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

uzavretd podla § 409 a nasl. zdkona ¢. 513/1991 Zb.
Obchodny zékonnik v zneni neskorsich predpisov
medzi zmluvnymi stranami:

Roche Slovensko, s.r.o.

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

IC0O: 35887117

DIC: 2021832087

IC DPH: SK2021832087

Pravna forma: spolo¢nost s ru¢enim obmedzenym
Zapisand v obchodnom registri Okresného siidu
Bratislava I, oddiel Sro, vloZka ¢. 31845/B

Bankoveé spojenie:

Roche Finanz AG, Grenzacherstrasse 122, 4058 Bazilej,
Svajéiarsko

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

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

V mene ktorej konaji: Joao Pedro Correia Carapeto,
prokurista a Ing. Zuzana Cumovd, prokuristka

(dalej len ,,preddvajiici®)

Fakultna nemocnica Nitra

Sidlo: Spitalska 6, 94901 Nitra

1CO: 17 336007

Pravna forma: §tdtna prispevkovd organizicia

Zriadend  zriadovacou listinou Ministerstva
zdravotnictva SR (¢islo 3724/1991-A/VIII-1 zo dia
09.12.1991

IBAN: SK49 8180 0000 0070 028 0649

SWIFT: SPSRSKBA

Zastipend: Marian Korytiak, povereny riaditel

(dalej len ,.kupujiici®)

(dalej spolu ako ,,zmluvné strany” alebo jednotlivo ako
wzmluvnd strana®)

Contract on Sale of Medical Device
(hereinafter referred to as the ,,Contract ©)

concluded pursuant to Section 409 and subsequent
provisions of the Act 513/1991 Coll. the Commercial
Code as later amended, by and between the following
parties:

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 information:

Roche Finanz AG, Grenzacherstrasse 122, 4058 Basel,
Switzerland

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

IBAN (EUR):  DEO07 1207 0070 0010 0800 00
SWIFT: DEUTDEFFVAC, payment method: SEPA
Represented by: Joao Pedro Correia Carapeto, Proxy
holder and Ing. Zuzana Cumové, Proxy holder

(hereinafter referred to as the ,,Seller”)
and

Fakultnd nemocnica Nitra

Registered Office: Spitalska 6, 949 01 Nitra

Company ID:17 336007

Legal form: state contributory organization
Established by the Deed of Foundation of Ministry of
Health SR no. 3724/1991-A/VIII-1 of 9 December 1991

IBAN:SK49 8180 0000 0070 028 0649
SWIFT: SPSRSKBA
Represented by: Marian Korytiak, Deputy Director

(hereinafter referred to as the ,,Buyer®)

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

Roche Slovensko, s.r.o.
Diagnostics Division

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

Ing. Zuzana Cumova
Head of License to Operate
Central Tenders Management

Zuzana.cumova@roche.com
slovakia.contract@roche.com
http://www.roche.sk
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L
Predmet a uéel Zmluvy

Preddvajici je viluénym vlastnikom lekdrskeho
pristroja cobas LIAT sliziaceho na molekulirnu
diagnostiku, ktorého presny technickj popis
azoznam vybavenia si uvedené v Prilohe & 1
(Typovy list lekérskeho pristroja), ktord tvori
nedeliteln  sicast tejto Zmluvy (dalej len
»lekdrsky pristroj*). Predavajiici tymto vyhlasuje,
e lekdrsky pristroj bude pred nadobudnutim
Uinnosti  tejto  Zmluvy vjeho vylunom
vlastnictve a nebude zafazeny ziadnymi prévami
tretich 0séb a Ze preddvajiici bude oprdvneny s
lekirskym pristrojom nakladat spdsobom a za
celom podla tejto Zmluvy.

Preddvajici sa zavizuje dodat kupujiicemu
lekdrsky pristroj, ktory je novy a nebol dosial
pouZivany.

Predévajici sa touto Zmluvou zavizuje dodat
kupujicemu lekdrsky pristroj a previest na
kupujliceho  vlastnicke privo  k lekirskemu
pristroju a kupujici sa zavizuje lekarsky pristroj
prevziat, prijat do svojho vlastnictva a zaplatit zan
predavajicemu kipnu cenu, ato vietko podla
podmienok dohodnutych v tejto Zmluve.

Predédvajici sa tie? zavizuje dodaf kupujiicemu
spolu s lekdrskym pristrojom aj
—  7baleni testov KIT COBAS LIAT SARS-
COV-2/FLU,
— 1 balenie kontrol KIT COBAS LIAT
SARS-COV-2/FLU CTL
(dalej len ,reagencie* aspolu s lekdrskym
pristrojom aj ako ,predmet kipy*) .

Kupujici  vyhlasuje, e je poskytovatelom
zdravotnej starostlivosti v silade so vietkymi
aplikovatelnymi pravnymi predpismi aje
opravneny nadobudnif predmet kapy od
preddvajiceho  spésobom  upravenym v tejto
Zmluve adalej snim nakladat. Kupujtici
zodpoveda predévajiicemu za nepravdivost tohto
vyhldsenia a je povinny nahradit predavajiicemu
Skodu, ktora mu nepravdivostou tohto vyhlisenia
vznikla, pricom $kodou sa rozumeji aj akékolvek
pokuty alebo iné majetkové sankcie ulozené
orgdnmi verejnej sprévy predivajiicemu z dévodu

L
Subject-Matter and Purpose of the Contract

L1 The Seller is the exclusive cwmes =¢ *he medical
device cobas LIAT determimed for molecular
diagnostics, which technical speccsmon and a
list of accessories are set in Annes | Technical
Protocol) forming an inseparabic part of this
Contract (hereinafter referred to 2« “medical

device”). The Seller hereby declares thas beiore
this Contract enters into force, he shall be the
exclusive owner of the medical device. tha 5o
medical device will not be encumbered &+ =
third party rights and that he would be entitled «-
dispose of the medical device a manner and -+
the purposes hereunder.

1.2 The Seller undertakes to deliver to the Buyer the
medical device that is new and has not been
previously used.

1.3 The Seller undertakes to deliver the medical
device under this Contract to the Buyer and to
transfer to the Buyer the ownership title to the
medical device and the Buyer agrees to take over
the medical device, accept it and to pay the
purchase price according to the terms agreed in
this Contract.

1.4 The Seller hereby undertakes to deliver to the
Buyer together with the medical device also
— 7 packages of tests KIT COBAS LIAT
SARS-COV-2/FLU,
= 1 package of controls KIT COBAS LIAT
SARS-COV-2/FLU CTL
(hereinafter referred to as “Reagents” and
together with the medical device as “subject of
purchase”).

L5 The Buyer declares that he is a healthcare
provider in compliance with all applicable laws
and is entitled to acquire the subject of purchase
from the Seller in a manner as provided in this
Contract. Shall this statement be untrue; the
Buyer shall be liable to the Seller and agrees to pay
the Seller damages in a case of the falsity of this
statement. For this purpose, the damage shall also
mean any penalties or other monetary sanctions
imposed by the public authority to the Seller due
to or in connection with the falsity of this
statement of the Buyer,

Vzor KZP01b-2 verzia 1.0
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alebo  vsavislosti s nepravdivostou  tohto

vyhlasenia kupujiceho.

Il
Kiipna cena a jej platba

Predavajici a kupujiici sa tymto dohodli na
kapnej cene za lekdrsky pristroj cobas LIAT vo
vydke 8 988 Eur
osemtisicdevitstoosemdesiatosem eur) bez DPH

(slovom:

a kilpnej cene za reagencie vo vyske 5 696,56 Eur
(slovom: pittisicSeststodevitdesiatiest eur 56
centov) bez DPH. Ku kipnej cene bude
pripotitand DPH v zdkonom stanovenej vyske.

Kapna cena je splatnd na zéklade faktiry
predavajiiceho do 30 dni odo diia dorucenia
faktiry. Predévajtci je opravneny vystavit faktiru
najskér v den, kedy kupujici prevezme predmet
kapy do svojej dispozicie, najneskor viak do
piateho pracovného dia mesiaca, nasledujuceho
po mesiaci, v ktorom bol lekérsky pristroj dodany.

Kupujici
prevodom na ucet predévajiceho uvedeny na
faktiire, pokial sazmluvné strany nedohodntt inak.

zaplati kapnu cenu bankovym

Zavizok kupujiceho zaplatif kapnu cenu sa
povauje za splneny okamihom pripisania
peiiainych prostriedkov zodpovedajtcich splatnej
kupnej cene na tcet predavajaceho.

V pripade omeskania kupujiceho s platenim
kiipnej ceny je predavajici opravneny uplatnit si u
kupujticeho tirok z omeskania vo vyske 0,03%
z dlznej sumy za kaidy aj zacaty deft omeskania.
Pravo predavajiiceho na ndhradu $kody tym nie je
dotknuté.

Neuhradenie kipnej ceny riadne avias sa
povaZuje za podstatné porusenie tejto Zmluvy.

Zmluvné strany sa dohodli, Ze pohladévku, ktord
z tohto
preddvajucemu
nepostlipi tretej osobe bez predchadzajiuceho
ako dlinika.
opravneny

vznikne zmluvného vztahu

ako veritelovi, predavajici

pisomného sthlasu kupujiceho
Pisomny stthlas za kupujiceho je
vydat len jeho 3tatutdrny orgdn. Postlipenie

2.5

2.6

2.7

Il
Purchase Price and its Payment

The purchase price for the medical device cobas
LIAT was agreed by the Parties in the amount
EUR 8 988 (in words: eight thousand nine
hundred eighty-eight Euro), VAT excluded and
the purchase price for the Reagents in the amount
EUR 5696,56 (in words: five thousand six
hundred ninety-six Euro 56 Cents) VAT
excluded. VAT in statutory rate shall be added to
the purchase price.

The purchase price for the medical device shall be
payable within 30 days from the date of delivery
of the invoice. The Seller is entitled to issue an
invoice on the day when the Buyer takes over the
subject of purchase, however, not later than on
the fifth working day of the month following the
month in which the medical device was delivered.

The Buyer shall pay the purchase price via bank
transfer to the account of the Seller specified in
the invoice, unless the Parties agree otherwise.

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

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

Failure to pay the purchase price duly and on time
is considered a substantial breach of this
Contract.

Parties have agreed that the claim arising from
this contractual relationship to the Seller as a
Creditor will not be transferred by the Seller to a
third party without the prior written consent of
the Buyer as a Debtor. Only the statutory body is
entitled to issue written consent on behalf of the
Buyer. The assignment of a receivable by the

Vzor KZP01b-2 verzia 1.0
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pohladavky predivajucim bez predchadzajiiceho
pisomného sthlasu kupujiceho je neplatné

sodkazomna §5250ds.2  zak. & 40/1964 Zb.
Obciansky  zdkonnik, vzneni neskorsich
predpisov.

Miesto a ¢as dodania, preberaci protokol

Predévajiici je povinny dodat predmet kipy na
adresu pracoviska kupujticeho, pokial kupujici
neozndmi predavajiicemu v lehote najmenej 3
dni pred diiom dodania iné miesto dodania
lekérskeho pristroja.

