Roche Slovensko, s.1.0.

Zmluva o najme lekarskych pristrojov
(dalej len ,, Zmluva®)

uzavretd podla § 663 a nasl. zdkona 40/1964 Zb.
Obciansky zakonnik v zneni neskorsich predpisov
(dalej len ,,Obciansky zikonnik™) medzi zmluvnymi

stranami:

Roche Slovensko, s.r.o0.

Sidlo: Pribinova 7828/19, Bratislava - mestska ast
Staré Mesto §11 09

1CO: 35887 117

DIC: 2021832087

IC DPH: $K2021832087

Privna forma: spolocnost s ru¢enim obmedzenym
Zapisand: v obchodnom registri Okresného sidu
Bratislava I, oddiel Sro, vlozka ¢. 31845/B

Bankové spojenie:

Roche Pharmholding B. V., Beneluxlan 2A, 3446 GR
Woerden, Holandsko

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

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

V mene ktorej konajui Joao Pedro Correia Carapeto,
prokurista a Ing. Zuzana Cumovi, prokuristka

(dalej len ,,prenajimatel”)
a

Narodny onkologicky tstav p.o.

Sidlo: Klenovi 1, 83310 Bratislava

1CO: 00 165 336

DIC: 2020830108

IC DPH: SK2020830108

Privna forma: Prispevkova organizicia

IBAN: SK5881800000007000281748

SWIFT: SPSRSKBA

V mene ktorej kond:

Ing. Toma§ Alscher, MPH - generalny riaditel
prof. MUDr. Juraj Pechan, CSc. - medicinsky riaditel

Rental Contract on Medical Devices

(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
(hereinafter referred as to be the “Civil Code™), by and

between:

Roche Slovensko, s.r.o.

Registered Office: Pribinova 7828/19, Bratislava -

mestskd ¢ast Staré Mesto 811 09

Company 1D: 35 887 117

Tax 1D: 2021832087

VAT ID: SK2021832087

Legal form: limited liability company

Registered in: The Commercial Register held with
the District Court of Bratislava I, Section Sro, File

No. 31845/B

Bank information:

Roche Pharmholding B.V., Beneluxlan 2A, 3446 GR

Woerden, Netherlands

Bank: Deutsche Bank AG, Taunusanlage 12, 60325

Frankfurt am Main, Germany

IBAN (EUR):  DE07 1207 0070 0010 0800 00

SWIFT: DEUTDEFFVAC, payment method: SEPA

Represented by: Jodo Pedro Correia Carapeto, proxy

holder and Ing. Zuzana Cumovd, proxy holder

(hereinafter referred to as the “Lessor”)
and

Nirodny onkologicky ustav p.o.

Registered Office: Klenovd 1, 83310 Bratislava
Company ID: 00 165 336

Tax ID: 2020830108

VAT ID: SK2020830108

Legal form: contributory erganization

IBAN: SK5881800000007000281748

SWIFT: SPSRSKBA

Represented by:

Ing. Tomas Alscher, MPH - general director

prof. MUDT. Juraj Pechan, CSc. - medical director

Roche Slovenskao, s.r.o. Ing. Zuzana Cumova
Diagnostics Division
Pribinova 7828/19, Bratislava -

mestska éast Staré Mesto 811 09 Compliance Officer

zuzana.cumova@roche.com
Head of Legal, Regulatory, Quality and Safety

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



(dalej len ,ndjontca”)

(dalej spoloéne len ako ,zmluvné stramy” alebo

jednotlivo ako ,zmluvnd strana®)

1.6

2.1

I.
Predmet a tiéel Zmluvy

Prenajimatel sa pred nadobudnutim ucinnosti
tejto Zmluvy stane vyluénym vlastnikom dvoch
BenchMark Ultra s
tkaninovit

lekdrskych

pristrojov

prislufenstvom  slaZiaccho  na
diagnostiku, ktorého presny technicky popis
azoznam vybavenia st uvedené v Prilohe ¢. 1
(Typovy list lekdrskeho pristroja), ktord tvori
neoddelitelntt scast tejto Zmluvy (dalej len
Jlekdrsky  pristroj”). tymto

vyhlasuje, ze bude pred nadobudnutim ucinnosti

Prenajimatel

tejto Zmluvy opravneny s lekdrskymi pristrojmi
nakladat a prenechat ich do uzivania ndjomcovi.

Vzhladom na skutoénost, e prenajimatel chce
prenechat  lekarske do
najomcovi za icelom tkaninovej diagnostiky a Ze

pristroje uzivania
nijomca ma zdujem lekdrske pristroje uZzivat,
uzatvorili zmluvné strany tiato Zmluvu.

Predmetom  tejto  Zmluvy  je  zdvizok
prenajimatela prenechat ndgjomcovi do docasného
uzivania (najmu) lekdrske pristroje Specifikované
v Prilohe &. 1 k tejto Zmluve a zdvizok ndjomcu
platit za uzivanie lekdrskych pristrojov ndjomné,

a to za podmienok uvedenych v tejto Zmluve.

Ndjomca vyhlasuje, Ze je vsilade so vietkymi
aplikovatelnymi pravnymi predpismi oprdvneny
lekdrske pristroje uzivat na dojednany tcel.

Ucelom tejto Zmluvy je uprava vzijomnych

vztahov medzi zmluvnymi stranami, ktoré

vznikaja pri najme lekdrskych pristrojov.

Po celd dobu ucinnosti tejto Zmluvy ostdvajia
lekarske pristroje vo vlastnictve prenajimatela.

11.
Ndjomné

Nijomca sa zavizuje platif za uZivanie kazdého
lekirskeho pristroja ndjomné mesacne vo vyske
100,- Euro (slovom: jeden sto Eur) bez DPH.

(hereinafter referred to as the “Lessee”)

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

1.1

1.2

1.4

1.5

2.1

I.
Subject and Purpose of the Contract

Before this Contract enters into force, the Lessor
shall become the exclusive owner of two medical
devices BenchMark Ultra and its accessories,
determined for the tissue diagnostics, which
technical specification and a list of accessories are
set in Annex 1 (Technical Protocol) forming an
inseparable part of this Contract (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 devices
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 devices for
tissue diagnostics, and the Lessee is willing to use
the medical devices, the Parties have entered into
this Contract.

The subject of this Contract is the obligation of the
Lessor to provide the medical devices specified in
Annex 1 for temporary use (rent) to the Lessee and
the obligation of the Lessee to pay rent for the use
of medical devices, everything under the conditions

stipulated in this Contract.

The Lessee hereby declares, that he is entitled to use
the medical devices 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 devices.

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

I1.
Rent

The Lessee shall pay the monthly rent for the use
each of medical device in the amount of EUR 100
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2.3

2.4

2.6

K ndgjomnému bude pripoéitand DPH v zikonom
stanovenej vyske.

Povinnost ndajomcu platit dojednané ndjomné
vznikd diom podpisu preberacicho protokolu pri
prevzati kazdého lekdrskeho pristroja nijomcom,
na ziklade ktorého ndjomca ziska lekirske
pristroje do svojej dispozicie podla ¢l. I11. bod 3.2
tejto Zmluvy. Zmluvné strany sa dohodli, Ze
ak dojde
pristrojov v pricbehu kalendarneho mesiaca, prvé
nijomné obdobie bude trvat odo dna podpisu
protokolu posledného

v pripade, k prevzatiu  lekarskych

preberacicho do
kalendarneho dna nasledujiceho kalendarneho
mesiaca a ndjomca je povinny zaplatit za toto prvé
najomné obdobie ndjomné vo vyske mesacného
nijomného podla ¢l. II. bod 2.1 tejto Zmluvy.
Ndjomné za prvé nijomné obdobie trvania ndjmu
bude fakturované k 25. dinu kalendarneho mesiaca
bol

podpisany preberaci protokol na kazdy lekdrsky

nasledujuccho po mesiaci, v ktorom

pristroj, za ktory sa ndjomné plati.

Ndjomné je splatné mesacne na zdklade faktury,
ktort vystavi prenajimatel a zasle ndjomcovi na
adresu uvedent v zdhlavi Zmluvy. Ndjomné bude
fakturované za kalendarny mesiac vidy k 25. diu

v prislusnom mesiaci, za ktory sa ndjomné plati.

Ndjomca sa zaviizuje zaplatit nijomné do 60 dni
odo dia vystavenia faktiry bankovym prevodom
na ncet prenajimatela uvedeny na faktare, pokial

sa zmluvné strany nedohodnu inak.

Zavizok nijomcu zaplatil ndjomné sa povazuje za
splneny  okamihom  pripisania  penaZnych
prostriedkov zodpovedajicich splatnému

ndjomnému na tcet prenajimatela.

Ak sa ndjomca dostane do omeskania s platenim
nijomného, prenajimatel je opravneny uplatnit si
u ndjomcu trok zomeskania vo vyike 0,03%
z dlinej sumy za kaidy aj zacaty den omeskania
s platenim najomného. Privo prenajimatela na
nahradu $kody tym nie je dotknuté.

ra
(o8]

2.4

2.6

(in words: one hundred Euro) VAT excluded. 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 each medical device by
the Lessee, subject to which the Lessee shall obtain
the medical devices to its disposal under the Art.
111. section 3.2 of this Contract. Shall the medical
devices 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 60days
from the day of issue 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

corresponding to the purchase price is credited to

soon as the amount

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 right of the Lessor for damages shall
not be affected hereby.
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3.2

I1.
Prava a povinnosti prenajimatela

Prenajimatel na zdklade tejto Zmluvy prenechiva
ndjomcovi do docasného uzivania lekdrske
pristroje vymedzené v Prilohe ¢. 1 tejto Zmluvy
po dobu trvania tejto Zmluvy aza podmienok
stanovenych v tejto Zmluve.

Ndjomca bezodkladne po zverejneni tejto
Zmluvy v stlade s ¢l 1V. bod 4.1 Zmluvy oznami
prenajimatelovi, Ze Zmluva bola zverejnend
vsilade so zdkonom a predlo#i prenajimatelovi
potvrdenie Zmluvy.
Zmluvné strany sa dohodli, Ze za pisomné

pisomné o zverejneni
predlozenie potvrdenia sa povazuje aj zaslanie
potvrdenia elektronickou postou. Prenajimatel sa
zavizuje odovzdat ndjomcovi lekdrske pristroje
spolu s dokladmi potrebnymi na ich uZivanie
vstave sposobilom na previdzku auzivanie
podla tejto Zmluvy (laboratérne uzivanie)
najneskor do 30 dni odo dia ucinnosti tejto
Zmluvy, ato v mieste sidla ndgjomcu, pokial sa
zmluvné strany nedohodni inak. O odovzdani
lekdrskych
prenajimatel a ndjomca alebo ich povereni

a prevzati pristrojov spisu
zdstupcovia preberacie protokoly, ktoré obsahuji
najmd, nie viak vylucne: vyrobné ¢islo kazdého
lekarskeho  pristroja,
a prevzatia kazdého lekirskeho pristroja do

ditum  odovzdania
uzivania, zdznam z prvej vonkajSej obhliadky
kazd¢ho lekirskeho pristroja, stpis zjavnych vad
na kazdom lekiarskom pristroji zistitelnych pri
vonkajiej obhliadke a podpisy 0sdb opravnenych
konat v mene prenajimatela a nijomcu, alebo ich
poverenych zistupcov.

