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

uzavret4 podla § 663 a nasl. zdkona 40/1964 Zb.
Ob¢iansky zékonnik v zneni neskorsich predpisov
medzi zmluvnymi stranami:

Roche Slovensko, s.r.o.

Sidlo: Pribinova 7828/19, Bratislava - mestska Cast
Staré Mesto 811 09

I1CO: 35 887 117

DIC: 2021832087

IC DPH: SK2021832087

Préavna forma: spoloénost s ru¢enim obmedzenym
Zapisand v obchodnom registri Okresného sadu
Bratislava I, oddiel Sro, vlozka ¢. 31845/B

Bankové spojenie:

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

Banka:

.

V mene ktorej konaji: Ing. Zuzana Cumova,
prokuristka a Sandrine Monika Ghislaine Vogt,
prokuristka

(dalej len ,prenajimatel”)

Nérodny tstav srdcovych a cievnych chordb, a.s.
Sidlo: Pod Krasnou Hérkou 1, 833 48 Bratislava

ICO: 35 971 126

DIC: 2022105107

IC DPH: SK2022105107

Pravna forma: akciova spolo¢nost

Zapisandé v obchodnom registri Okresného stidu
Bratislava I. Oddiel S» vln%k- * »774'™

V mene ktorej kond: Ing. Mongi Msolly, MBA,
predseda predstavenstva a MUDr. Ivo Gaparovic,
PhD., MPH, podpredseda predstavenstva, ¢len
predstavenstva

(dalej len ,,ndjomca”)

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

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

Roche Slovensko, s.r.o.

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

Company ID: 35 887 117

Tax ID: 2021832087

VAT ID: SK2021832087

Legal form: limited liability company

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

Bank informatio=-

Represented by: Ing. Zuzana Cumovi, proxy holder and
Sandrine Monika Ghislaine Vogt, proxy holder

(hereinafter referred to as the “Lessor”)

and

Nérodny tstav srdcovych a cievnych choréb, a.s.
Registered Office: Pod Krésnou Horkou 1, 833 48
Bratislava

Company ID: 35 971 126

Tax ID: 2022105107

VAT ID: SK2022105107

Legal form: joint-stock company

Registered in the Commercial Register held with the
District Court of Bratislava I, Section Sa, File No.
3774/B

Represented by: Ing. Mongi Msolly, MBA, Chairman
of the board and MUDr. Ivo Gasparovi¢, PhD., MPH,
vice chairman of the board

(hereinafter referred to as the “Lessee”)

Roche Slovensko, s.r.o.

Ing. Zuzana Cumova

http://www.roche.sk

Head of Contract Management, Regulatory,
Quality and Safety, Compliance Officer
zuzana.cumova@roche.com

Diagnostics Division
Pribinova 7828/19, Bratislava -
mestskd ¢ast Staré Mesto 811 09

Tel.: +421 - 2 - 5710 3693
Fax: +421 - 2 - 5263 5214
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(dalej spolo¢ne len ako ,zmluvné strany” alebo
jednotlivo ako ,,zmluvnd strana®)
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I
Predmet a tiéel Zmluvy

Prenajimatel sa pred nadobudnutim ucinnosti
tejto Zmluvy stane
lekérskeho pristroja cobas e 411 sliZiaceho na
Kklinicko-biochemickia diagnostiku in vitro,
ktorého presny technicky popis a Specifikicia
parametrov je uvedend v uZivatelskom manudli,
ktory bude odovzdany pri zaSkoleni pracovnikov
ndjomcu. (dalej len ,lekdrsky pristroj).
Prenajimatel tymto vyhlasuje, Ze bude pred
nadobudnutim i¢innosti tejto Zmluvy opravneny
s lekérskym pristrojom nakladat a prenechat ho
do uZivania ndjomcovi.

vyluénym vlastnikom

Vzhladom na skuto¢nost, Ze prenajimatel chce
prenechat lekarsky pristroj do uZivania ndjomcovi
za telom klinicko-biochemickej diagnostiky in
vitro a%e ndjomca mé zdujem lekdrsky pristroj
ufivat, uzatvorili zmluvné strany tito Zmluvu.
Predmetom tejto Zmluvy je  zdvizok
prenajimatela prenechat nijomcovi do do¢asného
uZivania (ndjmu) lekdrsky pristroj azavdzok
nijomcu platit za uZivanie lekdrskeho pristroja
nijomné, ato za podmienok uvedenych v tejto
Zmluve.

Néjomca vyhlasuje, Ze je vstlade so vietkymi
aplikovatelnymi pravnymi predpismi oprdvneny
lekarsky pristroj uzivat na dojednany tcel.

Ulelom tejto Zmluvy je tuprava vzdjomnych
vztahov medzi zmluvnymi stranami, ktoré
vznikaji pri najme lekdrskeho pristroja.

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

il
Najomné

Néjomca sa zavizuje platif za uZvanie lekrskeho
pristroja néjomné mesac¢ne vo vyske 35,- Euro
(slovom: tridsatpit Eur) bez DPH. K ndjomnému

(hereinafter collectively referred to as the “Parties” or
individually as the “Party”)
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I
Subject and Purpose of the Contract

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

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

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

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

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

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

I
Rent

The Lessee shall pay the monthly rent for the use
of medical device in the amount of EUR 35 (in
words: thirty-five Euro) VAT excluded. The VAT
in statutory rate shall be added to the rent.
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bude pripo¢itandi DPH v zdkonom stanovenej
vyske.

Povinnost ndjomcu platit dojednané ndjomné
vzniké diiom podpisu preberacieho protokolu pri
prevzati lekdrskeho pristroja ndjomcom, na
zéklade ktorého néjomca ziska lekdrsky pristroj
do svojej dispozicie podfa ¢l IIL. bod 3.2 tejto
Zmluvy. Zmluvné strany sa dohodli, Ze v pripade,
ak doéjde kprevzatiu lekdrskeho pristroja
v priebehu kalendérneho mesiaca, prvé nédjomné
obdobie bude trvat odo diia podpisu preberacieho
protokolu do posledného kalendirneho dna
nasledujiiceho kalendérneho mesiaca a ndjomca je
povinny zaplatit za toto prvé nijomné obdobie
néjomné vo vyske mesacného ndjomného podla
&. II. bod 2.1 tejto Zmluvy. Ndjomné za prvé
néjomné obdobie trvania nidjmu bude
fakturované k25. diiu kalenddrneho mesiaca
nasledujiceho po mesiaci, v ktorom bol
podpisany preberaci protokol na lekdrsky pristroj,
za ktory sa ndjomné plati.

Néjomné je splatné mesacne na zéklade faktiry,
ktorti vystavi prenajimatel a za$le nédjomcovi na
adresu uvedent v zdhlavi Zmluvy. Ndjomné bude
fakturované za kalendarny mesiac vidy k 25. diiu
v prislu$nom mesiaci, za ktory sa ndjomné plati.

N4jomca sa zavizuje zaplatit ndjomné do 60 dni
odo diia vystavenia fakttiry bankovym prevodom
na tiet prenajimatela uvedeny na fakture, pokial
sa zmluvné strany nedohodn inak.

Zavizok najomcu zaplatit ndjomné sa povazuje za
splneny okamihom pripisania pefiaznych
prostriedkov  zodpovedajiicich  splatnému

najomnému na Gcet prenajimatela.

Ak sa ndjomca dostane do omeskania s platenim
néjomného, prenajimatel je opravneny uplatnit si
u néjomcu trok zomeskania vo vyske 0,03%
z dlnej sumy za kazdy aj zacaty dei omeskania
s platenim ndjomného. Prévo prenajimatela na
néhradu $kody tym nie je dotknuté.
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2.6

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

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

The Lessee is obliged to pay the rent within 60
days from the day 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 soon as the amount
corresponding to the purchase price is credited to
the account of the Lessor.

Should the Lessee be in default with the payment
of rent, the Lessor shall be entitled to apply late
interest of 0.03% of the outstanding amount for
each commenced day of default with the payment
of rent. The right of the Lessor for damages shall
not be affected hereby.

A
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1.
Prava a povinnosti prenajimatela

Prenajimatel na zédklade tejto Zmluvy prenechdva
nijomcovi do docasného uZivania lekarsky
pristroj po dobu trvania tejto Zmluvy aza
podmienok stanovenych v tejto Zmluve.

Prenajimatel sa zavdzuje odovzdat ndjomcovi
lekérsky pristroj spolu s dokladmi potrebnymi na
jeho uZivanie v stave sposobilom na previdzku
auZivanie podla tejto Zmluvy (laboratérne
uzivanie) najneskér do 30 dni odo diia podpisu
tejto Zmluvy, a to v mieste sidla ndjomcu, pokial
sa zmluvné strany nedohodni inak. O odovzdani
a prevzati lekérskeho pristroja spi$u prenajimatel
a nijomca alebo ich povereni zéstupcovia
preberaci protokol, ktory obsahuje najmd, nie
viak vyluéne: vyrobné ¢islo lekirskeho pristroja,
datum odovzdania a prevzatia lekdrskeho
pristroja do uZivania, zdznam z prvej vonkajiej
obhliadky lekarskeho pristroja, stipis zjavnych vad
na lekérskom pristroji zistiteInych pri vonkajSej
obhliadke a podpisy osdb oprivnenych konat
vmene prenajimatela andjomcu, alebo ich
poverenych zéstupcov.

Prenajimatel sa zavizuje inStalovat, resp.
zabezpetit instaléciu lekdrskeho pristroja u
nijomcu na svoje néklady najneskér do 30 dni
odo diia dodania lekédrskeho pristroja; tymto nie je
dotknuti moZnost si¢asného dodania a intalécie
lekérskeho pristroja v ten isty deii. Presny ddtum
dodania a instaldcie lekdrskeho pristroja ozndmi
prenajimatel ndjomcovi najmenej 3 dni vopred.
Nijomca sa zavizuje poskytnut prenajimatelovi
potrebnéi sti¢innost pri instaldcii lekdrskeho
pristroja, najmé poskytnit prenajimatelovi idaje
o uréenom mieste indtalécie, urcit pracovnikov
zodpovednjch za obsluhu lekdrskeho pristroja
alekarsky pristroj prevziat do laboratornej
prevadzky.