Néklady na dodanie predmetu kipy zndsa
vyluéne predévajici.

Preddvajiici a kupujtici sa dohodli, e predavajtici
je povinny predmet kipy podla tejto Zmluvy
dodat najneskér do 30 dni odo dia prijatia
objednévky. Presny datum a ¢as dodania oznémi
predavajuci kupujiicemu najmenej 3 dni vopred
ato Oddeleniu zdravotnickej techniky alebo
zamestnancovi. V pripade, ak
kupujiici odmietne riadne dodany predmet kiipy

poverenému

prevziat, mé sa za to, Ze bol odovzdany
kupujicemu na treti defi po oznimeni
predévajticeho podla predchadzajtcej vety.

Momentom prevzatia predmetu kipy kupujicim
v mieste jeho dodania na zdklade preberacieho
protokolu podla tejto Zmluvy prechadza
nebezpecenstvo  3kody avlastnicke pravo
k predmetu kapy na kupujiceho.

O odovzdania prevzatilekdrskeho pristroja spisu
predévajici akupujici alebo jeho povereni
zamestnanci Oddelenia zdravotnickej techniky
vmieste dodania preberaci protokol, ktory
obsahuje najmi, nie viak vylu¢ne: vjrobné &islo
lekarskeho ditum  odovzdania
a prevzatia lekdrskeho pristroja, zdznam z prvej
vonkajSej obhliadky lekarskeho pristroja, stpis
zjavnych vid na lekdrskom pristroji zistitelmyjch
pri vonkajlej obhliadke, dohodnuty ditum

pristroja,

3.1

32

35

Seller without the prior written consent of the
Buyer is invalid with reference to § 525 para. 2
Act. no. 40/1964 Coll. Civil Code, as amended.

The place and term of handover, handover

protocol

The Seller undertakes to deliver subject of
purchase to the Buyer at the workplace of the
Buyer, unless the Buyer specifies another place of
delivery at least 3 day before the agreed day of
delivery.

The Seller shall bear all cost associated with
handover of the subject of purchase.

The Parties agreed that the Seller shall be obliged
to deliver the subject of purchase to the Buyer no
later than within 30 days following the day of the
order receipt. The exact date and time of the
delivery shall be notified by the Seller to
Department of medical technics or to the entitled
employee of the Buyer at least three days in
advance. Shall the Buyer refuse to accept the
subject of purchase; it shall be deemed that it was
handed over on 3rd day after the notification of
the Seller according to the previous sentence.

At the moment of handover of the subject of
purchase by the Buyer on the place of its delivery
subject to the handover protocol, the risk of
damage and ownership title to the subject of
purchase shall pass onto the Buyer.

The handover and takeover of medical device
shall be confirmed by the Parties by signing a
handover their  authorized
representatives or entitled employees from
Department of medical technics, which shall
include 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 evident
defects on a medical device found out during the

protocol by

instalicie  lekdrskeho  pristroja  a podpisy external visual inspection, the agreed installation
predévajiiceho a kupujiiceho alebo ich date of medical device and signatures of the Seller
poverenych zdstupcov. and the Buyer, or their authorized
representatives.
4
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36  Spolu slekirskym pristrojom je predavajici
povinny odovzdat kupujliicemu vietky doklady,
ktoré sa naii vzfahuji, najmi, nie viak vylu¢ne,
nivod na obsluhu lekdrskeho pristroja
vslovenskom  jazyku,  certifikity  zhody,
certifikity povodu ainé relevantné dokumenty
potrebné na uzivanie lekdrskeho pristroja ana
vykon vlastnickeho préiva.

Iv.
Instalacia lekarskeho pristroja a zaskolenie
poverenych osob kupujiiceho

4.1  Preddvajici sa zavizuje instalovat, resp. zabezpeit
inStaliciu lekdrskeho pristroja v mieste sidla
kupujiiceho alebo na inom mieste urfenom
kupujicim na svoje naklady do 30 dni odo diia
dodania lekdrskeho pristroja; tymto nie je
dotknutd moZnost siicasného dodania a in$talicie
lekdrskeho pristroja v ten isty der.

4.2 Kupujici sa zavizuje poskytnaf predavajiicemu
potrebnti st¢innost pri instaldcii lekdrskeho
pristroja, najmé poskytnat preddvajicemu udaje
ourenom mieste instaldcie, uréif pracovnikov
zodpovednych za obsluhu lekérskeho pristroja
alekdrsky pristroj prevziat do laboratornej
prevéidzky.

4.3 Kupujici sa tieZ zavizuje, Ze si najneskér ku ditu
indtaldcie lekdrskeho pristroja na vlastné ndklady
obstard zéloZny zdroj, ktory zabezpeti ochranu
lekdrskeho pristroja proti vypadkom privodu
elektrickej energie. Podla prostredia, do ktorého
ma byt lekdrsky pristroj umiestneny, je kupujici
povinny obstarat: (i) zéloZny zdroj s parametrom
1200 VA/750 W, pri zdlohovanej zasuvke
centrdlnym generdtorom, alebo (ii) zilozny zdroj
s parametrom 1600 VA/1000 W, pre zasuvku,
ktord nie je zabezpedend ziloZnym generdtorom.
Kupujtci je povinny zabezpecit, Ze bude lekarsky
pristroj napojeny na ziloiny zdroj pocas celej
doby uZivania lekérskeho pristroja.

44 Oinstaldcii lekdrskeho pristroja spi$u zmluvné
strany In$tala¢ny protokol.

Together with the medical device, the Seller is
obliged to deliver to the Buyer all relevant
documents, including, but not limited to the
operation manual in the Slovak language,
conformity certificates, certificates of origin and
other relevant documents required for the use of
medical device and for the exercise of ownership
right.

V.

Installation of medical device and the training

4.1

4.2

4.3

44

of persons in charge of the Buyer

The Seller undertakes at its expense to install or
ensure the installation of medical device at the
seat of the Buyer or at other place designated by
the Buyer within 30 days after delivery of medical
device; the possibility of simultaneous delivery
and installation of medical device in the same day
shall not be affected therein.

The Buyer undertakes to provide the Seller with
necessary cooperation when installing medical
device, especially to provide information
regarding the installation, such as responsible
staff for operating the medical device and to take
over the medical device take into laboratory
operations.

The Buyer also undertakes to procure a backup
power supply, which will ensure the protection of
the medical device against power outages at his
own expense, no later than to the day of
installation of the medical device. According to
the environment in which the medical device will
be placed, the Buyer is obliged to procure: (i) a
backup power supply with parameter 1200 VA /
750 W for a backup socket by central generator,
or (i) a backup power supply with parameter
1600 VA / 1000 W for a socket that is not secured
by a backup generator. The Buyer is obliged to
ensure that the medical device is connected to the
backup power supply during the entire period of
use of the medical device.

The installation of medical device shall be
confirmed by the Parties by signing the protocol
of installation.

Vzor KZP01b-2 verzia 1.0
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Predévajuci sa zdroven zavizuje zaskolit
pracovnikov kupujiceho, ktori buda pracovat
s lekirskym pristrojom. O za$koleni konkrétnych
pracovnikov kupujioceho bude spisany $koliaci
protokol
zamestnancov  kupujiiceho,

o zaskolen{ podpidu.

zaskolenych
protokol

Smennym zoznamom

ktory

V.
Zodpovednost za vady

Preddvajuci je povinny dodat lekdrsky pristroj
gpecifikovany v Prilohe ¢&. 1 tejto Zmluvy, ktory
je sposobily na uZivanie na dohodnuty a urceny
uéel, ktorym je molekuldrna diagnostika.

Lekarsky pristroj musi byt dodany zabaleny takym
sposobom, ktory dostatoéne zabezpeli jeho
ochranu a uchovanie pocas jeho prepravy.

Kupujici je povinny prezriet si lekdrsky pristroj za
ticelom zistenia zjavnych vad ihned pri jeho
prevzati, pricom pripadné zjavné vady uvedi
strany v preberacom protokole
uvedenom vbode 3.5 tejto Zmluvy. Ak
v preberacom protokole nebudii uvedené Ziadne
zjavné vady lekdrskeho pristroja, ma sa za to, Ze
preddvajtci dodal lekérsky pristroj bez takychto

zmluvné

zjavnych vad.

Prehliadku lekdrskeho pristroja z hladiska jeho
funkénosti a sposobilosti na uZivanie na ucel podla
bodu 5.1 tohto ¢lanku Zmluvy je kupujici povinny
vykonat ¢o najskér po ukonceni instalicie
lekdrskeho pristroja podla ¢linku IV. tejto
Zmluvy; v pripade nesplnenia tejto povinnosti
kupujiuceho si méZe kupujici uplatnif ndroky
zvad zistitelnych pri tejto prehliadke len ked
preukdZe, Ze tieto vady mal lekdrsky pristroj v Case
jeho prevzatia kupujicim.

Kupujici je povinny ozndmif vady lekdrskeho
pristroja, za ktoré predavajuci zodpovedd, do 3
pracovnych dni po tom, ako ich kupujici zistil
alebo zistif pri  vynaloZeni odbornej
starostlivosti pri prehliadke podla bodu 5.4 tohto
¢linku Zmluvy alebo neskér pri vynaloZeni
odbornej starostlivosti, najneskor viak do troch
mesiacov odo diia indtaldcie lekdrskeho pristroja.
Preddvajtci nezodpovedd za vady oznidmené po
tychto lehot. Uvedené sa netyka

mal

uplynuti

45 The Seller also undertakes to train the staff of the
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Buyer, who will work with medical device. The
training protocol on training of particular
employees of the Buyer with the named list of
trained employees shall be drawn up by the
Parties.

V.
Liability for Defects

The Seller is obliged to deliver a medical device
specified in Annex no. 1 of the Contract, which is
fit for the agreed use and intended purpose, which
is a molecular diagnostics.

The medical device shall be packaged in a manner
sufficient  to
preservation during its transportation.

ensure its protection and

The Buyer shall inspect the medical device
immediately after takeover. All evident defect
shall be stated in a handover protocol referred to
in sec. 3.5 of the Contract. In case any evident
defects on medical device are stated in handover
protocol, it shall be understood that the Seller has
delivered medical device without such evident
defects.

The inspection of the medical device in terms of
functionality and capability for use for the
purpose under sec. 5.1 of this Article shall be
carried out by the Seller as soon as possible after
the installation of the medical device under
Article IV. of this Contract; shall the Buyer fail to
comply with this obligation, he can claim the
defects observable at this inspection only when it
can be proved that the medical device had the
defects at the time of its takeover by the Buyer.

The Buyer is obliged to notify defects on medical
device, for which the Seller shall be liable, within
3 working days after the defects were discovered
or ought to be discovered with due professional
care during the inspection in accordance with sec.
5.4 of this Article and no later than three months
after installation of medical device. Seller is not
liable for defects notified after these time limits.
This section does not apply to evident defects of

Vzor KZP01b-2 verzia 1.0




ozndmenia zjavnjch vid lekirskeho pristroja,
ktoré je kupujici povinny uviest v preberacom

protokole.