Prenajimatel sa zavizuje inStalovat, resp.
zabezpedit  intaliciu  kazdého lekdrskeho

pristroja u nijomcu na svoje niklady najneskor
do 10 dni odo dna dodania kazdého lekirskeho
pristroja; dotknuta moznost

tymto nie je

sicasného  dodania  ainstalicie lekdrskych
pristrojov v ten isty den. Presny ditum dodania
ainstalicie lekdrskych  pristrojov
prenajimatel nijomcovi najmenej 3 dni vopred.
Ndjomca sa zavizuje poskytnil prenajimatelovi
potrebn( stacinnost pri instalicii lekdrskych
pristrojov, najmi poskytnif prenajimatelovi

oznami

udaje  ourenom mieste instaldcie, urdit

pracovnikov  zodpovednych za  obsluhu

.
Rights and obligations of the Lessor

3.1 By this Contract, the Lessor provides the medical
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devices specified in Annex 1 thereto for temporary
use to the Lessee for the time period of this
Contract and under the conditions stipulated
herein.

Without undue delay after this Contract is
published in accordance with Art. IV. section 4.1
thereof, the Lessee shall notify the Lessor that the
Contract has been published in accordance with the
law and shall submit the Lessor the written
confirmation on this matter. The Parties have
agreed that submit of the confirmation by e-mail is
also considered as written submission of the
confirmation. The Lessor undertakes to handover
the medical devices 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 when this Contract became effective, at latest
and to the seat of the Lessee, unless the Parties agree
otherwise. The handover of the medical devices
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 each medical
device, the date of taking over each medical device,
record from the first external inspection of each
medical device, inventory of apparent defects on
each 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 each medical device at the Lessee’s
site at his own expense and at his own risk within
10 days after the handover of each medical device
to the Lessee; the possibility of handover and
installation of the medical devices 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 devices at least three
days in advance. The Lessee undertakes to provide
necessary cooperation for the installation of
medical devices, particularly to provide necessary
information to the Lessor such as place of
of staff responsible for

installation, names
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lekdrskeho pristroja a kazdy lekarsky pristroj
prevziat do laboratornej prevadzky.

O indtalicii kazdého lekirskeho pristroja spiSu
zmluvné strany intala¢ny protokol. Prenajimatel
sa zdrovenn zavazuje zaskolit pracovnikov
najomcu, ktori budi pracovat s prenajatymi
lekarskymi pristrojmi a odovzdat ndjomcovi
nivod na pouzitie lekirskeho pristroja
vslovenskom jazyku. O zaskoleni konkrétnych
pracovnikov ndjomcu bude spisany $koliaci
protokol.

Prenajimatel sa zavizuje na vlastné niklady
poskytovat ndjomcovi po dobu acinnosti tejto
Zmluvy autorizovany servis kazdého lekirskeho
pristroja; uvedené sa vzfahuje vyluéne na
prehliadky  lekdrskych  pristrojov v zmysle
pokynov aodporiicani vyrobcu a vykonévanie
servisnych ukonov majicich povod v povahe
lekirskeho  pristroja  alebo  vyplyvajicich
zbezného opotrebenia lekdrskeho  pristroja.
Servis  lekdrskych  pristrojov  spocivajici
v odstraniovani vid kazdého lekirskeho pristroja
vzniknutych zdoévodov na strane najomcu
(najmd, nie viak vylu¢ne porudenim povinnosti
ndjomcu podla ¢l. IV. tejto Zmluvy), vritane
nihodne vzniknutych vid (napriklad 3koda
vzniknutd  vodou zvodovodného potrubia,
elektricky skrat a pod.), bude uskuto¢iovany na
niklady ndjomcu podla aktuilneho servisného
cennika prenajimatela.

Ndjomca je povinny ozndmit vadu kazdého
lekirskeho pristroja alebo potrebu vykonat iny
servisny ikon na kazdom lekarskom pristroji bez
zbyto¢ného odkladu po jej zisteni na &.:

0800 500 630 - laboratdrne pristroje,

0800 500 633 - tkanivova diagnostika,

0800 500 634 - molekulirna diagnostika
a veda/vyskum,

0800 500 632 - automatizaciaa IT,

0800 500 631 - HosPoc,

inak zodpoveda prenajimatelovi za $kodu, ktord
nesplnenim  tejto  povinnosti na  kazidom
lekdrskom pristroji vznikla. Ndjomca ozndmi
prenajimatelovi popis a dovod vzniku vady alebo
potreby vykonat servisny tikon.

Prenajimatel je povinny zabezpecil servisncho
technika do 2 pracovnych dni od nahldsenia vady
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3.6

3.7

operating each medical device and finally take each
medical device into laboratory operations.

The installation of the medical devices 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
devices and shall provide them with the operation
manual in Slovak language. Training protocol shall
be drawn up by the Partics.

During the term of this Contract, the Lessor shall
provide, at its own costs, the Lessee with authorized
service of each rented medical device. The
obligation of the Lessor under this section shall
apply exclusively to inspections of the medical
devices in accordance with the instructions and
recommendations 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 devices consisting in removal of
defects on each medical device attributable to the
Lessee (including, but not limited to breach of
obligations of the Lessee under Art. [V. 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.

The Lessee is obliged to notify the Lessor 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

on the defect on medical device or on the necessity
to carry out the service on each medical device
without undue delay after he has found it out,
otherwise the Lessee shall be liable for damage
caused on each medical device due to the failure to
comply with this obligation. The Lessce 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




alebo potreby vykonat iny servisny ukon.
Servisny technik je povinny odstrinif vadu alebo
uskutocnit iny servisny utkon na kaidom
Ickarskom  pristroji v primeranej lehote
v zivislosti od zdvaznosti vady alebo servisného
tikonu a s odbornou starostlivostou. Ak nedojde
k odstrineniu vady alebo vykonaniu servisné¢ho
zasahu do 3 pracovnych dni od nastupu
bude  prenajimatel
v nasledujocom mesiaci fakturovat najomcovi
nijomné znizené o alikvotnu ciastku za kazdy
den nasledujuci po uplynuti lehoty 3 pracovnych

servisného technika,

dni od néastupu servisného technika, v ktorom
neboli lekdrske pristroje v previdzke. Uvedené
lehoty androky ndjomcu sa nevzfahuji na
odstranovanie vad vzniknutych z dovodov na
strane ndjomcu, vritane nihodne vzniknutych
vid. Prenajimatel nezodpoveda za $kodu, ktori
vznikne nijomcovi v dosledku toho, ze lekirske
pristroje nie si po dobu odstrafiovania vady

a/alebo  uskutocinovania  servisného  1dkonu
v prevadzke.
V.
Priva a povinnosti nijomcu
Ndjomca je povinny bezodkladne Zmluvu

zverejnit v stilade so zdkonom & 546/2010 Z.z.,
ktorym sa doplina zikon . Obéiansky zikonnik
v zneni neskordich predpisov a ktorym sa menia
a doplinaj nicktoré zakony.

Ndjomca je povinny vykonat prehliadku kazdého
lekirskeho pristroja pri jeho prevzati a oznamit
prenajimatelovi vietky jeho zistené zjavné vady.
Prenajimatel nezodpovedi za zjavné vady, ktoré
ndjomca mohol zistit alebo zistil pri prehliadke
a prengjimatelovi  ich  neozndmil,  najmi
odstrinenie takychto vad sa uskuto¢ni na niklady

ndjomcu.

Ndjomca je povinny vykonat prehliadku kazdého
lekarskeho pristroja vzhladom na jeho funkénost
a sposobilost na uzivanie na dojednany uéel bez
zbytoéného odkladu po instaldcii lekdrskeho
prenajimatelom.
nezodpovedi za vady, ktoré nijomca mohol zistit
pri

a prenajimatelovi

pristroja Prenajimatel

takejto  prehliadke alebo  ich  zistil

ich  neozniamil,  najmi
odstrianenie takychto vid sa uskuto¢ni na niklady

najomcu

4.1

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 each 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 operation within
3 working days after the turn out of the service
technician, the
subsequent month the rent decreased by aliquot
amount for each day following the lapse of 3

Lessor shall invoice in the

working days period in which the medical devices
have 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 devices are not running appropriately fora
period of removing the defect.

V.
Rights and obligations of the Lessee

The Lessee shall be obliged to publish the Contract,
without undue delay, in accordance with Act no.
546/2010 Coll. on amendment of Civil Code, as
amended and on complement and amendment of
some other acts,

The Lessee shall be obliged to provide the
inspection of each 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 each medical device as to ils
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.




4.7

4.10

4.11

Prenajimatel ostiva po dobu trvania ndjmu
vlastnikom  lekdrskych  pristrojov,  pricom
ndjomcovi nevznikd  akékolvek  privo  na

nadobudnutie lekdrskych pristrojov do jeho

vlastnictva.

Vietky zmeny ohladne kazdého lekdrskeho
pristroja, najmi pokial ide o miesto initalicie
a pripojenie na iné pristroje a zariadenia, si
vyzaduju pisomny
prenajimatela.

predchadzajuci stihlas

Nédjomca sa zavizuje kazdy lekdrsky pristroj
riadne uzivat na iéel dohodnuty v tejto Zmluve, je
kazdy
lekirsky pristroj chranit pred poskodenim,

povinny  sodbarnou  starostlivostou

odcudzenim, znehodnotenim, stratou a/alebo
zni¢enim. Ndjomca nesmie bez predchidzajiceho
pisomného stihlasu prenajimatela uskutocnif na

lekdrskych pristrojoch ziadne zmeny alebo zisahy.

Nijomca je povinny zabezpecif, aby kaidy
lekarsky pristroj obsluhovali amali knemu
pristup len ktoré  boli

oprivnené osoby,

zodpovedajlicim sposobom zaskolené.

Nijomca je povinny bezvyhradne dodrziavat
pokyny prenajimatela a/alebo vyrobcu lekdrskych
pristrojov. ohladne

udrzby  a pouzivania

lekdrskych pristrojov.

Nijomca je povinny umoznit prenajimatelovi na
kedykolvek ku
kazdému lekdrskemu pristroju.

poziadanie pristup

Ndjomca nesmie prenechat lekdrske pristroje na
uZivanie inej osobe, ani ho zatazit, dat ako ziloh ¢i
zaruku, bez predchiddzajiceho pisomného sihlasu
prenajimatela. Pri porudeni tohto zikazu je

prenajimatel opravneny od Zmluvy odstipit.

V pripade vzniku $kody na kaidom lekirskom
pristroji vdosledku poskodenia, odcudzenia,
straly, znicenia alebo inej $kody na kaidom
lekdrskom pristroji sa ndjomca zavizuje nahradit
prenajimatelovi vzniknutd $kodu. Vzhladom na
uvedené sa ndjomcovi odporica, aby pre ticto
pripady dojednal zodpovedajice poistenie. Vyska
poistného plnenia zo strany prisluinej poisfovne
viak nemd vplyv na vysku nahrady Skody voci
prenajimatelovi. Prenajimatel $kodu vy¢isli a v jej

4.6

4.7

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

Any changes regarding ecach 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 each medical device
properly and for the purpose under this Contract
and protect each medical device 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 each 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 devices
producer regarding the maintenance and use of
medical devices.

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

4.10 The Lessee shall not leave medical devices for use

to 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.

