USTREDNI VOJENSKA NEMOCNICE S0-2018-037

Vojenska fakultni nemocnice Praha

Smlouva o vypujéce
¢ 2t Vi [R0F X v VA

Smluvni strany:

CARDION s.r.o.
zapsana v obchodnim rejstiiku vedeném U Krajského soudu v Brn¢, oddil C, vlozka 16405

se sidlem: Rybnicka 257/136, 634 00, Brno
zastoupena: Ing. Ivo Nekudou
IC: 60719877

DIC: /
bankovni spojeni:

dale jen ,,pujcitel*
a

Ustiedni vojenska nemocnice — Vojenska fakultni nemocnice Praha
piispévkova organizace zfizena Ministerstvem obrany CR

se sidlem: U Vojenské nemocnice 1200, 169 02 Praha 6

ICO: 61383082

DIC: CZ61383082

bankovni spojeni

zastoupena: prof. MUDr. Miroslavem Zavoralem, Ph.D., feditelem
dale jen ,,vypiujcitel“

uzaviraji dle zakona ¢. 89/2012 Sb., ob¢ansky zakonik, v platném znéni, a za podminek niZze stanovenych,
tuto smlouvu o vyptijcee:

L
Pujcitel je vyluénym vlastnikem véci: QUANTIEM — FFR mérici systém, v porizovaci hodnoté 152.893,-
K¢ bez DPH.
Specifikace véci: vyrobce St. Jude Medical, vyrobni ¢. Q00501typ: QUANTIEN C12787
(déle jen ,,pfistroj®)

IL
1. Pgjcitel touto smlouvou pienechava bezplatné pristroj uvedeny v predchozim ¢lanku do uZivani
vypujciteli, ktery jej prijima do vypijcky.
Pujcitel prohlasuje, Ze ptistroj je novy a nepouzity.
3. Pristroj bude umistén v sidle vypujcitele na Interni klinice 1. LF UK a UVN, Oddgleni invazivni
kardiologie a arytmologie,v Ustfedni vojenské nemocnici — Vojenskeé fakultni nemocnici Praha.

4. Pujcitel se zavazuje, ze o planovaném terminu pfedani a prevzeti pristroje bude kontaktovat Oddéleni
zdravotnické techniky vypijcitele (déle jen ,,0ZT*) nejméné 2 dny predem.

9. Odiovédnilni osobami za if‘edém’ a iievzeti iﬁ'strol'e ISOUZ

II1.
1. Pujcitel se zavazuje pfistroj predat vypujciteli, a umistit jej na pracovisti vypujcitele, o ¢emz ob& smluvni
strany sepisi zapis.
2. Spolu s pfistrojem, ktery je zdravotnickou technikou ve smyslu zakona &. 268/2014 Sb.,

v

o zdravotnickych prostifedcich a o zméné zakona ¢. 634/2004 Sb., o spravnich poplatcich, ve znéni



10.
11

pozdg€jsich predpisii, bude predano téz prohlaseni o shodé a navod k pouzZiti v ¢eském jazyce v listinné a
elektronické podobe¢.

Pujcitel je povinen predat vypujéiteli pfistroj ve stavu zplsobilém k radnému uzivani. Pajéite]l se
zavazuje provést na své naklady zaskoleni odpovédnych zaméstnancii vypujéitele v obsluze piistroje, o
¢emz bude vystaven pisemny doklad, tj. protokol o zaskoleni.

Pujcitel se dale zavazuje zajistit bezplatné po dobu trvani vypujcky pravidelné skoleni odpovédnych
zaméstnanci vypujcitele v obsluze pfistroje alespon jedenkrat ro¢né na zakladé pisemného pozadavku
vypujcitele.

Vypijcitel je povinen uzivat piistroj fadné a v souladu s Gcelem, ke kterému je piistroj uréen. Vypujcitel
Jje povinen chranit pfistroj pred jakymkoli poskozenim, ztratou nebo znic¢enim.

Vypijéitel nese odpovédnost pouze za Skody na pfistroji zplsobené uzivanim, které neni v souladu
s icelem, ke kterému je pristroj urcen. PujCitel je opravnén smlouvu okamzité vypovédét, jestlize
vypujéitel véc uziva v rozporu s touto smlouvou.

