Priloha €. 1 - priloha €. 1 obsahuje tyto ¢asti - oddily:

(oddil Technické podminky - technicka specifikace stanovena zadavatelem)
(oddil Technicka specifikace nabizeného pinéni — technicka specifikace nabizena uchaze¢em)

Soucasti prilohy €. 1 prislusného navrhu smiouvy je i oficialni technicka a obrazova dokumentace zbozi tj. oficialni
technicky list vyrobce - vyjma PC stanice a obrazovky (monitoru). Pokud nebylo mozné oficiaini technicky list
vyrobce z objektivnich dvodi zajistit, je doloZzena podrobna kompletni technicka specifikaci nabizeného pfistroje



Technické podminky a Technicka specifikace nabizeného pinéni Pfiloha &. 1 Kupni smlouvy

Pristroj pro neinvazivni méfeni rychlosti pulzové viny a analyzy pulzové viny

TECHNICKE PODMINKY TECHNICKA SPECIFIKACE NABIZENEHO PLNENI
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Obecné po2adavky na Pfistroj pro nainvazivni méfeni rychlosti pulzové viny a analyzy pulzové viny jako celek:

Diagnosticky pfistroj umoZnujici stanoveni rychiosti pulzové viny a analyzu pulzové viny jako dulezitych parametru pro diagnostiku vlastnosti cévniho systému. Je
vhodny pro vyukové uéely (fyziologické rozdily ve tvaru kfivek v zavislosti na véku, pruznikovy efekt), vyzkumné uéely (sledovani kardiovaskulamiho systému jako
celku), | pro klinické monitorovani pacienti s chorobami srdce a cév (hypertenze, diabetes meliitus).

Pristroj (zatfizeni) je tvofeno témito vzdjemné propojenymi a pIné kompatibilnimi & astmi:

1)
2)
3)
4)
5)

Ptistroj pro neinvazivni méteni rychiosti pulzové viny a analyzy pulzové viny

Méfici sonda

Tonometr

EKG

Akviziéni systém - akviziéni stanice s monitorem a se softwarem pro hodnoceni ziskanych dat

prohlaseni o shodé
die zékona ¢. 268/2014 Sb., o zdravotnickych
prostfedcich a 0 zméné zakona ¢. 634/2004 Sb., o

spravnich poplatcich, ve znéni pozdéjsich predpisi ANO ucastnik prostou kopii tohoto

a piislusnych provadécich predpist - doklad prohlaseni dolozi v ramci technické ANO
prokazujici shodu nabizeného pnstroje s specifikace
technickymi poZadavk ymi z imi

pravnimi pfedpisy (prohlasem o shodé).

pfistroj musi byt zdravotnickym
prosttedkem dle zdk. ¢. 268/2014 Sb., o
zdravotnickych prostifedcich a o zméné
zédkona €. 634/2004 Sb., o spravnich
poplatcich, ve znéni pozdéjsich predpisi ANO Ugastnik prostou kopii tohoto
dokument/ dokumenty prokazujici, ze se dokumentu dolozi v ramci technické ANO
jedna o zdravotnicky prostfedek dle zak. €. specifikace
268/2014 Sb., o zdravotnickych prostfedcich
a 0zméné zakona ¢. 634/2004 Sb., o
spravnich poplatcich, ve znéni pozdéjsich
predpis s uvedenim klasifikaéni tfidy

Model - typové/vyrobnl ozna&eni Vyrobce
Polozka €. 1 Pfistroj pro neinvazivni mé&feni rychlosti puizové viny a
analyZy pulzous ving SphygmoCor XCEL PWA a PWV AtCor
Potet kusu: 1 ks U&astnikem nabizend hodnota

Pristroj pro kontinudini neinvazivni monitorovani |
parametrii kardiovaskularniho systému véetné
moznosti vlastniho vyzkumného zpracovani ANO ANO
snimanych dat

Metodologie:

aplanaéni tonometrie ANO ANO

EKG ANO ANO




Analyza pulzové viny

Minimalné tyto analyzy pulzové viny (stanoveni
nasledujicich indexu):