5.6 Preddvajici tymto poskytuje na lekérsky pristroj
zéruku po dobu 24 mesiacov. Zaru¢n4 doba za¢ina
plynit momentom instalicie lekrskeho pristroja,
ktord bude potvrdeni podpisom Initalatného
protokolu predavajicim a kupujicim. Ziruini
doba neplynie po dobu, po ktord kupujici
nemohol lekrsky pristroj uzivat pre vady, za ktoré
zodpoveda predavajici.

58

Zarukou preberd preddvajuci zdvizok, ze lekdrsky

pristroj bude po dojednant dobu spésobily na
pouZitie na Gcel podla bodu 5.1 tohto &lénku
Zmluvy a zachova si vlastnosti uvedené v Prilohe
¢ 1 ktejto Zmluve. Predavajici sa zaroveri
zavizuje vykondvat pocas zéru¢nej doby bezplatny
zaruny servis lekdrskeho pristroja.

Zaruka aziru¢ny servis podla tohto &lanku
Zmluvy sa nevztahuji na:

a)

b)

<)

d)

€)

g

vady sposobené vis maior, ktoré preddvajici
nespdsobil ktoré  nezodpoveda.
Okolnostami vis maior sa pre ucely tejto
Zmluvy rozumeji okolnosti uvedené v § 374
Obchodného anadhodne
vzniknuté vady (napr. elektricky skrat,
poskodenie vodou a pod.);

vady, o ktorjch kupujici véase prevzatia
lekarskeho pristroja vedel alebo
s prihliadnutim na okolnosti musel vedief;
vady spbsobené neoprivnenym zdsahom
a/alebo ndsilnym poskodenim lekarskeho
pristroja;

vady sposobené umiestnenim lekdrskeho
pristroja do zdvadného prostredia;

vady sposobené pripojenim lekarskeho
pristroja na nespravny zdroj napitia;

vady spésobené nedodr?anim ndvodu na
obsluhu  a/alebo  pokynov  a/alebo
odporacani vyrobcu lekarskeho pristroja
a/alebo predévajiceho, vritane pokynov na
pouZivanie urcenjch alebo odport¢anych
reagencii a iného spotrebného materilu;
vady sposobené technickymi zmenami na
lekdrskom  pristroji a/alebo vykonanim
opravy alebo iného zésahu pocas zdrucnej

aZa

zdkonnika

5.6

5.8

a)

b)

<)

d)

e)

g

medical device, which shall be stated by the Buyer
in the takeover protocol.

The Seller hereby grants a warranty for the
medical device for 24 months. The warranty
period begins at the moment of installation of
medical device, which will be confirmed by
signing the protocol on installation by the Parties.
The warranty period shall be suspended for the
period during which the Buyer cannot use the
medical device as a result of defects for which the
Seller is liable.

By the guarantee the Seller undertakes that the
medical device during the agreed time shall be fit
for use for the purpose of sec. 5.1 of this Article
and retains the properties listed in Annex no. 1 to
this Contract. The Seller also undertakes to
perform during the warranty period warranty
service of medical device free of charge,

Warranty and warranty service under this Article

of the Contract shall not apply to:
defects caused by force majeure, not caused by
the Seller. Circumstances of force majeure for
the purposes hereof means circumstances
specified in § 374 of the Commercial Code and
accidental defects (eg. electrical circuit, water
damage, etc.);

defects of the medical device of which the Buyer
was aware of or ought to be aware of at the time
of handover of medical device;

defects caused by tampering and / or violent
injury to medical devices;

defects caused by placing a medical device to a
detriment environment;

defects caused to medical device by connecting
to the wrong voltage source;

defects caused by failure to observe the
operation manual and / or instructions and / or
recommendations of the manufacturer of
medical devices and / or Seller, including
for the wuse intended or
recommended reagents and other supplies;
defects caused by technical changes to the
medical device, and / or any repair or other
action during the warranty period done by the

instructions
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5.10

512

doby kupujicim alebo trefou osobou bez
sthlasu predévajticeho;

h) vady sposobené na lekarskom pristroji po
jeho odovzdani kupujicemu akjmkolvek
sposobom inou osobou nez predévajiicim;

i) vady spdsobené na lekdrskom pristroji

vdosledku vipadku privodu elektrickej
energie, ak kupujici porusil svoju povinnost
obstarat zéloiny zdroj podla bodu 4.3
Zmluvy.

Ziruka sa zéroveii nevztahuje na asti lekdrskeho
pristroja a spotrebny materidl uvedeny v Prilohe &.
1 tejto Zmluvy.

V pripade kupujicim tvrdenych v4d na lekdrskom
pristroji, ktoré sa na lekdrskom pristroji mali
nachddzat od pociatku, je kupujici povinny
preukdzaf, Ze tieto vady mal lekérsky pristroj uz
vease prechodu nebezpecenstva $kody na
lekdrskom pristroji na kupujuceho. V pripade
kupujicim tvrdenych vad, ktoré sa na lekérskom
pristroji vyskytli po prechode nebezpeenstva
Skody na kupujiceho, je kupujici povinny
preukdzat, e bol dodriany névod na obsluhu
lekdrskeho pristroja zo strany kupujiceho alebo
akejkolvek  tretej osoby, nakladala
slekdrskym  pristrojom  aze s lekdrskym
pristrojom bolo nakladané spdsobom, ktory
nevylu¢uje zdruku (bod 5.8 tohto &linku Zmluvy).

ktora

Kupujici je povinny ozndmif vadu lekirskeho
pristroja, za ktorit zodpoveds preddvajici na
tel. &: 0800 500634 alebo prostrednictvom
Dialog  portilu  spolo¢nosti  Roche
www.dialogportal.roche.com.

na

Predévajuici sa zavizuje do 48 hodin od ozndmenia
vady lekdrskeho pristroja poskytniit kupujicemu
na docasné uZivanie pocas doby odstrafiovania
vady lekdrskeho pristroja nahradny lekarsky
pristroj rovnakého typu (s inym SN), priom
kupujtci berie na vedomie, #e méaze ist aj o pouzity
pristroj. Predavajiici po dohode s kupujicim
zabezpedi podla potreby instaliciu a konfiguraciu
ndhradného lekdrskeho pristroja u kupujiiceho
tak, aby zodpovedal trovni ktord mal lekarsky
pristroj v ¢ase poruchy. Po odstraneni poruchy sa
preddvajici zavizuje zabezpetit odinitalovanie
adekontamindciu  ndhradného  lekérskeho
pristroja a opitovnti indtaldciu a konfiguriciu

h)

59

5.11

5.12

Buyer or a third party without the consent of
the Seller;

defects caused to the medical device after its
delivery to the Buyer in any way by any person
other than the Seller;

defects caused to the medical device as the
consequence of the power outage, if the Buyer
breached its obligation to procure the backup
power supply under Section 4.3 of this
Contract.

The warranty shall also not apply to parts of
medical device and supplies as stated in an Annex
no. 1 hereof.

In case of alleged defects on medical device from
the beginning, the Buyer must prove that the
medical device had these defects at the time of
transfer of the risk of damage to medical device to
the Buyer. In case of alleged defects on the
medical device occurred after the transfer of the
risk of damage to the Buyer, the Buyer must prove
the Buyer or any other third person observed the
operation manual and that the medical device has
been handled with in a way that does not exclude
guarantee (sec. 5.8 of this Article).

The Buyer is obliged to notify on the defect of the
medical device, for which the Seller is liable by
phone on: 0800 500634 or by Roche DiaLog
portal on www.dialogportal.roche.com.

The Seller undertakes to provide the Buyer,
within 48 hours from notification of the defect of
medical device, with the substitute medical device
(with different SN) for temporary use during the
term of removing the defects of the medical
device. The Buyer acknowledges that substitute
medical device may also be a used device. Upon
agreement with the Buyer, the Seller arranges the
installation and configuration of substitute
medical device at the place of Buyer, so that it
corresponds to the level of the medical device at
the time of the defect. After removing the defect,
the Seller undertakes to arrange uninstallation
and decontamination of substitute medical device
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5.16

.17

5.18

lekarskeho  pristroja  vsalade s potrebami
kupujuceho.
Preddvajuci je povinny odstranit vadu lekdrskeho

pristroja, za ktorti zodpovedd, v primeranej lehote,
sodbornou starostlivosfou asp6sobom podla
vlastného uvéZenia. Preddvajuci sa zavizuje, Ze
zvoli taky spdsob odstrénenia vady, za ktoril
zodpovedd, ktorj je najefektivnej$i a najviac
zodpoveda potrebdm kupujiceho.

Kupujuci je povinny poskytnaf predavajicemu
pri odstrailovani vad potrebna sacinnost,
spocivajicu  najmi pristupu
k lekdrskemu pristroju.

v umozneni

Predéavajuci zodpoveda kupujiucemu za Skody
sposobené neodbornym a nekvalitnym vykonom
zaruéného servisu. Preddvajici nezodpoveda za
$kodu, ktord vznikne kupujiicemu v désledku
toho, Ze lekdrsky pristroj nie je po dobu
odstraiiovania vady v prevadzke.

Predivajici nezodpoveda za $kodu vzniknutd na
reagenciach a inom spotrebnom materidli, ktoré
stt poskodené nasledkom poruchy lekarskeho
pristroja.

Kupujtci plne zodpoveda za $kody spdsobené
lekirskym pristrojom a/alebo v savislosti s
prevadzkovanim lekarskeho pristroja  tretim
osobdm alebo na majetku kupujticeho. Tymto
nie je dotknutd zodpovednost virobcu a/alebo
preddvajuceho za $kodu podla zdkona <.
294/1999 Z.z. o zodpovednosti za skodu
sposobentt  vadnym  vyrobkom v  zneni
neskorsich predpisov.

Prevzatie reagencii potvrdi poverend osoba
kupujiiceho  podpisanim  dodacieho  listu.
Kupujtci je povinny prezriet si dodané reagencie
¢o najskér po ich prevzati a podpise dodacieho
listu. Pripadné vady vmnoZstve alebo akosti
reagencii je kupujuci povinny ozndmit
predavajiicemu bez zbyto¢ného odkladu po tom,
ako ich kupujuci zistil, aviak vady v mnozstve
azjavné vady najneskér do 3 dni odo diia
prevzatia reagencif a vady v akosti do uplynutia
doby exspirdcie.

5.13

5.14

5.15

817

5.18

and reinstallation and configuration of the
medical device in accordance with needs of the
Buyer.

The Seller is obliged to remove the defect on
medical devices, for which it is liable, within a
reasonable time, with due diligence and in a
manner at its discretion. Seller undertakes to
choose such a method of removing defect, which
is the most effective and meets the needs of the
Buyer.

The Buyer is obliged to provide the Seller with
necessary cooperation in removal of defects, in
particular to allow access to medical device.