O instalacii lekarskeho pristroja spifu zmluvné
strany indtala¢ny protokol. Prenajimatel sa
zéroven zavizuje zakolit pracovnikov ndjomcu,
ktori budi pracovat sprenajatjm lekdrskym
pristrojom aodovzdat ndjomcovi nivod na
lekérskeho v slovenskom

pouzitie pristroja

3.1

3.2

3.3

3.4

L.
Rights and obligations of the Lessor

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

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

The Lessor undertakes to install, or ensure the
installation of 2 medical device at the Lessee’s site
at his own expense and at his own risk within 30
days after the handover of the medical device to
the Lessee; the possibility of handover and
installation of the medical device at the same time
shall not be affected therein. The Lessor shall
notify the Lessee on the exact date of delivery and
installation of the medical device at least three
days in advance. The Lessee undertakes to provide
necessary cooperation for the installation of
medical device, particularly to provide necessary
information to the Lessor such as place of
installation, names of staff responsible for
operating the medical device and finally take the
medical device into laboratory operations.

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




3.5

3.6

3.7

jazyku. O zagkoleni konkrétnych pracovnikov
néjomcu bude spisany $koliaci protokol.

Prenajimatel sa zavizuje na vlastné naklady
poskytovat ndjomcovi po dobu ucinnosti tejto
Zmluvy autorizovany servis lekdrskeho pristroja;
uvedené sa vzfahuje vylu¢ne na prehliadky
lekarskeho  pristroja  vzmysle  pokynov
a odporti¢ani vjrobcu avykonévanie servisnjch
tikonov majtcich pdévod vpovahe lekérskeho
pristroja  alebo  vyplyvajiicich  zbezného
opotrebenia  lekdrskeho  pristroja.  Servis
lekirskeho pristroja nezahffia materidl, ktory je
sti¢astou tdrzby vykondvanej nijomcom podia
uzivatelského Servis  lekérskeho
pristroja  spolivajuci v odstratiovani  vad
lekérskeho pristroja vzniknutych z dévodov na
strane néjomcu (najmd, nie viak vylucne
porusenim povinnosti ndgjomcu podla ¢L. IV. tejto
Zmluvy), vritane nédhodne vzniknutych vad
(napriklad $koda vzniknutd vodou
z vodovodného potrubia, elektricky skrat a pod.),
bude uskutoéiiovany na néklady néjomcu podla
aktudlneho servisného cennika prenajimatela.

manuélu.

Néjomca je povinny oznamit vadu lekarskeho
pristroja alebo potrebu vykonat iny servisny ikkon
na lekirskom pristroji bez zbytoéného odkladu
po jej zistenina &.:

0800 500 630 - laboratérne pristroje,

0800 500 633 - tkanivova diagnostika,

0800 500 634 - molekuldrna diagnostika a
veda/vjskum,

0800 500 632 — automatizicia a IT,

0800 500 631 - HosPoc,

inak zodpovedé prenajimatelovi za §kodu, ktord
nesplnenim tejto povinnosti na lekdrskom
pristroji vznikla. Néjomca oznami
prenajimatelovi popis a dévod vzniku vady alebo
potreby vykonat servisny ukon.

Prenajimatel je povinny zabezpecit servisného
technika do 2 pracovnych dni od nahlésenia vady
alebo potreby vykonat iny servisny tikon. Servisny
technik je povinny odstrénift vadu alebo
uskuto¢nit iny servisny tkon na lekdrskom
pristroji v primeranej lehote vzévislosti od
zdvainosti vady alebo servisného tkonu
asodbornou starostlivostou. Ak nedéjde
k odstrdneniu vady alebo vykonaniu servisného

3.5

3.6

3.7

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

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 medical device without
undue delay after he has found it out, otherwise
the Lessee shall be liable for damage caused on the
medical device due to the failure to comply with
this obligation. The Lessee shall notify the Lessor
with the description and the reason of the defect
or of need to perform the service.

The Lessor undertakes an obligation to ensure
service technician within 2 working days from
reporting the defect or the need to perform other
service operation. Service technician shall be
obliged to remove the defect or provide other
service operation on a medical device with due
diligence, in a manner at its discretion and within
a reasonable time depending on the extent and
severity of the defect. If the Lessor does not

_
A .
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4.3

4.4

zésahu do 3 pracovnych dni od néstupu
servisného  technika, bude prenajimatel
v nasledujicom mesiaci fakturovat ndjomcovi
néajomné zniZzené o alikvotni Ciastku za kazdy den
nasledujici po uplynuti lehoty 3 pracovnych dni
od néstupu servisného technika, v ktorom nebol
lekdrsky pristroj v prevadzke. Uvedené lehoty
a nédroky ndjomcu sa nevztahuji na odstraiiovanie
vad vzniknutych z dévodov na strane ndjomcu,
vratane néhodne vzniknutych vid. Prenajimatel
nezodpovedé za $kodu, ktord vznikne nédjomcovi
v désledku toho, Ze lekdrsky pristroj nie je po
dobu odstraiiovania vady a/alebo uskuto¢iiovania
servisného tikonu v prevadzke.

V.
Prava a povinnosti ndgjomcu

Néjomca je povinny vykonat prehliadku
lekarskeho pristroja pri jeho prevzati a ozndmit
prenajimatefovi vietky jeho zistené zjavné vady.
Prenajimatel nezodpovedd za zjavné vady, ktoré
néjomca mohol zistit alebo zistil pri prehliadke
aprenajimatefovi ich  neozndmil, najmi
odstranenie takychto vad sa uskutoéni na néklady
najomecu.

Néjomca je povinny vykonat prehliadku
lekarskeho pristroja vzhladom na jeho funkénost
a sposobilost na uZivanie na dojednany tcel bez
zbyto¢ného odkladu po instaldcii lekarskeho
pristroja prenajimatefom. Prenajimatel
nezodpoveda za vady, ktoré nadjomca mohol zistit
pri takejto prehliadke alebo ich zistil
a prenajimatefovi ich  neoznimil, najma
odstrénenie takychto vad sa uskuto¢ni na naklady
najomecu.

Prenajimatel ostiva po dobu trvania ndjmu
vlastnikom  lekdrskeho  pristroja, pricom
nijomcovi nevznikd akékolvek privo na
nadobudnutie lekérskeho pristroja do jeho
vlastnictva.

Vsetky zmeny ohladne lekarskeho pristroja,
najmi pokial ide o miesto instaldcie a pripojenie
na iné pristroje azariadenia, si vyZaduji
predchédzajici pisomny sthlas prenajimatefa.
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remove the defect or provide other service
operation within 3 working days after the turn out
of the service technician, the Lessor shall invoice
in the subsequent month the rent decreased by
aliquot amount for each day following the lapse of
3 working day period in which the medical device
has been out of operation. The given time periods
and rights of the Lessee shall not be applicable on
removal of defects attributable to the Lessee,
including accidental defects. The Lessor shall not
be liable for damage incurred as a result of the
medical device is not running appropriately for a
period of removing the defect.

v.
Rights and obligations of the Lessee

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

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

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

Any changes regarding the medical device,
particularly with regard to the place of installation
and connection to other devices and equipment
shall require prior written consent of the Lessor.
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Néjomca sa zavizuje lekdrsky pristroj riadne
uzivat na uéel dohodnuty vtejto Zmluve, je
povinny sodbornou starostlivostou lekdrsky
pristroj chrénit pred poskodenim, odcudzenim,

znehodnotenim, stratou a/alebo zni¢enim.
Nijomca nesmie bez  predchddzajiceho

pisomného stithlasu prenajimatela uskuto¢nit na
lekarskom pristroji Ziadne zmeny alebo zésahy.

Néjomca je povinny zabezpelif, aby lekdrsky
pristroj obsluhovali a mali k nemu pristup len
oprédvnené osoby, ktoré boli zodpovedajicim
spOsobom zaskolené.

Néjomca je povinny bezvyhradne dodrziavat
pokyny prenajimatela a/alebo vyrobcu lekirskeho
pristroja ohladne tdrzby a pouzivania lekarskeho
pristroja.

Néjomca je povinny umoznit prenajimatelovi na
poziadanie kedykolvek pristup klekarskemu
pristroju.

Néjomca nesmie prenechat lekdrsky pristroj na
uzivanie inej osobe, ani ho zatazit, dat ako zaloh ¢i
zéruku, bez predchddzajuceho pisomného
sthlasu prenajimatela. Pri porudeni tohto zédkazu
je prenajimatel opravneny od Zmluvy odstupit.

V pripade vzniku $kody na lekdrskom pristroji
vdésledku poskodenia, odcudzenia, straty,
znicenia alebo inej $kody na lekdrskom pristroji sa
ndjomca zavazuje nahradif prenajimatelovi
vzniknutd $kodu. Vzhladom na uvedené sa
néjomcovi odporaca, aby pre tieto pripady
dojednal  zodpovedajice poistenie. Vyska
poistného plnenia zo strany prislusnej poistovne
viak nemd vplyv na vysku ndhrady $kody voci
prenajimatelovi. Prenajimatel $kodu vy¢isli a v jej
vyske vystavi faktiru. Pre pripad totdlnej $kody sa

stanovuje maximédlna hodnota lekérskeho
pristroja 46 400 Euro  (slovom:
StyridsatSesttisicdtyristo =~ Euro) bez  DPH..

Vycislend $koda bude tumernid poskodeniu
lekdrskeho pristroja ajeho skutocnej aktuilnej
hodnote zniZenej o hodnotu amortizécie.

Néjomca plne zodpovedd za $kody spdsobené
lekdrskym  pristrojom a/alebo v stvislosti
s prevadzkovanim lekédrskeho pristroja tretim
osobdm alebo na majetku ndjomcu. Tymto nie je
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4.6

4.7
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4.9

4.10

4.11

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

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

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

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

The Lessee shall not leave medical device for use
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.

