin nezanika povinnost ndjomcu
zaplatif za uzivanie lekirskeho pristroja najomné
pred wlinnostou odstipenia, ako ani ndrok
prenajimatela na ndhradu $kody alebo na trok
z omeskania, ktoré wvznikli pred dacinnostou
odstipenia od Zmluvy. Zmluvné strany sa
dohodli, Ze pre pripad odstpenia od Zmluvy nie
st povinné vracat si plnenia poskytnuté druhej
zmluvnej strane pred uc¢innostou odstipenia od
Zmluvy.

V pripade skoncenia tejto Zmluvy akymkolvek
sposobom a z akéhokolvek dovodu je nédjomca
povinny vratit lekdrsky pristroj prenajimatelovi v
stave, v akom ho prevzal s prihliadnutim na bezné
opotrebovaniea bez ~ zbytotného  odkladu.
Lekarsky bude  odinstalovany
prenajimatefom, kcomu je ndjomca povinny
Néjomca je povinny
umoznit prenajimatelovi pristup k lekdrskemu
pristroju  za jeho  odinstalovania
kedykolvek v pracovnych dinoch

pristroj
prenajimatela  vyzvat.

acelom
v beinych
pracovnych hodinach. Zmluvné strany sa dohodli
na uplatneni zmluvnej pokuty v pripade situdcie

6.3

6.4

6.5

6.6

notice has been delivered by one Party to the
other Party.

The Lessor shall have the right to withdraw from
the Contract in any event specified under the law
and under this Contract and provided if:

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

b) the Lessee provides the medical device for use
to another person, or uses a medical device as
a collateral of guarantee without the prior
written consent of the Lessor;

c) the Lessee is not using medical device
properly (in particular, Art. IV. of the
Contract) and / or in accordance with the
purposes described in this Contract.

The Lessee shall have the right to withdraw from
the Contract provided if during the term of this
Contract the medical device becomes unusable or
destroyed through no fault of the Lessee and the
Lessor cannot provide a replacement of medical
device or refuses to provide a replacement of
medical device.

The withdrawal from the Contract shall affect
neither the obligation of the Lessee to pay the rent,
nor the right of the Lessor to claim damages or
default payment, which arose prior to withdrawal
from the Contract. The Parties have agreed that in
case of withdrawal they shall not return any
consideration supplied to the other Party prior to
effective withdrawal from the Contract.

In case of termination of this Contract in any way
from any reason whatsoever, the Lessee is obliged
to return the medical device to the Lessor in the
conditions in which he took it over, with regard to
normal wear and tear and without undue delay.
The medical device shall be uninstalled by the
Lessor. The Lessee shall be obliged to invite the
Lessor to uninstall the medical device. The Lessee
is obliged to allow the Lessor the access to the
medical device for the purpose of uninstalling at
any time on weekdays during normal office hours.
The Parties agreed that should the situation
hereinbelow occur, the contractual penalty shall
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uvedenej nizie. Ak lekdrsky pristroj po skonéeni
tejto Zmluvy nebude vriteny prenajimatelovi
najneskor do 14 dni ode dna skondenia Zmluvy,
najomca je povinny platit prenajimatelovi
zmluvni pokutu za kazdy zacaty dei omeskania s
vratenim  lekarskeho  pristroja  vo  vyske
zodpovedajicej alikvotnej c¢asti  mesaéného
ndjomného pripadajtcej na kazdy den omeskania.
Privo prenajimatela na nihradu skody nie je
zaplatenim zmluvnej pokuty dotknuté.

6.7 Pred uplynutim dojednanej doby ndjmu alebo pri 6.7
skonceni tejto Zmluvy dohodou sa zmluvné
strany zavizujt v dobrej viere rokovat o predizeni
doby ndjmu alebo o pripadnom odkapeni
lekarskeho pristroja ndjomcom za podmienok,
ktoré si zmluvné strany dohodnd; toto
ustanovenie nezakladd povinnost prenajimatela
predizit dobu trvania najmu alebo predat
ndjomcovi lekdrsky pristroj, ani povinnost
néjomcu pozadovat predizenie doby ndjmu alebo
odkupit lekarsky pristroj.

apply. Shall the medical device not be returned to
the Lessor within 14 days from the date of
termination of this Contract, the Lessee shall pay
the Lessor a contractual penalty for each
commenced day of delay in the amount
corresponding to the aliquot part of monthly rent.
The Lessor’s right for damages shall not be
affected by payment of the contractual penalty

Before the expiry of the agreed term of this
Contract, the Parties agree to negotiate in good
faith to extend the term of rent or the eventual sale
of the medical device to the Lessee under the terms
agreed by Parties. This provision creates neither
the obligation of the Lessor to extend the term of
rent or sell the rented medical device, nor the
obligation to the Lessee for an extension or
purchase of the medical device.

Vil. VIl
Doverné informacie a povinnost mléanlivosti Confidential Information and Confidentiality
Obligation

71 Zmluvné strany sa zavizuji, e buda 7.1
zachovévat obchodné tajomstvo druhej zmluvnej
strany a mlcanlivost o dovernych informaciach
a zabezpetia, Ze takito povinnost bude
vrovnakom rozsahu zavdzovat aj ich
zamestnancov,  obchodnych  azmluvnych
partnerov a/alebo spolupracujuce tretie osoby.

7.2 Dévernymi informdciami sa pre ucely tejto 7.2

Zmluvy rozumejt najma vietky informécie, ktoré
boli poskytnuté jednou zmluvnou stranou druhej
zmluvnej strane vstvislosti splnenim tejto
Zmluvy, alebo ktoré sa zmluvnej strane stali inak
zndme ato najmi, nie viak vylu¢né, odborné
a obchodné informacie o produktoch
prenajimatela.

7.3 Zmluvné strany sa najma zavizuji, ze doverné 7.3
informdcie neozndmia ani inak nespristupnia
tretim osobdm, nezverejnia, ani nepouZiji
doverné informdcie inak ako na tcely plnenia
svojich zavizkov a vykonu svojich prév podla tejto
Zmluvy. Uvedené sa netjka poskytnutia
dovernych informdacii externym poradcom
zmluvnej strany ani spolupracujicim tretim

The Parties hereby agree that they shall not
disclose trade secrets of the other Party and that
they shall treat confidential information in
confidentiality and shall ensure that such
obligation shall be binding for their employees,
business and contracting partners and/or
cooperating third parties.

For the purposes of the Contract, confidential
information shall be understood any information
provided by one of the Parties to the other Party
in relation to the performance under the Contract
or which have become available to the Party,
including but not restricted to, technical data and
business information relating to the products of
the Lessor.

The Parties hereby undertake that they shall not
disclose confidential information or shall not
make it in any manner available to any third
parties; they shall not publish or use confidential
information for any purposes other than
performance of their obligations and exercise of
their rights pursuant to the Contract. The
abovementioned shall not apply to provision of
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7.4

7.5

7.6

AT

8.1

osobdm za podmienky, Ze tieto osoby budu taktiez
zaviazané mléanlivosfou na zdklade zékona alebo
osobitnej zmluvy.

Povinnost ml¢anlivosti podla tohto ¢lénku trvé aj
po skonceni tejto Zmluvy bez casového
obmedzenia.

