USG pristroje na JIP - 5ks

dne 26.10.2020 10:00

FNKV
Dodavatel:  Electric Medical Service, s.r.o.
Ultrazvukovy pfistroj Venue Go
__ . pFistroj splituje
Polozka ¢. Polozka ANO/NE
PFistroj s primarnim uréenim pro intenzivni péci a urgentni
1. .
medicinu ANO
2. Snadna transportabilita a zvySena odolnost ANO
3. ProdlouZena vydrz akumulatoru (minimalné 4 hod.) NE - vydrz 2 hodiny
4 Snadna udrZba a desinfekce ( dotykové ovladani pres odolnou
) obrazovku/monitor) ANO
e Rychly start a rychld zména médu vysetieni (maximalné 5 sek.) ANO
6. 3 sondy: Echo, abdominalni a vaskularni ANO
7. B-mode, M-mode ANO
8. CF colour doppler, PW a CW doppler, PDI vykonovy doppler ANO
9. Funkce AMM, TCD, TVI ANO
10. Plna softwarova vybava ANO
Sofware pro intezivni péci: eFAST protokol (automaticky
vypocet parametrli hemodynamiky - index kolapsibility doIn{
. duté Zily, vypodet srde¢niho vydeje, auto VTI, auto IVC,
ANO

rozpoznani jehly)

pozn. Ucastnik miZe nabidnout adekvdtni ¢i podobné feseni. FNKV nezakladd poZadavek na nutnosti
spinit Ci dodat konkrétni poloZky se shodnym obchodnim ndzvem.

Nabidkova cena 1 ks ultrazvuku bez DPH:

Nabidkova cena 5 ks ultrazvukd bez DPH:

Nabidk
abidka I H Celkem:
Celkova cena 5 ks ultrazvukd s DPH:
Termi
di::;::, Termin dodani ve dnech: 14%

* 1 ks pristroje dodani ihned
2 ks pfistroje v tydnu od 9. do 13.11.2020
2 ks pfistroje do 14 dni od potvrzeni objednavky

V Brné dne 30.10.2020

Jaromir Maly, jednatel







W—S ELECTRIC MEDICAL SERVICE, S.R.O.

Podminky zdruéniho a pozdruéniho servisu

A) Podminky poskytovani pravidelnich preventivnich prohlidek dle zdkona 123/2000 Sb.

ve znéni pozdéjsi predpisd

Prohlidky budou provddény vyskolengm persondlem dodavatele po dobu Zivotnosti pfistroje. Pravidelné

preventivni prohlidky budou poskytovdny po dobu zaruky ZDARMA.

B) Podminky poskytovani zaruéniho servisu

1. Zdrucni servis bude poskytovat autorizovand servisni organizace:

Electric Medical Service. s.r.o. 3
Ledce 74. 664 62. kanceldr Praha - Zirovnickd 3124/1. Praha 10
Tel.:
e-mail: ]
IC0: 49970267 DIC C249970267
2. Doba od nahldseni zavady k zahdjeni opravy (v hodindch): max. do 48 hodin
3. Maximdlni doba provedeni opravy {ve dnech) : bez pouziti ND: v den ndstupu servisniho technika
pfi pouZiti ND: do 5 pracovnich dnd
Lhita pro odstranéni zdvad pocind plynout ode dne doruceni pisemného oznameni (faxem, emailem,

postou) zavad proddvajicimu.

C) Podminky poskutovdni pozéruéniho servisu

1. Pozarucni servis bude poskytovat autorizovana servisni organizace:

Electric Medical Service. s.r.o. .
Ledce 74, 664 62, kancelGF Praha - Zirovnickd 3124/1, Praha 10
Tel:’
e-mail: n
IO : 49970267 DIC C249970267
2. Servisni podminky:
Doba ndstupu na servis: max. do 48 hodin;
Doba odstranéni zdvady bez pouziti ND: v den ndstupu servisniho technika
Doba odstranéni zdvady s pouzitim ND: do 5 pracovnich dnu od piijezdu technika

Ceny v KE bez DPH:

- prace servisniho technika:
- dopravné: pausdl po Praze.
- ¢as strveny na cesté nedctujeme