In the event of damage to the medical device as a
result of damage, theft, loss, destruction or other
damage to the medical device, the Lessee agrees to
reimburse the Lessor the damage caused. With
regard to this, the Lessee is advised to arrange the
respective insurance. However, the amount of the
insurance payment has no effect on the amount of
damages to the Lessor. The Lessor shall quantify
the amount of damages and issue and invoice. In
case of total loss, the maximum value of the
medical device is in the amount of EUR 46 400, (in
words: forty-six thousand four hundred Euro)
VAT excluded. The calculation of damages will be
proportional to the damage to the medical device
and its current actual value, net of depreciation
value.

The Lessee is fully liable for damages caused by
medical device, and / or in connection with the
operation of the medical device to third parties or
to the property of the Lessee. This does not affect




4.12

4.13
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5.2

5.3

dotknutd  zodpovednost vyrobcu  a/alebo
prenajimatela za $kodu podla zékona ¢. 294/1999
Z. z. ozodpovednosti za $kodu spdsobent

vadnym vjrobkom v zneni neskorsich predpisov.

Prenajimatel mdZe pozadovat vratenie lekdrskeho
pristroja pred uplynutim doby, na ktord je tito
Zmluva uzavretd, ak néjomca neuziva lekdrsky
pristroj riadne (¢l. IV. Zmluvy) alebo ak ho uZiva
v rozpore s u¢elom Zmluvy.

Porufenie povinnosti néjomcu stanovenych
v tomto ¢lanku Zmluvy sa povaZuje za podstatné
porusenie Zmluvy.

V.
Trvanie a skonéenie Zmluvy

Této Zmluva sa uzatvira na dobu urditi, atona 3
roky odo diia podpisu tejto Zmluvy oboma
zmluvnymi stranami.

Této Zmluva zanika iba:

a) uplynutim doby, na ktort bola dojednani;

b) pisomnou dohodou zmluvnych stran ku diiu
podpisu dohody alebo kinému difiu, na
ktorom sa zmluvné strany dohodn;

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

d) vypovedou ktorejkolvek zo zmluvnych strin
z akéhokolvek dévodu alebo bez uvedenia
dévodu so 3 - mesaénou vypovednou dobou,
ktora zalina plyniat prvy den kalendirneho
mesiaca nasledujiiceho po mesiaci, kedy bola
vyjpoved jednej zmluvnej strany dorucend

druhej zmluvne;j strane.

Prenajimatel je oprivneny odstipit od tejto
Zmluvy v pripadoch uvedenych v zékone a vtedy,
ak:

a) néjomca je vomeSkani so zaplatenim
faktiry, ktorou bolo vyiétované ndjomné,
dlhsie ako 30 dni po dni splatnosti faktiry;
pdjomca umozni uZivanie lekdrskeho
pristroja inej osobe, alebo lekdrsky pristroj

b)

4.12

4.13

5.1

5.2
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the liability of the producer and / or Lessor for
damage under Act no. 294/1999 Coll. on liability
for damage caused by defective products, as
amended.

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

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

V.
Term and Termination of the Contract

This Contract is concluded for a definite time
period of 3 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,
termination hereof by any of the Parties for
any reason whatsoever or without giving a
reason, with a 3-month notice period,
commencing on the first day of the calendar
month following the month in which the
notice has been delivered by one Party to the
other Party.

d)

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

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

the Lessee provides the medical device for use
to another person, or uses a medical device as

b)
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5.5

5.6

zatazi bez predchddzajiceho pisomného
sthlasu prenajimatela;

néjomca neuziva lekarsky pristroj riadne (cl.
IV. Zmluvy) a/alebo vsiilade stcelom
vymedzenym v tejto Zmluve.

ic}

Nijomca je opravneny odstapit od Zmluvy vtedy,
ak sa lekdrsky pristroj pocas trvania ndjomného
vztahu zniéi alebo stane neupotrebitelnym bez
zavinenia ndjomcu a prenajimate] nemoéze
poskytnit néhradny lekérsky pristroj a/alebo
odmietne poskytnit ndhradny lekdrsky pristroj.

Odstipenim od Zmluvy ktoroukolvek zo
zmluvnych strdn nezanikd povinnost ndjomcu
zaplatif za uzivanie lekdrskeho pristroja ndjomné
pred tweinnostou odstipenia, ako ani ndrok
prenajimatela na néhradu 3kody alebo na trok
z omeskania, ktoré vznikli pred ucinnostou
odstapenia od Zmluvy. Zmluvné strany sa
dohodli, Ze pre pripad odstipenia od Zmluvy nie
st povinné vracat si plnenia poskytnuté druhej
zmluvnej strane pred t¢innostou odstiipenia od
Zmluvy.

V pripade skonéenia tejto Zmluvy akymkolvek
spésobom a z akéhokolvek dévodu je néjomca
povinny vratit lekdrsky pristroj prenajimatelovi v
stave, v akom ho prevzal s prihliadnutim na bezné
opotrebovanieabez  zbyto¢ného  odkladu.
Lekérsky  pristroj  bude  odinitalovany
prenajimatefom, k omu je ndjomca povinny
prenajimatela vyzvaf. Nijomca je povinny
umoznit prenajimatelovi pristup k lekirskemu

pristroju za Gcelom jeho odinstalovania

kedykolvek v pracovnych diioch vbeZnych -

pracovnych hodindch. Zmluvné strany sa dohodli
na uplatneni zmluvnej pokuty v pripade situicie
uvedenej niz§ie. Ak lekérsky pristroj po skonceni
tejto Zmluvy nebude vriteny prenajimatelovi
najneskér do 14 dni odo diia skoncenia Zmluvy,
nijomca je povinny platit prenajimatelovi
zmluvni pokutu za kazdy zacaty den omeskania s
vritenim lekdrskeho pristroja vo  vyske
zodpovedajiicej alikvotnej ¢asti mesaéného
najomného pripadajiicej na kazdy den omeskania.
Pravo prenajimatela na néhradu $kody nie je
zaplatenim zmluvnej pokuty dotknuté.
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5.5

5.6

a collateral of guarantee without the prior
written consent of the Lessor;

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

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

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

In case of termination of this Contract in any way
from any reason whatsoever, the Lessee is obliged
to return the medical device to the Lessor in the
conditions in which he took it over, with regard
to normal wear and tear and without undue delay.
The medical device shall be uninstalled by the
Lessor. The Lessee shall be obliged to invite the
Lessor to uninstall the medical device. The Lessee
is obliged to allow the Lessor the access to the
medical device for the purpose of uninstalling at
any time on weekdays during normal office
hours. The Parties agreed that should the
situation hereinbelow occur, the contractual
penalty shall apply. Shall the medical device not
be returned to the Lessor within 14 days from the
date of termination of this Contract, the Lessee
shall pay the Lessor a contractual penalty for each
commenced day of delay in the amount
corresponding to the aliquot part of monthly rent.
The Lessor’s right for damages shall not be
affected by payment of the contractual penalty.




5.7 Pred uplynutim dojednanej doby ndjmu alebo pri

skonéeni tejto Zmluvy dohodou sa zmluvné
strany zavizuji v dobrej viere rokovat o predizeni
doby nidjmu alebo o pripadnom odktpeni
lekérskeho pristroja ndgjomcom za podmienok,
ktoré si zmluvné strany dohodnd; toto
ustanovenie nezakladd povinnost prenajimatela
predizif dobu trvania nidjmu alebo predat
néjomcovi lekérsky pristroj, ani povinnost
njomcu pozadovat predizenie doby néjmu alebo
odkipit lekdrsky pristroj.

VL.

Déverné informécie a povinnost miéanlivosti

6.1

6.2

6.3

Zmluvné strany sa zavdzuji, Ze buda
zachovivat obchodné tajomstvo druhej zmluvnej
strany a mléanlivost o dévernych informécidch
%e takdto povinnost bude
vrovnakom rozsahu zavizovat aj ich
zamestnancov,  obchodnjch  azmluvnych
partnerov a/alebo spolupracujtice tretie osoby.

a zabezpecia,

Dévernymi informiciami sa pre tucely tejto
Zmluvy rozumeji najmi tito Zmluva ajej
prilohy, podmienky spoluprice zmluvnych strdn
a vietky informacie, ktoré boli poskytnuté jednou
zmluvnou stranou druhej zmluvnej strane
v stivislosti s plnenim tejto Zmluvy, alebo ktoré sa
zmluvnej strane stali inak zndme a to najma, nie
viak vylu¢né, odborné aobchodné informicie
o produktoch prenajimatela.

Zmluvné strany sa najma zavazuji, ze déverné
informécie neozndmia ani inak nespristupnia
tretim osobdm, nezverejnia, ani nepouZiji
déverné informicie inak ako na tcely plnenia
svojich zdvizkov a vjkonu svojich prév podla tejto
Zmluvy. Uvedené sa netyka poskytnutia
dévernych informécii externym poradcom
zmluvnej strany ani spolupracujicim tretim
osobam za podmienky, Ze tieto osoby budi taktiez
zaviazané ml¢anlivosfou na zéklade zdkona alebo
osobitnej zmluvy.

5.7 Before the expiry of the agreed term of this

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

VL.

Confidential Information and Confidentiality

6.1

6.2

6.3

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 employees,
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 business
information relating to the products of the Lessor.

The Parties hereby undertake that they shall not
disclose confidential information or shall not
make it in any manner available to any third
parties; they shall not publish or use confidential
information for any purposes other than
performance of their obligations and exercise of
their rights pursuant to the Contract. The
abovementioned shall not apply to provision of
confidential information to external advisors of
the Party or cooperating third parties, provided
any such persons shall also be bound by the
confidentiality obligation under the law or
separate agreement.

10




6.4

6.5

6.6

7.1

Povinnost ml¢anlivosti podIa tohto ¢lanku trva aj
po skonéeni tejto Zmluvy bez casového

obmedzenia.