- kfivka centrainiho tiaku

- augmentacni index

- augmentachni tlak

- doba trvani ejekcni faze

- SEVR

- se standardizaci na tepovou frekvenci75/min

ANO
- kiivka centralniho tlaku
- augmentaéni tlak
- doba trvani ejekéni faze
-SEVR

- augmentaéni index

- se standardizaci na tepovou frekvenci75/min

Méreni rychlosti pulzové viny

ANO

ANO
Stanoveni HRV ANO ANO
Napdjeni vhodné pro evropskou sit ANO ANO
Modeli - typové/vyrobni oznageni Vyrobce
Polozka €. 2 Méfici sonda
SphygmoCor XCEL PWA a PWV AtCor
Potet kusu: 2 ks A% aatil W
Méfici sonda ANO

ANO, aplanaéni vysoce citlivy tonometr

Modei - typovélvyrobni ozna&eni Vyrobce
Polozka €. 3 Tonometr
SphygmoCor XCEL PWA a PWV AtCor
Potet kusu: 1 ks Utastnikem nabizen4 hod|
Senzitivita min. 54V/V/mmHg ANO, 5uV/V/mmHg
Rozsah | min. v rozsahu 0-300 mmHG ANO, 0-300 mMmHG
|
|
Sitka pasma DC - min. 40 Hz ANO, 40 Hz
Vzorkovaci frekvence min. 128 Hz ANO, 128 Hz
Rozsah signalu a presnost min. 10mV ANO, 10mV
Model - typové/vyrobni ozna&eni Vyrobce
Polozka ¢. 4 EKG
SphygmoCor XCEL PWA a PWV AtCor
Potet kusii: 1 ks Ueastnil bizend h
Sitka pasma min. v rozsahu 0,7 — 40 Hz ANO, 0,7 - 40 Hz
Vzorkovaci frekvence pro méreni rychlost Sifeni in. 128 H ANO, 128 Hz
puizni viny min. z N
Rozsah signalu a piesnost min. SmV. ANO, 5mV
Rozsah méfené tepové frekvence min. v rozsahu 30 az 200 BPM ANO, 30 az 200 BPM
1
Pfesnost méfené tepové frekvence presnost min. 10% a vyssi ANO, 10% a W“i
. . Modei - typové/vyrobni oznageni Vyrobce
Polozka €. 5 Akviziéni systém - akvizi¢ni stanice s monitorem a se
softwarem pro hodnoceni ziskanych dat SphygmoCor XCEL PWA a PWV AtCor

Poétet kusu: 1 ks

0& o B "

Akviziéni stanice s monitorem

ANO




Podrobnéjsi technické informace o pouze Informativni charakter - dodavatel je ANO, akvizi€ni stanice s monitorem a se softwarem pro hodnoceni ziskanych dat,
akviziéni stanici a monitoru povinen vyplnit blizsi informace PC s W10 a Office2016 a tiskdmou
k i stanice s i bude tento software:

Software pro viastni zpracovani

snimanych dat ANO, uéastnik uvede presny nézev softwaru

SphygmoCor XCEL v1.3

Data musi byt Eitelnd/
konvertovatelna do prostredi
Matlab a exportovatelna do
Microsoft Excel.

ANO

ANO

Pro vyzkumné ucely
moznost specialniho
transferu ,surovych*dat s ANO
moznosti vlastniho
zpracovani

ANO

Analyza pulzni viny a jeji
rychlosti LD

ANO

Podpora méfeni na radialni
tepné a karotidé ANO

ANO

garance funkénosti softwaru a
systému jako celku (zachovani
vlastnosti a stability) bez nutnosti ANO
placeného upgrade softwaru
minimalné po dobu Zivostnosti
pristroje, minimané 10 let

ANO

takto oznacené buriky vyplni ucastnik v ramci zpracovani své nabidky




SphygmoCor ae:”

XCEL

SphygmoCor technology is featured in more than 1,000 publications.