Vysdie uvedené povinnosti sa nevztahuji na
povinnost poskytnit chrinené udaje a déverné
informdcie orgdnom verejnej spravy na zaklade
zdkona alebo prévoplatného rozhodnutia sidu
alebo iného organu verejnej sprivy. Takito
skuto¢nost povinnd zmluvnd strana neodkladne
pisomne ozndmi druhej zmluvnej strane.
Zmluvnd strana, ktord ma takto doverné
informdcie poskytnut, je vsak povinnd vyuZit
vietky existujice prostriedky v stilade s pravnymi
predpismi na odmietnutie alebo obmedzenie
oznamenia a spristupnenia dévernych informécii.

Prenajimatel sthlasi s tym, Ze ndjomca zverejni
tato Zmluvu, jej dodatky a faktiry suvisiace so
Zmluvou na webovej strinke ndjomcu av
Centralnom registri zmliiv vedenom Uradom
vlady Slovenskej republiky v stilade so zékonom &.
546/2010 Z. z., ktorym sa dopliia zdkon & 40/1964
7Zb. Obdiansky zdkonnik vzneni neskorsich
predpisov a ktorym sa menia a dopliajt niektoré
zdkony. V siilade s § 5a ods. 4 vspojeni s § 10
zdkona ¢. 211/2000 Z. z. o slobodnom pristupe
k informdciam a o zmene a doplneni niektorych
zakonov v zneni neskordich predpisov, ndjomca
ako povinnéa osoba nezverejni Prilohu & 1 tejto
Zmluvy - Manudl poskytovania sluzby ROCHE
Teleservis a ochrany tdajov, ktoré tvori obchodné
tajomstvo prenajimatela

Kazdd zmluvnd strana zodpovedd druhej
zmluvnej strane za $kodu sposobent porudenim
povinnosti ml¢anlivosti.

VIIL.
Ochrana osobnych tdajov

Zmluvné strany potvrdzujii, ze cielom
autorizovaného servisu a ani inych sluiieb
poskytovanych prenajimatelom najomcovi nie je
spracovanie osobnych udajov pacientov ndjomcu

7.4

7

7.6

7.7

8.1

confidential information to external advisors of
the Party or cooperating third parties, provided
any such persons shall also be bound by the
confidentiality obligation under the law or
separate agreement.

The confidentiality obligation specified herein
shall survive termination hereof without any
limitation in time.

The abovementioned obligations shall not apply
to the obligation to disclose protected and
confidential information to the government
authorities pursuant to the law or valid decision of
the court or other government authority. Should
the Party come under such obligation, it shall
immediately notify the other Party thereof. The
Party under the duty to disclose such confidential
information shall exercise any possible lawful
means to refuse or limit the disclosure or
communication of the confidential information.

The Lessor hereby agrees that the Lessee will
publish this Contract, Annexes thereto and
invoices related herewith on the Lessee s website
and in Central register of contracts held by the
Governmental Office of the Slovak Republic in
accordance with the Act 546/2010 Coll. on
amendment of the Act 40/1964 Coll. the Civil
Code, as later amended and on the amendment of
and supplementation to certain acts. In
accordance with Section 5a (4) in conjunction
with Section 10 of the Act 211/2000 Coll. on Free
Access to Information as later amended, the
Lessee shall not disclose Annex no. 1 hereof -
ROCHE Teleservice and Data Protection Manual,
which constitutes a trade secret of the Lessor.

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

VIIL.
Personal Data Protection

The Parties confirm that neither the purpose of
the authorized service nor any other services
provided by the Lessor to the Lessee includes
processing of personal data of the Lessee’s

Vzor NZ01a-2 verzia 1.0
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8.2

83

nachadzajucich  sa  vlekarskom  pristroji
prenajimatelom pre ndjomcu v zmysle nariadenia
Eurépskeho parlamentu a Rady (EU) & 2016/679
z 27. aprila 2016 o ochrane fyzickych osdb pri
spractivani osobnych tdajov a o volnom pohybe
takychto udajov, ktorym sa zruSuje smernica
95/46/ES (vSeobecné nariadenie o ochrane
Gdajov) (,GDPR") a zdkona ¢&. 18/2018 Z.z. o
ochrane osobnych idajov a o zmene a doplneni
niektorych zékonov, vrozsahu jeho pdsobnosti
(»Zakon oochrane OU“) (prisluind pravna
tiprava dalej len ,Predpisy na ochranu OU").
Zmluvné strany vdak beri na vedomie, Ze
poskytovanim sluzieb autorizovaného servisu
najma podla ¢ldnku I1I. ods. 5 a nasl. tejto Zmluvy
mébze dojst k spracivaniu takychto osobnych
udajov prenajimatelom pre ndjomcu a pre tento
ticel sa strany rozhodli upravit vzdjomné prava a
povinnosti v tomto ¢lanku Zmluvy,

Prenajimatel berie na vedomie, Ze nijomca, ako
prevadzkovatel, spraciva vzmysle Predpisov
na ochranu OU, osobné tdaje pacientov ako
dotknutjch o0s6b za ulelom poskytovania
zdravotnej  starostlivosti, pricom  prévnym
zakladom spracivania tychto osobnych udajov
ndjomcom je nevyhnutnost splnenia zdkonnych
povinnosti nijomcu podla osobitnych predpisov
na useku poskytovania zdravotnej starostlivosti

platnych au¢innych na tzemi Slovenskej
republiky.
Pre pripad spractivania osobnych ddajov

pacientov prenajimatefom v mene ndjomcu,
najomca touto Zmluvou poveruje prenajimatela,
vstilade s platnjmi Predpismi na ochranu OU,
ako sprostredkovatela, na spractivanie osobnych
tdajov pacientov ndjomcu ako dotknutych osob
v rozsahu meno, priezvisko, rodné ¢islo, datum
narodenia, udaje tykajuce sa zdravia, inych
osobnych tdajov nachddzajicich sa v lekdrskom
pristroji, ato vylu¢ne formou prehliadania
alikvidicie  osobnych  udajov.  Ucelom
spractivania osobnych tudajov ndjomcom, ako
prevadzkovatelom, je riadne poskytovanie
zdravotnej starostlivosti pacientom zo strany
ndjomcu. Prenajimatel, ako sprostredkovatela, je

viak opravneny spractvat osobné udaje iba pre

8.2

patients located in the Medical device by the
Lessor on behalf of the Lessee pursuant to the legal
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

regulation  of

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 authorized service mainly
under article III. section 5 of the Contract could
be connected with processing of such personal
data by the Lessor on behalf of the Lessee ant thus
the Parties decided to specify their rights and
obligations in this respect.

The Lessor acknowledges that the Lessee, as the
data controller, processes, in accordance with
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 Lessee is fulfilment of legal obligations of the
Lessee under special legislation in the healthcare
sector effective in the Slovak Republic.

In case of processing of personal data by the
Lessor on behalf of the Lessee, the Lessee instructs
the Lessor as the data processor, to process
personal data of the Lessee’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 Lessee, as the
data controller, is provision of proper healthcare
to the patients by the Lessee. The Lessor, acting as
the data processor shall, however, process the
personal data of Lessee’s patients only for
purposes and in relation to provision of the
authorized service under this Contract. Personal
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8.4

8.5

8.6

a v stvislosti sluzieb
autorizovaného servisu podla tejto Zmluvy.
Osobné tdaje pacientov ndjomcu sa spractivane
automatizovanym spésobom.

ucely s poskytovanim

Zmluvné strany sa dohodli, Ze doba spractivania
osobnych udajov pacientov prenajimatelom v
mene najomcu, je najviac obdobie trvania tejto
Zmluvy.