Vyssie uvedené povinnosti sa nevztahuji na
povinnost poskytnit chrénené tdaje a doverné
informécie orgdnom verejnej spravy na ziklade
zdkona alebo prévoplatného rozhodnutia stidu
alebo iného orginu verejnej sprivy. Takito
skuto¢nost povinnd zmluvné strana neodkladne
pisomne ozndmi druhej zmluvnej strane.
Zmluvnd strana, ktord méd takto doverné
informécie poskytnuf, je viak povinnd vyuzit
vetky existujuce prostriedky v stlade s prdvnymi
predpismi na odmietnutie alebo obmedzenie
oznémenia a spristupnenia dévernych informécii.

Kazd4d zmluvnéd strana zodpovedd druhej
zmluvnej strane za 8kodu spésobenti poruSenim
povinnosti ml¢anlivosti.

Vil
Ochrana osobnych tdajov

Zmluvné strany potvrdzuju, Ze ciefom
autorizovaného servisu a ani injch sluzieb
poskytovanych prenajimatelom najomicovi nie je
spracovanie osobnych tidajov pacientov ndjomcu
nachddzajucich sa  vlekdrskom  pristroji
prenajimatelom pre ndjomcu v zmysle nariadenia
Eurépskeho parlamentu a Rady (EU) & 2016/679
z27. aprila 2016 o ochrane fyzickych oséb pri
spractivani osobnych tdajov a o volnom pohybe
takychto udajov, ktorym sa zruSuje smernica
95/46/ES (vieobecné nariadenie o ochrane
tdajov) (,GDPR®) a zdkona ¢. 18/2018 Z.z. o
ochrane osobnych tidajov a o zmene a doplneni
niektoryjch zdkonov, vrozsahu jeho pdsobnosti
(»Zdkon o ochrane OU“) (prislusné pravna
tiprava dalej len ,Predpisy na ochranu OU“).
Zmluvné strany vSak berd na vedomie, Ze
poskytovanim sluZieb autorizovaného servisu
najmi podla ¢ldnku III. ods. 5 a nasl. tejto Zmluvy
méze déjst k spractvaniu takychto osobnych
udajov prenajimatelom pre nijomcu a pre tento
ucel sa strany rozhodli upravit vzijomné préva a
povinnosti v tomto &édnku Zmluvy.”

6.4

6.5

6.6

7:1

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

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

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

other Party.

VIL.
Personal Data Protection

The Parties confirm that neither the purpose of
the authorized service nor any other services
provided by the Lessor to the Lessee includes
processing of personal data of the Lessee’s
patients located in the Analytical instrument 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 mainly
under article III. section 5 of the Contract could
be connected with processing of such personal
data by the Lessor on behalf of the Lessee ant thus
the Parties decided to specify their rights and
obligations in this respect.

11
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7.2

7.3

7.4

7.5

7.6

Prenajimatel berie na vedomie, Ze ndjomca, ako
prevadzkovatel, spractiva vzmysle Predpisov
na ochranu OU, osobné tudaje pacientov ako
dotknutych os6b za ucelom poskytovania
zdravotnej starostlivosti, pricom prévnym
zédkladom spractivania tychto osobnych udajov
nijomcom je nevyhnutnost splnenia zdkonnych
povinnosti ndjomcu podla osobitnych predpisov
na tseku poskytovania zdravotnej starostlivosti
platnjch ainnjch na tzemi Slovenskej

republiky.

Pre pripad spractvania osobnjch tudajov
pacientov prenajimatefom v mene ndjomcu,
néjomca touto Zmluvou poveruje prenajimatela,
vstilade s platnymi Predpismi na ochranu OU,
ako sprostredkovatela, na spractivanie osobnych
tidajov pacientov najomcu ako dotknutych osdb
v rozsahu meno, priezvisko, rodné Cislo, datum
narodenia, tudaje tykajuce sa zdravia, inych
osobnych tidajov nachédzajucich sa vlekdrskom
pristroji, ato vyluéne formou prehliadania
alikviddcie  osobnych  tdajov.  Utelom
spractivania osobnych udajov ndjomcom, ako
previdzkovatelom, je riadne poskytovanie
zdravotnej starostlivosti pacientom zo strany
néjomcu. Prenajimatel, ako sprostredkovatela, je
véak oprédvneny spractvat osobné udaje iba pre
titely avsavislosti s poskytovanim sluZieb
autorizovaného servisu podla tejto Zmluvy.
Osobné tidaje pacientov néjomcu st spraciivane
automatizovanym spésobom.

Zmluvné strany sa dohodli, Ze doba spractivania
osobnjch tdajov pacientov prenajimatefom v
mene néjomcu, je najviac obdobie trvania tejto

Zmluvy.

Nijomca vyhlasuje, Ze pri vybere prenajimatela
ako sprostredkovatela dbal na jeho odbornd,
technickdi, organizaénii a personalnu spdsobilost
ajeho schopnost zarucit bezpe¢nost spractivanych
osobnych udajov v lekérskom pristroji.

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

a) spractvat osobné tdaje len  na zéklade
zdokumentovanych  pisomnjch pokynov

7.2 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.

7.3 In case of processing of personal data by the

Lessor on behalf of the Lessee, the Lessee instructs
the Lessor as the data processor, to process
personal data of the Lessee’s patients as data
subjects to the following extent name, surname,
birth identification number, date of birth, data
concerning health, other personal data located in
the 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 Lessee’s patients
are processed by automatic means.

7.4 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.

7.5 The Lessee hereby represents that while selecting

the Lessor as the data processor, it took into
professional,
personal

consideration the Lessor’s

technical,  organisational  and
capabilities and its ability to provide security to
personal data processed in the Analytical

instrument.

7.6 The Lessor as the data processor is obliged in

accordance with the Legal Regulation of Personal
Data Protection:

a) to process personal data only

documented written instructions from the

under

12




b)

<)

d)

e)

g

najomcu, ato vsilade scldinkom 28 ods. 3
pism. a) GDPR, priom podpisanie tejto
Zmluvy Zmluvnymi stranami sa povazuje za
takjto pokyn ako aj za jeho udelenie
najomcom prenajimatelovi;

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

prijat a vykonat primerané technické a
organiza¢né opatrenia na zaistenie primeranej
trovne bezpe¢nosti so zretefom na najnovsie
poznatky, néklady na vykonanie opatreni,
povahu, rozsah, kontext a tcel spractivania
osobnych udajov a rizikd s rbznou
pravdepodobnostou a zédvaZnostou pre préva
fyzickych oséb, a to v stilade s Predpismi na
ochranu OU, najmi ¢lankom 28 ods. 3 pism. c)
GDPR;

plnit povinnosti sprostredkovatefa v rozsahu
podla &lanku 28 ods. 3 pism. €) a f) GDPR;

ihned po ukonéeni zavazkovo-prévneho
vztahu podla tejto Zmluvy a odinstalovani
lekarskeho pristroja, vymazat osobné udaje
pacientov ndjomcu, ako dotknutych os6b,
z pamitového nosica lekérskeho pristroja
a vymazat akékolvek existujlice képie, ktoré
obsahujii  osobné tdaje aktoré ma
prenajimatel k dispozicii, v stilade s Predpismi
na ochranu OU. Vymaz osobnych udajov
z paméatového nosica lekdrskeho pristroja sa
uskutoéni e$te predtym ako lekdrsky pristroj
opusti miesto jeho instalicie u ndjomcu,
s vynimkou pripadu, ked je lekdrsky pristroj na
zéklade Ziadosti ndjomcu premiestneny na iné
pracovisko ndjomcu;

zabezpetit, aby sa osoby opravnené spractivat
osobné 1Gdaje na zédklade poverenia
sprostredkovatela zaviazali, Ze zachovaji
dévernost poskytnutych informaci;

poskytniit najomcovi informdcie potrebné na
preukézanie splnenia povinnosti podfa ¢linku
28 GDPR a poskytnit sucinnost v ramci auditu
ochrany osobnych iidajov, vratane kontroly zo
strany néjomcu alebo auditora povereného
najomcom v stilade a vrozsahu podfa ¢lanku
28 ods. 3, pism. h) GDPR;

b)

c)

d)

g

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.

to respect the conditions for engaging another
processor in accordance with article 28(3)(d)
of the GDPR in connection with article 28(2)
and (4) of the GDPR;

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

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

immediately after termination of the
contractual relationship under this Contract
and uninstalling of the Analytical instrument,
to erase personal data of the Lessee s patients,
as data subjects, stored on the memory source
of the Analytical Instrument and erase all and
any existing copies of these personal data
available to the Lessor, in accordance with the
Legal Regulation of Personal Data Protection.
The erasure shall be carried out before the
Analytical Instrument is replaced from the
place of its installation at Lessee s place, except
from case when the Analytical Instrument
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;

to make available to the controller all
information necessary to demonstrate
compliance with the obligations laid down in
the Article 28 of the GDPR and allow for and
contribute to audits, including inspections,
conducted by the controller or another auditor
mandated by the controller in accordance and
to the extent pursuant to article 28(3)(h) of the
GDPR;
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1.7

8.1

8.2

8.3

8.4

8.5

h) vstvislosti s povinnostou podla pism. g)
vyssie, bezodkladne informovat ndjomcu, ak
podla nézoru prenajimatela pokyn nijomcu
porusuje niektory Predpis na ochranu OU.

Zmluvné strany sa zavdzujl, Ze pri spracovani
osobnych udajov dotknutjch o0séb budd
postupovat podla platnjch Predpisov na ochranu
OU. N4jomca, ako previdzkovatel, vykoné vietky
informaéné povinnosti vo¢i dotknutym osobdm
podla Predpisov na ochranu OU, ak sa to
vyZaduje. Zéroveil prenajimatel, ako aj ndjomca
budti  viest zdznamy o spracovatelskych
&innostiach v stilade s ¢ldnkom 30 GDPR, ak sa to
vyzaduje.

VIIL
Sluzba Teleservis

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

Vramci sluzby ROCHE Teleservis bude mat
nijomca  zabezpeCené  rychlejSie  rieSenie
poruchovych situicii a aplikaénych problémov
bez nutnosti osobnej névitevy (plati len pre vady
lekdrskeho pristroja, ktorych povaha to
umoZiiuje), automatickli aktualizdciu databéz

testov, reagencii, kalibrtorov akontrolného
materidlu a automatickil aktualizaciu
pristrojového softwaru.