Measuring arterial stiffness has been established clinically
through longitudinal studies in which it has independently
predicted death and standard cardiovascular end points.

Townsend et al., Hypertension 2015

We conclude that guidance of hypertension management
with central BP results in a significantly different therapeutic
pathway than conventional cuff BP, with less use of
medication to achieve BP control and no adverse effects on
left ventricular mass, aortic stiffness, or quality of life.

Sharman et al., Hypertension 2013

Numerous studies have documented a superior relation of central
over brachial BP to intermediate cardiovascular phenotypes
or cardiovascular target organ damage.

Roman et al., Hypertension 2014

PWA and clinical decision-making:

¢ Deciding whether to initiate, intensify, or change therapy in
younger, asymptomatic individuals with systolic hypertension

* Deciding on which class of antihypertensive agent to add
when another medication is needed based on the brachial BP

* Deciding on whether a change in a previous office
encounter has had as desirable effect on central
pressure as it may have had on brachial BP

Townsend et al., Journal of Clinical Hypertension 2015

DCN 101835 Rev |



SphygmoCorv
AtCor Medical

simply the gold standard

Simply the gold standard

Central Blood Pressure Pulse Wave Analysis
and Pulse Wave Velocity from the Industry Leader

e Automated, cuff-based system e Assess the effects of arterial stiffening
and pressure wave reflection to

® Brachial and central blood pressures
reduce target organ damage

for directed, individualized therapy

e Single step PWV via carotid tonometry
and thigh cuff

e Arterial stiffness measures

e Optimize drug therapy management



SphygmoCor’Q
AtCor Medical

Announcing SphygmoCor® XCEL v1.3

Update Offers Valuable New Features for Clinicians, Researchers and Clinical Trials

SphygmoCor XCEL v1.3 Includes the Following New Features

Wave separation analysis, including reflection magnitude,
which was shown in the MESA study’ to be independently

predictive of cardiovascular events and new-onset heart failure
Direct input of information into the report interpretation field
Enhanced central hemodynamic parameter reporting

Customizable visit and operator fields and password-protected
settings for clinical trials

Expanded quality control parameters

Streamlined installation

Version 1.3 is now available and the update can be performed remotely.
See reverse for update order form.

AtCor

MEDIC




Patient Details

Wave Reflection Parimefers
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Wave Reflection Analysis,
including Reflection Magnitude

Assessments!
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Enhanced Central Hemodynamic
Parameter Reporting
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SphygmoCor’ XCEL v1.3 update

Name:

Practice / Institution:

Email: Phone:

SphgmoCor XCEL Serial Number:

[5-digit number. In the software, choose Help -> About.)

SphygmoCor XCEL Module Serial Number:

(10-digit number beginning with 80. Located on the bottom of the module.|

How many systems will be updated? Would you like to purchase additional systems?2

Signature: Date:

Please send completed form to
To order your update online, visit http://bit.ly/SphygmoCorUpdate.

PCN 101880 Rev I, 01 16
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AtCor Medical Pty Ltd
11/1059-1063 Victoria Road, West Ryde NSW 2114, Australia

Certificate of authorization

Date: 2nd January, 2018

BIONIK Stapro Group s.r.o.,
Pernstynské nam. 51, 530 02 Pardubice,
Czech Republic

sale, product training
sale, product training
sale, product training

maintenance, diagnostic control checks, service,
product training, service training
maintenance, diagnostic control checks, service,
product training, service training

BIONIK Stapro Group s.r.o. is authorized for CZECH and SLOVAK Republic to
participate in bids/tenders or public procurement of goods on our behalf, to
offer, negotiate prices, deliver and put into operation AtCor products
(SphygmoCor, SphygmoCor Excel and Oscar 2 with SphygmoCor inside), to
provide qualified after-sales service and maintenance of AtCor products, to
take precaution and diagnostic control checks of AtCor products and to carry
out the necessary product training of the medical and technical personal to use
AtCor products.

This certificate is valid until December 31st 2019.

Signature:

Name:
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