Najomca vyhlasuje, Ze pri vybere prenajimatela
ako sprostredkovatela dbal na jeho odborny,
technickd, organiza¢nu a personélnu sposobilost
ajeho schopnost zarucit bezpecnost spractivanych
osobnych tdajov v lekérskom pristroji.

Prenajimatel ako sprostredkovatel je povinny v
stlade s Predpismi na ochranu OU:

a) spracivat osobné udaje len na =zdklade
zdokumentovanych  pisomnych  pokynov
ndjomcu, ato vsilade sélankom 28 ods. 3
pism. a) GDPR, pricom podpisanie tejto
Zmluvy Zmluvnymi stranami sa povazuje za
takyto pokyn ako aj za jeho wudelenie
najomcom prenajimatelovi;

dodrziavat podmienky zapojenia dalSieho
sprostredkovatela v sulade s ¢linkom 28 ods. 3
pism. d) GDPR v spojeni s ¢linkom 28 ods. 2
a4 GDPR;

¢) prijat a vykonat primerané technické a

b)

organizacné opatrenia na zaistenie primeranej
urovne bezpecnosti so zretefom na najnovsie
poznatky, ndklady na vykonanie opatreni,
povahu, rozsah, kontext a tucel spraciivania
osobnych udajov a rizika s roznou
pravdepodobnostou a zévainostou pre priva
fyzickych osbb, a to v siilade s Predpismi na
ochranu OU, najmi éldnkom 28 ods. 3 pism. ¢)

GDPR;

d) plnit povinnosti sprostredkovatela v rozsahu
podla ¢lanku 28 ods. 3 pism. €) a f) GDPR;

e) ihned po ukonceni zdvizkovo-privneho
vztahu podla tejto Zmluvy a odinstalovani
lekdrskeho pristroja, vymazat osobné udaje
pacientov najomcu, ako dotknutych osob,
z pamitového  nosiéa lekdrskeho  pristroja
avymazat akékolvek existujuce kopie, ktoré

84

8.6

data of the Lessee’s patients are processed by
automatic means.

The Parties have agreed, that period of processing
of personal data by the Lessor on behalf of the
Lessee (as the data processor) is at the most the
period of this Contract.

The Lessee hereby represents that while selecting
the Lessor as the data processor, it took into
consideration the Lessor ‘s professional, technical,
organisational and personal capabilities and its
ability to provide security to personal data
processed in the Medical device.

The Lessor 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
Lessee, 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 Lessee to the Lessor.

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;

to fulfil obligations of the data processor to the

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

GDPR;

e) immediately of the
contractual relationship under this Contract
and uninstalling of the Medical device, to erase
personal data of the Lessee’s patients, as data
subjects, stored on the memory source of the
Medical device and erase all and any existing

after termination

Vzor NZ01a-2 verzia 1.0

14




8.7

9.1

9.2

aktoré mad
prenajimatel k dispozicii, v stilade s Predpismi
na ochranu OU. Vymaz osobnych tudajov

obsahuji  osobné udaje

z pamitového nosica lekdrskeho pristroja sa
uskutocni efte predtym ako lekarsky pristroj
opusti miesto jeho inStalicie undjomcu,
s vynimkou pripadu, ked je lekdrsky pristroj na
zaklade Ziadosti ndjomcu premiestneny na iné
pracovisko ndjomcu;

f) zabezpecit, aby sa osoby opravnené spractvat
osobné udaje na zdklade poverenia
sprostredkovatela  zaviazali, Ze zachovaji
dévernost poskytnutych informacii;

g) poskytnit najomcovi informdcie potrebné na
preukdzanie splnenia povinnosti podla ¢lanku
28 GDPR a poskytnut sti¢innost v ramci auditu
ochrany osobnych udajov, vritane kontroly zo
strany ndjomcu alebo auditora povereného
ndjomcom v silade a vrozsahu podla ¢linku
28 ods. 3, pism. h) GDPR;

h) vsavislosti s povinnostou podla pism. g)
vyssie, bezodkladne informovat ndjomcu, ak
podla nazoru prenajimatela pokyn najomcu
porusuje niektory Predpis na ochranu OU.

Zmluvné strany sa zavdzuju, Ze pri spracovani
osobnych udajov  dotknutych oséb buda
postupovat podla platnych Predpisov na ochranu
OU. N4jomca, ako prevadzkovatel, vykona vietky
informaéné povinnosti vodi dotknutym osobdm
podla Predpisov na ochranu OU, ak sa to
vyzaduje. Zaroven prenajimatel, ako aj ndjomca
budi  viest o spracovatelskych
¢innostiach v siilade s ¢lankom 30 GDPR, ak sa to
vyzaduje.

zdznamy

IX.
Sluzba Teleservis

Zmluvné strany sa dohodli, Ze prenajimatel
poskytne lekdrskeho
pristroja na sluzbu ROCHE Teleservis. Sluzbou
ROCHE Teleservis sa rozumie online rieSenie
aplika¢nych a technickych problémov tykajacich
sa lekdrskeho pristroja.

nijomcovi pripojenie

Vrémci sluzby ROCHE Teleservis bude mat

najomca  zabezpecené  rychlejSie  riefenie

copies of these personal data available to the
Lessor, in accordance with the Legal
Regulation of Personal Data Protection. The
erasure shall be carried out before the Medical
device is replaced from the place of its
installation at Lessee’s place, except from case
when the Medical device shall be replaced to
another Lessee’s workplace based on Lessee “s
request;

f) to ensure that persons authorised to process
the personal data upon instruction of the
Lessor 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 extent pursuant to article 28(3)(h) of the
GDPR;

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

8.7 The Parties undertake while processing personal

9:1

9.2

data of data subjects to act in accordance with the
applicable Legal Regulation of Personal Data
Protection. The Lessee 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
Lessor and the Lessee will maintain records of
processing activities under article 30 of the GDPR,
if necessary.

IX.
Roche Teleservice

The Lessor shall provide the Lessee with the
connection of the medical device to ROCHE
Teleservice. ROCHE Teleservice shall mean
online management of application and technical
problems of the medical device.

Within ROCHE Teleservice, the Lessor will be
provided with the faster solving of breakdowns
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9.3

9.4

9.5

9.6

10.1.

10.2.

poruchovych situdcii aaplika¢nych problémov
bez nutnosti osobnej navitevy (plati len pre vady
lekarskeho ktorych  povaha
umoziuje), automatickd aktualiziciu databaz
testov, kalibratorov a kontrolného
a automaticka

pristroja, to
reagencii,
materialu aktualiziciu

pristrojového softwaru.

Sluzba ROCHE Teleservis vyuZiva existujicu IT
infradtruktru najomcu. Ndjomca sa zavazuje pre
ucely sluzby ROCHE Teleservis zabezpecit
prenajimatelovi na svojom pracovisku, kde je
lekdrsky  pristroj

umiestneny, internetoveé

pripojenie.

Prenajimatel nainstaluje ndjomcovi hardware
a software potrebny na realizdciu sluzby ROCHE
Teleservis, s ¢im ndjomca sthlasi.