- cena BPTK: c

Cetnost PBTK dle pozadavki vgrobce: 1x roéné. Nahldeni vady je mozné emailem, faxem nebo dopisem.
Garantujeme dodavku ndhradnich dild nejméné deset let od instalace pfistroje. Lhita pro odstranéni zdvad

pocind plynout ode dne doruceni pisemného ozndmeni (faxem, emailem, postou) zdvad proddvajicimu.
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PROHLASENI O SHODE

Podle ustanoveni smérnice 93/42/EHS, o zdravotnickych zafizenich PFiloha Il a podle smérnice 2011/65/EU, a
smérnice 2014/53/EU

My

vyrobce povéfeny zastupce EU
GE Medical Systems Ultrasound and GE Medical Systems SCS
Primary Care Diagnostics, LLC. 283 rue de la Miniére
9900 Innovation Drive 78530 BUC France

Wauwatosa, WI 53226 USA

vyrobni zavod

GE Medical Systems Information Technologies -

Critikon De Mexico S. de R.L. de C.v., Calle Valle del Cedro 1551
Juarez, 32575 Chihuahua Mexico

prohladujeme na svou vlastni vyiugnou odpovédnost, Ze zafizeni tfidy lia:

Venue Go
ultrazvukovy systém pro zobrazovani, obecny

softwarovd verze: 302

Zn.: viz dodatek

Kod GMDN: 40761

Klasifikacni pravidlo: (93/42/EHS P¥iloha IX) : 10 Ttida Ila

na které se toto prohlagen( vztahuje, je ve shodé s pfislusnymi pofadavky smé&rnice 93/42/EHS o zdravotnickych
zafizenich a s poZadavky smérnice 2011/65/EU o omezeni pouZivani nékterych nebezpecnych latek u
elektrickych a elektronickych zafizeni a s poadavky smérnice 2014/53/EU.

Tato shoda se zaklada na nésledujicich prvcich;

®  Pro smérnici 93/42/EHS (MDD)
o Technickd dokumentace zn.: DOC2239967/DOC1872896 produktu, na ktery se toto prohldgeni

vztahuje;
o Certifikat ES: schvaleni systému piného zajisténi kvality (Pfiloha Il smé&rnice 93/42/EHS o
zdravatnickych zatizenich), ktery vystavila spole&nost LNE / G-MED 0458 / Certifikat ¢. 12474

14. dubna 2019

Toto ES prohlaseni o shodé je prvnim pro dpiné vyrobni systémy Venue Go se softwarovou verzi 302
* Ti§téné kopie nejsou fizeny, neni-li uvedeno jinak *

Pfed pouZitim tohoto dokumentu zkontrolujte MyWorkshop pro posledni revizi.
DGvérné GE Healthcare

Mranalze 4 D0OC2186603 Rev. 02
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harmonizované normy aplikované na produkt, na ktery se toto prohladeni vztahuje

EN 60601-1: 2006+A11:2011+A1:2013 Elektrickd zdravotnicka zafizeni - Cst 1: obecné
poZadavky na bezpe&nost

EN 60601-1-1-2: 2015 Elektricka zdravotnicka zafizeni - Cast 1-2: obecné poZadavky na
bezpeénost - vedlejél norma: elektromagnetickd kompatibilita - PoZadavky a testy

EN 60601-2-37:2008+A1:2015 Elektrick zdravotnicka zafizeni - Cast 2-37: PoZadavky na
bezpeénost ultrazvukovych zdravotnickych diagnostickych a monitorovacich zafizeni

EN 62366:2008 Zdravotnicka zafizeni - Aplikace Fizeni pouzitelnosti na zdravotnicks zafizeni.
EN 62304:2006 + A1:2015 Software zdravotnickych zafizeni - procesy Zivotniho cyklu softwaru
EN 1041:2008 Informace dodané wyrobcem zdravotnickych zaFizeni

EN ISO 15223-1:2016 Zdravotnicka zafizeni - Symboly pouZivané pro Stitky na zdravotnickych
zafizenich a informace, které se maji dodat

° Pro smérnici 2011/65/EU (RoHS)

o

Technicka dokumentace zn. : D0C2186600/DOC1872896 produktu, na ktery se toto
prohladeni vztahuje

¢ Pro smérnici 2014/53/EU (Smérnice o radiovych zafizenich)

o]