Sluzba ROCHE Teleservis vyuziva existujucu IT
infradtruktiru ndjomcu. Ndjomca sa zavézuje pre
tlely slutby ROCHE Teleservis zabezpecit
prenajimatelovi na svojom pracovisku, kde je
lekérsky pristroj umiestneny, internetoveé
pripojenie.

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

Prenajimatel garantuje pri poskytovani sluzby
ROCHE Teleservis ochranu dévernych informacii
néjomcu, ako aj ochranu osobnjch tddajov

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

7.7 The Parties undertake while processing personal

8.1

8.2

8.3

8.4

8.5

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.

VIIL
Roche Teleservice

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

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

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

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

With regard to ROCHE Teleservice, the Lessor
shall guarantee protection of Lessee s confidential
data and personal data of patients though
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8.6

9.1

9.2

9.3

9.4

9.5

9.6

pacientov, ato prostrednictvom ich Sifrovania.
Manuél poskytovania sluzby ROCHE Teleservis
a ochrany osobnych tdajov tvori Prilohu ¢. 1 tejto
Zmluvy, ktord je jej neoddelitelnou sucastou.

Prenajimatel  poskytuje nédjomcovi sluzbu
ROCHE Teleservis na vlastné néklady ako sticast
technickej podpory a servisu lekrskeho pristroja.

IX.
Zavere¢né ustanovenia
Této Zmluva nahrddza kazda pisomnt a/alebo
ustnu dohodu medzi zmluvnymi stranami
ohladne predmetu Zmluvy.
Privne vztahy vyplyvajiice z ndjmu neupravené
touto Zmluvou sa riadia  osobitnymi
ustanoveniami Ob¢ianskeho zdkonnika

o prisluSnom zmluvnom type, pokial v tejto
Zmluve nie je dojednané odchylna pravna tiprava.
Ostatne privne vzfahy medzi zmluvnymi
stranami sa riadia vSeobecnymi ustanoveniami
zékona ¢. 513/1991 Zb. Obchodny zékonnik
o zéviazkovych wvztahoch (§ 261 - 408
Obchodného zikonnika), pokial v tejto Zmluve
nie je dojednana odchylna prévna tiprava.

Nédjomca je povinny bezodkladne Zmluvu
zverejnit v stilade so zékonom & 546/2010 Z. z.,
ktorym sa dopliia zakon ¢&. 40/1964 Zb. Obéiansky
zdkonnik v zneni neskorsich predpisov a ktorym
sa menia adopliaji  niektoré zikony.
Bezodkladne po zverejneni Zmluvy je nijomca
povinny doruCif prenajimatelovi pisomné
potvrdenie o zverejneni Zmluvy

Tito Zmluva nadobuda platnost difiom jej
podpisania oboma zmluvnymi stranami. Tito

Zmluva nadobudne w¢innost odovzdanim
lekérskeho pristroja nijomcovi, ktoré zmluvné
strany  potvrdia  podpisom  preberacieho
protokolu.

Zmluvné strany sa zavazuju, Ze vietky spory, ktoré
vzniknd z tejto Zmluvy alebo v stvislosti s fiou
budd rieSené prednostne zmierom.

Ak nedéjde kvyrieSeniu sporu zmierom, spor
rozhodne vecne a miestne prislusny slovensky stid

8.6

9.1

912

93

9.4

9.5

9.6

encryption. The ROCHE Teleservice and Data
Protection Manual creates Annex 1 to this
Contract as its inseparable part.

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

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 otherwise agreed in
this Contract.

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

This Contract shall become valid upon its
execution by both Parties. This Contract shall
enter into force upon the handover of the medical
device to the Lessee, what shall be confirmed by
the Parties signing the handover protocol.

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
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urteny podla procesnych pravnych predpisov
Slovenskej republiky.

9.7 Této Zmluva mdZze byt doplnend a zmenend len na
z4klade pisomnych dodatkov podpisanych oboma
zmluvnymi stranami.

9.8 Pokial niektoré zustanoveni tejto Zmluvy je
neplatné, neicinné alebo nevykonatelné, nemd to
vplyv na platnost, ti¢innost alebo vykonatelnost
ostatnych ustanoveni tejto Zmluvy. V pripade, Ze
niektoré z ustanoveni tejto Zmluvy je neplatné,
neti¢inné alebo nevykonatelné, alebo sa nésledne
takym stane, zavizuji sa zmluvné strany, Ze ho
nahradia ustanovenim, ktoré najviac zodpoveda
ich p6vodnej voli.

9.9 Zmluva je vyhotovend vdvoch rovnopisoch
v slovenskom a anglickom jazyky, pricom kazdd
zo zmluvnych strén dostane jedno vyhotovenie
Zmluvy. V pripade rozporu medzi jazykovymi
verziami Zmluvy mé prednost slovenské znenie.

9.10 Zmluvné strany vyhlasuji, Ze si tito Zmluvu
precitali, jej obsahu porozumeli a stthlasia s nim a
%e Zmluvu uzatvéraju slobodne, viine a bez
nétlaku, na znak ¢oho pripéjajt svoje podpisy.

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

court with competent venue and jurisdiction
pursuant to the procedural laws of the Slovak
Republic.

9.7 The Contract shall be amended or complemented
only in a form of written amendments signed by

both Parties.

9.8 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.

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.

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

Annex no. 1 Teleservice and Data Protection Manual

V/ In: Bratislave, dfia/ on: 20'0720/%)

Roche Slovensko, s.r.o.

Ing. Zuzana Cumovs,
prokuristka/ proxy holder

D

drine Monika Ghislaine Vogt,
prokuristka/ proxy holder

V/ In: Bratislave, diia/ on: j‘g ﬂ/ L ﬂ/?’

Nérodny ustav srdcovych a cievnych chorob, a.s.

Ing. Mongi Msolly, MBA,
predseda predstavenstva / chairman of the board and

MUDr. Ivo Ga$parovi¢, PhD., MPH,
Podpredseda predstavenstva / vice chairman of the
board
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1 Histéria dokumentu

Verzla | Ditum Meno Déved
Voo 08-FEB-2010 | Thomas Maly Vytvorenie dokumentu.

Vo1t 03-NOV-2010 | Thomas Maly Dopinené informacie pre Roche Vanilla Agent a connect 2
Drobné zmeny v celom dokuments.
Zmenené PAP na GSS dokument — Digitilny podpis v DVS

voz 17-MAY-2011 | Thomas Maly Aktualizovany cely dokument, aby odraZal novl infrastruktiru
Axeda hosfovand v Axeda v centre On Demand Center.

Vo3 10-APR-2013 | R. Gwerder, Zmenené ,TeleService' na ,Siuzba na diafku'.

C. Schindler Zmenené ,cobas IT firewall’ na FortiGate 40C".

Glosdr zosuladeny s Glosarom Sluzby na dialku 10013271
PJM 000 03.

Vyhlésenie: Pracovna kopia po vytiagen.

Informécie o utajeni Gdajov

Sluzba na dialku
2 Ucel
\% na ochranu ako s EU o ochrane
udqw a HIPAA sl uvedsné poﬂadavky ktoré je nutné i pri ych Gdajov.
v ) oezPlttfotmuSlutbynldllrlm Roche méze mat'

spolonost’ Rod\e pdstup k dovemym osobnym Gdajom kiientov, ako st naprikiad zdravotné Udaje
pacientov a iné osobné Udaje (dalej len Osobné Udaje, pozri Glosar).

Ugelom tohto dokumentu je poplnf utajenie udajov na Phtforme Sluzby na dialku Roche. Takéto

rieSenia a pokyny budu odrazZat' na utajenie v Tento by

mal tieZ poskytnit' odpovede na pripadne otézky t?kajuca sa utajenia dat vznlkmlym u pracovnikov
Cieflovymi htc sUi poboZky i Roche na celom svete.

(o] rieSenia pre s0 tu len navrhom - miestne organizacie

krajin prekonzultované so SluZbou na dialku 50 zodpwedné za implementaciu.

3 Rozsah

Tento je stcastt © utajeni Udajov SluZby na diafku, Bezpecnost'
a Konektivita.
Cela zostava dokumentov je niZSie:

« Informécie o utajeni tdajov SluZby na diafku VO3 (ID: 10373982 GSS 000 02, tento dokument)

« Informécie o bezpeénosti Sluzby na dialku VO3 (ID: 10373881 GSS 000 02)

« Informécie o konektivite SiuZby na diafku V04 (ID: 10373979 GSS 000 03)

3.1V Rozsahu
Popisované rieenia platia pre infrastruktiru Platforma SluZby na diafku a hardveér:

« Platforma SluZby na diafku
- Axeda Enterprise
- servery Axeda Global Access Servers
- Axeda (Firewall) Agent
- TeleService-Net

« cobas® link (vratane softvéru Roche Connectivity Layer)
« connect 2 i

3.2 Mimo rozsahu

j sluzby s mimo rozsahu. Dalsie produkty
'poloemmr Roche okrem Platformy SIquy na diafku sd mimo rozsahu.

Vo3 strana 3

Sluzba na dialku Informécie o utajeni Gdajov
4 Uvod

Sluzba na diafku ponika G pre iu a sluzby pre Roche Diagnostics:

.Platformu Sluzby na dialku".

Hiavnym ciefom je zvysit’ kvalitu sluzby a zniZit' dodatoéné nékiady na oboch stranéch (klient,
spoloénost' Roche).

na strane sa vzdy
Connectivity Layer.

Jje podfa Axeda Agenta glebo softvéru Roche

Sluzba Axeda Agent je dostupna pre:
«  connect 2 (hardvérova brana), integrovana &ast

«  samostatnu indtalaciu (softvérova brana) pre priamu
Softvérova brana sa dalej uvadza ako ,Roche Vanilla Agent".

« cobas® link (hardvérova brana), integrovana éast’

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

Vo v i s tieto typy pouzitia:
(V zavislosti od druhu systému je dostupna jedna alebo viacero sluZieb.)

1. Konzultacie na dialku vr. manuaineho prenosu dét (ako reakcia na ohldsené problémy
uzlvnnrw) Tieto sluzby poskytuje len Axeda Agent.