Prenajimatel garantuje pri poskytovani sluzby
ROCHE Teleservis ochranu dovernych informécii
nijomcu, ako aj ochranu osobnych udajov
pacientov, ato prostrednictvom ich Sifrovania.
Manuadl poskytovania sluzby ROCHE Teleservis
a ochrany osobnych udajov tvori Prilohu ¢&. 1 tejto
Zmluvy, ktord je jej neoddelitelnou sucastou.

Prenajimatel  poskytuje ndjomcovi  sluzbu
ROCHE Teleservis na vlastné naklady ako sticast
technickej podpory a servisu lekédrskeho pristroja.

X.
Zaverecné ustanovenia

Této Zmluva nahrddza kazdi pisomni a/alebo
ustnu  dohodu medzi
ohladne predmetu Zmluvy.

zmluvnymi  stranami

Pravne vztahy vyplyvajice z ndjmu neupravené
touto Zmluvou sa riadia  osobitnymi
Ob¢ianskeho zikonnika
o prislusnom zmluvnom type, pokial v tejto
Zmluve nie je dojednana odchylna pravna Giprava.
Ostatne  pravne vztahy zmluvnymi
stranami sa riadia vieobecnymi ustanoveniami
zakona ¢. 513/1991 Zb. Obchodny zikonnik
o zavazkovych vztahoch (§ 261 - 408
Obchodného zikonnika), pokial v tejto Zmluve
nie je dojednand odchylna pravna Gprava.

ustanoveniami

medzi

23

9.4

95

9.6

10.1.

10.2.

and application problems, without the necessity to
be on site (applied only to defects of medical
device capable to remote control), automatic
tests, reagents, controls and
calibrators database and automatic updating of
software.

updating of

ROCHE Teleservice operates with existing IT
infrastructure of the Lessee. The Lessee shall
provide the Lessor with the internet connection at
the place of installation.

The Lessee agrees that the Lessor installs hardware
and software necessary for ROCHE Teleservice.

With regard to ROCHE Teleservice, the Lessor
shall guarantee protection of Lessee s confidential
data and personal data of patients though
encryption. The ROCHE Teleservice and Data
Protection Manual creates Annex 1 to this
Contract as its inseparable part.

The Contractor shall provide ROCHE Teleservice
at its expense as a part of technical support and
service of the medical device.

X.
Final Provisions

The Contract shall replace any written and/or oral
agreement between the Parties related to or
connected with the subject-matter of the
Contract.

Legal relations not stipulated by the Contract
shall be governed by the relevant provisions of the
Civil Code concerning the give type of contract,
unless otherwise agreed therein. Other legal
relations between the Parties shall be governed by
the general provisions of the Act 513/1991 Coll.
the Commercial Code, as later amended on
contractual relations (Art. 261 — 408 of the
Commercial Code), unless otherwise agreed in
this Contract.
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10.3.

10.4.

10.5.

10.6.

10.7.

10.8.

10.9.

Ndjomca je povinny bezodkladne Zmluvu
zverejnit v sulade so zdkonom &. 546/2010 Z. z.,
ktorym sa dopliia zakon ¢&. 40/1964 Zb. Obé¢iansky
zdkonnik v zneni neskorsich predpisov a ktorym
adopliiaja  niektoré  zakony.
Bezodkladne po zverejneni Zmluvy je ndjomca

sa  menia
povinny  dorucit prenajimatelovi  pisomné
potvrdenie o zverejneni Zmluvy.

Tito Zmluva nadobuda platnost diom jej
podpisu oboma zmluvnymi stranami a acinnost
odovzdanim lekdrskeho pristroja nédjomcovi,
ktoré zmluvné strany potvrdia podpisom
preberacieho protokolu, nie viak skér, ako bude

Zmluva prvykrit zverejnend v stlade so zdkonom.

Zmluvné strany sa zavizuji, ze vietky spory, ktoré
vznikni z tejto Zmluvy alebo v stvislosti s nou
bud rieSené prednostne zmierom.

Ak neddjde kvyrieeniu sporu zmierom, spor
rozhodne vecne a miestne prislusny slovensky sad
ur¢eny podla procesnych priavnych predpisov
Slovenskej republiky.

Ak v tejto Zmluve nie je vyslovne uvedené inak,
tito Zmluva moZe byf doplnend a zmenena len na
zdklade pisomnych dodatkov podpisanych oboma

zmluvn)'(mi stranami.

Pokial niektoré zustanoveni tejto Zmluvy je
neplatné, net¢inné alebo nevykonatelné, nemd to
vplyv na platnost, G¢innost alebo vykonatelnost
ostatnych ustanoveni tejto Zmluvy. V pripade, Ze
niektoré z ustanoveni tejto Zmluvy je neplatné,
neacinné alebo nevykonatelné, alebo sa nasledne
takym stane, zavdzuju sa zmluvné strany, Ze ho
nahradia ustanovenim, ktoré najviac zodpoveda
ich povodnej voli.

Zmluva je vyhotovend vdvoch rovnopisoch
v slovenskom a anglickom jazyku, pricom kazda
zo zmluvnych strin obdrii jedno vyhotovenie
Zmluvy. V pripade rozporu medzi jazykovymi
verziami Zmluvy md prednost slovenské znenie.

10.3.

10.4.

10.5.

10.6.

10.7.

10.8.

10.9.

The Lessee shall be obliged to publish the
Contract, without undue delay, in accordance
with Act no. 546/2010 Coll. on amendment of Act
No. 40/1964 Coll. Civil Code, as amended and on
complement and amendment of some other acts.
Without undue delay, the Lessee shall be obliged
to submit to the Lessor the written confirmation
that the Contract was published according to the
law.

This Contract shall become valid upon its
signature by both Parties and effective upon the
handover of the medical device to the Lessee,
what shall be confirmed by the Parties signing the
handover protocol, however, not sooner than the
Contract 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 at the
court with competent venue and jurisdiction
pursuant to the procedural laws of the Slovak
Republic.

Unless expressly provided otherwise in this
Contract, the Contract shall be amended or
complemented only in a form of written
amendments signed by both Parties.

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

The Contract 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 Contract shall prevail.
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10.10.  Zmluvné strany vyhlasuji, Ze si tito Zmluvu
precitali, jej obsahu porozumeli a stihlasia s nim a
ze Zmluvu uzatvirajii slobodne, vdine a bez
nétlaku, na znak ¢oho pripdjajii svoje podpisy.

Priloha ¢. 1 Manudl poskytovania sluzby ROCHE
Teleservis a ochrany udajov

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

Annex no. 1 ROCHE Teleservice and Data
Protection Manual

V/ In Bratislave, diia/ on

Roche Slovensko, s.r.o.

Joao Pedro Correia Carapeto
prokurista/Proxy holder

Ing. Zuzana Cumovd
prokuristka/Proxy holder

V/ In Bratislave, diia/ on ..