The Seller shall be liable to the Buyer for damages
caused by improper quality performance of
warranty service. Seller shall not be liable for
damage incurred by the Buyer as a result that the
medical device is not in operation during
removing of defects.

The Seller shall not liable for damage to the
reagents and other consumables that are damaged
due to defect of medical device.

The Buyer is fully responsible for damage caused
by medical devices, and / or in connection with
the operation of the medical device to third
persons or property of the Buyer. This does not
affect the liability of the manufacturer and / or the
Seller for damages under Law no. 294/1999 Coll.
on Liability for damage caused by defective
products, as amended.

The takeover of Reagents shall be confirmed by
signing certificate of delivery by a person
authorized by the Buyer. The Buyer shall inspect
supplied Reagents immediately after takeover and
signing of the certificate of delivery. The Buyer
shall notify the Seller of any defects in quantity or
quality of Reagents immediately after the defects
were ascertained; however, any defects in
quantity and apparent defects shall be notified by
the Buyer within 3 days after takeover of the
Reagents and any defects in quality shall be
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6.1

Predévajuci nezodpovedé za vady oznamené po
uplynuti lehot uvedenych vbode 5.18 vysdie;
v takom pripade sa md za to, Ze predavajuci dodal
reagencie bez vad. Predavajuci nezodpoveda ani
ktoré vznikli nevhodnym skladovanim
alebo  nakladanim
v rozpore s podmienkami uvedenymi na obale

za vady,
reagencii s reagenciami
reagencii alebo v pribalovych letakoch alebo

pokynmi predévajiceho  na nakladanie
s reagenciami v zaujme ich bezpecnosti a kvality.
Predavajuci tiez nezo dpoveda za vady sposobené
akymkolvek spdsobom po prevzati reagencii
kupujhcim, vonkajdimi udalostami nezavislymi
od predavajiceho alebo akoukolvek trefou

osobou.

V pripade kupujiicim tvrdenych vad reagencii je
kupujici povinny preukazat, Ze reagencie mali
tieto vady uZ v case prechodu nebezpecenstva
tkody na reagenciach na kupujiceho a Ze boli
dodrzané podmienky uvedené obale

na
reagencii, alebo v pribalovych letikoch, alebo

pokynoch predévajiiceho  na nakladanie
s reagenciami v zdujme ich bezpetnosti a kvality
zo strany kupujiceho alebo akejkolvek tretej
osoby, ktord nakladala s reagenciami.

V pripade, Ze je kupujlicemu dodany tovar
s vadami a predavajici za tieto vady zodpovedi
(bod 5.19 a520 vy$sie), md kupujaci vodi
predéavajiicemu ndrok len na odstranenie vid
dodanfm néhradného tovaru za vadny tovar
alebo na dodanie chybajiiceho tovaru; ostatné
niroky podla § 436 a 437 Obchodného

zakonnika kupujiicemu nepatria.

Vi.

Déverné informacie a povinnost miéanlivosti

buda
zachovavat obchodné tajomstvo druhej zmluvnej

Zmluvné strany sa zavizuju, Ze

strany amléanlivost o dévernych informéciach

azabezpetia, Ze takito povinnost  bude
vrovnakom  rozsahu zavizovat aj ich
zamestnancov, obchodnych a zmluvnych

partnerov a/alebo spolupracujtice tretie osoby.

519

5.21

Confidential Information and Confidentiality

notified by the Buyer within the expiratioTﬂ
period.

The Seller shall not be liable for defects notified
after the periods specified in Section 5.18 above;
in any such event it is to be presumed, that the
Seller supplied the Reagents without defects. The
Seller shall not be liable for defects, which shall
have been caused due to inadequate storage or
handling of the Reagents contrary to the
instructions specified on packaging of the
Reagents or instructions for handling the
Reagents with respect to safety and quality
provided therewith or provided by the Seller. The
Seller shall not be liable for defects caused in any
manner after the takeover of the Reagents by the
Buyer, caused by external events unrelated to the
Seller, or by any third party.

Should the Buyer claim defects of the Reagents, it
shall prove that the Reagents had such defects at
the time of transfer of liability to the Buyer and
that the instructions specified on the packaging of
the Reagents, or the instructions for handling the
Reagents with respect to safety and quality
provided therewith or provided by the Seller have
been followed by the Buyer or any third party,
which has handled the Reagents.

Should the Buyer be supplied goods with defects
the Seller is liable for (Section 5.19 and 5.20
above), the Seller shall remedy the defects by
supplying substitute goods for the defective goods
or by supplying the missing goods; the Buyer shall
not be entitled to make any claims according to
Section 436 and 437 of the Commercial Code.

Vi
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 on their employees,
and contracting partners
cooperating third parties.

and/or

|

business

10
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6.2

6.3

6.4

6.5

6.6

7.1

Zmluvné strany sa najmi zavizuji, Ze doverné
informécie nepouZijii inak, ako na tcely plnenia
svojich zévizkov a vykonu svojich prav podla tejto
Zmluvy. Uvedené sa netyka poskytnutia
dévernych  informicii externym poradcom
zmluvnej strany ani spolupracujicim tretim
osobam za podmienky, Ze tieto osoby budu taktiez
zaviazané mléanlivostou na zdklade zdkona alebo
osobitnej zmluvy.

Povinnost ml¢anlivosti podla tohto ¢lnku trva aj

po skoneni tejto Zmluvy bez casového
obmedzenia.

Vysdie uvedené povinnosti sa nevztahuji na
povinnost poskytnif chrinené idaje a ddverné
informicie orginom verejnej spravy na zaklade
zikona alebo pravoplatného rozhodnutia sadu
alebo iného organu verejnej spravy. Takito
skutoénost povinna zmluvnd strana neodkladne
pisomne oznami druhej zmluvnej strane. Zmluvni
strana, ktorda ma takto déverné informdcie
poskytnt, je viak povinnd vyuZit vietky existujice
prostriedky vstlade s pravnymi predpismi na
odmietnutie oznémenia

alebo  obmedzenie

a spristupnenia dovernych informacii.

Predavajici sthlasi s tym, Ze kupujlci zverejni
tato Zmluvu, jej dodatky a faktiry stvisiace so
Zmluvou na webovej stranke kupujiceho a v
Centralnom registri zmluv vedenom Uradom
vlady Slovenskej republiky v stilade so zédkonom ¢,
546/2010 Z.z., ktorym sa doplia zdkon ¢&. 40/1964
Zb. Obéiansky zikonnik v zneni neskorsich
predpisov a ktorym sa menia a dopliaji niektoré
zdkony.

Kazd4 zmluvnd strana zodpovedd druhej zmluvnej
strane za $kodu spésobenu porusenim povinnosti
mléanlivosti.

VIL
Sluzbha Teleservis

Zmluvné strany sa dohodli, Ze predavajici
poskytne kupujicemu pripojenie lekarskeho
pristroja na sluzbu ROCHE Teleservis. Sluzbou
Roche Teleservis sa rozumie online riefenie

6.2

6.3

6.4

6.5

6.6

7.1

The Parties hereby agree that they shall not

disclose 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 Contract.

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

The abovementioned obligations shall not restrict
the duty 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 duty, it shall immediately notify
the other Party thereof. The Party under the duty
to disclose such confidential information shall
exercise any possible lawful means to refuse or
limit the disclosure or communication of the
confidential information.

The Seller hereby agrees that the Buyer will
publish this Agreement, Amendments thereto
and invoices related therewith on the Buyer’s
website and in Central register of contracts held
by the Governmental Office of the Slovak
Republic in accordance with the Act 546/2010
Coll. on amendment of the Act 40/1964 Coll. the
Civil Code, as later amended and on the
amendment of and supplementation to certain
acts.

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

VIL.
Roche Teleservice

The Seller shall provide the Buyer with the
connection of the medical device to ROCHE
Teleservice. ROCHE Teleservice shall mean online

1
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7.2

73

7.4

7.6

8.1

8.2

aplikaénych a technickych problémov tykajtcich
sa lekdrskeho pristroja.

V rimci sluzby ROCHE Teleservis bude mat
kupujici rychlejsie
poruchovych situdcii a aplikaénych problémov
bez nutnosti osobnej névitevy (plati len pre vady
lekérskeho
umozfiuje), automaticki aktualizdciu databdz

zabezpedené rieSenie

pristroja, ktorych povaha to
testov, reagencif, kalibritorov a kontrolného
a automaticka aktualizdciu
pristrojového softwaru.

materidlu

Sluzba ROCHE Teleservis vyuziva existujucu IT
infrastruktiiru kupujuceho. Kupujici sa zavizuje
pre ucely sluzby ROCHE Teleservis zabezpecit
preddvajiicemu na svojom pracovisku, kde je
lekarsky  pristroj
pripojenie.

umiestneny, internetové

Predévajici nainstaluje kupujicemu hardware
a software potrebny na realizaciu sluzby ROCHE
Teleservis, s ¢im kupujici sthlasi.

Predévajuci garantuje pri poskytovani sluzby
ROCHE  Teleservis  ochranu
informacii kupujtceho, ako aj ochranu osobnych
tdajov pacientov, ato prostrednictvom ich
gifrovania. Manuil poskytovania sluzby ROCHE
Teleservis a ochrany tudajov tvori Prilohu ¢. 2
tejto  Zmluvy, ktord je jej neoddelitelnou
stiastou.

dévernych

Predévajiici poskytuje kujicemu sluzbu ROCHE
Teleservis na vlastné néklady ako stcast
technickej podpory a servisu lekdrskeho pristroja
pocas trvania zaruky.

VIIL.
Zaverecéné ustanovenia

Této Zmluva nahrédza kazdd pisomni a/alebo
tstnu  dohodu medzi
ohladne predmetu Zmluvy.

zmluvnymi  stranami

Priavne vztahy touto Zmluvou neupravené sa
riadia prislu§nymi ustanoveniami Obchodného
zakonnika, pripadne inymi vieobecne zdviznymi
pravnymi predpismi, pokial v tejto Zmluve nie je
dojednana odchylna privna tiprava.

72

73

7.4

7.5

7.6

8.1

8.2

management of application and technical

problems of the medical devices.

Within ROCHE Teleservice, the Buyer 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 Buyer. The Buyer shall
provide the Seller with the internet connection at
the place of installation.

The Buyer agrees that the Seller installs hardware
and software necessary for ROCHE Teleservice.

With regard to ROCHE Teleservice, the Seller shall
guarantee protection of Buyer’s confidential data
and personal data of patients though encryption.
ROCHE Teleservice and Data Protection Manual
creates Annex no. 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 the medical devices during the period of
warranty.

VIIL
Final Provisions

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

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

12
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8.3

8.4

8.5

8.6

8.7

8.8

8.9

8.10

Kupujici je povinny bezodkladne Zmluvu
zverejnit v stlade so zdkonom . 546/2010 Z.z.,
ktorjm sa dopliia zdkon & 40/1964 Zb. Obciansky
zakonnik v zneni neskor$ich predpisov a ktorym
sa meniaa dopliiaji niektoré zkony. Bezodkladne
po zverejneni Zmluvy je kupujici povinny dorugit
predavajiicemu pisomné potvrdenie o zverejneni
Zmluvy.