4.111In the event of damage to each medical device as a

result of damage, theft, loss, destruction or other
damage to each 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 quantify
the amount of damages and issue and invoice. In
case of total loss, the maximum value of each




vyske vystavi faktiru, Pre pripad totdlnej $kody sa
kazdého
lekirskeho pristroja 53.320,-  Euro (slovom:
patdesiattritisic tristodvadsat Euro) bez DPH.
Vycislena $koda bude tmerni poskodeniu
kazdého lekdrskeho pristroja ajeho skutocnej

stanovuje  maximdalna  hodnota

aktuilnej  hodnote  zniZenej o hodnotu

amortizdcie.

Ndjomca plne zodpovedi za $kody spésobené

lekirskymi  pristrojmi  a/alebo v stvislosti
s prevadzkovanim lekdrskych pristrojov tretim
osobdm alebo na majetku ndjomcu. Tymto nie je
dotknutd

prenajimatela za $kodu podla zikona &. 294/1999

zodpovednost  vyrobcu  a/alebo
Z. 2. ozodpovednosti za Skodu spOsobenu
vadnym vyrobkom v zneni neskorsich predpisov.

Prenajimatel méze pozadovatl vritenie kazdého
lekirskeho pristroja pred uplynutim doby, na
ktori je tito Zmluva uzavretd, ak nijomca neuziva
lekdrske pristroje riadne (¢l. [V. Zmluvy) alebo ak
ich uziva v rozpore s ucelom Zmluvy.

Porusenie povinnosti ndjomcu  stanovenych
v tomto clinku Zmluvy sa povazuje za podstatné
porusenie Zmluvy.

V.
Trvanie a skoncenie Zmluvy

Tato Zmluva sa uzatvira na dobu uréitd, a to na
2 roky odo dna padpisu tejto Zmluvy oboma
zmluvnymi stranami,

Tito Zmluva zanika iba:

a) uplynutim doby, na ktorti bola dojednani;

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

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

d) vypovedou ktorejkolvek zo zmluvnych strin
z akéhokolvek dovedu alebo bez uvedenia
dovodu so 3 - mesacnou vypovednou dobou,
ktord zacina plynat prvy dei kalendarneho

n
ta

medical device is in the amount of EUR 53 320(in
words: fifty-three thousands three hundred twenty
Euro) VAT excluded. The calculation of damages
will be proportional to the damage to each medical
device and its current actual value, net of
depreciation value.

4.12The Lessee is fully liable for damages caused by

medical devices, and / or in connection with the
operation of the medical devices 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.

4.13The Lessor is entitled to demand return of each

medical device before the end of the Contract if the
Lessee is not using medical devices properly (Art.
[V. of the Contract), or is using them contrary to
the purpose of this Contract.

4.14 Violation of the Lessee’s obligations laid down in

this Article shall be considered a substantial breach
of Contract.

V.

Term and Termination of the Contract

This Contract is concluded for a definite time
period of 2 years from the date of its signing by
both Parties.

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;

c) 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
for any reason whatsoever or without giving
a reason, with a 3-month notice period,
commencing on the first day of the calendar




5.3

5.5

mesiaca nasledujiiceho po mesiaci, kedy bola
vypoved jednej zmluvnej strany dorucend
druhej zmluvnej strane.

Prenajimatel je opriavneny odstipit od tejto
Zmluvy v pripadoch uvedenych vzikone a
viedy,

ak:

a) ndjomca je
faktiry, ktorou bolo vyuctované nidjomné,
dlhsie ako 30 dni po dni splatnosti faktary;

kazdého

vomeskani so zaplatenim

b) niajomca umoini uZivanie

lekdrskeho pristroja  inej osobe, alebo

lekarske pristroje zatazi bez

predchadzajiceho  pisomného  suhlasu
prenajimatela;

¢) ndjomca neuziva lekirske pristroje riadne
(cl. IV. Zmluvy) afalebo v silade s acelom

vymedzenym v tejto Zmluve,

Nijomca  je  oprivneny  odstipit  od
Zmluvy vtedy, ak sa lekdrsky pristroje pocas
trvania ndjomného vztahu znicia alebo stant
neupotrebitelnymi  bez zavinenia ndjomcu
a prenajimatel nemoéze poskytnit  nahradné
lekirske pristroje a/alebo odmietne poskytnit
ndhradné lekdrske pristroje.

Odstipenim  od Zmluvy ktoroukelvek zo
zmluvnych strin nezanikd povinnost najomcu
zaplatif za uzivanie kazdého lekérskeho pristroja
ndjomné pred Gcinnostou odstipenia, ako ani
nirok prenajimatela na ndhradu $kody alebo na
trok z omeskania, ktoré¢ vznikli pred aé¢innostou
odstpenia od Zmluvy. Zmluvné strany sa
dohodli, Ze pre pripad odstiipenia od Zmluvy nie
st povinné vracat si plnenia poskytnuté druhej
zmluvnej strane pred ucinnostou odstipenia od

Zmluvy.

V pripade skonéenia tejto Zmluvy akymkolvek
sposobom a z akéhokolvek dévodu je ndjomca
kazdy

prenajimatelovi v stave, vakom ho prevzal

povinny  vratit lekirsky  pristroj
s pribliadnutim na be?né opotrebovanie a bez
zbytotného odkladu. Kazdy lekdrsky pristroj
bude odinstalovany prenajimatelom, k ¢omu je
ndjomca povinny prenajimatela vyzvat. Ndgjomca
je povinny umoZnit prenajimatelovi pristup
k lekdrskym jeho

pristrojom  za uéelom

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

5.3 The Lessor shall have the right to withdraw from

5.4

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 each medical device for
use to another person, or uses medical
devices as a collateral of guarantee without
the prior written consent of the Lessor;

c) the Lessee is not using medical devices
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 devices become unusable or
destroyed through no fault of the Lessee and the
Lessor cannot provide a replacement of medical
devices or refuses to provide a replacement of
medical devices.

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 each 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.
Each medical device shall be uninstalled by the
Lessor. The Lessee shall be obliged to invite the
Lessor to uninstall each medical device. The
Lessee is obliged to allow the Lessor the access to
the medical devices for the purpose of uninstalling




5.7

6.1

6.2

odinitalovania kedykolvek v pracovnych dnoch
v beznych pracovnych hodinich na ziklade
predchiadzajicej dohody. Zmluvné strany sa
dohodli na uplatneni zmluvnej pokuty v pripade
situdcie uvedenej nizsie. Ak lekarske pristroje po
skonceni  tejto Zmluvy nebuda  vrdtené
prenajimatelovi najneskér do 14 dni odo dna
skonenia Zmluvy, ndjomca je povinny platit
prenajimatelovi zmluvni pokutu za kazdy zacaty
den omeskania s vratenim kazdého lekarskeho
pristroja vo vyske zodpovedajucej alikvotnej
casti mesa¢ného ndjomného pripadajicej na
kazdy den omeskania. Privo prenajimatela na
nihradu skody nie je zaplatenim zmluvnej
pokuty dotknuté.

Pred uplynutim dojednanej doby ndjmu alebo
pri skonceni tejto Zmluvy dohodou sa zmluvné
strany  zavizuji  vdobrej viere rokovat
o predizeni doby najmu alebo o pripadnom
odkuapeni  kazdého  lekdrskeho  pristroja
ndjomcom za podmienok, ktoré si zmluvné
strany dohodni; toto ustanovenie nezakladd
povinnost prenajimatela predizit dobu trvania
ndjmu alebo predat ndjomcovi lekarske pristroje,
ani povinnost najomcu pozadovat predizenie
doby ndjmu alebo odkupit lekirske pristroje.

VI
Ddéverné informicie a povinnost micanlivosti

Zmluvné strany sa zavizuji, Ze budu
zachovivat obchodné tajomstvo druhej
zmluvnej strany a mlcanlivost o dévernych
informidciach a zabezpecia, Ze takdto povinnost
bude vrovnakom rozsahu zavizovat aj ich
zamestnancov,  obchodnych  azmluvnych
partnerov a/alebo spolupracujice tretie osoby.

Dovernymi informdciami sa pre ucely tejto
Zmluvy rozumejii najmi tito Zmluva ajej
prilohy, podmienky spoluprice zmluvnych strin
a vietky informidcie, ktoré boli poskytnuté
jednou zmluvnou stranou druhej zmluvnej
strane v suvislosti s plnenim tejto Zmluvy, alebo
ktoré sa zmluvnej strane stali inak zndme a to
najmi, nie viak vylu¢né, odborné a obchodné

informécie o produktoch prenajimatela.

6.1

6.2

at any time on weekdays during normal office
hours, under previous agreement. The Parties
agreed that should the situation herein below
occur, the contractual penalty shall apply. Shall
the medical devices 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 each 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 devices, nor
the obligation to the Lessce for an extension of
rent or purchase of the medical devices.

VL
Confidential Information and Confidentiality
Obligation

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 cluployees.
business and contracting partners and/or
cooperating third parties.

For the purposes of the Contract, confidential
information shall be understood, in particular, the
Contract and its Annexes, the terms and
conditions of the cooperation between the Parties
and 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 Dbusiness
information relating to the products of the Lessor.




6.3

6.4

6.5

6.6

Zmluvné strany sa najmi zavizuji, ze daverné
informdcie neoznimia ani inak nespristupnia
tretim osobdm, nezverejnia, ani nepouiji
doverné informicie inak ako na uéely plnenia
svojich zdvizkov avykonu svojich prav podla
tejto Zmluvy. Uvedené sa netyka poskytnutia
dovernych informécii  externym  poradcom
zmluvnej strany ani spolupracujicim tretim
osobim za podmienky, Ze tieto osoby budi
takticz zaviazan¢ mlcanlivostou na zdklade
zikona alebo osobitnej zmluvy.

Povinnost mlcanlivosti podla tohto ¢lanku trvi
aj po skonceni tejto Zmluvy bez casového
obmedzenia.

Vyslie uvedené povinnosti sa nevzfahujii na
povinnost poskytnit chrinené Gdaje a déverné
informdcie orgdnom verejnej spravy na ziklade
zdkona alebo privoplatného rozhodnutia siudu
alebo in¢ho orginu verejnej spravy. Takito
skutocnost povinna zmluvna strana neodkladne
pisomne oznimi druhej zmluvnej strane.
Zmluvnd strana, ktord md takto déverné
informécic poskytnat, je viak povinni vyuzit
vietky  existujice  prostriedky  vsilade
s praivnymi predpismi na odmietnutie alebo
obmedzenie  oznamenia a spristupnenia
dovernych informacii.

Prenajimatel sihlasi s tym, Ze ndjomca zverejni
tito Zmluvu, jej dodatky a faktary suvisiace so
Zmluvou na webovej strinke ndjomcu av
Centrdlnom registri zmliv vedenom Uradom
vlidy Slovenskej republiky v silade so zikonom
¢. 546/2010 Z. z, ktorym sa doplna zikon
Obciansky  zikonnik  vzneni neskortich
predpisov aktorym sa menia adoplnaji
nicktoré zikony. V silade s § 5a ods. 4 v spojeni
5 § 10 zdkona ¢. 211/2000 Z. z o slobodnom
pristupe kinformdcidm a o zmene a doplneni
niektorych  zikonov  vzneni  neskordich
predpisov  nijomca ako povinna osoba
nezverejni Prilohu ¢. 2 tejto Zmluvy - Manual
poskytovania  sluzby Teleservis aochrany
udajov, ktord predstavuje obchodné tajomstvo
prenajimatela.

