izl

2.1

2.2

2.3

2.4

Priloha¢. 1:
Specifikacia najmu

1.Predmet zmluvy

Spoloénost Roche sa pred nadobudnutim
ucinnosti tejto zmluvy stane vyluénym vlastnikom
lekarskeho pristroja cobas ¢ 111
s prisluSenstvom, sliZiaceho na chemicke
testovanie in vitro (dalej len ,dcel uZivania®),
ktorého presny technicky popis a Specifikacia
parametrov je uvedena v uZivarelskom manuall,
ktory bude odovzdany pri zaskoleni pracovnikov
zdkaznika (dale] len | lekdrsky pristroj').
Spolocnost Roche tymto vyhlasuje, Ze bude pred
nadobudnutim Ucinnosti tejto zmluvy cpravnena
s lekarskym pristrojom nakladat a prenechat ho
do uzivania zakaznikovi.

2. Ndjomné

Zéakaznik sa zavézuje platit za uzivanie lekarskeho
pristroja najomné mesacne vo vyske 265 EUR
(stovom: dvestoSestdesiatpat eur] bez DPH.
(d'alej len , ndjomné").

sumam najomného uvedenym
DPH vzékonom

K jednotlivym
vysdie bude pripocitana
stanovenej vyske.

Najomné je splatné mesacne na zéklade faktiry,
ktord vystavi spolofnost Roche azadle
zakaznikovi na adresu uvedend v zahlavi zmluvy.
Najomné bude fakturované za kalendarny mesiac
vzdy k 25. dfiu v prisludnom mesiaci, za ktory sa
najomné plati.

Povinnost zakaznika platit dojednané najomneé za
lekarsky pristroj vznika dfiom odovzdania
lekarskeho pristroja zékaznikovi, ktoré potvrdia
zmluvné  strany  podpisom  preberacieho
protokolu. Zmluvné strany sa dohodli, Ze
vpripade, ak dojde kprevzativ lekarskeho
pristroja zakaznikom v priebehu kalendarneho
mesiaca, prvé najomné obdobie bude trvat odo
dha podpisu preberacieho protokolu do
posledného kalendarneho dna nasledujiceho
kalendarneho mesiaca a zakaznik je povinny

1A

2.1

2.2

2.3

2.4

Annex No. 1
Specificaton of Rent

1. Subject matter of the Agreement

Before this Agreement enters into force, Roche
shall become the exclusive owner of the medical
device cobas c¢ 111 with its accessories,
determined for chemical testing in vitro
(hereinafter referred to as the  purpose of
use"), technical specification and a list of
accessories of which are set in a user manual
which is going to be handed over during the
training of the Customer's employees
(hereinafter referred to as the "Medical
Device"). Roche hereby declares that before the
Agreement enters into force, Roche will be
entitled to dispose of the Medical Device and
provide the Medical Device for use to the
Customer.

2.Rent

The Customer shall pay the monthly Rent for the
use of the Medical Device in the amecunt of EUR
265 (in words: two hundred sixty-five eurcs)
excluding VAT (hereinafter referred to as the
“Rent”),

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

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

The obligation of the Customer to pay the agreed
Rent for the Medical Device shall commence
upon the day of the handover of the Medical
Device to the Customer, what shall be confirmed
by the Parties by the means of signing of a
handover protocol. Should the Medical Device be
taken over by the Customer in the course of a
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 Customer is obliged to
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2.5

2.6

2.7

3.1

3.2

zaplatit za toto prvé najemné obdobie najomné
vo vyske mesacného najomneho podla zmluvy.
Néjomné za prvé obdobie trvania najmu bude
fakturované k 25. dnu kalendarneho mesiaca
nasledujiceho po mesiaci, vktorom bol
podpisany preberaci protokol k lekdrskemu
pristroju.

Zdkaznik sa zavazuje zaplatit ndjomné do 60 dni
odo dnia vystavenia faktdry bankovym prevodom
na Uéet spolocnosti Roche uvedeny na fakture,
pokial sa zmluvne strany nedohodny inak.

