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FAKULTNI FN Brno
& NEMOCNICE smlouva & VP/1903/2016/Kt
> BRNO

Smlouva o vypujcce ¢. 22-6-62

.
Smluvni strany

Fakultni nemocnice Brno

Jihlavska 20

625 00 Brno

zastoupena: MUDr. Romanem Krausem, MBA - feditelem
IC: 65 26 97 05

DIC: CZ 65269705

Bankovni spojeni: KB Brno-mésto, €. U.: 71234621/0100
(dale jen vypuijcitel)

a

medisap,s.r.o.

Na rovnosti 2244/5

130 00 Praha 3

zastoupena: ing. Milanem Samankem, jednatelem

IC: 48029360

DIC: CZ48029360

Bankovni spojeni: Ceska spofitelna, a.s., &.0.: 5275572/0800

Zapsany v obchodnim rejstfiku Méstského soudu v Praze, oddil C, viozka 14601
/dale jen pujcitel/

uzaviraji v souladu s ust. § 2193 a nasl. zak. ¢. 89/2012 Sb. Ob¢. zak. nasledujici smlouvu:

I
Predmét smlouvy

Pujcitel prenechava vypujcCiteli nezuzivatelnou véc k bezplatnému uzivani telemetricky
systém, dale jen pfistroj, cena pfistroje v K& 1 400 000,- vé. DPH/ks, vyrobni ¢isla viz pfiloha
.1

V pfipadé, Zze predmétem smlouvy je zdravotnicky prostfedek, pujcitel prohlasuje, ze je
zarazen v klasifikacni tfidé Ilb.

Pujc¢itel soucasné prohlasuje, Zze vySe uvedeny pfistroj je zpusobily k fadnému uzivani a
jeho stav odpovida pfislusnym predpisum. Soucasné pujcitel prohlasuje, Zze vyrobce vydal
prohlaseni o shodé k predmétu smlouvy v souladu s ¢eskymi pravnimi predpisy.

Opravy, udrzbu a servis prfedmétu vypujcky a =zarovei provadéni periodickych
bezpectnostné-technickych kontrol bude provadét na své naklady pujcitel. Kopie protokoll o
provedenych prohlidkach a servisnich zasazich budou neprodiené zasilany vypujciteli.

Strana1z3

FN Brno je statni pfispévkova organizace zfizena rozhodnutim Ministerstva zdravotnictvi. Nema zakonnou povinnost zapisu
do obchodniho rejstiiku, je zapsana do Zivnostenského rejstfiku vedeného Zivnostenskym ufadem mésta Brna.

5-256_14_3




FN Brno
smiouva ¢. VP/1903/2016/Kt

M.
Povinnosti vypujcitele

Vypujcitel je povinen uvedeny pfistroj fadné uzivat pfiméfené povaze véci v souladu
s navodem k jeho obsluze vyhradné pro potfeby FN Brno, IKK, NS 1011, IU 2271.

Vypuijcitel je povinen zapujeny pfistroj chranit pfed poskozenim, ztratou nebo zniCenim,
nesmi jej pfedat k uzivani tfetim osobam. Po skonceni vypujéky je vypujcitel povinen pfistroj
dle ¢l. Il. této smlouvy vratit pujciteli ve stavu odpovidajicimu dobé jeho uzivani.

Iv.
Doba vypujcky

Doba vypujcky je stanovena na dobu od podpisu této smlouvy do 30.9.2016.

Smluvni strany mohou také ukongit vypujéku dohodou.

V pfipadé, Ze by vypujcitel uzival pfistroj v rozporu s touto smlouvou, je pujcitel opravnén
pozadovat jeho vraceni i pfed skonéenim doby vypujcky.

Smluvni strany se dohodly, Ze z duvodu, ktery nemohl pujcitel prfedvidat, bude za zakladé
pozadavku pujcitele pfistroj pfed¢asné vracen.

Pokud by vypujcitel chtél pfistroj pfed€asné vratit a pujciteli by z toho vznikly potize, muze
tak ucinit jen se souhlasem pujcitele.