6.3

6.4

6.5

6.6

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
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
scparate 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 thercof. 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 to the Contract 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 no. 546/2010
Coll. on amendment of Civil Code, as amended
and on complement and amendment of some
other acts. In accordance with § 5a sec. 4 in
conjunction with § 10 of Act no. 211/2000 on Free
access to information as amended, the Lessce shall
notdisclose Annex no. 2 of the Contract - ROCHE
Teleservice and Data Protection Manual, which

constitutes a trade secret of the Lessor.




6.7

7.1

7.2

7.3

Kazda zmluvna strana zodpovedd druhej
zmluvnej strane za $kodu sposobentt porudenim
povinnosti mlcanlivosti.
VIL.
Ochrana osobnych udajov
Zmluyné  strany  potvrdzuji,  Ze cielom
autorizovaného servisu a ani injch sluzieb

poskytovanych prenajimatelom najomcovi nie je
spracovanie osobnych adajov pacientov ndjomcu
nachadzajicich sa v kazdom lekarskom pristroji
prenajimatelom pre nijomcu v zmysle nariadenia
Eurépskeho parlamentu a Rady (EU) ¢. 2016/679
z27. aprila 2016 o ochrane fyzickych osob pri
spractvani osobnych udajov a o volnom pohybe
takychto udajov, ktorym sa zruduje smernica
95/46/ES (vieobecné nariadenie o ochrane tidajov)
(,GDPR®) a zikona ¢. 18/2018 Z.z. o ochrane
osobnych udajov a o zmene a doplneni nicktorych
sikonov, vrozsahu jeho posobnosti (,Zikon
o ochrane OU") (prisluind pravna Gprava dalej len
»Predpisy na ochranu OU*). Zmluvné strany viak
berd na vedomie, Ze poskytovanim sluZieb
autorizovaného servisu podla ¢lanku IL odsck 5
tejto Zmluvy moie dojst k spracivaniu takychto
osobnych udajov prenajimatefom pre ndjomcu a
pre tento tcel sa strany rozhodli upravit vzajomné
prava a povinnosti v tomto clanku Zmluvy.

Prenajimatel berie na vedomie, Ze nijomca, ako
previdzkovatel, spraciva vzmysle Predpisov
naochranu OU, osobné udaje pacientov ako
acelom  poskytovania

dotknutych osob  za

zdravotnej  starostlivosti, ~ pricom pravoym
zakladom spractvania tychto osobnych udajov
ndjomcom je nevyhnutnost splnenia zdkonnych

povinnosti ndgjomcu podla osobitnych predpisov na

tscku  poskytovania  zdravotnej starostlivosti
platnych  aac¢innych  na tizemi  Slovenskej
republiky.

Pre pripad spraciivania osobnjch idajov pacientov
prenajimatelom v mene najomcu, nijomca touto
Zmluvou poveruje prenajimatela, v sulade s
ou,
osobnych

platnymi Predpismi  na  ochranu ako

sprostredkovatela, na spractivanie

6.7

7.1

7.3

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 Lessce includes
processing of personal data of the Lessce’s
patients located in cach medical device by the
Lessor on behalf of the Lessee pursuant to the legal
regulation  of  personal data  protection,
particularly the Regulation of the European
Parliament and of the Council (EU) 2016/679 of
27 April 2016 on the protection of natural persons
with regard to the processing of Personal data and
on the free movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation) (“GDPR”), and the Act No. 18/2018
Coll. on Protection of Personal Data and On
Amendment and Supplement of Certain Acts, to
the extent applicable (“Data Protection Act”) (the
respective legal regulation hereinafter referred to
as the “Legal Regulation of Personal Data
Protection”). However, the Parties acknowledge
that the performance of authorized service under
article 111 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, surnanie,




7.4

7.5

7.6

tdajov pacientov najomcu ako dotknutych osob
vrozsahu [meno, priezvisko, rodné cislo, ddtum
narodenia, tidaje tykajiice sa zdravia, inych
osobnych tidajov nachddzajicich sa v lekdrskom
pristroji], ato vylutne formou [prehliadania
a likviddcie] osobnych tidajov. Uéelom spraciivania
udajov ako
prevadzkovatelom,

osobnych ndjomecom,

je riadne  poskytovanie
zdravotnej starostlivosti pacientom zo strany
nijomcu. Prenajimatel, ako sprostredkovatela, je

viak opriavneny spracuvat osobné udaje iba pre

acely avsuvislosti s poskytovanim  sluzieb
autorizovan¢ho  servisu  podla  tejto Zmluvy.

Osobné tdaje pacientov ndjomcu st spraciivane
automatizovanym sposobom.

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

Nijomca vyhlasuje, Ze pri vybere prenajimatela ako
sprostredkovatela dbal na jeho odbornu, technickq,
organizaénit a persondlnu sposobilost a jeho
schopnost  zarudit

bezpecnost  spracavanych

osobnych tidajov v kazdom lekiarskom pristroji.

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

a) spractivat osobné udaje

zdokumentovanych  pisomnych  pokynov
ndjomeu, ato vsilade sclinkom 28 ods. 3
pism. a) GDPR, pricom podpisanie tejto
Zmluvy Zmluvnymi stranami sa povazuje za
takyto pokyn ako aj za jeho udelenie
ndjomcom prenajimatelovi;

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

¢) prijat a vykonat primerané technické a

organizaCné opatrenia na zaistenie primeranej

urovne bezpednosti so zretefom na najnoviie
poznatky, niklady na vykonanie opatreni,
povahu, rozsah, kontext a 1ucel spractivania
osobnych ddajov a riziki s roznou
pravdepodobnostou a zdvaznostou pre priva
fyzickych osob, a to v stlade s Predpismi na
ochranu OU, najmi clankom 28 ods. 3 pism. ¢)

7.4

7.5

7.6

birth identification number, date of birth, data
concerning health, other personal data located in
the Analytical Instrument], by the means of
[reviewing and deletion] of personal data. The
purpose of the processing of personal data by the
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 data of the Lessec’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 each medical device.

The Lessor as the data processor is obliged in
accordance with the Legal Regulation of Personal
Data Protection:
a) to data only
documented written instructions from the

process personal under
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;

c) 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




d)

e)

g)

h)

GDPR;

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

ihned po ukonceni zdvizkovo-privneho
vztahu podla tejto Zmluvy aodinstalovani
kazdého lekdrskeho pristroja, vymazat osobné
tdaje pacientov ndjomcu, ako dotknutych
nosica kazdého
avymazal akékolvek

0sob, z pamitového
lekirskeho pristroja
existujtice kopie, ktoré obsahuji osobné udaje
a ktoré ma prenajimatel k dispozicii, v sulade s
Predpismi na ochranu OU. Vymaz osobnych
kazdého

lekdrskeho pristroja sa uskutodni efte predtym

udajov  z pamifového  nosica
ako kazdy lekdrsky pristroj opusti miesto jeho
initaldcie u ndjomcu, s vynimkou pripadu, ked
je kazdy lekdrsky pristroj na zaklade ziadosti
ndjomecu  premiestneny na iné pracovisko

nijomeu;

zabezpecit, aby sa osoby opriavnené spracivat
osobné ndaje na  ziklade  poverenia
sprostredkovatela  zaviazali, Ze zachovaji

dovernost poskytnutych informdcii;
poskytnut ndjomcovi informdcie potrebné na
preukazanie splnenia povinnosti podla ¢lanku
28 GDPR a poskytnif su¢innost v ramci auditu
ochrany osobnych tdajov, vritane kontroly zo
strany ndjomcu alebo auditora povereného
ndjomcom v stlade a vrozsahu podla ¢linku
28 ods. 3, pism. h) GDPR;

v stvislosti s povinnostou podla pism. g)
vyssie, bezodkladne informovat ndjomcu, ak
podla ndzoru prenajimatela pokyn nijomcu
porusuje nicktory Predpis na ochranu OU.

7.7 Zmluvné strany sa zavizuji, Ze pri spracovani

osobnych

adajov  dotknutych  osob  budd

postupovat podla platnych Predpisov na ochranu

OU. Ndjomca, ako previdzkovatel, vykond vietky

informacné povinnosti voci dotknutym osobiam

podla Predpisov na ochranu OU, ak sa to vyZzaduje.

Zaroven prenajimatel, ako aj nijomca budi viest

zéznamy o spracovatelskych ¢innostiach v stlade

s ¢lainkom 30 GDPR, ak sa to vyzaduje.

d)

e)

g)

h)

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;
immediately  after  termination of the
contractual relationship under this Contract
and uninstalling of each medical device, to
crase personal data of the Lessee’s patients, as
data subjects, stored on the memory source of
each medical device and erase all and any
existing 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 each
medical device is replaced from the place of its
installation at Lessee s place, except from case
when each medical device shall be replaced to
another Lessee’s workplace based on Lessee “s
request;

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

controller all

to make available to the

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;

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.

7.7 The Parties undertake while processing personal

data of data subjects to act in accordance with the

applicable Legal Regulation of Personal Data

Protection. The 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.




8.1

8.2

8.3

8.4

8.6

VIII.
Sluzba Teleservis

Zmluvné strany sa dohodli, Zze prenajimatel
poskytne ndjomcovi pripojenic  kaZzdého
lekirskeho pristroja  na  sluzbu  ROCHE
Teleservis. Sluzbou ROCHE Teleservis sa
rozumic  online  riedenie  aplikacnych
atechnickych  problémov  tykajicich  sa
lekdrskych pristrojov.

V rimci sluzby ROCHE Teleservis bude mat
nijomca  zabezpecené  rychlejdie  rielenie
poruchovych situdcii a aplika¢nych problémov
bez nutnosti osobnej navitevy (plati len pre vady
lekarskych  pristrojov, ktorych povaha to
umoziyje), automaticka aktualizaciu databdz
testov, reagencii, kalibritorov akontrolného
materidlu a automatickn aktualizdciu

pristrojového softwaru.

Sluzba ROCHE Teleservis vyuzZiva existujicu IT
infradtruktru ndjomcu. Ndjomca sa zavizuje
pre acely sluzby ROCHE Teleservis zabezpedit
prenajimatelovi na svojom pracovisku, kde je
kazdy lekdrsky pristroj umiestneny, internetové
pripojenie.

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

Prenajimatel garantuje pri poskytovani sluzby
ROCHE  Teleservis  ochranu  dévernych
informécii nijomcu, ako aj ochranu osobnych
udajov pacientov, ato prostrednictvom ich
Sifrovania. Manual poskytovania sluzby ROCHE
Teleservis a ochrany udajov tvori Prilohu ¢ 2
tejto Zmluvy, ktord je jej neoddelitelnou
stcastou.

Prenajimatel  poskytuje ndjomcovi  sluibu
ROCHE Teleservis na vlastné niklady ako sticast
technickej  podpory  aservisu  kazdého

lekirskeho pristroja.

8.1

8.2

83

8.4

8.5

8.6

VIII.
Roche Teleservice

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

Within ROCHE Teleservice, the Lessor will be
provided with the faster solving of breakdowns and
application problems, without the necessity to be
on site (applied only to defects of medical devices
capable to remote control), automatic updating of
tests, reagents, controls and calibrators database
and automatic updating of software.

ROCHE Teleservice operates with existing [T
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. ROCHE  Teleservice and Data
Protection Manual creates Annex 2 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 each medical device.




9.1

9.2

9.3

9.4

95

9.6

9.7

IX.
Ziverecné ustanovenia

Tato Zmluva nahradza kazda pisomnu a/alebo
ustnu  dohodu medzi zmluvnymi  stranami

ohladne predmetu Zmluvy.