Pujcitel se zavazuje, ze po dobu vypujéeni pristroje zajisti bezplatny servis, opravy a validaci
(bezpe€nostné technickou kontrolu) pfistroje vcetné veskerého potfebného spotiebniho materidlu
(vyménovaného pii opravach — nikoliv provozniho spotiebniho materidlu), a to vzdy ve 1hité 48 hodin
od nahlaSeni potreby opravy vypujcitelem. Pijcitel se dle zavazuje pro piipad dlouhodobé opravy (vice
nez 72 hodin od nahlaSeni potieby opravy vypujcitelem) zapujcit vypujciteli jiny pristroj stejného typu
zdarma. Pokud vsak zavadu na pfistroji zpusobil vypujcitel porusenim svych povinnosti stanovenych
touto smlouvou, hradi veskeré naklady spojené s opravou piistroje vypujcitel.

Pujcitel se zavazuje, Ze veSkerou dokumentaci o ¢innostech provedenych na pristroji v dobé trvani
vypujeky (napf. protokoly BTK a servisni vykazy) pieda neprodlené na OZT.

Pujcitel se zavazuje provadet upgrade softwaru piistroje.

Pujcitel se zavazuje pojistit pristroj na dobu jeho vypijceni na vlastni naklady.

Vyptjcitel nesmi pienechat pfistroj k uzivani treti osobé.

Iv.
Vypiijcka se sjednavd po dobu trvini Kupni smlouvy na dodivku spotfebniho zdravotnického
materialu pro vySetfeni Frak¢ni pritokové rezervy uzaviené dne wilodndildl. a vsouladu s

touto kupni smlouvou.

Tato smlouva zanikne dnem, ve kterém zanikne kupni smlouva uvedena v odst.1.

Vypijéitel je povinen vratit pristroj pajéiteli, jakmile jej pfestane potiebovat, nejpozdéji viak do konce
doby vypujcky. Pujcitel se zavazuje, ze v takovém pripadé prevezme na vyzvu vypijcitele pristroj
v sidle vypujéitele, a to do 5 dnii od vyzvani vypujcitelem. Pujcitel si pfistroj odveze na své naklady.

V.

Tato smlouva nabyva platnosti a U¢innosti dnem podpisu obéma smluvnimi stranami, neni-li dale
stanoveno jinak.

V piipadé, ze smlouva podléha povinnému uvefejnéni v registru smluv podle zakona ¢. 340/2015 Sb.,
o zvlastnich podminkach uginnosti nékterych smluv, uvefejnovani téchto smluv a o registru smluv
(zakon o registru smluv), v platném znéni (hodnota pfistroje vyssi nez 50.000,- K& bez DPH), souhlasi
smluvni strany stim, Ze smlouvu zaSle spravei registru smluv k uvetejnéni vypijcitel, a to do 10
pracovnich dnii od jejiho uzavieni. Ob& smluvni strany prohlasuji, ze zidnou ¢&ast této smlouvy
nepovazuji za své obchodni tajemstvi.

Tuto smlouvu lze ménit a dopliiovat jen pisemnymi dodatky ¢islovanymi vzestupnou, nepferuSovanou
¢iselnou fadou.

Tato smlouva je vyhotovena ve dvou stejnopisech, z nichz kazda ze smluvnich stran obdrzi po jednom.



Nedilna priloha této smlouvy:

e Priloha ¢. 1 — Technicka specifikace ptistroje — datasheety, produktové listy, katalogy, atp.

V Brné dne 9. 8. 2018

za pujcitele:

Ing. Ivo NEKUDA

jednatel spole¢nosti CARDION s.r.o. <
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MUDr. lvan Jefabeik
néméstek feditele nro LPP UVN

Vojenské




TECHNICKY POPIS

FFR — M&Fici systém QUANTIEN™

Objednavkovy kéd: C12787

QUANTIEN Measurement System je tvoien diagnostickym pocitatem, uréenym k zaznamu, vypoctu,
zobrazeni a ukladani dat z vodiciho dratu PressureWire™, a dalich externich snimacd. Informace
jsou zobrazeny v podobé grafli i ¢iselnych hodnot na obrazovce. Mezi snimané hodnoty

patfi: systolicky, diastolicky a stfedni tlak krve, srde¢ni tep, frakéni pritokova rezerva (FFR) a data

z ECG.