Zmluva nadobuda platnost dilom jej podpisu
oboma zmluvnymi stranami a G¢innost diom
nasledujicim po dni zverejnenia v centrdlnom
registri zmlav.

Zmluvné strany sa zavizuju, Ze vietky spory, ktoré
vznikni z tejto Zmluvy alebo v savislosti s fiou
budu riefené prednostne zmierom.

Ak nedéjde kvyrieSeniu sporu zmierom, spor
rozhodne vecne a mieste prisluiny slovensky std
uréeny podla procesnjch pravnych predpisov
Slovenskej republiky.

Tato Zmluva méze byt doplnend azmenend len na
z4klade pisomného dodatku podpisaného oboma
zmluvnymi stranami.

Pokial niektoré z ustanoveni tejto Zmluvy je
neplatné, netcinné alebo nevykonatelné, nema to
vplyv na platnost, t¢innost alebo vykonatelnost
ostatnych ustanoveni tejto Zmluvy. V pripade, ze
niektoré z ustanoveni tejto Zmluvy je neplatné,
netdinné alebo nevykonatelné, alebo sa ndsledne
takym stane, zavizuji sa zmluvné strany, Ze ho
nahradia ustanovenim, ktoré najviac zodpovedd
ich povodnej voli.

Této Zmluva je vyhotovend v dvoch rovnopisoch
v slovenskom a anglickom jazyku, pricom kazda
zo zmluvnych strdn obdrZi jedno jej vyhotovenie.
V pripade rozporu medzi anglickjym alebo
slovenskym znenim tejto Zmluvy, prednost md jej
slovenské znenie.

Zmluvné strany vyhlasuja, Ze si tato Zmluvu
precitali, jej obsahu porozumeli a stihlasia s nim a
3¢ Zmluvu uzatviraji slobodne, viine a bez
nétlaku, na znak ¢oho pripdjaju svoje podpisy.

8.3

8.4

8.5

8.6

8.7

8.8
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8.10

The Buyer 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 Buyer shall be obliged
to submit to the Seller the written confirmation
that the Agreement was published according to
the law.

The Agreement shall be valid upon its signature
by both Parties and effective the next day after the
day it was published 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 resolved by
the Slovak court having material and local
jurisdiction pursuant to the procedural laws of the
Slovak Republic.

The Contract shall be appended or amended 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.

This Contract is executed in 2 (in words: two)
counterparts in Slovak and English language, of
which each Party shall get 1 (in words: one)
counterpart. In case of discrepancy between
language versions, the Slovak version of the
Contract shall prevail.

The Parties hereby declare and confirm by their
signatures that they have read the Contract,
understood the contents hereof, and agree

\zor KZP01b-2 verzia 1.0




Priloha ¢. 1: Typovy list lekdrskeho pristroja
Priloha ¢. 2: Manudl poskytovania sluzby ROCHE
Teleservis a ochrany tidajov

Priloha ¢. 3: Cenovd ponuka preddvajticeho

herewith and that they have entered into the
Contract freely, seriously and without duress.

Annex no. 1: Technical protocol of the medical device
Annex no. 2: ROCHE Teleservice and Data Protection
Manual

Annex no. 3: Price quotation of the Seller

V/ In Bratislave, diia/ on 3’1/0.!/',&22

Predavajuci / Seller:

V/ In Nitre, diia/ on ......

10. 4. 4048

Kupujici / Buyer:

Vzor KZP01b-2 verzia 1.0




Priloha ¢. 1 Typovy list lekarskeho pristroja

cobas LIAT

Cast A - $pecifikacia lekarskeho pristroja

1. Systém: Automatizovany Point-of-Care Real-Time PCR systém pre STATIM Spracovanie
vzorky a naslednu amplifikdciu a kvantifiksciy DNA aRNAs automatickou
analyzou a interpretéciou dat, s pripojitelostou do LIS

2, Vykon: 1 vzorka (denn4 kapacita pocas 8h pracovnej zmeny max 24 vzariek

3. Material vzorky: DNA, RNA

4. Kapacita pre vzorky: 1x cobas LIAT kazeta

5. Typy vzorkovych skiimaviek: cobas LIAT kazeta Pre spracovanie a analyzy jednej vzorky
6. Objem vzorky: @200 pl (presny objem vzorky nie je potrebné merat)

7 Ciarovy’ kéd pre vzorky: Code 39, Code 93, Code 128, Code 128-A, Code 128-B, Codabar, GS1 Databar-

14
8. Reagencie: PCR reagencie, NAPI reagencie
9. Kyvety: neaplikovatelng

10. Spotreba vody: neaplikovatelng

11. Kontrolna jednotka: PC s dotykovou obrazovkou a oviddacim softvérom
11. Rozhranie: Ethernet: RJ-45, TCP/IPUSB

12. Poziadavky na pripojenie do elektrickej siete: 100-240V AC /50-60Hz
13. Rozmery: vi19.em, & 11,4 cm, d: 24,1 cm

14. Hmotnost: 3,76 kg

15. Certifikacia: CE-IVD

16. Prislusenstvo lekarskeho pristroja’:

'V konkrétnam obchodnom pripade mozZe byt dodané vietko uvedené prislusenstvo alebo len niektorg. Presny zoznam doddvaného
prislusenstva lekdrskeho pristroja bude uvedeny v preberacom protokole.

Vzor KZP01h-2 verzia 1.0



CAST B — Zaruka a zaruény servis pri predaji lekérskeho pristroja

Servisna organizacia’: Autorizovany zdruény, mimozaruény a pozdaruény servis
Roche Slovensko s.r.o., Divizia Diagnostics, Pribinova 19, 811 09 Bratislava

Zaruény servis: zarucna doba 24 mesiacov plynie od podpisu preberacieho protokolu
bezplatné odstranenie portich na pristroji majice pévod v povahe pristroja
bezplatné preventivna tdrzba (servisnd prehliadka), 1 x za 12 mesiacov
odplatny servis portich pristroja nad ramec bezplatného zaruéného servisu

V pripade, ak v zdru¢nej dobe dojde k vymene sticiastky alebo ¢asti (dielu) lekarskeho pristroja alebo jeho
prisludenstva, vymenou nezadcina plynit nova zdruén4 doba.

Servisna prehliadka:
Spolo¢nost Roche Slovensko, s.r.o. vykond na Ziadost kupuijticeho periodickd servisni prehliadku pristroja
1x za obdobie 12 mesiacov/ v lehotdch uréenych vyrobcom, ktorej obsahom je:

a) Overenie funkénosti zariadenia

b) Precistenie vzduchovych filtrov

Spotrebny material nezahrnuty do zaruky (hradené kupujticim)®:
07341890190 KIT COBAS LIAT INFLUENZA A/B
07402660190 KIT COBAS LIAT INFLUENZA A/B CTL

08160104190 KIT COBAS LIAT FLU A/B & RSV IVD
07402686190 KIT COBAS LIAT FLU A/B & RSV CTL IVD

09211101190 cobas® SARS-CoV-2 & Influenza A/B
09211128190 cobas® SARS-CoV-2 & Influenza A/B Quality Control Kit

08244626190 LBLD TUBE COBAS LIAT DEMO
08305480001 Copan 305C UTM 3ml & Swab (6x50)

Nahradné diely nezahrnuté do zaruky (hradené kupuijticim):
neaplikovatelné

Zaruka na vodérne a UPS nezahfiia (hradené kupujiicim):
neaplikovatelné

Pozaruény a mimozaruény servis’:
a) PIna pausélna servisna zmluva, rozsah plnenia zodpoveds zaruénému servisu
b) Individudlne hradeny servis (prdca, ndhradné diely)

# Akykolvek zdsah do pristroja je opravnend urobit iba osoba na to opravnend podfa vieobecne platnych pravnych predpisov, s odbornym
vzdelanim a skusenostami, osoba, ktord je servisnym partnerom vyrobcu alebo spolo&nosti Roche Slovensko, s.r.o. alebo zamestnancom
spolo¢nosti Roche Slovensko, s.r.o.

* Doddvky reagencif a spotrebného materidlu sa uskuto€iiujui na zaklade osobitnych objednévok zdkaznika.

* Jednotlivé servisné tikony budu spoloénostou Roche Slovensko, s.r.0. fakturované zédkaznikovi v stilade s cennfkom spoloénosti Roche
Slovensko, s.r.0. platnym v éase vykonania servisného tikonu.

Vzor KZP01b-2 verzia 1.0



Sluzba na dialku

Informécie o utajeni udajov V03

10373982 GSS 000 02
Siuzba na dialku Informécie o utajeni Gdajov
2 Ugel
d| 1 na ochranu si , ako sd EUQBIMSnoawne
udapv a HiPAA sl uvedené puiladsvky Idoré jo nu(ne ' pri udajov
ni caz P Slldlqmﬂhlkuﬂod!enﬂamat

spdomRmmaupkdcvemmmouﬂmMaﬁnmm ako sd naprikiad zdravotné Gdaje
pacientov a iné osobné Gdaje (dalej len Osobné Gdaje, pozri Glosar)

Uéelom tohto dokumentu je popisal mmmvmmmsmwmmnm Takato

rieSenia a pokyny bud( odraZal podi

mal tie2 poskytnat mwwanamrmemymnmwm«wmumnm
Ciefovymi sl pobodiy

spolodnosti Roche na celom svete
Organi rieSenia pre de ipisov s( tu len navrhom - miestne organizacie
krajin prekunzulwvmésosmboummamusﬂmdpwednézamﬂemmu

3 Rozsah

Tento dokument je S0 You dokt 0 utajeni ddajov Siuzby na diafku, Bezpednost
a Konelktita

Ceid zostava dokumentov je ni2sie

* Informacie o utajeni tdajov Sluzby na diafku VO3 (ID' 10373982 GSS 000 02, tento dokument)
* Informécie o bezpednosti Siuzby na dialku VO3 (ID: 10373981 GSS 000 02)
* Informacie o konektvite SluZby na dialku V04 (ID: 10373879 GSS 000 03)

3.1V Rozsahu

Popisované nedenia platia pre infrastruktiru Platforma Slu2by na dialku a hardvér
« Piatforma SluZby na diaiku
- Axeda Enterprise
- servery Axeda Global Access Servers

- Axeda (Firewall) Agent

- TeleServica-Net
* cobas® link (vratane softvéru Roche Connectivity Layer)
* connect 2

3.2 Mimo rozsahu

| &tatne) j sluZby st mimo rozsahu. Dal&ie produkty
spolognosti Roche ckrem Platformy smbynadnlkusa mimo rozsahy