Privne vztahy vyplyvajice z ndjmu neupravené

touto Zmluvou sa riadia  osobitnymi
ustanoveniami Obcianskeho zakonnika

o prisludinom zmluvnom type, pokial v tejto
Zmluve nie je dojednana odchylna privna
tprava. Ostatne privne vztahy medzi
zmluvnymi stranami sa riadia vSeobecnymi
513/1991  Zb.
Obchodny zikonnik o zavizkovych vztahoch (§
261 - 408 Obchodného zikonnika), pokial

v tejto Zmluve nie je dojednand odchylna pravna

ustanoveniami  zikona ¢.

uprava.

Tato Zmluva nadobida platnost diom jej
podpisania oboma zmluvnymi stranami. Tito
Zmluva nadobudne a¢innost odovzdanim
lekdrskych pristrojov nijomcovi, ktoré zmluvné
strany  potvrdia  podpisom  preberacicho
protokolu; nie viak skor ako bude Zmluva

prvykrit zverejnend v sulade so zdkonom.

Zmluvné strany sa zavizuju, Ze vietky spory,
ktoré vznikni z tejto Zmluvy alebo v stvislosti s

nou bud rieSené prednostne zmierom.

Ak nedodjde k vyrieSeniu sporu zmierom, spor
rozhodne vecne a miestne prisluiny slovensky
podla
predpisov Slovenskej republiky.

sad uréeny procesnych  pravanych

Této Zmluva moze byt doplnend a zmenena len
na ziklade pisomnych dodatkov podpisanych
oboma zmluvnymi stranami.

Pokial nicktoré z ustanoveni tejto Zmluvy je
neplatné, neacinné alebo nevykonatelné, nema
to vplyv na platnos,
vykonatelnost  ostatnych

uc¢innost  alebo

ustanoveni  tejto
Zmluvy. V pripade, Ze niektoré z ustanoveni
tejto Zmluvy je neplatné, neicinné alebo
nevykonatelné, alebo sa nasledne takym stane,

zavazuji sa zmluvné strany, Ze ho nahradia

9.1

9.2

9.3

9.4

9.5

9.6

9.7

IX.
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 othenwise agreed in this Contract.

This Contract shall become valid upon its
execution by both Parties. This Contract shall enter
into force upon the handover of the medical devices
to the Lessee, what shall be confirmed by the Parties
signing the handover protocol; however, not before
the Contract is published for the first time

according to 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.

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.

16




9.8

2.9

9.10

ustanovenim, ktoré  najviac zodpovedi ich
povodngj voli.

Prenajimatel berie na vedomie, Ze prenajimatel
nemdze postipit pohladivky vodi nijomcovi
tretej osobe, podla Obdianskeho zikonnika bez
predehidzajiceho  sahlasu  ndjomeu.  Privay
tkon, ktorym prenajimatel postipi pohladivky
vodi mijomcovi  tretej  osobe  bez
predchidzajiiceho sihlasu nijomen, je podla §
39 Obdianskeho  zikonnika  neplatny.
Prenajimatel  berie na vedomie, #c¢ sahlas
ndjomeu je platny len za podmienky, Ze bol na
takyto tkon udeleny predchiadzajiuci pisommny
siblas Ministerstva  zdravolnictva  Slovenskej
republiky.

Zmluva je vyhotoveni vdvoch rovnopisoch
vslovenskom a anglickom jazyky, pricom kazda
zo zmluvnych strin obdrzi jedno vyhotovenie
Zmluvy. V pripade rozporn medzi jazykovymi
verziami Zmluvy ma prednost slovenské znenie.

Zmluvné strany vyhlasuji, ze si tito Zmluvu
preditali, jej obsahu porozumeli a sihlasia s nim
a Ze Zmluvu uzatviraji slobodne, vizne a bez
nitlaku, na znak coho pripdjajia svoje podpisy.

Prilohy: ¢. 1 Typovy list lekdrskeho pristroja

.2 Manudl poskytovania stuzby ROCHE
Teleservis a ochrany tidujov

9.8 The Lessor acknowledges that the Lessor can not
assign recavables (o the Lessee to a third person,
according to the Civil Code without the prior
consent of the Lessees A legal act by which the
Lessor transters receivables to the Lessee o a third
person without the prior consent of the Lessee is
iwvalid under the Section 39 of the Civil Code. The
Lessor acknowledges that the consent ol the Lessee
s vahid only on the condition that the priorwritten
consent ol the Ministry of Health of the Slovak

Republic has been granted for such action,

9.9 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.

9.10The 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.

Annexes: no. 1 Technical pm.’m‘rl."clj'mm'im." device
no. 2 ROCHE Teleservice and Data
Protection Manual

2, O3 . Le1q

Vi In: Bratislave, dna/ on: 59,5500

Roche Slovensko, s.r.o.

'l

x SR LOTT
Jodo Pedro Correia Carapelo,

prokurista/ proxy holder

Ing. Zuzana Cumovi,
prokurista/ proxy holder




V7 In: Bratislave, dna/ on: e

Nirodny onkologicky astav p.o.

Ing. Tomas Alscher, MPH
Generdlny riaditel/ generaldirector

prof. MUDr. Jusaj Pechan, CSc.
medicinsky riaditel/ medical director
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Priloha ¢. 1
Typovy list lekarskeho pristroja

BenchMark Ultra

Cast’ A — Specifikacia lekarskeho pristroja

1. Systém: BenchMark ULTRA, automaticky farbiaci systém pre IHC a ISH.
2. Vykon: max. 30 skiel v jednom behu
3. Material vzorky: biologicky material (tkaniva, bioptické vzorky)

4. Kapacita pre vzorky: 30 skiel

5. Typy vzorkovych skimaviek: neaplikovatelné

6. Objem vzorky: neaplikovatelné

7. Ciarovy kéd pre vzorky: neaplikovatelné

8. Reagencie: reagencie pre IHC alebo ISH,
9. Kyvety: neaplikovatelné

10. Spotreba vody: neaplikovatelné

11. Kontrolna jednotka: PC, monitor, klavesnica, mys, Ebar printer Il

11. Rozhranie: neaplikovatelnég

12. Poziadavky na pripojenie do elektrickej siete: ~230 VAC, 50/60 Hz,

13. Rozmery: SxHxV: 111,76 cm x 84,07 cm x 158,50 cm

14. Hmotnost" 294,8kg

15. Certifikacia: IEC/EN 61010-1, IEC/EN 61010-2-010, IEC/EN 61010-2-101,

IEC/EN 61010-2-081, EN 61326-2-6

16. Prisludenstvo lekarskeho pristroja': neaplikovatelné

'V konkrétnom obchodnom pripade méze byt dodané vietko uvedend prislusenstvo alebo len niektoré, Presny zoznam
dodavaného prisludenstva lekarskeho pristroja bude uvedeny v preberacom protokole.



CAST B - Specifikacia servisu pri najme

Servisna organizdcia®:  Autorizovany servis
Roche Slovensko s.r.0., Divizia Diagnostics, Pribinova 7828/19, 811 09 Bratislava

Autorizovany servis: bezplatné odstranenie portch na pristroji majlce pévod v povahe pristroja
bezplatna preventivna Gdrzba (servisna prehliadka), 1 x za 12 mesiacov
odplatny servis portch pristroja nad rdmec bezplatného servisu

Servisna prehliadka:
Spolognost’ Roche Slovensko, s.r.o. vykona na Ziadost' zdkaznika periodicku servisnt prehliadku pristroja 1x za
obdobie 12 mesiacov/ v lehotach uréenych vyrobcom, ktorej obsahom je:

a) Vymena inline filtrov a mufflera.

b) Vycistenie vnutornych €asti pristroja, vratane vortex-mixérov.

c) Kontrola a nastavenie tlakov.

? Akykolvek zdsah do pristroja je oprdvnend urobit iba osoba na to oprdvnena podfa véeobecne plalnych pravnych predpisov, s odbomym
vzdelanim a skusenostami, osoba, klorda je servisnym partnerom vyrobeu alebo spoloénosti Roche Slovensko, s.r.o. alebo zamestnancom
spoloénosti Roche Slovensko, s.r.o.



Sluzba na dialku

Informacie o utajeni adajov V03
10373982 GSS 000 02

Slutba na dialku Informdcie o utajeni Gdajov

2 Uéel

V zikonoch a v predpscch na ochrany sikromia, ako su napriklad Smernsca EU W—lﬁ-“ES o ochrane
udajav a HIFPAA su wvedend patiadavky, ko e nuing pr spracuvani Gdajoy

v h ¥ ez Platformu Slutby na dialku Roche mé2e mat
spoloinost Roche pll[up k déwernym csobnym Gdaom klientoy, ako su napsiklad zdravetng udaje
pacientov a iné osobné Udaje (dale) len Osobnd odaje, pozn Glasar)

Utelam tohio dokumentu je popisat urafenie udajov na Platfcrme Shulby na dalku Roche Takéto

nedena a pokyny budd odsatat p ¥ na utajenie v prisluinych zikonoch Tento dokument by
mal tie} poskytnit odpovede na pripadné otizky tykajuce sa ulajen:a dat vzniknutych u pracovnikoy
laboratona Ceelovymi peijemecami tohio sU pobotky sp Roche na celom svete

Organgacné nelena pre dodrhavanie privnych predpisov su  len navihom - miestne organd ace
krajin prekonzultovans so Slutbou na dialku 54 zodpovednd za implementacou

3 Rozsah

Tento dok e sitastou
a Konektivita

Celd zostava dokumentov je nidie
= Informace o utajeni odajov Shulby na diafku V03 (ID 10373082 GSS 000 02, tenta dokument)
sInformace o bezpednost Slutby na diafiu VO3 (ID 10373081 GSS 000 02)
= Informioe o konekfvte Slulby na dialku V04 (1D 10373379 GSS 000 03}

o ulagen! udajov Sludty na dalky, Bezpednost

3.1V Rozsahu

Popsované nefenia plaba pre infradtruktons Platforma Sludby na diafku a hardvér

= Platlarma Shutby na diafku
- Axeda Enterprse
= servery Aveda Global Access Servers
- Axeda |Firewall] Agent
= TeleSernce-Net
» cobas® link (vralane softvérs Roche Connectrnty Layer)

= connect 2

3.2 Mimo rozsahu

Po? I 4tatney za ickey slu2by 54 mimao razsahu Dalse produkty
spolotrost Roche ckrem Platformy Shu2by na dialo sa mimo rozsahu

) rana 1

Slutba na dialky Informacio o utajeni adajov

Obsah
1 Histéria dokumentu 2
2 Ucel El
3 Rozsah 3
31V ragsahu 3
32 Mima rozsahu 3
4 Uvod 4
5 Charakteristika infradtruktiny 6
5 1 Informacie o hostingu / pristupe &
B Informacie o utajeni ddajov T
7 Udaje prenddané medzi Laboratdriom a spoloénostou Roche "
7.1Udaje prenadané z Roche do cobas® link / systémay 1
7.2 Udaje prenadané 7o systémov do Roche cez cobas® ink "
B Kontakt pre otizky ochrany ddajov v spoloénosti Roche 16
9 Glosir COPY & PASTE 17

1 Histdria dokumentu

S !