Informace na obrazovce lze také prenaset do externiho hemodynamického zdznamového systému
nebo na externi monitor. Zaznamendavané zakroky lze pro ndslednou kontrolu a analyzu zobrazit

na pocitaci pomoci nainstalovaného zobrazovaciho softwaru konkrétni aplikace, napf. RadiView™.
Dalsi funkce vdm umozni importovat seznam uloh u pacienta z nemocni¢niho systému DICOM,
export namérené a zaznamenané hodnoty do systému DICOM nebo na externi server, popf. je ulozit
na USB pamétovy disk.

QUANTIEN Measurement System je urcen k pouziti v katetriza¢nich a podobnych specializovanych
kardiovaskularnich laboratofich pro vypocet a zobrazeni riznych fyziologickych parametri na
zdkladé vystupl z jedné nebo nékolika elektrod, snimacd nebo méficich pristroju.

QUantlEn™

Integrated FFRPlatform
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QUANTIEN

FREE YOUR CATH LAB WITH WIRELESS

Free from Cables

The QUANTIEN integrated FFR
solution gives you a wireless
patient environment, removing the
clutter of cables and clearing the
table for what's most important —
the patient.

FFR screen on
existing monitors

Free Up Your Time

With QUANTIEN, FFR is always
available when and where you
want it, without time-consuming
setup or connecting of cables.
Patient ID is quickly loaded from
your hospital scheduling system
and the results are exported

back to your archive, all with a

minimum of manual interaction
oo

Wi-Box™
Wireless AO Interface




FFR

QUANTIEN
main unit

PressureWire™ Aeris™

Free Your Table

The wireless design of the QUANTIEN
inlegraled FFR solution allows you to tailor
your cath lab environment exactly the way
you like. Place the QUANTIEN main unit
anywhere in the lab, freeing up valuable
table space and allowing contral by either
sterile or nonsterile-dressed staff.

Regardless of where you chose to place
QUANTIEN, its video screen can be
displayed on existing lab monitors for
convenient viewing right next to your

angiography and hemodynamic screens.

Free from Time-Consuming
Installation

Integrating QUANTIEN into your cath
lab environment is quick and easy — no
1eed 10 INSle

ceiling. QUANTIEN lets you go wireless

without taking down the lab.




~WIRELESS FFR.
LIGHT YEARS
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11 Connect Wirelest

inuert PW cenmnactor

Multivessel FFR Made Easy

Vessel

None
RCA Prox
RCA Mid

RCA Distal

Get Your Data in Seconds




QOur Claim to FAME and FAME 2

FAME
Compared to angiography alone, FFR!:

FAME 2

FFR-guided PCI using PressureWire is a
cost-effective strategy that improves outcomes and
quality of life compared to medical therapy alone.??3
86% relative reduction in the risk for ACS

requiring unplanned hospital readmission with
urgent revascularization

= Greater relief of angina
= Cost-effectiveness - ICER of $32,000 per QALY

" Allows more accurate identification of
hemodynamically relevant stenoses, reducing
rates of death, myocardial infarction and -
repeat revascularization’

®  |mproves outcomes and patient quality of life

" | owers procedure-related costs

®  No increase in procedure time

= Decreases the amount of contrast agent used

Ordering Information

Model / Reorder Number Product

C12787 E}UANTIEN FFR Plz;ft%c;rm

C12797  QUANTIENDeskopstand
12798 QUANTIEN Pole bracket

(;275% 7 7 QUANTIEN Wall moiu;th -
cizrs  wiBx -

Note: To fasten QUANTIEN bedside with no bedside mounted pole available, order Multipurpose Bracket
12777 and C12738 Pole Bracket

1. Tonino PA, De Bruyne B, Pijls NH, et al. Fractional flow reserve versus angiography for guiding percutaneous coronary intervention. FAME study. N £ngl J Med. 2009;360(3):213-24
2. De Bruyne B, Pijls N, Kalesan B, et al. Fracticnal flow reserve-guided PCI versus medical therapy in stable coronary disease. N Engl J Med. 2012;367(11):991-1001.