PC Roche do systému (napr. cobas 6000 alebo Integra 400)
(suboryje mozné prenasat obomi smermi).
+Z PC Roche do j brény (napr. cobas® link alebo connect 2)

(subory je mo2né prenasat’ obomi smermi).

2. Planovany prenos dét zo vzdialeného hostitefa do Roche: Tieto siuzby poniika len Axeda
Agent a RCL.

« nahrank
= on-line i (napr. ych Gdajov)
» hodnotenie vykonu

3. Planovany prenos dat z Roche ku vzdialenému hostitefovi: Tieto sluZby ponuka len Axeda
AgentaRCL.
* Stis i udajov o davke ! i /
kontrolach (e-BC — elektronicky &iarovy kéd)
« Stiahnutie udajov Maernych pre &loveka (e-Pl — elektronicky Pribalovy letak -
letéku alebo iné informacie pre Klienta)

ii / oprév security hot fixes a definicii virusov.

p Kpr

= ftvérovych patches /

V53 strana 4
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SluZba na diafku Informécie o utajeni Gdajov

5 Charakteristika infrastruktary

Platforma Siuzby na dialku a softvér na prenos,
a i Hardvér a softver Platformy smzby na dlarku sa

p externe pre Axeda Ci
sa Roche IT (napr. penetna\?m skiskam zo strany

nazﬂvlslych konzuitantov). Connect 2, Roche Vanilla Agent a cobas® link st kemunikaéné brany.

Tam, kde connect 2 a cobas® link zahifiaji hardvér poskytnuty spoloénostou Roche vratane
softvéru pr jje agent Rm Vanilla Agent vyluéne softvér. Tieto brany

sa nachadzaju u klienta afumuju p brana medzi sietou

systému a spoloénost'ou Axeda Enterprise (suvleeunk 2 Servery Global Access Servers).

Axeda s.rvknLlnk je softvér inej Mny zabezpeéujuci komunikéciu a rieSenie vymeny dat

Remote Layer, ktora je rieSenim vyvinutym spoloénost'ou

Roche. Agent Ax-th (Firewall) Aqont je vopred indtalovany na hardvérovej brane connect 2

2 cobas® link. .

Servery Global Access Servers poZaduje aplikdcia Axeda ServiceLink pre zaistenie efektivnych

stretnuti so zdiefanim obrazoviek na celom svete. Datovy skiad Sluzby na dialku (RSDW) je

docasné skladovanie dat (XML) pre stiahnuté Udaje nastroja (napr. monitorovacich informéci).

Nasledne s tieto Udaje pre ostatné aplikacie Roche.

5.1 Hosting / pristupové detaily

RieSenie Axeda
Vsetky sluzby (hardvér a softvér) sii extemne pre Axeda C
» Systém Axeda Enterprise sa fyzicky nnchm v Détovom centre v Eurépo (Nemsd:n).
pre Zk sa fyzi

* Servery Global Access Servers sa !yzwky nachadzajd na troch réznych miestach: Eurépa
{Nemecko), Sevema Amerika a Azia.

Aplikécia Axeda ServiceLink je len interne pre Roche. Nie je priamo
cez intemet. Uzivatelia vstupujuci do apllldclez Inhamého pocitaéa Roche sl vZdy overeni pomocou
svojich poverenl zo do aplikacie cez internet pomocou

sluzby Roche ,,RANGE BASIC* s0 wuenl overovacim mechanizmom s 2 faktormi. RANGE je
sluzba ponukana zo strany Roche Global Informatics.

Riesenie Roche Connectivity Layer
Vaetky sluzby (hardvér a softvér) si hostované inteme spoloZnost'ou Roche. Systém sa pouZiva len
na distriblciu Udajov. Firemna infradtruktira sa nazyva ,TSN alebo TeleService-Net

Siuzba na dialku Informécie o utajeni tdajov

6 Informacie o utajeni udajov

1. Je pre spoloénost’' Roche utajenie tidajov déleZité?

Roche vy jje, 2e ciefom je zakony na ochr-nu udajov pri

O ddajov. ' Roche sa osobné prava
a sikromie osdb. Prindpy utajenia dét. ktoré odrazZaju mkony a predpisy na ochranu Udajov, ktoré

spoloénost’ Roche bude
Roche na ochranu osobnych l)d:)av

2. Ako je zabezpe&ené utajenie Gdajov pri p medzi 6 a
infradtruktirou Sluzby na dialku v spoloénosﬁ Roche?
Na spojenie medzi vzdi v i na utajenie

udajov spinené Sifrovacimi rnaehlnzmiml Pouzivaju sa rézne postupy na splnenie Sirokej Skaly
poziadaviek na konektivitu. Podrobné (daje je moZné néjst' v dokumente .dokument Informacie

o konektivite sluzby na dialku.”
Vo vieobecnosti sa nebud( vymiefial' Ziadne nesifrované Udaje:
* medzi i ia
* v rAmei Platformy SluZby na diafku vo Fremnej sieti Roche a v centre Axeda On Demand
Center.
» medzi akoukolvek tretou osobu zapojenou do komunikacie

» v sieti zdravotnej organizacie

Poznamka: Definicie virusov nie su zasifrovane, ale sd digitalne podpisané, aby sa predisio
manipulacii, nakolko aj tak je ich obsah verejne dostupny.

3. Je zabezpeéené utajenie Gdajov poéas so y?
Pre odstranenie problému a obnovenie systému do jeho piného pracovného reZimu méze byt'
nutné stretnutie so zdielanim obrazovky. Zvy&ame k tomu dochédza po tom, ako Klient informuje
call centrum i Roche o pi bo ako p
Kiienta telefonicky po Zisten! spravania sa synému Ktoré naznacuje nedodr!ﬂn!e predpisov.

Pogas tohto stretnutia so zniefanlm ubrazovky mozZne bude potrebné vsmpi do obrazovky

systému so y tykajdce sa
pacienta.

Je to vedlajdie i identifik y il o stave

ktoré sa na zaklade predpisov v niektorych kraji (napr. 45 CFR ¢ast 160 -164

§ ochrany Iny o stave jednotlivcov,

id
Gasto nazyvané v USA pravidio HIPAA).
Klienti v krajinéch, ktorych predpisy nestanovuji koncepty vedrajSieho vyuzitia by nemali mat'
pristup v systéme, ani by nemali mat’ dovolené prenasat' Zladna poznamky tykajlce sa identity
pacienta z LIS, pokial nie su spinené p p na ochranu
Gdajov (napr. sihlas pacienta).

Vo3 Stana 7
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Dodatoéne tito kiienti mé2u p od i Roche O; pre utajenie
udajov, v ktorom bude podstata Roohe na ochranu Gdajov.
To zarovefi plati pre { na pristup do stboru na
komunikacie LIS.
4. Aky druh o bude spract p Roche?
Osobné (daje vo identifik i di stave
Jjednotiivcov (meno pacienta, ID atd' ), ktoré by umazfiovali dosledovanie a identifikovanie
pacienta. Poéas tohto mozno bude vstpit do

systému so i, ktoré mé2u obsahovat’ poznamky z laboratéria
tykajlce sa pacienta. — Pozri odseky 3 a 6 tejto &asti pre viac informécil.

§. Je mozné zhromazdené daje vyhladat' v jednotlivych systémoch?

Ano vaetky systémy s vybavené Individuainymi sériovymi &islami. Pre moZnost' pridelenia udajov
analyzu je nevy jasne i systémy,

typom pre
ktaré vygenerovali tieto informacie.

6. Ako sp Roche informécii o ki ?
Udaje pre i systém i
stave jednotlivcov (meno pacienta, ID, atd.). Okrem toho sa prenasaju len mformtde
o pacientoch, ktoré su zbavené (dajov umoZfiujicich ich identifikaciu v sGvislosti s idajmi zo
systému na branu (napr. cobas® link). Zbavenie (dajov umazfiujlcich identifikaciu sa realizuje
vymazanim v!etkych poll s pnznﬂmkaml v suvislosti so vzorkou, ktor by mohlo pouzit'

o pred tym, ako tdaje odidu zo systému.
V s(vislosti s detailmi o Gdajoch ych medzi Roche a si, prosim,
pozrite 7. kapitolu.
7. Kto méZe mat’ pristup do systémov Platformy SluZby na dml’ku?
Systémy Platformy SluZby na dialku si Len
opravnenl uZivatelia spolonosti Roche maju pristup do tychto systémov.
Do systému i méZu pristup len vybranl Pristup sa poskytuje na

Qrovni krajiny, napr. fudia pracujici pre Svajéiarsku Roche budi mat' pristup do systémov
lenvo &ra}ehnku Pristup do systémov Siuzby na dialku na spracovanie tidajov sa tiez umoz2fiuje
na Urovni krajiny.

Pre agely podpory v y iach maja ie pri k Udajom
véetkych krajin. Viac néjdete v i ° i Sluzby na
dialku.”

8.Cosastanes po ich ?
Udaje Roche sa p aji na analyzu (napr. systému / vikonu
testu) a podra postupov a pri dodrzani platnych zakonov
a predpisov.
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SluZba na dialku
9. Kde s i acie / Gdaje sy ?
V suvislosti s Platformou Sluzby na dialku Roche uchovéy
vdMavich eamrteh vmhdesphlnymlzﬁkmmla i Udaje v
trach Udaje v
dﬂmyonoemmunpoloenmnm
7 o g
Laboratory / Hospital
¥ J[O]
o HR
T S
Wi
Sy  reend
® |
%7 @O
S VB
a1 S
@ : .m?
!

A) V zavislosti od systému, ktory generuje tidaje sa meni trvanie uchovévania a archivacia.

Podrobné informécie je mozné néjst'v prislusnej dokumentécii systamu

B) Cobas® link méze uchaviv-t’ 2zélohy (i o y

typml syﬂtmu Infc tykajice sa ) a vykonu systému, varovné Gdaje a ostatné
doil kazdy defi (E, F). Podrobné informécie

néjdetev 7. k:pﬂole

C) Bréna connect 2 nedokéaze skladoval' ziadne udaje systému. Je navrhnuta ako brana len na
2diefanie obrazovky.