Meno Déavod
Themas Maly | Vytvarenie dakument s ]
Vo1 03-NOov-2010 Thr.'nl\ Malky Dopinens informacss pre Roche Vanilla Agent a connect 2

Drobra zmeny v calam dokuments
Zmenene PAP na G55 dokument — Digptainy padpis v DVS

V02 | AT-MAYZ011 | Thomas Maly | Aktualizavany cely dakument, aby odratsl nows mirabrustur |
Axeda hoslavand v Aveda v centre On Demand Center

v 10-APR-2013 | R Gwerder, Zmeners TeleService na Siutba na dafy
€ Schunder Imenens cotas T frewall na ForuGate 40C i
Glosar zosidadeny s Giosarom Slulty na dafhu 10013271
PJM 000 03

Wyhlaserve Pracovna kipa po vytateni

vy atvana ]
Slutba na dialku Infermacie o utajeni dajov
4 Uvod

Slutba na dialku pondka bezpednd platformu pre komunikaciu a sluby pre Roche Duagnostics
_Platformu Susby na eafku

Hiavnym ciefom e rvpdd kvalitu shatty a 2nidd dodatodné naklady na oboch stranach (kbent,
spolodnost Roche)

K na stiane sa vidy st podfa Aseda Agenta alebo softvéru Roche
Connecinity Layer

Slukba Axeda Agent je dostupna pre:
= comnect 2 (hardvérova brinal, integrovand dast

*  samostatnd mdtaldow (softvérova brana) pre priamy indtalacu na dpecihickych systémoch
Saoftvérova brana sa dalej uviadza ako Roche Vanida Agent

*  cobas® lnk (hardvérova brana), inlegrovana dast

Sluiba Roche Connectivity Layer (RCL) je dostupna pre:
= cobas® nk (hasdvérova bednal. integrovana dast

Vo vieob isu !l & tieta typy poukiti
[V zdwislosti od druhu systémy je dostupnd jedna alebo viacero slulrcb ]

1 Konzulticie na dialku v manuainena prenosy dat (ako reakos na chlasend problémy
ulivatefov) Tieto slutby poskytuge len Axeda Agent

o Z ud It PC Roche do I systému (napsr cobas 6000 alebo Integra 400)
(subary je mokné prenddal obomi smermi}
+Z PC Roche do ) brany (napd cobas® bnk alebo connect 2)

{subory e mokné prenadal obomi !.rnuml]

2 Plinovany prenos dat zo vzdialenéha hositela do Roche Tieto slulby pondka len Axeda
Agent a RCL

* nahranie mondarovacich informaci

* an-line mo FEiE {nape yeh ddapov)
* hodnotenie vykonu

3 Planavany prenos dit z Roche ku vzchalenémy hestitelow Teeto shulby ponuka len Axeda
Agent a RCL

= Stiahnut, . Udajov o chemicke) divke reagensa / kalbricdch
kontralich te BC — :'eldmn scky tlauw kad)

+ Bhannutie Odajov etatefnych pre doveka [e-Pi -« elektronicky Pribalovy letak -
regulaing informacie podobné k pribalovemu letidku alebo iné informacie pre khienta)

-5 i ovych patches | | oprav secunty hot fxves a definic) vinsaoy
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6 Informacie o utajeni ddajov

Je pre ¢ ' Roche utajenie adajov dolezite?

Spoloznost Roche vyhasuie. 2e cielom spolotnast e dodidiaval 23kony Na GEhianu udagy po
(o} yoh idajov Roche sa zaviazala reipektoval osobné prava

a sukromie eséb Prencipy utajenia dat, Lmrt odratajl zakony a predpisy na ochranu Udajov, kioré

spolotnost Roche bude S0 popisané v dok . spolognosti

Roche na ochranu osobnych Odagov ™

2. Ako je zabezpedené utajenie udajov prip h medzi driom a
infradtrukturou Sluiby na dialku v spolocnosti Roche?
Na spojene medz y ank = 50 pod na utajenie

udajov spinené Sifrovacime menhanumim Pouivaph sa rdzne postupy fa spinefie ddoke; Lkaly
pohadawnek na konekivitu Podrobng Odaje e mo2né niyst v dokumente dokument Informacie
o kenektvie sludoy na dafk ®

Vo vieobecnost sa nebudl vymiedat hiadne nedfrované odaje

* medn sy P a systémaom
= v ramaol Platfiormy Siudby na diau vo Fremne) siet Roche a v centre Axeda On Demand
Center

* medzi akoukofvek trefou osobu zapojenou do komunicaoe
= v sieh Zdravetne) organgbce

Poznidmba: Definice virusov nie su zadifiovane, ale sG digtaine podpisané, aby sa preddlo
manipulacs nakofko ) tak j& ich obsah verejne dostupny

Je zabezpedend utajenie Gdajov pocas s0 im ob ky?

Pre pdstranenie problému 3 obnovenie Systéma da jeho pinéno pracovnéna relimu mite byt
nutné stretnutie so zdwlanim cbrazovky Zvytajne k tomu dochadza po tom, ako kient nformuje
call eentrum spoloénost Roche o probléme, alebo ako pracovnik spolodnost Roche kontakiuge
klenta telefomcky po Zistenl spaivania sa systému, Kofé naznalue nedodrianie predpecy
Polas 1ohto stretnutia 5o zd-efanim pbrazevky modno bude potrebné vstipd do obrazovky
systému so vzorovimi informaciami, ktoré mbku obsahoval poznamky 2 laboratona tykajuce sa
pacenia

Je to vedlaghie vyulbhel i formacl o stave |
ktoné sa potaduje na 2aklade predpsov v n:ktnr','ch kra‘ma;h {napr 45 CFR £as! 160 -164
Standardov ochrany sukromia dentitovatefnyeh informicl o zdravetnom stave jednotiveoy,
£asto nazryvané v USA pravdio HIFAA)

Klhienti v krapndch. Korych predpesy nestanavis koncepty vedfaghieno vyubitia by nemal mat
Pistup v sysiéme, anr by nemab mat dovolené prenasat hadne puznarrkr tykajice sa dentiy
paciertaz LIS, pokal nie s spinens reg F ap P na ochrany
udajov {napr suhlas pacienta)

Slufba na dialku Infarmacie o utafen] Gdajov

5 Charakteristika infrastruktiry

Plattorma Slutby na dialku preds iru a sofiver poudivang na prenos, uklad.
a h Hmver asofivér P’latrormf Shadby na unarku 52
dovietkym externe pre spolod Axeda Ci
postupom tykajiom sa bezpetnosti D!gam.cac,le Reche IT (napr penet ra(_nym skt&k:m Zo strany
neziwstych konzuflantov) Connect 2. Roche Vanidla Agent a cobas® lnk sU komunikadné brany

Tam ke connect 2 a cobas® link zahiAxd hardvér paskytnuly spolotnesiou Roche vritane
softvaru p je agent Roche Vaniia Agent vilutne softvér Tieto brany

sa nachadzap u klienta a fungupd predovietkym ako bezpetnd komunikalnd brana meds sielou

systému a spolelnostou Axeda Enterphise (Senacelink a Servery Global Access Sefvers]

Axeda ServiceLink je softvér ine) frmy zaberpediygic komunikicm a nedene vimeny dat

& 50 Femote Ci Layer. ktord je nedenim vpvinutym speiotnestou
Roche Agent Axeda [Firewall} Agent j# vopred inStalovany na hardvérove) brane connect 2
a cobas® lnk

Servery Global Access Servers poladuje aplikic:a Axeda Servicelink pre Zastere efektiviyeh
stretnuti so zdelanim obeazoviek na celom svete Ditovy sklad Slulby na diafku (RSDW) j=
dodasné skladovanie dat {XML) pre stiahnuté Gdaje nastioa [napr mondaravacich informaci)
Hasledne sd helo Udaje pre ostatng apikacie Roche

5.1 Hosting / pristupové detaily

Riedenie Axeda

Vietky slulby (hardvér a softvér) su externe chstardvang pre sp Axeda C
= Systém Axeda Enterpnse sa hyzicky nachadza v Datovom centre v Eurdpe (Nemecko)
Infradiruktina pre ol & ¥ po fe 5a fyzicky v USA

= Servery Global Access Servers sa fyzicky nachadzaph na troch rdznych miestach Eurdpa
[Nemecke), Severnd Amerika a Azia

Aplikacia Axeda Servicelink pe pristupnd len interne pre spoiofnost Roche Mie je dosiupna prama
cer internet. Ulivatela vitupuuc) do apikace 2 interného potitata Roche sd vidy overenl pamocouy
svojich aklivnych poverenl zo zoznamu U ivateha vstupujic do aplkicie cez internet pomocou
shulby Roche ,RANGE BASIC” sd overenl overgvacim mechanzmam s 2 faklormi RANGE pe
siutba pondkand zo strany Roche Global Informatics

Riedenie Roche Connectivity Layer

Wietky siudby [hardvir a softver) su hostovane infedne spolodnostou Roche Systém sa pouliva len
na distribicu udapv Firemna infradtrukhira sa naryva . TSM alebo TeleSerice-Het

vm wana 6
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Dodatoéne tito kbentt matu podadovat od spoloénost Roche Oznamense o pestupoch pre ulajense
Gdayoy, v kiorom bude podstata Roche na ochranu udajov

To zaroveh plati pre konkeétne pahiadavky na pristup do systemul suboru na sledovanie
komurikacie LIS

-

. Aky druh informacii o pacientoch bude spracdvat spoloénost’ Roche?

Osopné Gdage vo nectsahujl 4 i n slave
jednotiveay [meno pacienta, 1D, atd ), ktoré by fik
pacienta Polas lohto stretnutia so ld!ranlm cbrazovky motng bude pulre bné vstipd do
obrazoviy Systému o vZorovymi L Kiore mblu z
tykajice sa pacenta —- Pozn odseky a6 Igso £ast pre wiac infl nrm.énl

. Je moiné zhromalkdenéd udaje vyhladat' v jednotlivych systémaoch?
ﬂna delhy systémy s vybavend mdricudinymi sérevymi elsl.\mn Pre mozm:st prdelena wdaov

pom pre diu analyzu e revy ¢ jasne systémy,
I:!ot! vygeneroval he'o nformaoe
6. Ako spolot 'Roche tuj i informacii o kli 7
Udage pre i system i fné 1nfl o
stave jednotivesy (meno pacienta, 10, atd ) Ok.r:m loho 53 pﬂ:ﬂﬂ:;u Icn mtarmace
o pacientoch, kioré su Zhavend udajov w £ udaymi 1o

systémuy na brdnu (nape cobas® link) Zu:weﬂ»e n.r.lapu- umadfujucich identifikicis 53 realdue
vymazanim vietkych poll & pezn imnm v sivislost 50 vzorkou, ktord by mahis pouts

na iop pred tym, ako Udae odidu Zo systému
WV suvrslost s detadmi o udajoch rnedzi Roche a sy s, prosim
pozrite 7 kapiolu

.

Kto maze mat' pristup do systémov Platfnrmf srnlhy na dialku?

Systimy Platfoimy Siutby na dalku sa Len
opravneni udivatela spolotnosti Roche maju pristup do hrmlo systémoy

Da systému zdielana obrazrovky mitu prstupovatl len vybrani utivatelia Pristup sa poskylue na
drewni kragny napr fudia peacuie pre dvaptarsku pobodku Roche budi mat pristup do systémov
ten vo Svatiarsky Pristup do systémoy Slutby na dialku na spracovane Gdajov 5a ted umatfiue
na lrovre krapny

Pre utely podpory pracovnicl ¥ globdinych pozicidch ma]u opravnene pristupoval k udajom
whetkych kragin Vias nigdete v e o bezpetnost Siudhy na
dhalku

Cosastanesi

i paich b i?