3. Fearon WF. FAME 2 Cost-effectiveness: A Prospective, Randomized Trial Evaluating the Cost-effectiveness of FFR-Guided PCl in Patients with Stable Coronary Artery Disease Presented
at Late Breaking Clinical Trials 1 at TCT 2012, Miami, Florida, October 24, 2012

ATRIAL FIBRILLATION CARDIAC RHYTHM MANAGEMENT CARDIOVASCULAR NEUROMODULATION

Global Headquarters

One St. Jude Medical Drive
St. Paul, Minnesota 55117
USA

+1 651 756 2000

+1 851 756 3301 Fax

St. Jude Medical Japan Co., Ltd.
Shiodome City Center 15F

1-5-2, Higashi-Shinbashi, Minato-ku
Tokyo 105-7115

Japan

+81 36255 6370

+81 36255 6371 Fax

SJMprofessional.com

Cardiovascular Division
177 East County Road B
St. Paul, Minnesota 55117
USA

+1 651 756 4470

+1 651 756 4466 Fax

St. Jude Medical (Hong Kong) Ltd.
Suite 1608, 16/F Exchange Tower
33 Wang Chiu Road

Kowloon Bay, Kowloon

Hong Kong SAR

+852 2996 7688

+852 2956 0622 Fax

SJMknowledgecenter.com

Product referenced is approved for CE Mark.

St. Jude Medical Systems AB
Box 6350

SE-751 35 Uppsala

Sweden

+46 18 161000

+46 18 161099 Fax

St. Jude Medical Brasil Ltda.
Rua Itapeva, 538

5° a0 8° andar

01332-000 - Sao Paulo (SP)
Brazil

+55 11 5080 5400

+55 11 5080 5423 Fax

SJM Coordination Center BVBA
The Corporate Village

Da Vincilaan 11 Box F1

1935 Zaventem, Belgium
+32277468 11

4322772 83 84 Fax

St. Jude Medical Australia Pty. Ltd.
17 Orion Road

Lane Cove, NSW 2066

Australia

+61 29936 1200

+61 29936 1222 Fax
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Not available for sale in the U.S. Devices depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability in your country.

Please review the Instructions for Use prior to using these devices for a complete listing of indications, contraindications, warnings, precautions, potential acverse events

and directions for use
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QUANTIEN, PressureWire Aeris, PressureWire Certus and Wi-Box are designed, developed and manufacturec by St. Jude Medical Systems AB. QUANTIEN, ILUMIEN, PRESSUREWIRE, AERIS, CERTUS, WI-BOX,
RADI, ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK. are registered and unregistered trademarks anc service marks of St. Jude Medical, Inc. and its related companies.

©2012 St. Jude Medical, Inc. All nghts reserved.
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QUANTIEN™

Integrated FFR Platform

FREE YOUR CATH LAB WITH WIRELESS FFR
FAST AND EASY FFR INTEGRATION

The wireless design of the QUANTIEN integrated FFR platform allows you to configure your cath lab environment
exactly the way you like — without the clutter of cables.

Easy cath lab installation gives you full FFR integration without cabling through floor or ceiling — and without cath
lab downtime.

With the wireless Wi-Box™ and PressureWire™ Aeris™, the QUANTIEN main unit can be placed as a built-in or
mobile device anywhere in the cath lab, freeing up valuable table space and allowing control by either sterile- or
nonsterile-dressed staff.

FAST AND EASY WIRELESS FFR
With QUANTIEN, FFR is always available when and where you want it, without time-consuming setup or cables.

EASY TO PLACE
Place it where you want it — on a desktop, on a wall, bedside or on a2 mobile pole.

FULL VISIBILITY

Regardless of where you place the QUANTIEN main unit, you can view its video screen on the existing cath lab
monitors right next to your angio and hemo screens.

TOUCH DISPLAY
You have fingertip access to all features, using the latest touch screen technology and a high-resolution widescreen.

FULL CONNECTIVITY

Quick and easy procedures and full case documentation with DICOM Worklist, DICOM Archive, local network and
USB memory stick data export.