Univerzitna nemocnica - Nemocnica svitého

doc. MUDr. Branislav Delej, PhD., MPH
predseda predstavenstva a  generdlny riaditel/
Chairman of the Board and General Director
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Sluzba na dialku

Informacie o utajeni udajov V03
10373982 GSS 000 02

Siuiba na dialku Informéacie o utajeni Gdajov

2 Ugel

V zakonoch a v predpisoch na ochranu sikromia, ako st napmdad Smenm:a EU 95/48/ES o ochrane
udapov a HIPM sU uvedené poZiadaviy, idoré je nutné ych Udajov

mi cez F slunyudw Roche méze mat
!po!o&wsl Roche pvlnup K dévemym osobnym Udajom klientov, ake sd napriklad zdravoiné Gdaje
pacientov a iné osobné Udaje (dale] len Osobné Udaje, pozri Glosar),

Utelom tohto dokumentu e popisal ttajenie tdajov na Platforme Sluzby na dialku Roche. Takéto
riedenia a pokyny budl odréZzat poiadaviy na utajenie v prisiusnych zakonoch. Tento dokument by
mal tieZ poskytnit udpovede na prlpamé otazky |yks;umsa utajenia dat vzniknutych u pracovnikov
laboratéria Cielovymi es s pobocky Roche na celom svete.
Organzatné nedenia pre dodrZ & h s tu len ndvrhy miestne

krajin prekonzuliované so Sluzbou na dialku s zodpovedné 2a implementaciu

3 Rozsah

Tento dok je stitastou doki formacie ¢ utajeni Gdajov Shi®by na dialku, Bezpeénost
a Konekiivita

Cela zostava dokumentov |e nizSie:
« Informacie o utajeni Gdajov Sluzby na dialku V03 (ID' 10373982 GSS 000 €2, tento dokument)
= Informacie o bezpeénosti Sluzby na dialku VO3 (ID. 10373981 GSS 000 02)
+ Informacie o konektivite Siuzby na dialku V04 (ID 10373979 GSS 000 03}

3.1 V Rozsahu

Popisované riesenia platia pre infrastrukturu Platforma Sluby na dialku a hardvér

« Platforma SiuZby na dialku

- Axeda Enterprise

- servery Axeda Global Access Servers

- Axeda (Firewall) Agent

- TeieService-Net
= cobas® iink {vratane softvéru Roche Connectivity Layer)
* connect 2

3.2 Mimo rozsahu

Poziadavky Spojeného kralovstva / &tatnej zdravotnicke; slutby si mimo rozsahu Dalsie produkty
spolognosti Roche okrem Platformy SiuZby na dialku sd mime rozsahu

a3 wrana 3

Sluzba na dialku Informacie o utajeni Gdajov
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4 Uvod
SluZba na dialku panuka b &na platformu pre aciu a slufby pre Roche Diagnostics
JPlatformu Siuiby na dialku®

Hiavnjm ciefom je zvjSit kvalitu sluby a zni2it dodatodng néklady na oboch stranach (Kiient,
spoloénost Roche)

Konektivita na strane laboratdria sa vdy stanovuje podia Axeda Agenta alebo softvéru Roche
Connectivity Layer
Sluzba Axeda Agent je dostupna pre:

= connect 2 (hardvérova brana), integrovana Cast’

+  samostatnd indtaldciu (softvérova brana) pre pnamu indtalaciu na
Softvérova brana sa dale) uvadza ako ,Roche Vanilia Agent’

+  cobas® link (hardvérova brana), integrovana gast’

Sluzba Roche Connectivity Layer (RCL) je dostupna pre:
* cobas® link (hardvérova brana), integrovana &ast

Vo vé i s0 impl é tieto typy pouzitia;
(V zawislosti od druhu systému je dostupna jedna alebo viacero sluieb )

1 Konzulticie na dialku vr manualneho prenosu dat (ako reakcia na chidsené problémy
uZivatelov). Tieto siu2by poskytuje len Axeda Agent

= Z udh PC Roche do systému (napr. cobas 6000 alebo Integra 400)
{siibory je mo2né prenasat obomi smermi}
» 7 ugi PC Roche do brany (napr cobas® link aleba connect 2)

{stibory je mozné prenadal obomi smermi)

2 Planovany prenos dat zo vzdialeného hostitefa do Roche: Tieto sluZby ponika len Axeda
Agent a RCL

= on-line i e systé (napr ych dajav)
* hodnotenie vykonu

3 Planovany prenos dat z Roche ku vzdialenému hostitefowi. Tieto siuZby pondka len Axeda
Agent a RCL
X 3] ych . Udajov o davke reag l ]
kontralach (e-BC - elektronicky &1arovy kéd)
+ Stiahnutie Gdajov Eitatefnych pre dloveka (e-Pl — elektronicky Pribalovy letak -
regulaéné informacie podobné k pribalovému letaku alebo iné informécie pre kiienta)

- i ych patches / 1/ oprav security hot fixes a definicu virusov
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Schematicky prehiad popisuje zakladnit konektivtu zahrruti v platforme Siuzby na diafku (len sluzby Aveda)

Padrobné informacie si popisané v nasled: kapitole® .5 - Charakteristika infradtruktiry
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6 Informacie o utajeni Gidajov

1. Je pre spoloénost Roche utajenie Gdajov dolezité?

Spolotriost Rache vyhlasuje, Ze ciefom spoloénosti je dodrziavat zakony na ochranu tdajov pri
spracivani Osobnych Gdajov Samotna spolofnost’ Roche sa zaviazala reSpektoval’ cscbné prava
a sikromie oséb Principy utajenia dat, kioré odrazajd zakony a predpisy na ochranu udajov, kloré
spoloénost Roche bude dodrdiaval st podrobne poplsané v dokumente ,Smernica spolo&nasti
Roche na ochranu osobnych Gdajov ”

2. Ako je zabezpecené jenie adajov pri p h medzi laboratoriom a
infrastruktarou Sluzby na dialku v spoloénosti Roche?

Na spojenie medzi vzdialenym systémom a infradtruktirou spolognosti si poZiadavky na utajenie
tidajov spinené Sifrovacimi mechanizmami PouZivajd sa rézne postupy na spinenie Sirokej Skaly
poZiadaviek na konektivitu. Podrobné tdaje je moZné néjst v dokumente  dokument Informacie
o konektivite sluZby na dialku *
Vo véeobecnosti sa nebudd vymienat Ziadne nedifrované Udaje

* medzi systémami Spolo&nosti a vzdialenym systémom

+ v ramei Platformy Sluzby na dialku vo Firemnej sieti Roche a v cenfre Axeda On Demand
Center.

* medzi tretou oscbu j do komunikacie

+ v sieli zdravotnej organizacie

Poznamka: Definicie virusov nie sd zadifrované, ale si digitdlne podplsané, aby sa predidla
manipuldci, nakolko aj tak je ich obsan verejne dostupny

3. Je zabezpetené utajenie Gdajov potas stretnuti so zdielanim obrazovky?

Pre odstranenie problému a obnovenie systému do jeho piného pracovného rezimu moze byt
nutné stretnutie so zdiefanim obrazovky. Zvycajne k temu dochadza pa tem, ako kiient informuje
call centrum spolodnosti Roche o probléme, alebo ako pracovnik spolo&nosti Roche kontaktuje
klienta telefonicky po zisteni spravania sa systému, ktoré naznacuje nedodranie predpisov.
Podéas tohto stretnutia so zdiefanim obrazovky moZno bude potrebné vstipit do obrazovky

systému so vzorovymi informaciami, ktoré méZu obsahovat poznamky z laboratéria tykajice sa
pacienta