V.
Zavéreéna ustanoveni

Smlouva nabyva platnosti a u¢innosti dnem podpisu obou smluvnich stran.

Vyhotovuje se ve dvou stejnopisech, po jednom pro kazdou smiuvni stranu.

Jakeékoliv zmény této smlouvy budou feSeny pisemnym dodatkem se souhlasem obou
smluvnich stran.

Smluvni strany se zavazuji, ze sdéli ve Ihuté 30 dnu zmény v oznaceni (nazev, sidlo,
statutarni zastupce) druhé smiuvni strane.

\V Praze dne 9. srpna 2016 V Brné dne ¢ 1" Ly 6
Ing. Milan Samanek MUDr- Roman Kraus, MBA
za pujcitele za-vypuicitete
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FN Brno
smlouva ¢. VP/1903/2016/Kt

Pfriloha €. 1

Telemetry server ver SEE16252020SA
Telemetricky vysilaé SFY16264441SA
Telemetricky vysilaé SFY16264457SA
Telemetricky vysilaé SFY16264454SA
Telemetricky vysilaé SFY16264453SA
Telemetricky vysilaé SFY16264438SA
Telemetricky vysilaé SFY16264437SA
Telemetricky vysilaé SFY16264447SA
Telemetricky vysila¢ SFY16264436SA
Telemetricky vysilaé SFY16264445SA
Telemetricky vysilaé SFY16264461SA
Svody EKG (sada 5 8

Pfijimaci modul pro PA2441622
Rozsifeni ApexPro o R1W16173430GA
Tiskarna Brother E70647M5N331354
Displej 19" LCD 11167A5100578
Displej 19" LCD 11167A5101693

Antena pro telemetrii 16 ks
Centralni stanice SGJ16282728SA
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GE Healthcare

EC DECLARATION OF CONFORMITY

| devices directive 93/42/EEC, Annex
5/EU

Following the provisions of the medical
end of the of the directive 2011/6

EG-KONFORMITATSERKLARUNG

[GemaB den Vorschriften der EG-Richtlinie 93/42/EWG Uber Medizinprodukte)

We/ Wir
Manufacturer EU Autherized Representative
Hersteller Autorisierter EU-Vertreter
GE Medical Systems GE Medical Systems
Information Technologies, Inc. Information Technologies GmbH
8200 West Tower Avenue Munzingerstrasse 5
Milwaukee, W1 53223, USA 79111 Freiburg, Germany

(For all components of the ApexPro Telemetry System)

Manufacturing site (if different from manufacturer)

Fertigungsstdtte (falls anders als Hersteller)

GE Healthcare Critikon de México S. de R.L.de C.V.

Calle Valle Del Cedro 1551

Cuidad Juaréz, 32575 Chihuchua, México

(Additional manufacturing site for all components of the ApexPro Telemetry System|

Declare under our sole responsibility thot the class llb medicoldevice
Erklaren unter unserer alleinigen Verantwortung, dass das Medizinprodukt der Klasse 11b

ApexPro Telemetry System, Version V4
(420-460 MHz models)

Telemetry system, electrocardiograph
Ref, : see addendum/ oder siehe Anhang
GMDN Code: 31733

UNDNS Code: 13-988

Classification rule (93/42/€C Annex IX) / Klassifizierungsregel (93/42/EWG Anhang 1%} Rule 10

To which this declaration relotes, is in conformity with the requirements of the medical devices
directive 93/42/EEC which apply to it and with the requirements of the directive 2011/65/EU on the
restriction of the use of certain hazardous substances in electrical and electronic equipment

Auf das sich diese Erkldrung bezieht, den Anforderungen der Richtlinie 93/42/EWG liber Medizinprodukte
die flr das Produkt gelten, und den Anforderungen der Richtlinie 2011/65/EU zur Beschrénkung der
Verwendung bestimmter gefahrlicher Stoffe in Elektro- und Elektronikgerdten entspricht.