Ldage ¢ Roche sa G na neskorda anatyzu (napre systému f vikanu
testu] a uchovavajl pedfa osvedienych ebchodnych postupav a pn dodrani platnych zakonow

a predpisay
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9. Kde sd ie [ udaje sy h ?
W sivmlost s Platformou Shudby na dialku & Roche us wihetiy inl
v datovych centrach v silade & pu'ﬂ'fll\ zakunm a predpe Udaje av
centrach p predp: ako Gdage v ¥

dalw.n:h nen:réd‘! wnlutnosll the

Labasatony f Havpitat Roche Duagraste s

: S ML (2

Haeds
On Demand Center

AV zavislosti od systému, klory generje udage sa men| trvanie uchovavania a archyvacia
Podrobné informacie je modné nafst v prlisiusne) dokumentacy systému

B} Cobas® knk méde uchovaval zalohy e 0 konfiguraoi) vyg é e
typmi -yal!mu Informacee tykajice 53 [ll.-slov ansa] 3 vykonu systému, varovné idaje a nslalné
s U p da ¥ katdy dedt (E. F) Podrobné mformacie

najdete v 7 lapdo\e

C) Brana connect 2 nedokale skladovat hadne udae systému Je navihnuta ako brana len na

zdiefanie chrazovky

D) Utivatelsky potitat Roche nepryima, nep 1a ani Hiadne Gdaje vygenerovang
ysie Udaje polas s0 2diefanim midu by? prenadané

manuaine do sofvéru pre nadense v2tahov s khentmi (obyasnit)

E] Mondcrovace (daje zhromaldend branou (napr cobas® Imk] sa dotasne uchovavad

v Datovom sklade Sttty na diafku (REOW) podia yech ebchodnych
Fi Monsnswac'c wdaje zhromaldené branou (napr cobas® knk) sa dodasne uchovavajs
v TSN atdo migracie do RSOW

G) Prenesent informacie a sibody Systému a Gdaje pre nadanie su zhiomatdovane a uchovivang
v systéme Axeda

H) Servery Global Access Servers 3 2iadne Udaje Vystupupu ako spi f
len pre 80
) wrana s
Slutba na dialku Infarmicie o wtajeni Gdajoy

7 Udaje prenadané medzi Laboratériom a Roche

Len cobas® knk dokile prendsal e umxmcu a ddage trkagice sa vykonu med laberaténom
aRoche Podiobné informace su poplsang ych kap
Pozndmka; Connedt 2 a Roche Vanila Agent ponUkajd me2nost zdiefania obrazovky a prendiay
Udaje systémaviha nadenia (nape nazov hostiela aleba nakonfigurovand IP adresu) Okrem tcha
Agent e} zabezpetuje prenos suborov

7.1 Udaje prenasané z Roche do cobas® link f systémov

Pre isté tnedy systémov Roche (napr cobas® 6000 a cobas® B000) budd prenadand tundine

Gdaje z Roche do systému laboratona E-Garovy kid (etatelné udage pre systemi e bandrny Oday
tykajucl sa yeh latok gensy, kontroly, § istyms pre
smerovans prenisané da coba@ knk a po uvalnent uzlv:tzrum sptemu e preneseny do sysléma
Aktrvdcia (indtalacia bindrnych Gdajov v systéme) si vyaduje wyslovny suhlas od ulivatela systému
Uldaje étatefné pre doveka - dokumenty vo formate POF -budu prenadané z Roche do cobas® Link,
kde ich pouye udivatel laboratona Si to zvytapne uce Udape o

Iatkach [elektronicky Pribalovy letak] alebo akykolvek druh I.nstu khcﬂla

Atualgcie softvéru | patches cobas® lnku a definicie AntVirusov budd be? prenatand 2 Roche
do cobas® hnk 3 automatcky indtalovand

7.2 Udaje prenasané zo systémov do Roche cez cobas® link

Tabulka nde udaje prenddand 2 Klienta systé Reche da
Roche Vilabufke 50 poudie priklady na zaklade systémov Roche | Hitachs a Gdaje sa matu mend
pre ostatné systémove rady

Definiia taboratona potrebneé @ micrmativne wda pre regnirdcas daneho
laboratoria, Muss byt Taberuts pe katdehe pévodou oy
WldemUanl

it taboratna, va formate URL
H |mm laborazara) [{utratelsky bontthtor) | (kod
tapmy)

| reguiratne udne labaratoea

nlwmnm wdaje pre laboratdrum

=
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10. Kde sa fyzicky nachadza infrastruktira spolognosti?
« Datovy skiad Siufby na dialu anfradtruktora TSH sa nachadzagl vo wnltn firemne) siete
spolotnost Roche vo Svajtiassku
* Spolotnost Axeda Enterprse sl v centre Axeda On Demand Center vo Frankfure v Nemecky
Servery pre prevadzky sa e i v centre Axeda On Demand Center v USA
« Servery Global Access Servers sa nachadzajd v centrich Axeda On Demand Centers v Eurépe
[Memecke), v Amarike [USA) 3 v Azi (Hong Kong)

11. Kto moze mat’ pristup k akym udajom v centrich Axeda On Demand Centers?

Speaveovia systémay Axeda maji pristup k cele) databare Senicelink a k celému jej ebsanu
Pristup j& poirebny pre adminstiativie a prevadzkové wahy

12.0 aju uiivatelia spolog i Roche principy utaj udajov?
Ano, boll pryaté 5 osobmych Gdagov a 2miuvné dohody
5 nzhmn osobam: 7o slrany viethych spolo\'.nnsll Roche pre zastenie preventiviych opatrend prol
prav na pri | esobeych udajov Okrem toho, Smernica

tpo«)énns'u Roche na ochiany oscbnych mqov obsahuje vieobecns principy. koré sa musia
poudt pri spracuvani osobnych idapv v spoladnost Roche

wol strana 10
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patrebng a informativie Ldae pre regratiaca daneha
rasiroja s Byt Zahvrute pre katdenopdvodos idaoy
| uvedenyeh v subare

Identidhator laboratona jedinedry identifkitor aboratona, vo lormate UAL
& [azoy laboratona] [{ubivabelaby wentifeaton) | fhod
aprry}
Mantifikatar nastroj ednetry dertfialon nistion, vo lormate
URAL & {uérenvé tisin) [drub nastroga) { shertticar
latst abara}

Regeatr stor nastrog registratnd L AaIEEE

Detady nastroje wlcermativne (dae pre dany rasiro) krycl bt

Ugratefuky paznam hrrarmy pre ubivatefske poka

Nahiomaders udae mortarovace udae, kiond 43 Promada danem s s
rhpay, a8 | pre dany rdso)

Igerediator nastros pedretny whentdhitor niwtiogs vo formate UAL

& [verovd Lislo) [drub nastrop] [dentShator laboratina)

Ciate g shramaidovarse vahgoy 3o L2ada
Zipmy heomatdovare poladek zimamoy

Ideriidiatorn nastogs pediretny entdhitod nareld, vo larmate URL
8 (uervd Eeuis) (aruh nastroys) [<benthtor laboraténa)

Identifkatar moduly relatimy mentifiatar modulu patriacana ou nasiroi
v konteste
7 nastroga v kordeste)

ohy relativry o b
w kortede |mm submodul poutivana. sk udsy
pochidra 2 moduhy v kortexte)

Binarne subory ' Tyt v v akomkaivek formate, Kiory a inteme
wkhoviva v baseld

otsiior ravios | edinedny sentkator nastro va fornate URL
3 [sérovs Elo} (& nasiroya] [dentAkator laborina)
et fiator moduu retatramy Kerifkator moduks ummu nasiroja
¥ honteate
& ndstroga v kertete)

\denbakator submadul [ P ————
« korte e (Mandantny submodul powtivana, ak dday
pochacza 2 modulu v konteste)

Brarry yubor obal pre basefd zakddovary Birdmy

|
|
P TE

I_Kl!mri:u ndwwvol | ' bl b IO 3 Gt iy e dany raviiy

GerAuator rarora [ ——— AL
8 [seriowe Lk} Eun nastroja] (shentfkatar \-wm;

[ - Prazana bunka . | e prazdne; burky medua Elecsrs
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Slutba na dialku

Informacie o utajeni tdajov

Kontiols nastiop

Hantrof pra kortrohs udaoy pra dany nastrop

Identifhator ndstrojs

pednetey dertifiitor nastioga, vo lormate URL
® [nbrowt Einda) [drub ndstroja) (dentfikitorn Wboratona]

Konirola pdroty katormetza

Wyshediy kortraly C.moduovsho lotomeya pre damy
submodul

Vykonovy test anakyry

Wykonewy test anabyzy moduby Escups

Kontrola obma systema

Kontrole obmmu system madul Eieciys

.
]

Konhgurcia ristiog

Zostavy konfiguracee risirops pre dany ndsira)

ISentth ator nastroia

Jednetny dentifaator rdstoja. v lormate URL
8 (senove Lislo) (druh rdstroa) {dentifkstor laboratana)

Phata Interrupior HMECHT

Udage phota irbermpton pre modul kincke) chéme

Phata interruptar LON

Udape photo interruptora pre madul kdeecioe| chéme

Upeava vionek Teut Prdeiene
tesiow

Hastaverse upravy v2onek pre modul Birec ey chimee

Uprava

Uptawa udagere hardveru pre modud Elecsys

Parameter apihace

Hastavene parametoy :H:k-‘r pre mrodul Eiecays

Infermacie o diubu vzorky

Nastaven paramatic Bpbhbces pre modul Elecsys

Parameter anatyzy BTS

Paramen e apthice ra prenos tarovych kiday pre modd
Elecsys

Carry Dwer Evancn pre madud Elecsys

Carry Ovet Evason

Uprava clotoy Uprava clotor pre modul Elecays
Fakios nasiriog Fakdory nastrops pre modul Elecays
Uprava PMT Upravy Sotometncipeh lestay pre modul Elecsys

Prednastaverse TS5

Pregnasiavenss T5 pre modul Elecays

Reagern MBC anahyry MBC analyra & reagerom pre modul Elecsyn
= Reagers MBC BlankCel MBC reagens pre modul Elecays

Reagers MBC Calsy MBE reagens w;m Elecays

Reagens MBC Carsrol - _;BC reagens pre modul Eleays

Reagers MBC D4

MBC reagans pre modul Elecsys

© vty ieagers

€ testu reagensa pre modul Eleceys

Hel narev halbuace prardre
burky

Reterening udame pre modd Elecern

Aeferening udae moduhy Elecars

Releraning sdae modubi Elecars

Ret nasow mrputtada

Referencre udae modub Elecers

Ref tivka rinterva

Aeferentng udae medubs Eleco

Ret odvas 3 wysledhom

Rebrencrs udas moduby Eecays

Prdeienie testoe

Prdeiena testay pes modul Elecsys

RGPt || - mvivedenyeh ver pid ST
Va3 Voana
Slufba na dialku Informacie o utaeni tdajov
Vylediy testoy - Vrorha GG a vyvieduy anorymigavanych vzanek pacertay