Zavazok zakaznika zaplatit najomné sa povaiuje
za splneny okamihom pripisania pefaZnych
prostriedkov  zodpovedajlcich splatnému
najomnemu na Uc¢et spolo¢nosti Roche.

Ak sa zékaznik dostane do omeskania s platenim
najomného, spolotnost Roche je opravnend
uplatnit si u zdkaznika Urok 7z omeskania vo wyske
0,03% zdlnej sumy za kazdy aj zaCaty den
omeskania  splatenim  ndjomného.  Prévo
spolo€nosti Roche na nahradu $kody tym nie je
dotknuté.

3. Odovzdanie lekarskeho pristroja

Spolo¢nost  Roche sa  zavdzuje odovzdat
zakaznikovi lekarsky pristroj spolu s dokladmi
potrebnymi na jeho uZivanie v stave spdsobilom
na prevadzku aucel uzivania podla zmluvy
najneskor do 15 dni odo dha podpisu tejto
zmluvy, ato v mieste sidla zakaznika, pokial sa
zmluvné strany nedohodnu inak.

O odovzdani a prevzati lekarskeho pristroja spisu
spoloénost Roche a zdkaznik alebo ich povereni
zastupcovia preberaci protokol, ktory obsahuje
naimé, nie véak vylucne: vyrobné cislo lekarskeho
pristroja, datum odovzdania a prevzatia
tekarskeho pristroja do uzivania, zaznam z prvej
vonkajSe] obhliadky lekarskeho pristroja, supis
zjavnych vad na lekdrskom pristroji zistitelnych
pri  vonkajse] obhliadke apodpisy o0s6b
opravnenych kanat v mene spolotnosti Roche a
zékaznika, alebo ich poverenych zéstupcov.

2.5

2.6

2.7

3.1

3.2

pay the Rent for this first rental period in the
amount of monthly rent under the Agreement.
The Rent for the first rental period shall be
invoiced as to the 25" day of the month following
the month in which the handover protocol to the
Medical Device was signed.

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

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

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

3. Handover of the Medical Device

Roche undertakes to handover the Medical
Device to the Customer together with the
documents necessary for its use in proper
condition for operation and in accordance with
the Purpose of Use under this Agreement within
15 days from the date of signature of this
Agreement at the latest and to the seat of the
Customer, unless the Parties agree otherwise.

The handover of the Medical Device shall be
confirmed by Roche and the Customer by signing
of a handover protocol by their authorized
representatives, which includes in particular, but
not limited ta: the serial number of the Medical
Device, the date of taking over the Medical
Device, record from the first external inspection
of the Medical Device, inventory of apparent
defects on the Medical Device found out during
the external visual inspection and signatures of
Roche and the Customer or their authorized
representatives.
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3.3 Spoloénost Roche sa zavazuje instalovat, resp.
zabezpecit inStalaciu lekarskeho pristroja u
zékaznika na svoje naklady najneskér do 15 dni
odo dfa odovidania lekdrskeho pristroja
zékaznikovi; tymto nie je dotknutd moZnost
stiéasného odovzdania ainStaldcie lekarskeho
pristroja v ten isty den. Presny datum odovzdania
ainstalacie  lekarskehc  pristroja  oznami
spolofnost Roche zakaznikovi najmene] 3 dni
vopred. Zakaznik sa zavdzuje poskytnut
spolocnosti Roche potrebnd suéinnost  pri
inStalacii lekarskeho pristroja, najma poskytnit
spotagnosti Roche Udaje ouréenom mieste
instaldcie, urcit pracovnikov zodpovednych za
obsluhu lekarskeho pristroja alekarsky pristroj
prevziat do taboratdrne] prevadzky.

3.4 Qinstalacii lekarskeho pristroja spisu zmluvné
strany inStalacny protokol. Spolo¢nost Roche sa
zaroven zavazuje zaskolit pracovnikov zakaznika,
ktori budl pracovat slekdrskym pristrojom
aodovzdat zakaznikovi névod na poutitie
lekarskeho  pristroja v slovenskom  jazyku.
O zaskoleni konkrétnych pracovnikov zakaznika
bude spisany skoliaci protokol.