————— PR g, — -
Dougl ntz Milwaukee, USA
RequlotBry Affairs Dﬁtor 19-April-2016
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GE Healthcare

This medical device conformity is based on the foliowing elements:
Diese Medizinprodukte Konformitat basiert auf den folgenden Elementen:

Information included in the documents:
Technical File Ref./réf. . DOCO290230 of the product to which this declaration relates, for
design, verification and manufacturing of the device.

Informationen, die in diesen Dokumenten enthalten sind:
Technisches Dossier Ref./réf.: DOC0290230 des Produkts fUr Design, Verifizierung und
Herstellung des Gerdts ouf das diese Erkiarung zutrifft.

EC certificate: opproval of full quality assurance system [Annex Il of the medical devices
directive 93/42 EEC) delivered by LNE/G-MED France, NB #0459 on 28-Dec-2015 / Certificate
No. 7550 which has an expiry date of June 7, 2018.

EG-Zertifikat: Genehmigung des kompletten Qualitatssicherungssystems (Anhang Ii der Richtlinie
93/42/EWG Uber Medizinprodukte), cusgestellt von G-MED France, NB #0459 vom 28-Dec-2015
unter Zertifikat Nr. 7550 mit Ablaufdatum 7. Juni 2018.

- List of harmonized stondards applied for CE marking
Liste der harmonisierten Normen, die fUr die CE-Kennzeichnung angewendet wurden

1. Council Directive 93/42/EEC of 14 June 1993 concerning medical devices

2. 150 13485:2003 Quality systems - Medical devices - Quality management systems - Requirements
for regulatory purposes

3. ENISO 14971:2012 Medical devices - Application of risk management to medical devices

4. EN 60601-1:1990/A1:1993/A2:1995/A13:1996 Medical Electrical Equipment - Partl: General
Requirements for Safety equipment -- Part 1: General requirements for safety. Collateral standard
Safety requirements for medical electrical systems

5. EN 60601-1-1:2001 Medical electrical equipment -- Part 1-1: General requirements for safety
Collateral standard: Sofety requirements for medicol electrical systems

6. EN 60601-1-2:2007 Medical Electrical Equipment - Part 1-2; General Requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements
and tests

7. EN 60601-1-4:1996/A1:1999 Medical Electrical Equipment - Part 1-4: General Requirements for
Safety - Collateral standard: Programmable Electrical Medical Systems,

8. EN 60601-1-6: 2007 Medicol Electrical Equipment - Part 1-6: General requirements for basic safety
ond essential performaonce - Collateral standord: Usability

9, EN 60601-2-27:2006 Medical Electrical Equipment - Part 2-27: Particular requirements for the
safety, including essential performance, of electrocardiographic manitoring equipment

10.EN 60601-2-49:2001 Medical electrical equipment -- Part 2-49: Particular requirements for the
safety of multifunction patient monitoring equipment.

11.EN 62366:2008 Medical devices - Application of usability engineering to medical devices

12.EN ISO 9919:2009 Medical electrical equipment Particulor reguirements for the basic sofety and
essential performance of pulse oximeter equipment for medical use. (Excluding clauses 49.101,
51.102 and 104)

13.EN 1041:2008 Information supplied by the manufacturer with medicol devices

14.EN 980:2008 Grophicaol symbols for use in the labeling of medical devices

= s O T T . A I

Dougla$ Kgntz Milwoukee, USA
Regulotdfy Affairs Diréttor 19-April-2016
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GE Healthcare

The following three items apply to the ApexPro Telemetry System 420-460 MHz transmitters and
receivers.

15. Council Directive 1999/5/EC of 9 March 1999 concerning Radio Equipment and
Telecommunications Terminal Equipment (R&TTEL: [1) Annex IIl for the ambulatory transmitters
and (2] Annex Il for the receiver,

The transmitter equipment has been assigned to class 2 and bears the ‘alert’ mark. The
receiver equipment has been tested ot Receiver Category 2 - according to Table 2 in section
4.1.1 of ETSIEN 300 220-1V2.4.1

16.ETSI EN 301 489-3 V1.6.1 (2013-08) Electromagnetic Compctibility and Radic Spectrum
Matters ([ERM); Electromagnetic Compatibility (EMC] Standard for Radio Equipment and Services,
Part 3: Specific Conditions for Short Range Devices (SRD) Operating on Frequencies between 9
kHz and 246 GHz

17.ETSI EN 300 220-2 v2.4.1 (2012-05) Electromagnetic compatibility and Radio spectrum Matters
[ERM); Short Range Devices (SRD); radic equipment to be used in the 25 MHz to 1000 MHz
frequency range with power levels ranging up to 500 mW, Part 2: Harmonized EN covering
essential requirements under Article 3.2 of the R&TTE Directive.