Je to vediajgie vyu: poskytnutie i o zdravotnom stave jednotlivcov,
ktoré sa poZaduje na zaklade predpisov v meklmy:h krajinach (napr 45 CFR éast 160 -164
Standardov ochrany stkromia identifikovatelnych informacil ¢ zdravotnom stave jednotiveoy,
€asto nazyvané v USA pravidio HIPAA),

Klienti v krajinach, ktorych predpisy nestanovujd kencepty vedrajéieha vyuZitia by nemali mat
pristup v systéme, ani by nemali mat dovoleng prenasat Ziadne poznamky tykajice sa identity
pacienta z LIS, pokafl nie sd spinené regulagné poZiadavky a prisludné poZiadavky na ochranu
Udajov (napr sdhlas pacienta)
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5 Charakteristika infrastruktiry

Platforma SluZby na dialku predstavuje infradtruktru a softvér pouZivang na prenos, ukladanie,
hodnetenie a prezentovanie informacii. Hardvér a seftvér Platfermy SluZby na diafku sa
predovietkym externe obstardva pre spolognost Axeda Corporation a podhiehajd pravidelnym
postupom tykajicim sa bezpetnosti organizacie Roche IT (napr. penetraénym ski$kam zo strany
nezavislych konzultantov). Connect 2, Roche Vanilia Agent a cobas® link s0 komunikacné brany.

Tam, kde connect 2 a cobas® link zahffiajd hardvér poskytnuty spoloénostou Roche vratane
komunikaéného softvéru predstavuje agent Roche Vanilla Agent vijluéne softvér Tieto brany

sa nachadzaj u Kiienta a funguj predovsetkym ako bezpedna komunikagna bréna medzi sietou
systému a spoloénostou Axeda Enterprise (Servicelink a Servery Global Access Servers)

Axeda ServiceLink je softvér ine] firmy zabezpedujio komunikaciu a rieSenie vymeny dat
porovnatelné so systémom Remote Connectivity Layer, ktora je rieSenim vyvinutym spolocnostou
Reche. Agent Axeda (Firewall) Agent je vopred instalovany na hardvérove] brane connect 2

a cobas® link

Servery Global Access Servers poZaduje aplikacia Axeda Servicelink pre zaistenie efektivnych
stretnutl so zdiefanim obrazoviek na celom svete. Datovy sklad SluZby na dialku (RSDW) je
dodasné skladovanie dat (XML) pre stiahnuté (daje nastroja (napr monitorovacich informacii)
Nasledne su tieto tdaje spristupnené pre ostatné obchodné aplikicie Roche

5.1 Hosting / pristupové detaily

Riesenie Axeda
Vietky sluzby (hardvér a softvér) sU externe cbstardvané pre spolognost Axeda Corporation
* Systém Axeda Enterprise sa fyzicky nachadza v Datovom centre v Eurdpe (Nemecko)
Infradtruktira pre abnovenie prevadzky po katastrofe sa fyzicky nachadza v USA
= Servery Global Access Servers sa fyzicky nachadzajd na troch réznych miestach Europa
(Memecks) Severna Amerka a
Aplikacia Axeda ServicelLink je pristupna len interne pre spolognost Roche. Nie je dostupna priamo
cez internet UzZivatelia vstupujiici do aplikacie z internéha poditada Roche st vZdy overeni pomecou
svojich aktivnych povereni ze zoznamu UZivatelia vstupujici do aplikacie cez internet pemecou

sluzoy Roche ,,RANGE BASIC* sU overeni overovacim mechanizmom s 2 faktormi RANGE je
sluzba pondkana zo strany Roche Global Informatics

Riesenie Roche Connectivity Layer

V&etky sluzhy (hardvér a softvér} s( hostované interne spoloénostou Roche Systém sa pouiva len
na distnbiciu tidajov. Firemna infradtrukitra sa nazyva TSN alebo TeleService-Nat*
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Dodatoéne tito klientt méZu pozadovat od spoloénosti Roche Oznamenie o postupoch pre utajenie
udajov. v ktorom bude reflektovana podstata Smernice spolognosti Roche na ochranu Gdajov

To zérovefi plati pre konkrétne poZiadaviy na pristup do systémul stboru na sledovanie
komunikécie LIS

=

. Aky druh informacii o paci bude spracivat’ logénost Roche?

Csobné udaje vo vieabecnosti neobsahuju identifikovateiné informacie o zdravotnom stave
jednotiiveov (menao pacienta, 1D, atd ), ktoré by umoZnovali dosledovanie a identifikovanie
pacienta. Pocas tohto stretnutia so zdielanim obrazovky mozne bude potrebné vstipit do
obrazovky systému so aciami, ktoré mézu poznamky z laboraténa
tykajuce sa pacienta - Pozri odseky 3 a 6 tejto &asti pre viac informacil.

o

.Je moiné zhromazdené Udaje vyhladat' v jednotlivich systémoch?

Ano, vietky systémy su vybavené individudlinymi sériovymi &islami. Pre moZnost pridelenia Udajov
k Specifickym typom systémov pre neskorsiu analyzu je nevyhnutné jasne identifikovat systémy,
ktoré vygenercvall tieto infarmacie

6. Ako spoloénost' Roche zabezpeéuje utajenie informacii o klientoch?

Udaje pouzivané pre monitorovaci systém neobsahujli identifikovatelné informacte o zdravotnom
stave jednotliveov (meno pacienta, 1D, atd ). Okrem toho sa prend$ajl len informacie

o pacientoch, ktoré st zbavené Gdajov umo2fujicich ich dentifikdciu v stvislosti s Gdajmi 2o
systému na branu (napr cobas® link) Zbavenie Udajov umoZdujicich identifikaciu sa realizuje
vymazanim véetkych poli s poznamkami v stvislosti so vzorkou, ktord by mohlo pouzit
laboratdrium na uchovanie informacii o pacientoch pred tym, ako Udaje odidu zo systému

V stivisiosti s detailmi o (dajech vymenenych medzi spoloénostou Roche a systémom si, prosim,
pozrite 7. kapitolu

b )

Kto méze mat' pristup do systémov Platformy Sluzby na dialku?

Systémy Platformy Sluzby na dialku su vyl é ym riadiacim 1 Len
opravneni uzivatelia spoletnosti Roche majd pﬂSIUp dn tychto systemov

Do systému zdielania obrazovky mé2u pristupoval len vybrani uzivatelia. Pristup sa poskytuje na
arovni krajiny, napr fudia pracujlel pre Svajérarsku pobotiku Roche budd mat pristup do systémov
len ve Svajéiarsku. Pristup do systémov SluZby na dialku na spracovanie Gdajov sa tie2 umozfiuje
na drovni krajiny.

Pre Ggely podpory pracovnici v globainych poziciach maju opravnenie pristupovat’ k Gdajom
vetkych krajin Viac informécii najdete v .dokumentacii Informacie o bezpeénosti Siudby na
dialku *

8. Co sa stane s informéaciami po ich zozbierani?
Udaje znzbrerans spoloénastou Rm:he sa pouélvaJu na neskersiy anaiyzu (napr systému / vikonu
ftestu)a 1ju podla osv p a pri dodrZani platnych zakonov
a predpisov.
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Kde sii 1 idaje ?

V sivislosti s Platformou Sluzby na dialku sp Roche uchovéva vietky

v détovch centrich v silade s platnymi zdkonmi a predpismi. Udaje uchovivané v externjch
hostingavych centrach podiiehajd rovnakjm predpisom ako tdaje uchovavané v infernjch
datovych centrach spoloénosti Roche

TS
it

.