D) uzlvmfsky potitaé Roche P ani Ziadne Gdaje
b y mézu byt

4

pogas
manuélne do softvéru pre riadenie vztahov s khantml (objasnit).
E) Monitorovacie Udaje zhromazdené branou (napr. cobas® link) sa do¢asne uchovavaji
v Détovom sklade Sluzby na dialku (RSDW) podfa
F) Monitorovacie tidaje zhromazdené branou (napr. cobas® link) sa doéasne uchovévaju
v TSN a2 do migrécie do RSDW.
G) Prenesené informécie a subory systému a Udaje pre riadenie si zhromazdované a uchovavané
v systéme Axeda.

H) Servery GlobalAmm Servers jli Ziadne Odaje. Vystupuji ako sp
so bi y.
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10. Kde sa fyzicky ?

= Datovy sklad Sllzby na dialku a infradtruktira TSN sa nachadzaji vo vnitri firemnej siete
spoloénosti Roche vo Svajiarsku.
* Spoloénost’ Axoda Entuprha sidli v centre Axeda On Demand Center vo Frankfurte v Nemecku.
Servery pre ysa jd v centre Axeda On Demand Center v USA.

* Servery Global Access Servers sa nachadzajd v centrach Axeda On Demand Centers v Eurbpe
(Nemecko), v Amerike (USA) a v Azii (Hong Kong).

11. Kto méZe mat’ pristup k akym tdajom v centrach Axeda On Demand Centers?

ia systémov Axeda maji pristup k celej databaze ServiceLink a k celému jej obsahu.
Pristup je potrebny pre administrativne a prevadzkové ulohy.

12. Dodrzi 0 uzi P Roche ipy ddajov?
Ano, boli prijaté pre sp ych udajov a zmiuvné dohody
s tretimi osobami zo strany vietkych Roche pre zait opatren proti
prév na ych idajov. Okrem toho, Smemica
spoloénosti Roche na ochmnu Gdajov lje V8 principy, ktoré sa musia
pouzit pri Udajov v Roche.
Vo3 strana 10
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7 Udaje prenasané medzi Laboratériom a Roche

Len cobas® Ink dokaze prenésat &kmzmcu a udaje tykzjnee sa vykonu medzi laboratériom

a Roche. Pod sd
Pomtmlu. Connect 2 a Roche Vanilla Aaen( ponuikaji moZnost zdiefania obrazovky a pren&$aj
Udaje systémového riadenia (napr. nazov hostitela alebo nakonfigurovand IP adresu). Okrem toho

Agent tieZ zabezpeéuje prenos stiborov.

7.1 Udaje prenésané z Roche do cobas® link / systémov

Pre isté triedy systémov Roche (napr. cobas® 6000 a cobas® 8000) budi prenasané binirme

udaje z Roche do systému laboratéria. E-&iarovy kbd (éwame (daje pre lystém) ;e binarny tdaj

tykajici sa latok kontroly, istymi i pre

smerov:nie prenasané do cobas® link a po uvol'nenl uﬂvatefom systému je preneseny do systému.
4 Gdajov v sivy jje vyslovny stihlas od uZivatefa systému.

Udaje Gitatefné pre ﬂweka dokumenty vo formﬂu POF -budd pranﬂané z Rodle do cobalo Link,

kde ich pouZije uZivatel Sato Udaje o y

latkach (elektronicky Prtb-lovi leték) alebo akykolVek druh Lmu Kienta.

Aktualizécie softvéru / patches cobas® linku a definicie AntiVirusoy budd tiez prenasané z Roche

do cobas® link a automaticky inStalované.

7.2 Udaje prenasané zo systémov do Roche cez cobas® link
Roche do

Tabufka nizsie

Roche. V taburlke su pouzm prlklady na zﬂdsde uystémdv Rnchel Hitachi a Udaje sa mé2u menit'
pre ostatné systémové rady.

potrebné a informativne (daje pre registriciu daného
laboratéria; musia byt zahmuté pre kazdého pdvodeu Gdajov
uvedenych v sbore

Identificitor laboratéria jedinecny identifikétor laboratéria; vo formate URL
s hh;v Iaboratéria). [(2ivatelsky identificator) ] (kéd

Gdaje laboratéria
Detaily udaje pre
vos strana 11
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’Dalnld-l\inmj- t potrebné a informativne Udaje pre registraciu daného
mmmmmmummum
uvedenych v saber
Identificitor laboratéria Jedineény identifiitor laboratéria; vo formate URL
s {ndzov laboratéria). [{uZvatelsky identificdtor)) {kod
krajiny)
Im-mmq. jedinegny identifikitor ndstroja; vo
URL s {sériové Zislo). (dnm'“m) l”"'““h'
boratéria)
| Regstrator nastroja registraéné Gdaje ndstroja
Imw-‘mu informativne Gdje pre dany nastro] kryc list
Uzivatefsky zdznam zdznamu pre uZivatelské polia
Nahromadené Gdaje ‘monitorovacie (d: (Udaje, ktoré sa hromadia Zasom (ako s
&itace, zdpisy, ald.) pre dany ndstroj

Identifikator ndstroja jedineény identifikitor ndstrofa; vo formate URL
8 {sériov islo). (druh nastroja). (identifiator laboratéria)

Citate zhromazdovanie vstupov do Gitata

Zipisy zhromazdovanie polotiek zdznamov

Benchmarking

Identifikitor nastroja jedineény identifikétor nastroja; vo formate URL
s (sériové &islo). {druh nastroja). {identifikdtor

Identificitor modulu relativny identifikétor modulu patriaceho do
¥ kontexte (Standardny modul pouzivania, ak udaj pochédza
Z ndstrofa v kontexte)

Identifildétor submoduly refativny Identifikator submodulu patriaceho do modulu
memwlmil,lk(oﬁj
m“IzMuvm

Binarne stbory mum«v-mmm Ktory sa Inteme.
uchovva v bas

dentifikitor nistroja ledinezny identifiicator nat néstroja; vo formate URL
lwﬂlb)(mm) mﬂhwnl)

Identificitor moduiu relativny identifikitor modulu patriaceho do ndstroa
v kontexte (Standardny modul pouzivania, ak udaj pochddza
Z ndstroja v kontexte)

relativny do mos
vmmwmmmmm uun-]
pochdza z modulu v kontexte)

Bindmy sGbor obal pre base64 zaksdovany binimy

Kalibrécia ndstroja mmm-wmuwvmdwm

Identifiiitor nastroja Jedine&ny id mwb’muﬂl
uwmuue) (druh

Prézdna bunia Udaje prizdnej bunky modulu Elecsys
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Kontrola nastroja Néstro] pre kontrolu (dajov pre dany nastroj

Identifikator ndstroja Jedineny identifikator ndstroja; vo forméte URL
s {sériové Eislo). {druh ndstroja). {identifikdtor

Kontrola jednotky folometra Vysledky kontroly C-modulového fotometra pre dany
‘submodul

Vkonovy lest analjzy Vykonovy test analyzy modulu Elecsys

Kontrola objemu systému Kontrola objemu systému modulu Elecsys

Konfiguracia nistroja Zostavy konfiguricie nastroja pre dany ndstroj

Identificitor nastroja Jedine&ny identifikitor néstroja; vo formate URL.

" s (sériové Eislo). (druh nastroja). {identifiiitor laboratéria)

Photo Interruptor HMCONT | Udaje photo Intermuptora pre modul kiinicke] chémie

Photo Interruptor LON Udaje ph &

Uprava vzoriek Test Pridelenie | Nastavenie dpravy vzoriek pre modul Kiinicke] chémie

testov

Uprava Uprava tidajov hardvéru pre modul Elecsys

Parameter aplikdcie Nastavenie parametrov aplilicie pre modul Elecsys

Informécie o druhu vzorky Nastavenie parametrov aplikdcie pre modul Elecsys

Parameter analjzy BTS Parametre aplikicie na prencs Eiarovych kédov pre modul
Elecsys

Camy Over Evasion Carry Over Evasion pre modul Elecsys

Uprava clotoy Uprava clotov pre modul Elecsys

Faktor ndstroja Faktory néstroja pre modul Elecsys

Uprava PMT Upravy fotometrickych testov pre modul Elecsys

Prednastavenie TS Prednastavenie TS pre modul Eiecsys

Reagens MBC analyzy MBC analjza s reagensom pre modul Elecsys

Reagens MBC BlankCell MBC reagens pre modul Elecsys

Reagens MBC Calib MBC reagens pre modud Elecsys

Reagens MBC Control MBC reagens pre modul Elecsys

Reagens MBC Dil MBC reagens pre modul Elecsys

C. testu reagensa C. testu reagensa pre modul Elecsys

Ret. nézov kalibracie prazdne] | Referenéné Gdaje pre modul Elecsys

Ref. informacie o kallbracii Referenzné Gdaje modulu Elecsys

Ref. informacie o rozpiitadle Referenéné daje modulu Elecsys

Ref. nézov rozpiitadia Referenéné Udaje modulu Elecsys

Re. gislo Udaje modulu Elecsys

| Ret. odkaz s vysieckom Referenzné tdaje moduiu Elecsys

| Pridetene testov Pridelenia testov pre modul Elecsys

| -vytradenjch viac poil ..vyhradenjch viac poll
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Inventar [ Niisiroj pre kontrolu idajov pre dany ndstroj ]

Identifikitor ndstroja Iedinecny identifikdtor ndstroja; vo forméte URL
8 (sériové Zislo). (druh nastroja), {identifikator laboratéria)

Identifiicitor modulu relativny identifikilor madulu patriaceho do nastroja
v kontexte (§tandardny modul pouzivania, ak (daj pochddza
2z ndstroja v kontexte)
refativny triaceho do moduly
v kontexte (standardny submodul pouzivania, ak idaj
pochédza z modulu v kontexte)

Notifikacia Gdaje k okamzite] notifikici, napr. varovania, zmeny m..T’
atd. pre dany submodul

Identifikétor néstroja Jedinegny identifikétor ndstrofa; vo formate URL
s (sériové &isio). (druh nastroja). (identifikdtor laboratéria)

Identifilitor modulu relativny identifikitor modulu patriaceho do ndstroja
v kontexte (Standardny modul pouzivania, ak Udaj pochddza
Z nastroja v kontexte)

d relativny do modulu
vmmmmmmam
pochddza z modulu v kontexte)

Spréva o udalosti Jeden vyskyt sprivy o udalest] (upozomenis, varovanie, atd.)
0

Zmena statusu operation status change

Testovacia kalibricia vysledns parametre pre testovacie kallbrécie pre dany
nistro]

Identifikétor ndstroja HMHMMNWURL
& (sériové Eislo). {druh nastroja).