4. Doba trvania ndjmu a vratenie lekarskeho
pristroja

4.1 Zmluva sa uzatvara na dobu urcitd, a to na & roky
odo dfia podpisu tejto zmluvy oboma zmluvnymi
stranami (d'ale] len , doba trvania®).

4.2 Pred uplynutim doby trvania alebo pri skonéenf
zmluvy dohodou sa zmluvné strany zavazuju
vdobrej viere rokovat o prediZenf doby trvania
alebo o pripadnom odkupeni lekarskeho pristroja
zakaznikom za podmienok, ktoré si zmluvné
strany dohodny; toto ustanovenie nezaklada
povinnost  spoloénost Roche prediih’ dobu
trvania alebo predat zakaznikovi lekarsky pristroj,
ani povinnost zakaznika poZadovat prediZenie
doby trvania alebo odkipit lekarsky pristroj.

43 Vpripade skonéenia zmluvy  akymkolvek
spdsobem azakeéhokolvek dévodu je zakaznik
povinny vratit lekarsky pristroj spolo¢nosti Roche
v stave, vakom ho prevzal s prihliadnutim na
beZné opotrebovanie a bez zbytoéného odkladu.
Lekarsky pristroj bude odinstalovany

3.5

3.4

4,

4.1

4.2

4.3

Roche undertakes atits own expense and its own
risk to install, or ensure the installation of the
Medical Device at the Customer’s site within 15
days after the handover of the Medical Device to
the Customer; the possibility of handover and
installation of the Medical Device at the same
time shall not be affected. Roche shall notify the
Customer on the exact date of delivery and
installation of the Medical Device at least three
days in advance. The Customer undertakes to
provide necessary cooperation for the
installation of the Medical Device, particularly to
provide necessary information to Roche such as
place of installation, names of employees
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 an
installation protocol. Roche undertakes to train
employees of the Customer, who will work with
the Medical Device and shall provide them with
the operation manual in Slovak language.
Training protocol shall be drawn up by the
Parties.

Term of Rent and returning of the Medical
Device

This Agreement is concluded for a definite term
of 3 years from the date of its signing by both
Parties (hereinafter referred to as the “Term”).

Before the expiry of the Term or upon the
termination by agreement, the Parties agree to
negotiate in good faith to extend the Term or
eventual sale of the Medical Device to the
Customer under the terms agreed by the Parties.
This provision creates neither an obligation of
Roche to extend the Term or to sell the Medical
Device to the Customer, nor an obligation of the
Customer to request an extension of the Term or
purchase of the Medical Devices.

In case of termination of the Agreement in any
way from any reason whatsoever, the Customer
is obliged to return the Medical Device to Roche
in the condition in which the Customer taok it
over, with regard to normal wear and tear and
without undue delay. The Medical Device shall be
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4.4

spolo¢nostou Rache, k ¢omu je zakaznik povinny
spoloénost Roche vyzvat. Zékaznik je povinny
umoznit spolacnosti Roche pristup k lekarskemu
pristroju  za Gcelom jeho odinstalovania
kedykolvek wvpracovnych dfioch vbeZnych
pracovnych hodinach. Zmluvne strany sa dohodli
na uplatneni zmluvnej pokuty v pripade situdcie
uvedenej nizsie, Ak lekarsky pristroj po skonceni
1ejto zmluvy nebude vrateny spoloénasti Rache
najneskor do 14 dni odo dnia ukoncéenia zmluvy,
zékaznik je povinny platit spoloénosti Roche
zmluvnd pokutu za kazdy zacaty der omeskania s
vratenim  lekarskeho pristroja  vo  vyske
zodpovedajlce] alikvotne] casti mesaéného
ndjomného pripadajuicej na kazdy defi omeskania.
Prévo spolocnosti Roche na nahradu Skody nie je
zaplatenim zmluvne] pokuty dotknute.