Sluiba na dialku Informéacie o utajeni Gdajov
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1 Histéria dokumentu

| Verzia | Datum | Meno Ddvod l
08-FEB-; 2!115 | Thomas Malr Whrof-m dokumentu |

| vo1 DS-NOV-ZHD ]Thmmly | Dopinend informacie pre Roche Vanila Agent a connect 2

| Drobné zmeny v celom dokuments.

| jmmmp:-sssao«um«wswmvws
—— — . |

| V02 | 17-MAY-2011 | Thomas Maly | Aktuaizovany ceiy dokument, aby odraZal nova infrastruktiry |

L Axeda hostovani v Axeda v centre On Demand Center |

V03 | 10APRZ013 | R Gwerder, | Zmenené ToService' na Skizba na dhafkur 7%

C. Schindier Zmenené cobas IT firewall' na FortiGate 40C |
Glnﬂ'znﬂmmsmmshﬂwmm1m1w1 J

I

Vyhlésenie. Pracovna képia po vytiaZenl

) Srana 2
SluZba na dialku Informécie o utajeni idajov
4 Uvod

ﬂmmmmmmMmemmMammﬁmWns
Platformu ShaZby na diafiu®

Hlavnym cielom je 2vy8it' kvalitu siu2by a zni2it dodatotné naidady na oboch strandch (kilent
spolodnost Roche).
Konektvita na strane laboratéria sa vzdy stanovuje podfa Axeda Agenta alebo softvéru Roche
Connectivity Layer.
SluZba Axeda Agent je dostupna pre:

*  connect 2 (hardvérova brana), integrovana &ast

*  samostatnd inStalaciu (softvérova brana) pre priamu inStaldciu na iy
Sonvﬁmh—mudwqwiﬂuakuﬁmmw

. bas® lis brana), intege Cast’

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

Vo v& i tieto typy pouzitia:
(Vz&vnshst:oddruhusmm Je dostupna jedna alebo viacero sluZieb )

1 Konzultdcie na dialku vr manudineho prenosu dét (ake reakcia na ohldsené problémy
uzivatefov) Tieto siuzby poskytuje len Axeda Agent

* 2 uzivatelského PC Roche do vzdialeného systému (napr. cobas 6000 alebo Integra 400)
{subory je mo2né prenasat obomi smermi}

* Z uZivatelskeho PC Roche do vzdialenej brany (napr cobas® link alebo connect 2)
(stibory je mo2né prenadat obomi smermi)

2 Flanovany prenos dét zo vzdialeného hostitela do Roche Tieto siuZby pondika len Axeda
Agent a RCL

* nahranie monitorovacich informacil
+ online i e sy (napr yeh ddajov)
* hodnotenie vykonu

3 Pianovany prenos dét z Roche ku vzdialenému hostitelovi Tieto siuZby ponika len Axeda
Agent a RCL
= Stiahnutie ov, lidajov o davke reag / 7!
kontrolach (e-BC — elela.rmoekyﬂamvykdd)
« Stiahnutie (dajov ditatelnych pre Eloveka (e-Pl — elektronicky Pribalovy letal -
regutatné informéacie podobneé k pribalovému letaku alebo iné informacie pre kiienta)
* Stiahnutie softvérovych patches / aktualizacii / oprav security hot fixes a definici virusov

o strana 4
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zahrrutts v platforme Sluiby na diafku (len shuby Axeda)
Podrobné mmrmicoe s popisané v nasledovnej kapitole 5~ Charakteristika infraStruldiry”

Shuzba na diafku Informacie o utajeni Gdajov

6 Informacie o utajeni Gdajov

1. Je pre speloénost’ Roche utajenie ddajov dolezité?
Spolotnost’ Rochewﬂasuje,!ame{mlpobmh}edodmavazﬂmynawhmuudamm

spractvani Osobnjch ddajov. Samotnd | osobné prava
astkromie os0b Principy utajenia dat, Modraﬂa;ozémnyapfedpsynaodum udqm Itoré
spolonost Roche bude 81 p v
Raoche na ochranu osobnyich Udajov.”

2. Ako je 2abezpecend utajenie udajov pri p medzi lab iom a

infrastruktarou SluZby na dialku v spolo&nosti Roche?

Na spojenie medzi vzdialenjm systémom a infrastruktdrou spoloéncsti s po2iadavky na utajenie
tidajov spinené &frovacimi mechanizmami Pouzivaju sa rdzne postupy na spinenie $irokej Skaly

ek na konektivitu Podrobné tidaje je mo2né najst' v dokumente ,doiument Informécie
© konektivite slu2by na diafku *

Vo viechy sa nebud( vymiefal' Ziadne nedif Gdaje
* medzi systé a y
« v ramei Platformy Siuzby na dialku vo Firemne) sieti Roche a v centre Axeda On Demand
Center.
« medzi akoukolvek tretou osobu zapojenou do komunikacie
= v sieti zdravotnej organizéacie

Poznémka: Definicie virusov nie sii zadifrované, ale sU digitalne podpisané aby sa predi§io
manipuidcii, nakolko aj tak je ich cbsah verejne dostupny.

3. Je zabezpeéené utajenie Gdajov poéas stretnuti so zdielanim obrazovky?

Pre odstranenie problému a obnovenie systému do jeho pinéhe pracovného rezimu mde byt
nutné stretnutie so 2diefanim obrazovky. Zvy&ajne k tomu dochadza po tom, ake Kient informuje
call centrum sp Roche o & alebo ako p l Roche kontaktuje
Idienta telefonicky po zisteni sprévania sa systému, itoré naznaluje nedodrZanie predpisov.
Pmtmmmmmmwmnmzmmmmm do obrazovky

systému so p Z laboratdria tykajice sa
pacienta.
Je to vedia siave Jednotih

Mumpmammvmwm(mm 45 CFR cast’ 180 -164
$Standardov ochrany sikromia ientifikovateingch informacil o zdravotnom stave jednotlivcov,
Casto nazjvané v USA pravidio HIPAA).

Kiienti v krajinach, ktorjch predpisy nestanovuji koncepty vedrajsieho vyuitia by nemaii mat’
pristup v systéme, ani by nemaii mat’ dovolené prendsat’ Ziadne poznamky tykajice sa identity
pacienta z LIS, pokial nie si spinené reguladné poZiadavky a prisludné poziadaviy na ochranu
Udajov (napr sGhias pacienta)

Sluzba na diafku Informécie o utajeni Gdajov

5 Charakteristika infrastruktiry

PlatfnrmSluibyde’ku [ 1 @ softvér p na prenas,
i Hardvér a softvér Platformy Slutby na diafku sa
,_ ok ""',‘ meme pre ' Axeda Corporation a podiiehajd pravidelnym
Roche IT (napr p 20 strany

neza\mtyd\ i«!rmmvluu) Connect 2, Roche Vanila Agent a cobas® lnk s komuniaéné brany

Tam kdewmecmambawbnkzartnquhamvérposk ytnuty spolocnostou Roche vratane
softvéru uje agent Roche Vanilla Agant viluéne softvér Tieto brany

sanachédzmuknemam ako by 14 brana medzi sietou

systému a spoloénosiou Axeda Enterprise (SemceLmk a Servery Giobal Access Servers).

Axeda ServuLmk ge soﬂverlnq frmy mbezpeeugou komunikaciu a rieSenie vimeny dat

y Layer, ktora je rieSenim vyvinutym spoloénostou
Roche. AgemAx-da [Fir-wnill Agonl;e vopred in&talovany na hardvércvej brane connect 2

a cobas® link.

Servery Global Access Servers poZaduje aplikacia Axeda ServiceLink pre zaistenie efektivnych
stretnuti so zdiefanim obrazoviek na celom svete Datovy skiad Sluzby na dialku (RSDW) je
dodasné skiadovanie dat (XML) pre stiahnuté Gdaje nastroja (napr monitorovacich informéacii)
Nasledne si tieto (daje spristupnené pre ostatné obchodné aplikicie Roche.

.1 Hosting / pristupové detaily

Rie3enie Axeda
Viatiy siuZby (hardvér a softvér) U externe pre sp ' Axeda C
» Systém Axeda Enterprise sa fyzicky nachadza v Ditovom centre v Eurdpe (Nemecko)
Infraitruidira pre obnovenie prevadzky po katastrofe sa fyzicky nachadza v USA.
= Servery Global Access Servers sa fyzicky nachadzaju na troch réznych miestach Eurdpa
{Nemecko), Severna Amerika a Azia
Apiikacia Axeda ServiceLink je pristupnd len interne pre spoloZnost Roche Nie je dostupnd priamo
cez internet. U2ivatelia vetupujici do aplikacie z interého poditata Roche si v2dy overeni pomocou
svojich aktivnych povereni 20 zoznamu UZivatelia vetupujici do apliacie cez internet pomocou
sluzby Roche ,RANGE BASIC* s(i overen! overovacim mechanzmom s 2 fakiormi RANGE je
sluzba poniikana 2o strany Roche Gilobal Informatics

RieSenie Roche Connectivity Layer

Véetky sluZby (hardvér a softvér) si hostované interne spoloénostou Roche. Systém sa pouZiva len
na distriblciu Gdajov Firemna infrastruktira sa nazyva , TSN alebo TeleService-Net"

Vo3 sbrana &
Sluzba na dialku Informécie o utajeni ddajov
Dod: tito kiientl md2u po2adovat Roche Oznamenie o postupoch pre utajenie

Odajov, v itorom bude refiektovan podstata Smernice spolonosti Roche na ochranu Gdajov

To zarovef plati pre konk-étne poZiadavky na pristup do systémul siboru na sledovanie
komunikacie LIS

4, Aky druh informacii o i bude 1 poloénost Roche?
Osobné daje vo bsahujl ider ozdravahom stave
jednotivcov {meno pacienta, ID, atd ), ktoré by
paum Pmmmmlawwmmmwkymmmdepmmmémm

systému so ack ktoré mdzu obsahovat' poznamky z laboratdrna
|yka|ucssapacien|= — Pozn odseky 3 a 6 tejto ¢asti pre viac informaaii

&. Je moZné zhroma2dené Gdaje vyhfadat' v jednotlivjch systémoch?
Ano, vaetky systémysu vybavené indviduainymi sénovimi Sislami Pre moZnost pridelenia Udajov
3 pre analjzu je nevyhnutné jasne identifikovat systémy,
Khore vyganafwau mm informacie

6. Ako sp: Roche zab & ji i o ?
Udaje poutivané pre systémr o zdh
stave jednotlivcov {meno pacienta, ID, atd ) Dkrembhosapren&!a]ﬁlenlmrmim
© pacientach, ktoré s zbavené Udajov umo2hujlicich ich identifikdciu v sivislosti s Gdajmi zo
systému na branu (napr. cobas® link). Zbavenie (dajov umozhujicich identifikaciu sa realizuje
vetijch polls v sivisiosti so vzorkeu, ktort by mohlo pouzit
um na i © pacientoch pred tym, ako Udaje odidu zo systému
V sdvislosti s detalimi o Udajoch vymenenjch medzi spolo&nostou Roche a systémom si, prosim,
pozrite 7. kapitoly