A) V zévislosti od systému, ktory generuje Udaje sa menl trvanie uchovavania a archivacia,
Podrobné informacie je mozné ndjst v prisludnej dokumentaci systému
B) Cobas® link ma2e zalohy ( o konfiguracn) vyge
typmi systému Informécie tykajdce sa (lestovania) a vikonu systému, varovné Gdaje a ostatné
informécie sU preposielané do infrastruktdry spolodnosti kazdy def (E, F). Podrobné informacie
najdete v 7. kapiole
) Brana connect 2 nedokaZe skiadoval iadne Gdaje systému Je navrhnuta ako brana len na
zdiefanie obrazovky
D} Uzivatelskj potita¢ Roche nepn]lma nepreposnela ani neuchovava Ziadne Udaje vygenerované

qua obrazoviky md2u byl prenasané
manuaine do softvéry pre na:ﬁmne vzt‘a'mv s Idermm (objasnit)
E) Monitorovacie Udaje zhromaZdené branou (napr cobas® link) sa do&asne uchovavaji
v Datovom sklade Siuby na dialku (RSDW) podfa postup
F) Monitorovace Gdaje zhromaZdené branou (napr. cobas® link) sa dogasne uchovavaji
v infradtruktdre TSN a2 do dokonéenia migracie do RSDW.
G) Prenesené informécie a sibory systému a Gdaje pre riadenie s( zhroma2dované a uchovavané
v systéme Axeda

H) Servery Global Access Servers neuchovavajl 2iadne Udaje Vystupuji ako sprostredkovatel
komunikacie len pre siretnutia so zdiefanim obrazovky
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7 Udaje prenasané medzi Laboratériom a Roche

Len cobas® link dokate prenﬂhl e-| kmznleu a udnja tyknjﬂce sa vykonu medzi laboratdriom
a Roche. Podrobné inf st p P
Pﬂnmkl‘Cmr\QdZaRnd!a\hndiaﬁoem v ‘mnzmsl di
udaje systémového riadenia (napr ndzov hostitefa alebo nakonfigurovany IP Idfeau) Okrem toho
Agent tie? zabezpetuje prenos siborov

7.1 Udaje prenasané z Roche do cobas® link / systémov

Pre isté triedy systémov Roche (napr cobas® 6000 a cobas® 8000) budd prenasané bindme
Gdaje z Roche do systému laboratéria E-Giarovy kod :emmmé odaje pre systém) je binamy ddaj

tykajici sa chemickych latok (reagensy, kontroly, 7 istymi i pre
smeravanie Pmnééané do cobas® fink 2 po uvofnen! ul[vate(um iylltmu j# preneseny do systému
Aktivacia ych ddajov v systé si vy2aduje vyslovny sihlas od uivatefa systému

Udaje &itatelné pre &oveka - dokumenty vo formate PDF -budd prendSané z Roche do cobas® Link,

kde ich pouljje uZivatel laboratéria. Su to zvydajne dokumenty sprevadzajice Udaje o chemickjch

latkach (elektronicky Pribalovy letak) alebo akykolvek druh Listu kienta

Aluuaiﬂacu softvéru / palme:um Imku a definicie AntiVirusov budi tie? prenaSané z Roche
ka U

7.2 Udaje prenasané zo systémov do Roche cez cobas® link

Tabufka nizéie sumarzuje Udaje pranasané z Kienta i Roche do sf

Roche. V tabulke si pouZité priklady na zaklade systémov Roche / Hitachi a (idaje sa md2u menit’
pre ostatné systémavé rady

potrebné a informativne udage pro registraciu dandho
labaratana; musia byf zahinuté pre kazoeha pvadeu udajov

mm vo formate URL
:rml laboratéria} [{u2ivateleky identifikitar} ] {kéd
ajiny)
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10. Kde sa fyzicky a loé i?

+ Détovy sklad Sluzby na dialku a infradtruktura TSN sa nachadzajl vo vnutri firemnej siete
spoloénosti Roche vo Svadiarsku

» Spoloénost Axeda Enterprise sidli v centre Axeda On Demand Center ve Frankfurte v Nemecku
Servery pre cbnovenie previdzky sa nachadzaji v centre Axeda On Demand Center v USA.

+ Servery Global Access Servers sa nachadza|l v centrich Axeda On Demand Centers v Eurdpe
(Nemecko), v Amerike (USA) a v Azii (Hong Kong)

11. Kto mdZe mat' pristup k akym Gdajom v centrach Axeda On Demand Centers?

Spravcovia systémov Axeda maji pristup k celej databaze ServiceLink a k celému jej obsahu
Pristup je potrebny pre administrativne a prevadzkové Glohy,

12. DodrHavaj uZ lia spoloé i Roche principy Gadajov?
Ano, boli pd{a!é homogénne Standardy pre spractvanie osobnych Udajov a zmiuvné dohody
s tretim) osabami 2o strany véetkyoh spolotnosti Roche pre zaistenie preventivnych opalreni proti
poruSeniu prav na si pri spracivani oscbnych Daapv Okrem toho, Smefnica
Roche na ochranu udajov é principy, ktoré sa musia
pouzit pri spractvan osobnych udepv v spoloénosti Rut:hs
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\dentifistor nistroj jesinetny entifiator mistrof, vo formato UR
IR WS e i = {sériove tisla) {dnuh nastroja) munncmhbmun-)
Identiiator modulu retativny dentifiitor modulu patriacoho do nastrom
v kordexte {§tandardny modul pouZivaria, ak udaj pochadza
- i bl | @ndstroja v kontexio) -
reiathny dulu patriaceha do moduly
v kondexte (Bandardny submodul paudivania, sk Gdaj
pochidza z ¥ kontexte)
Faktora B L
Faktar b a
e e =& . -
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. Nisuomommummm nanymam]

jedinotny identifikator nistroja; vo
 [sériovd sisio} hmmum} (Jumll&lmfhlmﬂm)

relativey u patriaceho do nastroja
v kontexta uum-nw ‘modul pouzivana, ak idaj pachddza
 nastroja v kanteste)

Jﬁ@hrww&wmaamum il
v kontaxte ($tandardny submodul pou2ivania, ak Uda)
mzm-m;

e K okamzie] nobfkAcH, nag, varovan2, meny statusu.
od.predenysubmodd
Jedinény identfikatar nistrojn, vo formate URL

# [sériovd tislo} (druh ndsroja) (dentAkitor laboratdda)

telativry identificitor modulu patraceho do ndstroja

v kontexte (Standardny modul poutivania, ak udaj pochédza
AobRVienon
relativry identifikator submodulu p:hlelho do modulu
v kontexta (Standardny submodul pou2ivania, ak udaj
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Fakior nistroja

nnmumdn.

jedinotny ant thator nastropa,
| »{énove tisko) (mn nldmju) murl-uuw faboratéria}

_Test kompenzeie” 3 prend8 cez ZalaEny subar
Nistroja z nastroja do ddtove stanice cobas® knk. Preto.
#a Priemerna hodnota systému (vypoditana na zaklade

Konroly) mé.