V pripade vzniku Skody na lekarskom pristroji
vdosledku poskodenia, odcudzenia, straty,
znicenia alebao inej Skody na lekarskom pristroji sa
zakaznik zavazuje nahradit spolocnosti Roche
vzniknutd Skodu. Vzhladom na uvedené sa
zékaznikovi odporica, aby pre tieto pripady
dojednal zodpovedajuce poistenie. Vyska
poistného plnenia zo strany prislusnej poistovne
viak nema vplyv na vysku nahrady Skody vodi
spolonosti Roche. Spolocnost Roche Skodu
vycisli avjej vySke vystavi faktdru. Pre pripad
totalnej skody sa stanovuje maximalna hodnota
lekdrskeho pristroja vo vyske 18 113 EUR
(slovom: osemnasttisicstotrinast Eur) bez DPH.
VyCislena Skoda bude Umerna poSkodeniu
lekarskeho pristroja ajeho skutoénej aktualng
hodnote znizenej o hodnotu amortizacie.

4.4

uninstalled by Roche. The Customer shall be
obliged to invite Roche to uninstall the Medical
Device. The Customer is obliged to allow Roche
to access the Medical Device for the purpose of
its uninstalling at any time on business days
during ordinary office hours. The Parties agreed
on a contractual penalty in case that a situation
hereinbelow occurs. Should the Medical Device
not be returned to Roche within 14 days from the
date of termination of the Agreement, the
Customer shall pay Roche a contractual penalty
for each commenced day of delay in the amount
corresponding to the aliquot part of monthly
Rent. Roche’s right for damages shall not be
affected by payment of the contractual penalty.

In the event of any damage to the Medical Device
as a result of damage, theft, loss, destruction or
other damage to the Medical Device, the
Customer agrees to reimburse Roche for the
damage caused, With regard to this, the
Customer is advised to arrange respective
insurance. However, the amount of the insurance |
payment has no effect on the amount of
damages to be paid to Roche. Roche shall
quantify the amount of damages and issue an
invoice. In case of total loss, the maximum value
of the Medical Device represents the amount of
EUR 18 113 (in words: eighteen thousand one
hundred and thirteen euros) excluding VAT. The
calculation of damages will be proportional to
the damage caused to the Medical Device and its
current actual value, net of depreciation value.
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Priloha €. 2:
Servis lekarskeho pristroja

Po celd dobu uéinnosti tejto zmluvy bude
spolotnost Roche na viastné naklady poskytovat
zékaznikovi servis lekarskeho pristroja. Povinnost
spoloénosti Roche podla tohto bodu zmluvy sa
vztahuje vyluéne na prehliadky lekarskeho
pristroja v zmysle pokynov a odporuéan! vyrobeu
a vykonavanie servisnych tkonov majucich povod
v povahe lekarskeho pristroja alebo
vyplyvajlcich z bezného opotrebenia lekérskeho
pristroja. Servis lekarskeho pristroja spocivajlici
vodstrafiovani vad  lekdrskeho  pristroja
vzniknutych zddvodov na strane zakaznika
(najma, nie viak vylutne porudenim povinnosti
zdkaznika podla zmluvy), vratane nahodne
vzniknutych vad (napriklad Skoda wzniknuta
vedou z vadovodneho potrubia, elektricky skrata
pod.), bude uskutoénovany na nklady zakaznika
podla  aktualneho  servisného  cennika
spolo¢nosti Roche platného v ¢ase poskytnutia
jednotlivého  servisného  Ukonu,  Cennik
spoloénosti Roche je zakaznikovi k dispazicii na
poZiadanie.

Zékaznik je povinny oznamif vadu lekarskeho
pristroja alebo potrebu vykonat iny servisny tkon
na lekarskom pristroji bez zbytotného odkladu po
jej zistenina &.:

0800 500 430 - laboratdorne pristroje,

0800 500 633 ~ tkanivova diagnostika,

0800 500 634 - molekularna diagnostika a
veda/vyskum,

0800 500 632 - automatizaciaalT,

0800 500 631 - HosPoc,

inak zodpoveda spolocnosti Roche za Skodu,
ktora nesplnenim tejto povinnosti na lekarskom
pristroji vznikla. Zakaznik ozndmi spoloénosti
Roche popis a dévod vzniku vady alebo potreby
vykonat servisny Ukon.