7. Kto méze mat’ pristup do systémov Platformy Sluzby na dialku?

Systémy Platformy Siuzby na dialiu st vybavené uZivatelskym riadiacim systémom Len
opravnen! uZivatelia spolofnosti Roche mayl pristup do tychto systémov

Do systému zdielania obi iy mé2u pristups len vybrani Pristupsa p na
Grovni kraginy, napr. fudia pricl.uﬂu pre !vaklarsw poboéku Roche budi mat’ pﬂslupdosystarrm
len vo Svaytiarsku. Pristup do systémov Siu2by na dialku na spracovanie ldajov sa tie? umoifiuje
na Urovni krafiny

Pre tely podpory pracovn buvgmhycnpozmmmﬂuprﬂvmepnﬂupmkmm
véeticzch krajin Viac informacii najdete v is Sluzby na
diafku *

8. Co sa stane s informaciami po ich zozbierani?

Udaie jolnostou Roche sa pouZivaji na iu analjzu (rapr. systému / vijkonu
testu) a uchovavaji podia osveddanych ebctmdfﬂd'l postupov a pri dedr2ani platnych zékonov
a predpisov
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9. Kde st | ddaje systé ?
V stvisiosti s Platformou na dialku Roche vatky
v ditovych centrach v siilade s platnymi zakonmi a predpismi. Udaje uchovavané v externych
ych ce i kim predpisom ako Gdaje uchovavané v internych
ditovjch centrach spolognosti Roche
~ ™ 'd N
il Labaratory / Maspital h Roche Diagrostics Asads
@I _‘: . g
= O,

Eadtd o Uses 9%

# (@ a

Asacin
Thiabo: Aso0es Seceh

™
émranse
A S
A) V zavistosti od systému, ktory generuje Gidaje sa meni trvanie uchovavania a archivacia,
WW;MMVMMMW
B) W moze ' zalohy (1 é L
typmi systému Mmmsa(tmw)awkwﬂm varovné daje a ostatné

informacie s prep y kazdy defl (E, F) Podrobné informacie

néjdete v 7. kapitole

C) Brana connect 2 nedokéZe skladovat' Ziadne (daje systému. Je navrhnutd ako brana len na

zdiefanie obrazovicy

D) Uzivatelsky poditad Roche i neprep! ani ava Ziadne (daje vygenerované
etnutia so mdZu byt prenasané

potas
rr‘lanuﬂnedﬂmémpreriadumevztahwskhm{obﬁsrﬂ)
E) Monitorovacie (daje zhromazdené branou (napr cobn.lmk]sadoeasncmﬁqu
v Datovom sklade SluZby na dialku (RSDW) podfa
F) Monitorovacie (idaje zhromaZzdené branou (napr. cobas® link) sa doéasne uﬁmﬁva,u
v infrastruktire TSN a2 do dokonenia migracie do RSDW.
G) Prenesené informacie a stibory systému a Udaje pre nadenie sti zhromaZdované a uchovavané
v systéme Axeda
H) Servery Global Access Servers neuchovavaji Ziadne Gdaje Vystupujd alo sprostredkovatel
komunikacie len pre stretnutia so 2defanim obrazoviy
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7 Udaje prenadané medzi Laboratériom a Roche

Loncoh‘hkdoﬂhpun&iawmampwmsawmmmmmm

a Roche. Podrobné i J'
m:cm:amwmmmmmmm 2zdiefania obrazovky a prenasaju
Odaje systémového riadenia {napr nazov hostitela alebo nakonfigurovand IP adresu). Okrem toho

Agent tieZ zabezpeCuje prenos siborov

7.1 Udaje prenasané z Roche do cobas® link / systémov

Pre isté triedy systémov Roche (napr cobas® 6000 a cobas® 8000) budd prenaSané binarne

Gdaje z Roche do systému laboratona Eamkéd[alatemeﬂda;epreuystém]phnémyﬁda]
tykajlci sa chemickych latok (reagensy, kontroiy, Y} spr W istymi
mmmwmmducohﬂmapomlmwmsysﬁmppmwdnsym
Aktivaca h Gdajov v systéme) si vy2aduje vislovny sthlas od uZivatefa systému
Gdaje&ahfnepmﬂwska dokumenty vo formate PDF -bud( prenasané z Roche do cobas® Link,
kde ich pouzije uZivatef laboratéria. S0 to 2vytajne udaje o ]
Iatikach (elektronicky Pribalovy letak] alebo akykolvek druh Llslu kiienta

Aktualizacie softvéru / patches cobas® linku a definicie AntiVirusov budd tie2 prenaSané z Roche
do cobas® link a automaticky inStalované

7.2 Udaje prenasané zo systémov do Roche cez cobas® link

Tabulka ni23ie sumarizuje Gdaje prend3ané z Kiienta Roche do
Roche. V tabulke si pouZité prikiady na zéklade systémov Roche / Hitachi a Gdaje sa md2u menit
pre ostatné systémové rady.

Definicia laboratéiia Mammmmummmh
‘musia byt 2

laboratoria, kazdého pdvodeu udajov
uvedanych v stbore |
‘dantficitor laboratana Jedinetng identiiktor laboratdria, vo formdts URL |

smw)xmmdlm
krapry}

Detaiy
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10. Kde sa fyzicky & 7
» Datovy skiad SiuZby na diafiu a infradtruktira TSN sa nachadzajl vo vnitri firemne) siete
swloélmﬂudnm
WmmEmWMvuwunmmommcmermmmemm
Servery pre ji v centre Axeda On Demand Center v USA.
W%ImmnammmwmmuaﬁaonmmcmvEm
(Nemacko}), v Amerike (USA) a v Azii {Hong Kong)

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

Spraveovia systémov Axeda majd pristup k celej databaze ServiceLink a k celému jej obsahu
Pristup je potrebny pre administrativne a prevadzkové tlohy

12. DodrZiavaji uzi ia spoloé i Roche principy utajenia Gdajov?

Ano, boli priaté 3 wdardy pre sp nie ych Gdajov a zmiuvné dohody

smmﬂmwwmnhmlﬁwmmuWMwmﬁvmdmpanﬂm
Gdajov

prév na Okrem toho, Smermica
Mﬁmnammmmammammmmiw Ktoré sa musia
poust pri ych Gdajov v

Sluzba na diafiu Informécie o utajeni idsjov

| nastroja. musia byt zahmuté pre kazdéhopvoday Gdaov
| wedanych v sibore

5 {nazov . 1 iksd
esing)

[

i

|

| identfiditor nastro; Jedinacny identifikitor nastroa, vo formate

i URL & [sériové &isio}. {druh nastroja} { identificator
|

Uzivatelsky zdznam zdznamu pre uZivatefsie polia

| Nahomadengodge | | ‘montorovacie Gdaje. Klore sa hromadia dasom (ko s |
ERate, 2épisy, atd ) pre dany ndstro]

|

i identificstor ndstron Jecinesny identificator nastioja, vo formate URL
ndstroja)

b

s faruh
Citats zhromaZdovanie vatupov do &itada
o | Seekiisels poutik shimeriey

[ [ESS——— jodnedny identfiétor nasticia, vo formate URL
i s fsénové Eislo} {druh ndstroja} (w.bﬂuﬂl)

kontexte (Standardny modul poutivania, almhpochidzn
zmvlwlmn)
relativny P modui
v kontexte submodul ia, ak Gdaj
pmmzmuuvmm

Binarne stbory ryci st sborov v akomicofvel formite, kiory sa interne:
%u:hwmu
dentifiitor ndetrom | jedinetng identficitor nastrom, vo formate URL
: | & {sériové tislo} fdruh ndstroja) {identifikator laboratéria)
Identifikator moduly mmmm nastroja
kontexte (Standardny modul pousivania, ak Udaj pochddza
‘zrﬂwpﬂwml
| retativiy p moduly
v submaodul pat2i ak 0da)
Muzmdwvlmm:

Kalibracia nistroja kalibricia ndstroja a (prava udajov pra dany ndstroj

jedineény identifikdtor ndstroja; vo formate URL
s fsériové islo]. [druh naslrosa} dentifikator laboraténal |
Prazina bunka Udaye prézdne] bunky modulu Eleceys
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Kontrolanastrola | | Masroj pre kontrok ddajov pre dan ndstra
[ Wentsicitor nastroja Jedinesng Kentiikétor ndstroja; v formts URL
| s {sériovs éisio}. {druh nastroja} (identifiiitor
Kontroia jednotiy fotometra | Vysledicy kontroly C-modulovéha folometra pra dany
‘submodul ]
I Kontrola objemu systému _ﬁmmwmw S A
Konfiguracia nistroja Zostavy konfigurdcie ndstreje pre dany néstro] AT
Identificitor ndstroja jedineiny identifidtor nastroja; vo formits URL
s {sériové &islo} {druh néstroja m-luhrun-n-]
Prota Interruplor HMCONT Uday pnmdu' i ché:
Photo Intermuptor LON Udaie p! pra modul Kirucke) chémie
Uprava vzoriek Test Pridelenie | Nastavanie Upravy vzonek pra modul Idincie chémie
testov
Uprava Uprava tdajov hardvéru pre modul Elecsys
Paramater apikicie Nastavenie paramatrov apiikdcie pre modul Elecsys
Informicie ¢ druh vzorky Nastavenie parametrov aplilicie pre modul Eleceys
Parameter analjzy BTS Parametre aplikcie na pranos Emrovich kodov pre modul |
Elecsys |
_HMEHM Carry Over Evasion pre modul Elecsys )
- Uprava clotov Uprava clotov pre madul Elecsys E
| Faktorndstroja Faldory ndstroja pra modul Elecays.
Uprava PMT Upravy teslov pre I
Pradnastavema TS Prednastaverse TS pre modul Elecsys.
Reagens MBC analjzy MBC analyza s reagensom pre modul Elecsys
' Reagens MEC BlankCel MBC reagen pre modul Elecsys ]
Reagens MBC Cakb 'MBC reagens pre modul Elecsys. -
I Reagens MEG Control MEC y ;
Reagens MBC Di MBC reagens pre modul Elecsys.
ﬂﬂum - € testu reagensa pre modul Elecsys B
Ref. ndizov kallbrdcie prizdne] | Referentné Gdaje pre modul Elecsys
bunicy
- Ref.informcie o kalbrici | Referencng Gdape modulu Elacsys
il Ref informécis o rozpitadie | Referentnd idaje modulu Eleceys i
Ref ndzov Udaje modulu Elecsys
e Ref Sislo zstena Reforendnd idajs modulu Elscsys )
Ref. odkaz s vysiedkom 1
Pridelanie testov Pridslenta testov pre modul Elecsys B
L | - whwadenjen viac pok vyhradangch vias pol = ]
e ‘Shrana 13
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Wyw vmﬂum;,mkymm—‘“ m‘in-zmv
identficitor nastroja jedinedng identifiitor néstroja; vo formite URL
5 } fdruh néstroja} &
Identificitor modulu relativny identifilkitor modulu patriaceho do rstroja
v kontexte (Standardng modul pouZivania, ak tidsj pochddza
2 néstroja v kontexts) i
[ Identificitor submodulu relativny dentifikdtor submodulu patriecsho do modulu
v kortexte submodul pouivania, ak Odsj
pochidza z modulu v kontexte)
- Vzorka mamammma poiia,
| informacie 1y
pasertor sy somizoindpodasima - it
imemého nistroja — 2iadne informécie
- pacienta wm—
Vysledok visiadky testov (beznd vzorka a C)
Faktor nastroja Nastavenia faktora nsiro sa prandteli 2 anshyzdtora
do cobas® link do jedne) hodiny po akhualizaci Preto [
t“ dadiov' o |
um‘m.\'fao!ﬂ'y-m‘.h e
Identifiidtor ndstrora Jedineng identificitor ndistroje; vo formate URL
s {sériové Sielo} {druh nastroja) {identificdtor laboratoria)
modulu nastroa
Vontexte (3tandaring modul poutivani, ak uds pochédza
:mvm) ]
a patriaceho do modulu
mm-y pouzivania, ak idaj
mzm'mm) 1
= Fakdora a = sidon krvky
Faidor b b =vyrovnanie
I — ewana 1B