Technicka dokumentace zn. : DOC2186600/DOC1872896 produktu, na ktery se toto
prohlddeni vztahuje
Postupem vyhodnoceni shody pouZitym pro toto prohlaseni je Priloha I{) smé&rnice RED
2014/53/EU a produkt ponese pfisluéné znaceni CE-Marking
Shoda se zakladnimi legislativnimi poZadavky byla demonstrovana poutitim nésledujicich
norem:
*  EMC (Smérnice 2014/53/EU CI. 3(1)(b)):
e EN301489-1v2.2.0
s EN301489-17v3.2.0
®  Radiové spektrum (Smérnice 2014/53/EU €. 3(2)):
e EN300328v2.1.1 (2016-11)
e EN301893v2.1.1
* EN300440v2.1.1

14. dubna 2019 |

zdleiZitosti regulace

Toto ES prohlaseni o shodé je prvnim pro tplné vyrobni systémy Venue Go se softwarovou verzi 302

Strana 2ze 4

DOC2186603 Rev. 02
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DODATEK K PROHLASENI O SHODE DOC2186603
Venue Go - PfisluSenstvi a komponenty

Popis produktu Cislo GE soudasti / Katalogové &islo™"! REF na $titku za¥izeni

Yenue Go H45181VG Venue Go R2

Venue Go aplikacni SW a systémovy 5789911 nehodi se

SW (softwarové verze 302 )

Softwarové moznosti

O¢éni H45051VH nehodi se

MoZnost Wifi SW H45181WF nehodi se

Kompatibilni ultrazvukové sondvm

35¢-RS H45041DL 47237516

€1-5-RS H40462LA 5384874

9L-RS H40442LL 5212630

12L-RS H40402LY 5141337

6Tc-RS H45551ZE KN100106

18-18i-RS H40462LF 5393197

65-RS H45021RP 47236956

14-12t-RS H48062AB 5433596

E8C-RS H40402LN 5318734

8C-RS H40402LS 2354973

Moznosti a piisluienstyi’™

12L Infinity H48392LT nehodi se
| 12L konzola z roviny H48392LL nehodi se
| SL Infinity H45281BL nehodi se
[_EKG souprava Venue Go |EC H45181E! nehodi se
| EKG souprava Venue Go N&mecko H45181ED nehodi se
| IEC
' Tiskarna Sony UP D898DC H45181PC nehodi se

Sterilni kryt H45051VD nehodi se

Pouzdro na valec H45181RB nehodi se

Cteéka éarovych kéd H45051VB nehod] se
- Napajeci kabel H45051PA/PB/PC/PD/PE/PG/PH/PI/PJ/PK/ nehodi se

PL

Vozik Venue Go H45181VC H45181VC

Souprava externiho EKG adaptéru H48972AG nehodi se

Napdjeci adaptér tiskarny Sony UP- H45181PA nehodi se

D898DC

Konzola tiskarny na voziku Venue Go | H45181PB nehodi se

Tiskdrna pro Venue Go - Sony UP - H45181PR nehodf se

D898DC - USB BW

“rodejni vozik Venue Go H45181SC H45181SC

Zouzdro na adaptér stfidavého H45181BP nehodf se

croudu Venue Go

Wioika sondy u voziku Venue Go H45181PI nehodi se

¥iozka malé sondy u voziku Venue Go | H45181SP nehodf se

14. dubna 2019

zaleZitosti regulace

Toto ES prohldseni o shodé je prvnim pro tpiné vyrobnf systémy Venue Go se softwarovou verzi 302

a3 3zes

DOC2186603 Rev. 02
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H45181AC nehodf se
H45181PH nehodi se

nehodi se
H45181BK nehodi se

Tlumoénicks doloZka

Jako tlumoénik fazyka anglického, Jmenovany rozhodnutim
Krajského soudy y Brné ze dne 23, 5. 1 994, ¢j. Spr. 2204/93
stvrzuji, Ze preklad souhlasi s anglickym textem Pripojené listin W,
T!umaé'nfck;i Ukon je 2apsdn pod poradovym éislem f? ./* (’_\;’ deniku,
Podpis tlumoénika e

Strana 4 ze 4 DOC2186603 Rev. 02
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Right when
it matters.

Right where
it counts.