Spolo¢nost Roche je povinna zabezpedit
servisného technika do 2 pracovnych dni od
nahlasenia vady alebo potreby vykonat iny
servisny ukon zo strany zakaznika. Servisny

Annex No. 2:
Service of the Medical Device

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

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

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

0800 500 634 - molecular diagnostics and
research

0800 500 632 - automation and IT

0800 500 631 - HosPoc

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

Roche undertakes an obligation to ensure
service technician within 2 working days from
reporting the defect or the need to perfarm
other service operation by the Customer. Service
technician shall be obliged to remove the defect

technik je povinny odstranit vadu alebo
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uskutoCnit iny servisny uUkon na lekarskom
pristroji v primerane] lehote vzavislosti od
zavaznosti vady alebo servisného Ukonu
asodbornou starostlivostou. Ak neddjde
k odstraneniu vady alebo vykonaniu servisneho
zédsahu do 3 pracovnych dnl od zacatia
vykonavania servisného Gkonu  servisnym
technikom, bude spolocnost Roche
v nasledujucom mesiacl fakturovat zakaznikovi
najomné lekarskeho pristroja znizené o alikvotnd
Clastku za kazdy def nasledujici po uplynuti
{ehoty 3 pracovnych dni od nastupu servisného
technika, vktorom nebol lekarsky pristroj
v prevadzke. Uvedené lehoty a naroky zakaznika
sa nevztahujd na odstrafiovanie vad vzniknutych
z dovodov na strane zakaznika, vratane nahodne
vzniknutych  vad. Spolo¢nost  Roche
nezodpoveda za Skodu, ktora vznikne zakaznikovi
vdosledku toho, Ze lekarske pristroje alebo
ktorykolvek z nich nie su po dobu odstrafovania
vady afalebo uskutoénovania servisného Ukonu
v prevadzke.

Pre pripad, Ze by poskytovanim autorizovaného
servisu podla tefto zmluvy doslo k spractivaniu
osobnych udajov spolo¢nosfou Roche vmene
zakaznika, zmluvné strany rozhodli upravit
vzajomne prava a povinnosti tak, ako je blizSie
uvedené v pritohe &. 4 zmluvy.

Zakaznik je povinny wvykonat prehliadku
lekarskeho pristroja pri jeho prevzatf a oznamit
vietky zistené zjavné vady. Spolocnost Roche
nezodpoveda za vady, ktoré zakaznik mohol zistit
aleboich zistil pri prehliadke a spolocnosti Roche
ich neozndmil. najma odstranenie takychto vad
sa uskutoénina naklady zakaznika.

Zakaznik je povinny vykonat prehliadku
lekdrskeho pristroja vzhladom na jeho funk&nost
a spdsobilost na uzivanie na dojednany Gcel bez
zbytoéného odkladu po instalacii lekarskeho
pristroja spolo€nostou Roche, Spolo¢nost Roche
nezodpoveda za vady, ktoré zakaznik mohol zistit
alebo zistil pri takejto prenliadke a spolofnosti
Roche ich neoznamil, najma odstranenie
takychto vdd sa uskutoéni na ndklady zakaznika.

or provide other service operation on the Medical
Device with due diligence, in a manner at its
discretion and within a reasonable time
depending on the extent and severity of the
defect. If Roche does not remove the defect or
provide other service operation within 3 working
days after initiation of the service operation by
the service technician, Roche shall invoice in the
subsequent month the Rent for the Medical
Device 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 Customer shall not be applicable on removal
of defects attributable tw the Customer,
including accidental defects. Roche shall not be
liable for damage incurred as a result of the
Medical Device is not running appropriately for a
period of removing the defect.

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

The Customer shall be obliged to provide the
inspection of the Medical Device at its takeover
and shall notify Roche on all evident defects.
Roche shall not be liable for evident defects
which might have been or were found out by the
Customer during such inspection and have not
been notified to Roche, in particular such
defects shall be removed at the Customer's
costs.