This device is in conformity with the requirements of the ROHS Directive 2011/65/EU
Dos Gerat entspricht den Anforderungen der ROHS Richtlinie 2011/65/EU

This conformity is based on the following elements:
Diese Konformitdt basiert auf den folgenden Elementen

Technical File Ref /réf: : DOC0290230 of the product to which this declaration relates, for
design, verificaticn and manufocturing of the device

Technisches Dossier Ref/réf- DOC0290230 des Produkts fur Design, Verifizierung und
Herstellung des Gerats auf das diese Erkigrung zutrifft.

The technical documentation is filed at:
Die technische Doukmentation ist archiviert bei

GE Medical Systems Information Technologies, Inc.
8200 West Tower Avenue
Milwaukee, Wi 53223 USA

This EC declaration of conformity supersedes the previous declaration dated 7-Dec-2015
Diese EG-Konformitdtserkidrung ersetzt die vorherige Erkidrung mit Datum vom 7-Dec-2015

Douglas {ghtz Milwaukee, USA
Regulctory Affeirs Dird€tor 19-April-2016
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GE Healthcare

ADDENDUM TO THE EC DECLARATION OF CONFORMITY

ERGANZUNG ZUR KONFORMITATSERKLARUNG

' Catalog description
Katalogbezeichnung

| Product Description
| Produktbezeichnung

| 2000673-005

| APEXPRO ANTENNA PASSIVE 420-474 MHZ

2000673-008

APEXPRO ANTENNA HI-PWR 420-474 MHZ

—

2050460-001

f CARESCAPE Telemetry T4 420-460 MHz IEC transmitter

2050460-002

} CARESCAPE Telemetry T4 420-460 MHz AHA transmitter ;

| APRO-UU-WW-XKXX-2

| ApexPro Receiver Subsystem

APRO4RCVR-WW-XXX-2

ApexPro Receiver Subsystem Module

2063709-001

MP100R HARDWARE, V4.2 OPTION

2014748-003

|
ASSEMBLY CARESCAPE T4 TRANSMITTER "

|
|

| 422200-006

ASSEMBLY APEXPRO RECEIVER SUBSYS 420-474 MHZ

|

| 419525-007

ASSEMBLY APEXPRO QUAD RCVR MOD 420-474 MHZ

2037318-002

ASSY CARESCAPE MP100OR TELEMETRY SERVER

Accessories / Options:
Zubehdr / Optionen:

+ —

2063709-002

| ApexPro vé.2 Software Upgrade option |

| 421733-010

KIT TRANSMITTER PROGRAM DEVICE V4

r

| 2017569-009

APEXPRO XMTR DUST COVER - Kit of 5 J

Where:

UU= {0, 4, 8, 12, 16} = number of supported channels/patients
WW = 2 letter country code derived from world postal code matrix; e g. , France = "FR"
XXX = 3 letter language code, e.g French = FRE

A companion options attachment describes the part number coding for a variety of language

and purchase options.

Der Begleiter Optionen Anhang beschreibt die Kodierung der Artikelnummern fir eine
Vielzahl von Sprachen und Optionen.
CE-M-074 - Apexpro V4 Options (DOC0Z90220)

Items which have their own classifications and Dossiers are identified in a companion
cocument: “CE-M-074 - ApexPro V4 Declaration Of Compatibility” (DOC1018419 |

Douglas z
Regulotory Affairs Directior

GE Clgssification; Internal

Milwaukee, USA
19-April-2016
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