’mm“e

Mmmmdnm
rmnhmm) :

relativry idertificator submodulu patriaceho da moduly
¥ Keontaxte uumwﬁmmm«am ak udaj
pochiza z modulu v kontexte)

Definované na analyzatore

8 Kontakt pre otazky ochrany udajov v spoloénosti Roch

Otazky 2 ky j& moZné
Rcﬁ:-pre Siuzbu na dialku-

' na osobu

i za echranu Gdajov spoloénosti

Prosim, posite dotazy na ,rotkreuz nsslalu@rocha com’

Poznamka: Pot

‘rhiaval zavedené postupy pre dotazy
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9 Glosar

Infrastruktira Axeda / sG€ast’ infrastruktiry Sluiby na dialku
Softvér a Hardvér potrebny pre poskytovanie nasledovnjch siudieb:

« Zdiefanie obrazovky vratane moniterovania brany

+ E-kni2nica; e-Pl a e-BC stahnutie do cobas® link a nastrejov (ve viveji)

» ZhromaZdovame monitorovacich udajov z cobas® link a nastrojov (ve vjveji)
Axeda ServiceLink / Axeda Enterprise Server

ServiceLink je webova aplikacia front-end servera Axeda Enterprise Server, Uivatel mée nadit
ana dialku pripojt’ vzdialené aktiva zo Sameeunk Axeda Enterprise je back-end Axeda
Servicelink Tento y server zh ava a podava Udaje vygenerované agentmi
Axeda Agents. Zahazpeeujn aplikacie, ktoré sa pout{vaju na zdielanie obrazovky. monitorovanie

@ zariadenia na cdstrafiovanie porlch

Servery Axeda Global Access (GAS)

Servery GAS sa nachadzaju v rdznych oblastiach sveta pre zabezpedenie spojenia madzi klientom
a DMZ (produkt Axeda) Viaceré servery sa pouZivajl na ziepSenie vikonu spojenia

Axeda (Gateway) Agent

Softvérovy komponent Axeda pracujic na strane kilenta - je protistrancu pre Axeda Servicelink na
strane sefvera Agent Axeda Gateway Agent je beZne dodavana verzia, pricom Roche Vanilla Agent
je na miefu prispdscbena verzia pre Roche

Prehliadaé Axeda Desktop Viewer

Prenliadaé Axeda Desktop je softvér inej firmy pre impler
zo strany UitraVNC  Je to kbent na zdiefanie obrazovky pre Axeda Desktop Server

Axeda Desktop Server

Axeda pre stretnuti so zdiefanim obrazovky, je to prispdsobena
muemunlm UltraVNC. Tento komponent be2i na aktivach Axeda, napr na nastrojoch Roche

E-knitnica cobas®

Datavy archly napr. na cobas fink, Gei analyzy, iua QC, kisty Kientav
a Gdaje ditatelné pre nastroj pre sa bud pomacou siefovej
kanektivity alebo indtalaciou CD e-kniZnice v pravidelnjich infervaloch

cobas® link

cobas link je systém brany vyrobeny na zakazku zo strany Roche Diagnostics, zabezpeduje
bezpedéné spojenie na dialku pre prenes dét medzi sietou kiienta a ﬁrermm sietou Roche
Podporuje niekolko pripadov pouZitia, ako si a zobr

udajov e-kniZi cobas, prenos udajov a sl alwdeshn&cla pre zalohovanie

connect 2
connect 2 e systém brany (hardvér) vyrobeny na zakazku zo strany Roche Diagnostics, zabezpeduje
‘bezpedné spojenie na dialku medz firemnou sietou Roche a laboratonam kiienta Connect 2

prepaja server Axeda Enterprise Server na jedne strane s agentam Roche Vanilla Agent / klientskym
softvérom Axeda na strane kiienta

(5] wrana 17
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Sluzba na dialku / Infradtruktdra Sluzby na dialku

Siuzba na diafku j& giobaina piatforma pre vimenu Gdajov medzi ieSemami diagnostického systému
na strane kiienta a Roche Diagnostics

Datovy sklad Sluzby na dialku (RSDW)

Datovy skiad SluZby na dialku je doéasné sldadmme dat ( (XML) pre prenesend Gdaje nastroja
(napr i ieta pre ostatné obehodné
aplikacie Roche.

Softvérova brana
Podrobné informacie najdete v éasti Roche Vanilla Agent
TeleService-Net (TSN) / predo3lé infrastruktara Sluzby na dialku
Softvér a Hardvér potrebny pre poskytovanie nasledavnjch sluzieb

* e-kniznica cobas (e-P| a e-BC stiahnuté do cobas® link a nastrojov)

» Zhroma2dovanie menttorovacich ddajov z cobas® link a z nastrojov

Vo3 wirana 19
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FortiGate 40C firewall

Firewall zvoleny spoloénostou Reche na poulitie v laboratérisch kiienta. Firewall FortiGate 40C
j& mozné nanstalovat v kombinaci s cobas® link a zaroved je overeny pre isté systémy

Elektronicky Ciarovy kod (e-tiarovy kéd / e-BC / Udaje &itatelné pre nastroj/ IRD)
Elekironicka datova poiozka, kiora sa stahuje do nastroja cez infrastruktiru SluZby na dialku.
Subory kodu v P pre nastroje na spracovanie analyz e-BC
prenada rovnaké Gdaje do sy cobas®, &o sa zabezpeduje nape do systémav Hitachi Modular

cez pr & harky yoh kodov a skenerom yoh kodov
Elektronicky Pribalovy letak (e-P| / Udaje Gitatelné pre tloveka / HRD)

Zostava stborov PDF, kitora nahradzuje pap! & letaky zostav datové typy sU harky
o metédach, harky s ciefovymi hodnotami, listy klientov, déle2ité poznamky, atd. Tieto sUbory je
mozZné precitat a su vytiatené z e-kni2nice cobas® na cobas® link

Hardvérova brana
Pozn podrobné Udaje o cobas® link alebo connect 2
Osobné Gdaje

Osobné tdaje sU napr citlivé klientske udaje, zdravotné Udaje pacientov, Udaje o dodavatefoch

a zamestnancoch, ostatné osobné udaje. Pozr Smernicu EL 95/46/ES ¢ ochrane tidajov s definiciou
asobnych Gdajov na

pcAnywhere

Softvér inej firmy na zdielfanie obrazovky (pou2ivany zo strany predosie] infrastruktary SiuZby na
diafku a infradtruktlry Axeda)

RANGE (Basic)
RANGE je sluzba IT pristupu na dialku Pomacou siu2by RANGE ulivatelia maZu pﬂswpovar k sueﬂ
Roche takmer 2 kaZdého potitata vratane potitatov COE, Eov v
a z osobnych potitalov pomocou adresy Nawmwslu!hvppahehne
overemie s 2 faktormi
Roche Connectivity Layer (RCL)
Sofivér instalovany na cobas® link umodfiuje 8 Sluzby na
dialky.
IT infrastruktura Roche
Termin IT Roche' m uta Roche Této 2
viak pokryva len infradtruktiry Slu2by na dialku a Axeda
Roche Vanilla Agent (RVA)
Softvér ¥ na joch preé umoZnenie komunikacie do infrastruktlry Roche
Axeda Roehe Vanilla Agent zahﬂ'\a Axeda Agent, Axeda Desktop Server a Deployment Utility

G utilitu) RVA je verzia agenta Axeda Agent, zabezpecuje slu2by na dialku

.mima rozsahu', ktoré s prispdsobené potrebdm Roche Diagnostics
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