The Customer 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 the Medical Device.
Roche shall not be liable for defects which might
have been or were found out by the Customer
during such inspection and have not been
notified to Roche, in particular such defects shall
be removed at the Customer’s costs.
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Priloha é€. 3:
Sluzba Roche Remote Service

Zmluvne strany sa dohodli, Ze spolocnost Roche
poskytne zdkaznfkovi pripojenie lekdrskeho
pristroja na sluzbu Roche Remote Service.

Sluzba Roche Remote Service sluZi na indtalaciu,
rieSenie problémov, aktualizaciu softvéru a
podporu. Na efektivne vykonavanie sluzby na
dialku moze spolotnost Roche beine zbierat
udaje zo zariadenia, ako su Udaje o trende (napr.
subory dennika chyb, napédtia, diagnostické
kontroly zariadeni a systémové informécie, ktoré
mozu zahfiat suhrnng testy, vysledky a trendy),
kalibraciu zariadeni, inventarizaéné udaje,
vyuzitie vzdialenej diagnostiky Roche (dalej len
"Pristrojové udaje”). Zhromaidené udaje o©
pristrojoch neobsahuju priamo identifikovatelne
udaje o pacientovi. Spolo¢nost Roche moze
vyuzif Pristrojové Udaje na optimalizaciu svojich
sluzieb, porovnavaciu analyzu, porovnanie
vykonnosti zakaznikov s porovnatelnou skupinou,
poskytovanie referencnych hedndt rozsahu,
predvidanie a pripravu na potencidlne epidémie a
analyzu spravania regionalneho testovania za
predpokladu, Ze ak sa takéto Pristrojové tdaje
pouzivajl na vonkajsie ucely, spolocnost Roche
vsak v Ziadnom pripade nezverejni totoZnost
zakaznika. Spolocnost Roche nebude mat Ziadnu
povinnost upozornit alebo informovat zakaznika
o akychkolvek problémoch alebo problémoch
vznikajlcich v slvislosti s akymkolvek lekarskym
pristrojom, ktoré je alebo by bolo moZné
rozpoznat na zaklade Stidie alebo preskumania
akychkolvek udajov ziskanych zlekarskeho
pristroja.

Annex_No. o
Roche Remote Service

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

Roche Remote Service is for the purpose of |
installation, troubleshooting, software updates,
and support. In order to perform Remote Service
efficiently, Roche may routinely collect data
from the Medical Device such as trending data
(e.g., error log files, voltages, equipment
diagnostics checks, and system information
which may include aggregated tests ran, results
and trending dates), device calibration, inventory
data, utilizing Roche remote diagnostics
(hereinafter referred to as the “Instrument
Data”). The collected Instrument Data dces not
contain directly identifiable patient data. Roche
may utilize the Instrument Data for optimization
of the service, benchmark comparative analysls,
comparison of the performance of customers
against a group of peers, provision of reference
range values, anticipation and preparation for
potential epidemics and analysis of regional
testing behaviour provided that when such
Instrument Data is used for external purposes, in
no event does Roche disclose the identity of the
Customer. Roche will have no obligation to alert
or notify the Customer of any issues or problems
arising in connection with any Medical Device
which are or would have been discernible from a
study or review of any data obtained from the
Medical Device.
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Priloha €. 4:
Ochrana osobnych Gdajov

Zmluvné strany potvrdzujd, Z2e cielom
autorizovanéno servisu a ani inych sluZieb
poskytovanych spoloc¢nostou Roche zékaznikovi
nie je spracovanie osobnych Udajov pacientov
zakaznika nachadzajicich sa v lekarskom pristroji
spoloénostou Roche v mene zakaznika v zmysle
nariadenia Eurépskeho parlamentu a Rady ( EU)E.
2016/679 2 27. aprila 2016 o ochrane fyzickych
0s6b pri spracuvani osobnych Gdajov a o volnom
pohybe takychto Udajov, ktorym sa zruduje
smernica 95/46/ES (vieobecné nariadenie o
ochrane Udajov) (d'alej len , GDPR") a zakona ¢.
18/2018 Z. z. o ochrane osobnych udajov a o
zmene a doplneni niektorych zakonov, vzneni
neskor$ich predpisov (v rozsahu vakom sa
aplikuje) (dalej len ,zdkon o ochrane ou”)
(prisludna pravna Uprava d'alej len  predpisy na
ochranu OU“). Zmluvné strany v$ak beri na
vedomie, Ze poskytovanim autorizovaného
servisu podla zmluvy moze dbjst k spracuvaniu
takychto osobnych udajov spoloénostou Roche
vmene zékaznika a pre tento ucel sa zmluvné
strany rozhodli upravit vzdjomné prava a
povinnosti.