Testovacia kalibricia Immuno | vysiedok kallbracie pre imunclogicke testy

Test ISE PM Vysledky kalibracie pre testy ISE

Kalibrécia Vysledky kalibracie pre folometricks testy

Sluzba na dialku

Informécie o utajeni Gdajov

Visledky testov

Vzorka QC a vysledky anonymizovanych vzoriek pacientov

Jedinecny identifiiitor ndstroja; vo formate URL
s (sériové Zislo). (druh néstroja). (identifikator Il.borltérh)

Identifiitor modulu

Vioniexts memﬂupmm lklhalpodidxl
2 néstroja v konte:

do moduly

relativny
v kontexte (tandardny submodul pouzivania, ak uda)
pochédza z modulu v kontexte)

Vzorka

Informécie o vzorke a vzorke QC (kontrole) — polia,
vwmmmmmu
binmidol’)h:ﬁnoumbm vck.pohbvhllderﬂdhl

identifikéciu pacienta.

Vysiedok

vysiedky lestov (be2nd vzorka a QC)

Faktor nastroja

Nastavenia faktora ndstroja sa prenasajti z analyzitora
do cobas® link do jedne] hodiny po aktualizécil. Preto
sa Priememd hodnota systému (vypogitand na zaklade

normalizovangch méZe odchyloval
ohmanhnany Vzorec:y=ax+b

Jedinecny identifikétor ndstroja; vo formate URL
s (sériové Eislo). (druh ndstroja). (u-mmrbbomm

relativny identifikitor modulu patriaceho do do néstroja
v kontexte (standardny modul pouZivania, ak Udaj pochadza
Z ndstroja v kontexte)

relativny identifikétor submodulu patriaceho do modulu
v kontexte (8tandardny submodul pouzivania, ak udaj
pochidza  modulu v kontexte)

Faktor a

a = sklon krivky

Fakdor b

b = vyrovnanie

Sluzba na diafku
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Faktor nistroja

vw.aw Kentroly) méZe odchylovat

«Test kompenzacie* sa prendsa cez zdlozny sibor
o interval 1 tyzdna,

enrion

.(unw- &islo). (drun

, identifikstor ndstroja; vo formate URL
ndstroj).

e
B

Identifiidtor submodulu relativny identifikétor submodulu patriaceho do modulu
vmm iny submodul pouZivania, ak udaj
pochddza z modulu v kontexte)
leec lmﬁmmm

8 Kontakt pre otazky ochrany tdajov v spoloénosti Roch

na osobu U za ochranu tdajov spolognosti

je mozné ad

Otazky a
Roche pre Sluzbu na diafku:

Prosim, poslite dotazy na arotkreuz. gsstele@roche.com*
Poznamka: Pobosky spoloénosti Roche by mali dodrZiavat' zavedené postupy pre dotazy.
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9 Glosar

Infrastruktira Axeda / sGéast' infradtruktiry Sluzby na dialku
Softvér a Hardvér potrebny pre poskytovanie nasledovnych sluzieb:
. i y vratane ia brany
* E-kniznica; e-Pl 2 e-BC stiahnutie do cobas® link a nastrojov (vo vivoji)
* Zhromazdovanie monitorovacich tdajov z cobas® link a nastrojov (vo vyvoji)
Axeda ServiceLink / Axeda Enterprise Server
ServiceLink Je webovi aplikacia front-end servera Axeda Enterprise Server. Uzivatef mdze riadit’

a na dialku pripojit’ vzdialené aktiva zo ServiceLink Axeda Enterprise je back-end Axeda
Servicelink. Tento server a podava Udaje vygenerované agentmi

Axeda Agents. Z; lje aplikacie, ktoré sa p 3ju na Y
a zariadenia na odstrafiovanie portich.
Servery Axeda Global Access (GAS)
Servery GAS sa v réznych ob sveta pre spojenia medzi klientom
a DMZ (produkt Axeda). Viaceré servery sa pouzivajli na zlepsenie vykonu spojenia.
Axeda (Gateway) Agent

Y k Axeda jici na strane klienta - Je protistranou pre Axeda Servicelink na
strane servera. Agent Axeda Gateway Agent je bezne dodavana verzia, priéom Roche Vanilia Agent
Jje na mieru prispdsobena verzia pre Roche.
Prehliada¢ Axeda Desktop Viewer
Prehliada Axeda Desktop je softvér inej firmy pre y,
20 strany UltraVNC. Je to klient na zdielanie obrazovky pre Axeda Desktop Server.
Axeda Desktop Server

v Axeda pre ie stretnuti so zdi b jeto
implementacia UltraVNC. Tento komponent bez{ na aktivach Axeda, napr. na nastrojoch Roche.

E-kniZnica cobas®

Détovy archlv napr. na cobas link, analyzy, a y QC, listy Klientov
a Udaje Citatelné pre nastroj pre lje sa bud sietovej
konektivity alebo instaléciou CD e-kniZnice v pravidelnych intervaloch.

cobas® link

cobas link je systém brany vyrobeny na zakazku zo strany Roche Diagnostics, zabezpeduje
bezpeéné spojenie na diafku pre prenos dat medzi sietou klienta a firemnou sietou Roche.

Podporuje niekolko pripadov pouzitia, ako st a
Udajov e-kniZnice cobas, prenos monitorovacich udajov a sli2i ako destinacia pre zalohovanie.

connect 2

connect 2 je systém brany (hardvér) vyrobeny na zakazku zo strany Roche Diagnostics, zabezpeéuje
bezpedné spojenie na dialku medzi firemnou sietou Roche a laboratériami kliienta. Connect 2
Pprepéja server Axeda Enterprise Server na jednej strane s agentom Roche Vanilla Agent / klientskym
softvérom Axeda na strane klienta,

Vo3 strana 17
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FortiGate 40C firewall

Firewall zvoleny spoloénostou Roche na pouzitie v laboratériach klienta. Firewall FortiGate 40C

Je mozné nainstaloval' v kombinécii s cobas® link a Zzérovefi je overeny pre isté systémy.

Elektronicky (':hrov)" kéd (e-giarovy kéd / e-BC / Udaje Eitater'né pre nastroj/ IRD)

Elektronicka datova polozka, ktora sa stahuje do nastroja cez infrastruktiru Sluzby na diafku.

Stbory e-gi; kédu 1ja potrebné pre néstroje na spracovanie analyz. e-BC

prenasa rovnaké Udaje do systémov cobas®, éo sa zabezpeduje napr. do systémov Hitachi Modular

cez harky giarovych kédov a Eiarovych kédov.

Elektronicky Pribalovy letak (e-Pl / Udaje ¢itatefné pre Eloveka / HRD)

Zostava suborov PDF, ktora nahradzuje papierové letaky zostav reagensov, détové typy si harky

o harky s ciefovy |, listy klientov, délezité poznamky, atd. Tieto stbory je

mozné precitat'a st vytlatené z e-kniznice cobas® na cobas® link.

Hardvérova brana

Pozri podrobné Udaje o cobas® fink alebo connect 2

Osobné adaje

Osobné Udaje st napr. citlivé kiientske Udaje, zdi Udaje paci /, Gdaje o

azamestnancoch, ostatné osobné Udaje. Pozri Smernicu EU 85/46/ES o ochrane (dajov s definiciou
ych ddajov na: R ey

pcAnywhere

Softveér ingj firmy na zdiefanie ob Ly ¥ 2o strany pi j il Yy Sluzby na

diafku a infrastruktiry Axeda).

RANGE (Basic)

RANGE je sluzba IT pristupu na diaflku. Pomocou sluzby RANGE uzivatelia mézu pristupovat k sieti

Roche takmer z kazdého poéitaca vratane poéitadov COE, poéitadov v internetovych kaviarfiach
az Eitad: adresy nfizz i 25,050 Na vyuZitie siuzby je potrebné

overenie s 2 faktormi.

Roche Connectivity Layer (RCL)

Softvér instalovany na cobas® link

dialku,

IT infrastruktira Roche

Termin IT Roche’ ki IT i

vaak pokryva len infrastruktiry Sluzby na diafku a Axeda,

Roche Vanilla Agent (RvA)

Softvér install y na éi / pre i do inf y Roche

Axeda. Roche Vanilla Agent zahtha Axeda Agent, Axeda Desktop Server a Deployment Utility
utilitu). RVA je rozsi verzia agenta Axeda Agent, zabezpeduje sluzby na dialku

»mimo rozsahu, ktoré sa prispé: Roche Di

je komunikaciu s Sluzby na

Roche. Tato
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Sluzba na dialku / Infrastruktira Sluzby na dialku

Sluzba na diafku je globélina platforma pre vymenu tdajov medzi rieseniami diagnostického systému
na strane klienta a Rache Diagnostics.

Détovy sklad Sluzby na dialku (RSDW)

Détovy skiad Siuzby na dialku je do&asné skiadovanie dat ( (XML) pre prenesené Udaje nastroja
(napr. i i s tieto udaje pre ostatné
aplikacie Roche.
Softvérova brana
Podrobné informacie najdete v &asti Roche Vanilla Agent.
leSer Net (TSN) / il Sluzby na dialku

Softvér a Hardvér potrebny pre poskytovanie nasledovnych sluieb:
* e-kniZnica cobas (e-Pl a e-BC stiahnuté do cobas® link a néstrojov)
* Zhromazdovanie monitorovacich tdajov z cobas® link a z néstrojov

strana 18

.