Identdh ator nasirogs

ety dertfikator rasto. va formate UAL
8 {senove Lisio) (druh ndatroja] [sent:fkster laborataral

relativrey ahertifidlor modulu patnaceha do rdsiroja
v bantete madut poud ks
2 naslioyd v konteste |

relativry
v karteste |andasdny submodd
pochadza z modulu v korte e}

do modube
poutrvana ak udy

Wzorka

Inlormacie o vrorke 8 viorke OO (konirole | - pola,
Trhipx:

mlormacie tkajuce b3 pacenta vex, pohlave & aenkfdto
witemiha rdlroi - fadne nformace umodfuguce
enttiacu pacienta

Vysledok

wyslediy testay (belnd vrors 8 OCH

Faktor nistrop

Mastavenia tabiors nistiops 48 prenatas T analyzasora
da cobas® krk o edne| hodry pa akfuakzaci Preta
53 Priemerna hodnota syt (vypal tand ra zaklade
rommaleovamych vysleduoy' Kortroly) méte odchyfoval
& interval 1 hodiny Vioree y B i el

Idertlbator nastrogs jednetny dertfstor Aastroa. vo formate URL
& [sérove Ersa} (druh nastro) [dent tidion laborasania)
| sertmaar modias relativrry elestifkater madus patraceha do

oy
w boreste (Mandardny modul poulvarsa, ak uda) pochadra
£ raation v korteate)

dentfhator submodui

relativry pa do otk
 konteate (dandardny submodul poud vara, ak udaj
'3 ¥ modubu v kanteale|

Sluiba na dialku

Informacie o utajen| Gdajoy

Inventar

Nantraf pre hartioiu udaoy pra dany ndstrop

Identifikator ndttroga

pedirmtey iertdhatos rasirya, va formate URL
% [serove tislo) (druh nastroa) (dentfikator aboratana)

Idernfiator meduly

relatrery dentifikator modulu patnaceho do nastrons
v koritexte (andardny modul powdivana sk udaj pechadza
£ raatrog v korteate}

Mdentfikatar submodul

relatoy madub
v korteate (Wtandardny submodul poutivana. ak uday
pochidra 2 meduh v konteste]

Motihkacia

Gadage & okarmiite nobSiacn nage varowana Tmery sabuu
2 pre dany submodul

fednetny derdifikator nn;eu. v farmate URL
W {seriové tisa) (drun ndstioga) [<eredbaror laboratona)

Felativiy aherttiitos moduly patraceho da rdatrogs
¥ kantests (itardardry modul poutivara. sk Udaj pochides
2 rdstrops v koeerate)

Faktor a

Faktort

Felativry alertifiator submaduby patraceha do modul
w wontente [Rardardmy submodid poulivana ik Lda)
pochdara § moduby v kante ste}

feden vyskyl spriny 0 udalostl (upatomerse, varovane ol )
na Apecifisnvanou 2mencu parametray

Zmera watiau opetation wat changs
Testovack kalibracia g rnkdr-d.p.nrm ot heudo acat kaltu hcie pre damy
ndabicy — =i )
Idertifikatar RasIroa edinetny dentdiaaton nastroja vo formate WAL
® [rérove Guko) {diuh nasbio) (denbkater aboratana}
Testovacia kabbrdca bnruna | vysiedok kakbrdcm pre imurclogcks testy
Test I5E PM vyslodiy kabbracie pre tesy ISE
Wakbraca wyslediy kalbracie pre folometriche beaty
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Faitas na-l;:p [ Tewt hmun‘- u_rmu ez palodny subar |

|

Nastroa 2 nastros do datovey stance cobas® ik Preta
s Premermd hodrots syserm (rypol 1ana ra zaklads

A
o wterval 1 tytdha

ednetry adentifin slon NaMTOLs, w0 krmate URL
u faérove Givlo) (drub ndstropa) (denbflator laboratina)

relativny ww .mu patraceha do nastiops
v howbeate (Atandardry modul poulivar Bk L) poChadTa |
I rasioid v korteate)

v horberte (dtandardry submodul poubivana, sk uda)
poch nddza ¢ modulu v konterie |
| vearee Cefinovand ra analyzitore

8 Kontakt pre otazky ochrany tUdajov v spoloénosti Roch

Otazky a p

na osobuy

1& molné

Roche pre Shutbu na diafu
Prosim, podide dotazy na rothrewr gsstele@roche com’
Poznimika: Pobofky spolodnost Roche by mali dodriiaval zavedend postupy pre dotazy

= 4 za ochianu Gdagov spolodnost




Slufba na dialku Infarmdcie o wtajeni Gdajov

9 Glosar

Infradtruktura Axeda / satast infrastruktury Sluiby na dialku
Softvér a Hardvér polrebny pee poskytovanie nasledovnych siubieb
= Zdiel. ¥ wratane a brany
» E-knefnica, e-Pl a e-BC shahnutie do cobas® link a nasiiojo (vo vyvop)
» Zhromadd ovanie mortorovacich Gdajov 7 cobas® lnk a nastrojov [vo vivoll

Axeda ServiceLink / Axeda Enterprise Server

Servcelink je webova aphkicia front-end servera Axeda Enterprise Server Ubivate! méle nadt
ana dafky prpoyt vzdialené aktiva zo Senacelink Axeda Enterprise o back-end Axeda
Servicelink Tento apikalny server Zhromadduje, uchoviva a podava Udae vygenerovand agentmi
Axeds Agents Zabezpetuje aplkacie, koré sa pouivajd na zdielanse cbrazovky mondarovane

a zanaden:a na odstrafovanie porich

Servery Axeda Global Access (GAS)

Servery GAS 33 nachddzapd v réznych cblastach svela pre zabezpedenie spojenia meds khentom
a DMZ (produkt Axeda) Viaceré servery sa poulivajl na Xephenie vykonu spojena

Axeda (Gateway) Agent

Sofvé Axeda pracupiuc na strane klienta - je probstranou pre Axeda Senvocelink na
sirane ser\m-(.\ Mer\r Axeda G:new:l'.l Agent j& bedne dodivana verna, pnéom Roche Vanilla Agent
& na mieru prspdscbend verzia pre Roche

Prehliadag Axeda Desktop Viewer

Prehhiadad Axeda Deskiop je softvér ing) femy pre zdwelame obrazovky, dpecalne implementovany
zo sirany UiraVNC  Je 1o kbent na zdielane obrazovky pre Axeda Deskiop Server

HAxeda Desktop Server

Softvérovy k Axeda pre zniad, stretnuti so zdielanim obrazovky, je o &
wnpi:m:n!écsa UlraVNC Tento kompanen! bed| na aktlvach Axeda napr na nastrejoch Roche

E-kniinica cobas®
Datovy archiv napr na cobas link, obsahupic ir\alyz.y kalbriciu a dokumenty QC. Ity khentow

a ddaje tatefné pre nasiro) pre anat ktuahzue sa bud y po el ovey
konektivity alebo instaliciou CO e-knidnice v pravidelnych mtervaloch
cobas® link

cobas lnk je systém briny vyrobeny na zakazku zo strany Roche Diagnostics, 2abezpeduje
bezpedné spojenie na diafu pre prencs dat meds setou khienta a fremnou selou Roche
Podporue niekolko pripadov poulitia. ako si zdwelfame obrazovky stahovanie a Zobazovanie
udajov e-knitnice cobas, prenos mondarovacich Gdajoy a slid ako destindcia pre zalchovanie

connect 2
connect 2 je systém beany (hardwér] vyrobeny na zakazku zo strany Roche Diagnostics, zaberpeduje
bezpednd spojenie na dialku medz) firemnou sietou Roche a laboratdnami kiienta Connect 2

prepaja server Axeda Enterprise Server na jedne) sirane s agentom Roche Vanilla Agenl / kheniskym
softverom Axeda na strane khenta
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Sluiba na dialku Informicie o utajeni ddajov

Sluiba na dialku / Infradtrukiura Sluiby na dialku

Shatha na dialku je globalna platforma pre vymenu udagov medzi redenams diagnastickeho systemu
na strane klenta a Roche Diagnostcs

Ditovy sklad Sluiby na dialku (RSDW)

Datovy sklad Shalvy na umn.u je dotasné skladovanie dat | (XML] pre prenesend ddae nistroga
[napr il sU bieto bdage sp i pre oslaing
aplikacie Roche

Softvérova brana
Podrobné informacie ndydete v £ast Roche Vanita Agent
TeleService-Net (TSN} / predo$la infradtruktidra Sluiby na dialku
Softvér a Hardvér potrebny pee poskytovanie nasledovinych shutied
= g-hnifnica cobas (8Pl a e.BC shahnuté do cobas® link a nastrojov)
LErd ich Odajov 2 az off
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Sluiba na dialku Informicie o utajen] bdajov

FortiGate 40C firewall

Firewall rvoleny smluénasmu Roche na poubitie v laboratdndch khienta Frewall FortiGate 40C
e moné bendce s cobas® link a zdroved j# overeny pre isté systémy

Elektronicky ciamvf kod (e-Liarovy kod fe-BC { Udaje gitatelng pre nastroj IRD)
Elektronickd ditova polodka, Kord sa stahue do nastroga cez mfradtruktung Sludby na dafky

Subary e-Garového kidu chsahupd mformdcoe potrebné pre nistroje na spracovanee analyz e-BC
prenada rovnake Udage do systémov cobas®, o 53 Zabezpedue napr do systémaov Htach Modular
cez prenosave harky darovych kddov @ naskenované skenerom Sarovich kidoy

Elektronichy Pribalovy letak (e-P1/ Udaje Eitatelné pre Eloveka ! HRD)

Zostava suborov POF, ktord nahradzue papierove letaky zostav reagensov. datove typy sd harky
o metédach, harky s cielovymi hodnotami, bty kientov, déle2ité pozramiy, atd Tieto sibory je
medné prediial a s vytialend 7 eknadnice cobas® na cobas® lnk

Hardvérova brina
Parmn podrobné udaje o cobas® link alebo connect 2

Osobné adaje

Osobné Udaje st napr cithvé kientske ddaje, zdravotné idaje pacientov, Udaye o dodavatefoch

a zamestnancach, ostalné osobné Gdaje Pozn Smernicu EU 95ME/ES o ochrane Udajov s definicau
osobrych ddajov na

pcAnywhere

Softvér inej firmy na zdiefane obrazovky |poudivany 2o sttany predodle) infradtrukidry Slulby na
dhalku a mfadtruktiny Axeda)

RANGE (Basic)

RANGE je slu2ba IT pristupu na dialku Pomacou s-u}.by RANGE uzi\ra(rha mésu pristupoval h el
Roche takmer 7 kaddéeha poditata vratane podiad F

a 2 osobnych potilatov pomocou adresy MNa vyuzmc ﬂuztrf [ po:rebne
overenie £ 2 faktorms

Roche Connectivity Layer (RCL)

Softvér indtalovany na cobas® link Hiuje komenkicnu s p ¥ Slulby na
dialku

IT infradtruktira Roche

Termin IT inhasdtruktora Roche znamena I mfrad Roche Tato dob aca

whak pokryva len infradtrukting Slutby na dialku 2 Aceda

Roche Vanilla Agent (RVA)

Softvér ¥ na I nastrojoch pre kemunddcse do infradtrukiury Roche
Axeda Roche Vanilla Agenl zahida Aseda Agent, Axeda Deskiop Server a Deplayment Utidy
(konfiguradny utiity) RVA je rozéirena verzia agenta Axeda Agent, zabezpetuje slulby na dialku
mima rozsahy’, Koé su Rache D
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