Spelo¢nost Roche berie na vedomie, Ze zakaznik,
ako prevadzkovatel, spractva vzmysle predpisov
na ochranu OU, osobné (daje pacientov ako
dotknutych o0s6b za ucelom poskytovania
zdravotnej starostlivosti, pricom  pravnym
zakladom spracuvania tychto osobnych Gdajov
zékaznikom je nevyhnutnost splnenia z&konnych
povinnostizakaznika podla osobitnych predpisov
na useku poskytovania zdravotnej starostlivosti
platnych a Gc¢innych na uUzemi Slovenske]
republiky.

Pre pripad spractivania osobnych udajov
pacientov  spolo¢nostou  Roche v mene
zédkaznika, zakaznik tymto poveruje spoloénost
Roche, v sulade s platnymi Predpismi na ochranu
OU, ako sprostredkovatefa, na spractivanie
osobnych (dajov pacientov zakaznika ako
dotknutych oséb v rozsahu meno, priezvisko,

Annex No. 4;
Personal data protection

The Parties confirm that the purpose of the
authorized service nor any other services
provided by Roche to the Customer does not
include processing of personal data of the
Customers’ patients located in the Medical
Device by Roche on behalf of the Customer
pursuant to the legal regulation of personal data
protection, particularly the Regulation of the
European Parliament and of the Council (EU)
2016/679 of 27 April 2016 on the protection of
natural persons with regard to the processing of
Personal data and on the free movement of such
data, and repealing Directive 95/46/EC (General
Data Protection Regulation) (hereinafter
referred to as the “GDPR"), and Act No. 18/2018
Coll. on Protection of Personal Data and On
Amendment and Supplement of Certain Acts, as
amended (to the extent applicable) (hereinafter
referred to as the “Data Protection Act’) (the
respective legal regulation hereinafter referred
to as the "Data Protection Laws”). However,
the Parties acknowledge that performance of
the authorized service under the Agreement
could be connected with processing of such
personal data by Roche on behalf of the
Customer ant thus the Parties decided to specify
their rights and obligations in this respect.

Roche acknowledges that the Customer, as the
data controller, processes, in accordance with
the Data Protection Laws, personal data of its
patients as data subjects for the purposes of
providing medical care and that the legal base
for processing of such personal data by the
Customer is fulfilment of legal obligations of the
Customer under special legislation In the
healthcare sector effective in the Slovak
Republic.

In case of processing of personal data by Roche
on behalf of the Customer, the Customer
instructs Roche as the data processor, to
process personal data of the Customer’s
patients as data subjects to the following extent
name, surname, birth identification number, date
of birth, data concerning health, other personal
data located in the Medical Device, by the means
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b)

zdravia, inych osobnych Udajov nachadzajicich
sa v lekarskom pristroji, a to wyluéne formou
prehliadania a likvidacie osobnych Udajov.
U¢elom  spracivania  osobnych  Udajov
zékaznikom, ako prevadzkovatelom, je riadne
poskytovanie zdravotne] starostlivosti
pacientom zo strany zékaznika. Spoloénost
Roche, ako sprostredkovatel, je viak opravnena
spractivat osobné udaje iba pre Ucely a v
suvislosti s poskytovanim sluZieb autorizovangho
servisu podla zmluvy. Oscbné Udaje pacientov
zékaznika su spracivane automatizovanym
sposcbom.

Zmluvné strany sa dohodli, Ze daba spractvania
osobnych Gdajov pacientov spolo¢nostou Roche
v mene zakaznika, je najviac cbdobie trvania
zmluvy.