EEE
meE ST. JUDE MEDICAL
L L MORE CONTROL LESS RISK
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Ordering Information

QUANTIEN

Model/Reorder Number
C12787
C12797
C12798
C12799

Description

QUANTIEN FFR Plattform
QUANTIEN Desktop stand
QUANTIEN Pole bracket

QUANTIEN Wall mount
Note: To fasten QUANTIEN bedside with no bedside mounted pole available, order Multipurpose

Bracket C12777 and C12798 Pole Bracket.

Solutions for PCI Optimization

QUANTIEN™

PressureWire"
Receiver

(7 oeo

FFR

ATRIAL FIBRILLATION

Global Headquarters

One St. Jude Medical Drive
St. Paul, Minnesota 55117
USA

+1 651 756 2000

+1 651 756 3301 Fax

St. Jude Medical Japan Co., Ltd.
Shiodome City Center 15F

1-5-2, Higashi-Shinbashi, Minato-ku
Tokyo 105-7115

Japan

+81 362556370

+81 3 6255 6371 Fax

SJMprofessional.com

ILUMIEN™

FFR + OCT

CARDIAC RHYTHM MANAGEMENT

Cardiovascular Division
177 East County Road B
St. Paul, Minnesota 55117
USA

+1 651 756 4470

+1 651 756 4466 Fax

St. Jude Medical (Hong Kong) Ltd.

Suite 1608, 16/F Exchange Tower
33 Wang Chiu Road

Kowloon Bay, Kowloon

Hong Kong SAR

+852 2996 7688

+852 2956 0622 Fax

SJMknowledgecenter.com

Product referenced is approved for CE mark

CARDIOVASCULAR

St. Jude Medical Systems AB
Box 6350

SE-751 35 Uppsala

Sweden

+46 18 161000

+46 18 161098 Fax

St. Jude Medical Brasil Ltda.
Rua Itapeva, 538

5° ao 8° andar

01332-000 - Sao Paulo (SP)
Brazil

+55 11 5080 5400

+55 11 5080 5423 Fax

NEUROMODULATION

SJM Coordination Center BVBA
The Corporate Village

Da Vincilaan 11 Box F1

1935 Zaventem, Belgium
+3227746811

+322 77283 84 Fax

St. Jude Medical Australia Pty. Ltd.

17 Orion Road

Lane Cove, NSW 2066
Australia

+61 2 9936 1200
+61 2 9936 1222 Fax
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Not available for sale in the U.S. Devices depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability in your country,
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Please review the Instructions for Use prior to using these devices for a complete listing of indications, contraindications, warnings, precautions, potential adverse events and directions for use
QUANTIEN, PressureWire Aeris and Wi-Box are designed, developed and manufactured by St. Jude Medical Systems AB. QUANTIEN, PressureWire, Aeris, Wi-Box, ILUMIEN, RADI, ST. JUDE
MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK. are registered and unregistered trademarks and service marks of St. Jude Medical, Inc. and its related
companies. ©2012 St. Jude Medical, Inc. All rights reserved

Item GMVASC472EN

IPN 2378-12



QUANTIEN™ (

Integrated FFR Platform

SPECIFICATIONS
HEIGHT X DEPTH X WIDTH AUX 1 IN (AO)
Main Unit: 260x 100 x 375 mm Differential analog input
Shipment box: 393 x170x493 mm Scale factor: Selectable between 50 mmHg/V and
200 mmHg/V

SCREEN SIZE Range: +/-10V
Touch screen size: 14.1inch Isolation: IEC 60601-1 Basic isolation
WEIGHT AUX 2 IN (ECG)
With transformer: 4.8 kg incl. PSU, PWI and PWI cable Differential analog input

Scale factor: Imv/V
OPERATING VOLTAGE Range: +10V
100-240VAC 50/60Hz Isolation: IEC 60601-1 Basic isolation
ENVIRONMENT AUX OUT 1 AND 2
Operating temperature: 15°Ct0 35 °C (59 °F to 95 °F) Analog output
Relative humidity, operating: 30%-75% Signal source: Selectable Pa or Pd
Ambient pressure, operating: 525-795 mmHg (7001060 mbar) Scale factor: 1V/100 mmHg