SluZba na diafku

Informécie o utajeni Gdajov

Inventar Nasiroj pre kontrolu Gdajov pre dany néstrol_
Idantfkitor ndstroja jetinedny identifiitor nistroja; vo formats URL
" - lhinmdﬂdu} mm}mm
modulu relativny
umhwmmpmum*uqm
z nistroja v kortexte)
identificitor submodulu muuwmwmm do modulu
v kontexte ‘submodul pouZivania, ak Gdaj
pochadza z modulu v kontexte)
| Notifkacia daje K okamate] rofficick, nape varovana, zmeny statusy. |
@id. pra dany submodul i
identifilitor ndstrofa jadinedn iantifikalor nastroja, vo formate URL
= {odriowd isio} {druh ndstraja) (identilcitor laboratria}
Identificitor modus relativny KientiBiditor modulu patriaceho da ndetroja
v kantexte (Standardny modul pouivania, sk Udaj pochddza
2 ndstroja v kontexte) .
Identifikitor submodulu mmmmmm
submodul ak oday
m:mvm} i
I = Spriva o udalosti Jeden visiyt spravy o udalosti (upozomanie, varovanie, atd )
8 i Zmenou parametrov
Zmena statusu ‘operation stalus change
Testovacia kalibracia vjsledné parametre pre lestovacie kalibracie pre dany'
néstroj
[ Idertifiicitor nastrofa jedinetny identiikidor nastroja, vo formate URL
& {sériové isio} {drub ndstroja} (identifikator laboratdria}
| Test ISE PM | vysiadicy kalibricie pre testy ISE
T = . Um—
b Kattricia | visiediy icatracie pre fotometreid testy
Vo3 Srana 14
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‘Faktor nstroja | Tost kompenzdcia” sa prondga cez zalodny sibor
| m:mummmmm
| sa Prismarmd hodnota systému (vypoSitand na
WW}MM
o inferval 1 ty2dfia
| Identifiitor nastroja jedinedny identifiitor nastroja, vo formate URL
| 8 {sériowd Gisio] {druh ndstroja) (dentificitor laboratoria)
Identifiitor modulu mmmﬁmmwmml
zmouupwnmh)
Identifitor submodutu relativry do modul
v kontexte (Standardny submodul pousivania, ak Gdaj
pochédza z modulu v kontexte]
Vzorec Definovand na analyzétore

8 Kontakt pre otazky ochrany tidajov v spoloénosti Roch

Otazky a ¥ j& moZné
Roche pre Sluzm na deaﬁcu

' na osobu zodpovednd za ochranru (dajov spolodnosti

Presim, po3lite dotazy na rotkreuz gsstele@roche.com™
Poznamka: Pobodky spolodnosti Roche by mail dodr2iavat zavedensé postupy pre dotazy
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9 Glosar

Infrastruktira Axeda / sGtast infrastruktiry Sluzby na diafku
Softvér a Hardvér potrebny pre poskytovanie nasledovnjich sluzieb

« Zdielanee obrazovky vratane monitorovania brany

= E-kniZnica, e-P| a e-BC stiahnutie do cobas® link a nastrojov (vo vivoll)

» Zhromazdovanie monitorovacich tdajov 2 cobas® link a nastrojov (vo vjvoji)
Axeda Servicelink / Axeda Enterprise Server

ServiceLink je webova aplikacia front-end servera Axeda Enterprise Server. Usivatel maze nadit

a na dialku pripojit vzdialené aktiva zo Servicelink Axeda Enterprise je back-end Axeda
SenvicelLink. Tento apikacny server zhromazduje, uchovéva a podéva Ucaje vygenercvané agentmi
Axeda Agents Zabezpecuje aplikécie, ktoré sa pouZivajil na zdiefanie obrazovky, monitorovanie

a zanadenia na odstrafiovanie porich

Servery Axeda Global Access (GAS)

Servery GAS sa v réznych 1 sveta pre zab e spojenia medz! klientom
2 DMZ (produkt Axeda) Viaceré servery sa pouzivajll na zlepSenie vikonu spojenia
Axeda (Gateway) Agent
] Axeda i na strane kiienta - je protistranou pre Axeda ServiceLink na

strane servera. Agent Axeda Gateway Agent je beZne dodéavana verzia, pnéom Roche Vanilia Agent
je na mieru prispdsobena verzia pre Roche.
Prehliadat Axeda Desktop Viewer
Prehfiadaé Axeda Deskiop je softvér inej firmy pre brazovky, $p i
2o strany UitraWNC. Je to kiient na zdielanie cbrazovky pre Axeda Desktop Server
Axeda Desktop Server

it § komponent Axeda pre ie stretnutl so zdiefanim obrazovky, je to prispdsobend
implementacia UltraVNC. Tento komponent be2i na altivach Axeda, napr. na nastrojoch Roche
E-kniZnica cobas®
Datovy archiv napr. na cobas link, obsahujdei analyzy, kalibraciu a dokumenty QC. listy Kiientov
a Udaje &itatelné pre nastroj pre analyzétorov Aktualizuje sa bud automaticky pomocou sietove)
keneltivity alebo indtalaciou CD e-kni2nice v pravidelnych intervaioch.
cobas® link
cobas link je systém brény vyrobenj na zakazku zo strany Roche Diagnastics, zabezpeduje
bezpedéné spojenie na dialku pre prenos dat medzi sietou kdienta a firemnou siefou Roche.
Podporuje niekolko pripadov pouitia, ako st cbrazovky, st azobr
ddajov e-kniznice cobas, prencs monitorovacich Udajov a sii3! ak destinacia pre zlohovanie
connect 2
connect 2 je systém brany (hardvér) vyrobeny na zakazku zo strany Roche Diagnostics, zabezpeduje
bezpeéné spojenie na dialku medzi firemnou sietou Roche a laboratdriami kiienta. Connect 2

prepaja server Axeda Enterpnise Server na jednej strane s agentom Roche Vanilia Agent / ilientskym
softvérom Axeda na strane kiienta

SluZba na dialku Informécie o utajeni Gdajov

Sluzba na dial'ku / Infrastruktara Siuzby na diafku

Siuzba na diafku je giobalna platforma pre vymenu (dajov medzi riedeniami diagnostického systému
na strane klienta a Roche Diagnostics:

Datovy sklad Siuzby na dialku (RSDW)

Daétovy skiad Sluzby na dialku je doasné sidad dat ( (XML) pre Gdaje nastroja
{napr mor 1 informacil) sd tieto Udaje pre ostatné obchodné
aplikacie Reche.

Softvérova brana

Podrebné informécie najdete v &asti Roche Vanila Agent
TeleService-Net (TSN) / predosla infragtruktira Sluzby na diafku
Softvér a Hardvér potrebny pre poskytovanie nasledovnych siufieb
* e-kniZnica cobas (e-Pl a e-BC stishnuté do cobas® link a nastrojov)
2Zh Gdajov z cob a2 nastrojov

SluZba na dialku Informécie o utajeni Gdajov

FortiGate 40C firewall

Firewall zvoleny spolotnostou Roche na pouZitie v laboratoriach kkenta. Firewall FortiGate 40C
e moZné nainstalovat v kombinéci s cobas® link a zarover je overeny pre isté systémy.

Elektronicky Ciarovy kéd (e-Eiarovy kéd / e-BC / Udaje Eitatené pre nastroj IRD)
Elektronicka datova poloZka, ktord sa stahuje do nastroja cez infrastruktoru Slu2by na dialku.

&mmmmmmmmmmmmmuammmmfz e-BC
prenasa rovnake Gdaje do sy cobas® o sa zab ije napr do Hitachi Modular
cez prenosové harky diarovych kédov a naskenované skenerom Ciarovych kodov

Elektronicky Pribalovj letak (e-P1 / Udaje itatefné pre Eloveka  HRD)

Zostava sGborov PDF, ktora nahradzuje papierové letaky zostav reagensov, datové typy si harky
© metddach, harky s ciefovymi hodnotami, isty idientov, dolezité poznamky, atd Tieto stbory je
mozné precital’ a st vytialené z e-kniZnice cobas® na cobas® link

Hardvérova brana

Pozri podrobné Gdaje o cobas® link alebo connect 2

Osobné Gdaje

Osobné (idaje si napr. citivé & (daje, & Udaje p Udaje o dodavatefach

a zamestnancoch, ostatné osobné (daje Pozn Smernicu EU 95/46/E8 o ochrane lGdajov & definiciou
osobnjch ddajov na T

pcAnywhere

Softvér inej firmy na 2diefanie obrazavky {pouzivany zo strany predosle] infradtruktury Siuzby na
dialku a infradtruktary Axeda)

RANGE (Basic)

RANGE je sluzba IT pristupy na dialku. Pomocou sluzby RANGE u2ivatelia mozu pristupovat’ k sieti
Roche takmer z kazdého po&itada vratane p COE, poéitadov v iych kaviarfach

a z osobnjch potitadov pomocou adresy e Na vyuitie siu2by je potrebné
overenie s 2 faltormy

Roche Connectivity Layer (RCL)

Softvér indtalovany na cobas® link j i I8 Slou infradtruldirou Siuzby na
chalku

IT infrastruktira Roche

Termin IT infrastruktira Roche' IT Roche Tatoc

vsak pokrjva len infrastruidiru Slu2by na diafku a Axeda
Roche Vanilla Agent (RVA)

Softvér mdtalovany na systémoch / nastrojoch pre umoZnenie komunikacie do infradtruitiry Roche
Axeda. Roche Vanilla Agent zahffia Axeda Agent, Axeda Desktop Server a Depioyment Utility
(konfiguradni utiitu) RVA je rozsirena verzia agenta Axeda Agent, zabezpeluje siuZby na dialku
-mimo rozsahu®, ktoré sd p: P Roche D
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