Zakaznik vyhlasuje, Zze pri vybere spolo¢nosti
Roche ako sprostredkovatela dbal na jeho
odborny, technicky, organizaéni a persondlnu
sposcbilost a jeho schopnost zarudit bezpeénost
spracivanych osobnych Udajov v lekarskom
pristroji.

Spolo¢nost Roche ako sprostredkovatel je
povinna v stilade s predpismi na ochranu ouU:

spracuvat osobné Udaje len na zaklade
zdokumentovanych pisomnych pokynov
zakaznika, a to v stlade s ¢lankom 28 ods. 3 pism.
a) GDPR, pricom podpisanie zmluvy zmluvnymi
stranami sa povazuje za takyto pokyn ako aj za
jeho udelenie zakaznikom spolocnosti Roche;

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

prijat a wvykonat primerané technické a
organizané opatrenia na zaistenie primerane]
urovne bezpeénosti so zretelom na najnovie
poznatky, ndklady na wykonanie opatren,
povahu, rozsah, kontext a uéel spracivania
gsobnych  Udajov  a rizkd s rdznou
pravdepodobnaostou a zavaznosfou pre prava
fyzickych oséb, a to v sulade s predpismi na

of reviewing and deletion of personal daTa.Tm
purpose of the processing of personal data by
the Customer, as the data controller, is provision |
of proper healthcare to the patients by the
Customer. Roche, acting as the data processor
shall, however, process the personal data of
Customer's patients only for purposes and in
relation to provision of the authorized service
lnder the Agreement. Personal data of the
Customer’s patients are processed by automatic
means.

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

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

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

to process perscnal data  only under
documented written instructions from the
Customer, in accordance with article 28(3)(a) of
the GDPR; whereas the conclusion of the
Agreement by the Parties is considered as such
instruction and as well as granting of the
instruction by the Customer to Roche;

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

to implement appropriate technological and
organizational measures in order to ensure an
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
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d)

e)

f)

g)

h)

ochranu OU, najma ¢élankom 28 ods. 3 pism. ¢)
GDPR;

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

ihned po ukonéeni zavdzkovo-pravneho vztahu
podla zmluvy vymazat osobné Udaje pacientov
zakaznika, ako dotknutych osdb, z pamatového
nosica lekarskeho pristroja a vymazat akékolvek
existujuce kopie, ktoré obsahuju osobné (daje a
ktoré mé spolacnost Roche k dispozicii, v sulade
s predpismi na ochranu OU;

zabezpecit, aby sa osoby opravnené spracivat
osobné  (daje na  zdklade  poverenia
sprostredkovatela zaviazali, Ze zachovajl
dovernost poskytnutych informécir;

poskytnut zakaznikovi informacie potrebné na
preukdzanie splnenia povinnosti podla ¢lanku 28
GDPR a poskytnut sicinnost v ramci auditu
ochrany osobnych ddajov, vratane kontroly zo
strany zakaznka alebo auditora povereného
zakaznikom v sulade a v rozsahu podla ¢lanku 28
ods. 3, pilsm. h) GDPR;

v stvislosti s povinnostou podla pism. g) vy$sie,
bezodkladne informovat zakaznika, ak podla
nazoru spoloc¢nosti Roche pokyn zékaznika
porusuje predpisy na ochranu ou.

Zmluvné strany sa zavazujl, Ze pri spracovan|
osobnych  Udajov  dotknutych osob  budd
postupovat podla predpisov na ochranu OU.
Zékaznik, ako prevddzkovatel, vykond vsetky
informaéne povinnosti vodi dotknutym osobdm
podla predpisov na ochranu oU, ak sa to
vyZzaduje. Zaroven spolocnost Roche, ako g
zakaznik budd viest zaznamy o spracovatel'skych
¢innostiach v silade s clankom 30 GDPR, ak sa to
vyzaduje.

d)

€)

f)

gl

h)

7.

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

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

immediately after termination of the contractual
relationship under the Agreement to erase
personal data of the Customer’'s patients, as
data subjects, stored on the memory source of
the Medical Device and erase all and any existing
copies of these personal data available to
Roche, in accordance with the Data Protection
Laws;

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

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

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

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