Isolation: IEC 60601-1 Basic isolation
COOLING SYSTEM
Passive, no fan PRESSURE SPECIFICATION

Pressure range: -30to 300 mmHg
ETHERNET Pressure resolution: 0.2 mmHg
Type: 10/100 Mbit/s Frequency response: 0-25 Hz
Connector: RJ45

ACCURACY
VIDEO OUT Pressurewire: -30 to 300 mmHg
Frequency: 60Hz + 1 mmAg plus =1 % oreading
Resolution: 1280x800 (over the pressure range -30 to 50 mmHg)
Connector: DVI-I (integrated - digital and analog) 3% of reading
(over the range 50 to 300 mmHg)
usB The accuracy is given for the combination of
Number: 1 QUANTIEN and PressureWire
Version: 2.0, supports Hi-speed communication
Connector: Type A, Receptacle AUXIN 1 (A0O): + 1 mmAg or 0.5 %, whichever is greatest
Wi-Box (AO): + 1 mmAg or 1 %, whichever is greatest
MOUNTING
VESA: 7575 mm and 100x100 mm WIRELESS TRANSMISSION
Specific mounting brackets available for ordering Frequency: 2.4 GHz ISM band
from St. Jude Medical Type: Frequency Hopping Spread spectrum (FHSS)

ORDERING INFORMATION

Model/Reorder Number Description

C12787 QUANTIEN FFR Plattform
C12797 QUANTIEN Desktop stand
C12798 QUANTIEN Pole bracket
C12799 QUANTIEN Wall mount

Note: To fasten QUANTIEN bedside with no bedsid ted pole available, order Multipurpose
Bracket C12777 and C12798 Pole Bracket.

HEE
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ATRIAL FIBRILLATION

Global Headquarters

One St. Jude Medical Drive
St. Paul, Minnescta 55117
USA

+1 651 756 2000

+1 651 756 3301 Fax

SJM Coordination Center BVBA
The Corporate Village

Avenue Da Vincilaan 11 Box F1
B-1935 Zaventem, Belgium
+32277468 11

+32277283 84 Fax

CARDIAC RHYTHM MANAGEMENT

Cardiovascular Division
177 East County Road B
St. Paul, Minnesota 55117
USA

+1 651 756 4470

+1 651 756 4466 Fax

St. Jude Medical Japan Co., Ltd.

Shiodome City Center 15F
1-5-2, Higashi-Shinbashi
Minato-ku, Tokyo 105-7115
Japan

+81 3 6255 6370

+81 3 6255 6371 Fax

SJMprofessional.com
SJMknowledgecenter.com

Product referenced is approved for CE mark.

CARDIOVASCULAR

St. Jude Medical Systems AB
Box 6350

SE-751 35 Uppsala

Sweden

+46 18 161000

+46 18 161093 Fax

St. Jude Medical (Hong Kong) Ltd.

Suite 1608, 16/F Exchange Tower
33 Wang Chiu Road

Kowloon Bay, Kowloon

Hong Kong SAR

+852 2996 7688

+852 2956 0622 Fax

NEUROMODULATION

St. Jude Medical Brasil Ltda.
Rua Itapeva, 538

5° a0 8° andar

01332-000 - Séo Paulo - SP
Brazil

+55 11 5080 5400

+55 11 5080 5423 Fax

St. Jude Medical Australia Pty Ltd.
17 Orion Road

Lane Cove NSW 2066

Australia

+61 29936 1200

+61 29936 1222 Fax
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Not available for sale in the U.S. Devices depicted may not be available in all countries. Check with your St. Jude Medical representative for product availability in your country

Please review the Instructions for Use prior to using these devices for a complete listing of indications, contraindications, warnings, precautions, potential adverse

events and directions for use

Quantien, PressureWire and Aeris are designed, developed and manufactured by St. Jude Medical Systems AB. QUANTIEN, PressureWire, Aeris, ST. JUDE MEDICAL,
the nine-squares symbol and MORE CONTROL. LESS RISK. are registered and unregistered trademarks and service marks of St. Jude Medical, Inc. and its related companies

©2012 St. Jude Medical, Inc. All rights reserved
IPN 2343-12 Item GMVASC464EN