Venue Go

Venue Go™ joins the Venue™ family,” the first Al-enabled family of Point of Care ultrasound systems. It features
a uniquely adaptable design that goes from cart to table to wall and shares a common platform with Venue,
offering the same user interface, interchangeable probes,** strict cyber security measures
software updates to help ensure user familiarity with the systems.

,and consistent

“Venue family, as referenced herein, includes Venue and Venue Go systems
gehealthcare.com

*~Applies to Verue R2.5 and Veoue Go



Inspired by user needs

Designed for Point of Care.

Ready where you are
Customizable LED indicators help ensure
availability status

Easy-to-see countdown timer changes color
when you are running low

Multipurpose handle
Adjustable system height and additional cord
management channels

Sized for the environment and designed for easy
repositioning and simple transport

Designed for cable management

Allows you to directly control the system and Transducers on top keep cables off the ground

simultaneously hold a needle )
Cardiac assessment

Seamless flat display TEE and ECG functionality

Enables thorough cleaning to support your
infection-control efforts Full-screen mode

Simple user interface
Uniquely adaptable

Exclusive cradle enables system
to go from cart to table to wall

Backed by a multiyear warranty
Support you can count an




Powered by Al

Auto tools for many applications.

Simplify and accelerate patient assessments with Al-enabled auto tools, available exclusively on Venue family systems. Utilizing
proprietary algorithms, we synthesized the data from numerous patients to ensure accurate calculations for clinical confidence

__\.. {{4\4\

Calculate VTl and CO in one simple
step. The VTI Trending function helps
clinicians quickly visualize the trend
so the next course of action can be
determined.

4 | | Experience 82%
» | time savings'

Study found better
' | correlation than with
.~ manual CO measurements?

Assess and document patient status by
mapping key areas of the body.

{ an ") Reduce keystrokes
| LS | by 80% compared to a

e traditional eFAST exam?

Auto B-line tool

In one single step, this tool calculates
the overall lung score by highlighting

and counting B-lines in real time and

displaying the image with the highest
B-line count.

Study found the tool to be

o comparable and as highly
reliable as visual counting
performed by experts*

Auto IVC

Measure IVC collapsibility or distensihility
accurately and automatically.

#~ . Study found the IVC measures

m were equivalent to an
expert user’s ability 90%

of the time for minimal

diameters and 97% for

maximal diameters®

Learn more at gehealthcare.com/VenueGo



GE Healthcare

Disclaimers and references

Auto VTI - Calculate VTl and CO in one simple step, After running the Auto VTl tool, VTI Trending helps clinicians quickly visualize the trend and determine a next course of
action in treatment. Auto VTl can provide up to 90% reduction in keystrokes and take up to 82% less time than manual method of calculations, as performed by experts.!

Arecent study determined in an experimental model of hemorrhagic shock by Bobbia, et al., Venue Auto VTl tool was found to be better correlated with CO measured by
thermedilution than manual echocardiographic measurements.”

1 Basedona GEinternal study with Venue GO DOC2254811

2 Xaviet Bobbia; Laurent Muller, et al. A New Echocardiographic Tool far Cardiac Qurput Evaluation: An Experimental Study 2018 Ol: 10 1097/SHK 00000060000601273, PMID: 20300317

eFAST tool - Requiring up to 80% fewer keystrokes,? this tool helps clinicians quickly assess and document patient status—from internal bleeding to a pneumothorax—by
mapping key areas of the body in a way that is intuitive and aligned with clinical workflows,

% eFAST Comparizon Study: Manual vs Venue Automation, GE internal study, (D0C2222911)

Auto B-line tool - This tool highlights and counts B-lines in real time, and automatically displays the image with the highest B-line count. A recent study found the Auto B-line
tool to be comparable to and as highly reliable as visual counting performed by experts.

4 ShortJ, Acebes C, Rodriguez de-Llema G, et al. Visual versus automatic ultrasound scoring of lung B-Lines: reliability and consistency between syste

Med Ultrasonography 2019, Vol. 21 no. 1, 45-49 DO 10.11152/mu 1885

Auto IVC - Provides the clinician with the ability to measure IVC collapsibility or distensibility accurately and automatically. In one study, the IVC measures were
equivalent to an expert user's ability 90% of the time for minimal diameters and 97% for maximal diameters.®

S Venue Go RZ Technical Product Claims Docurnent {DOC2199650)

Imagination at work

©2019 Genera! Electric Company

All rights reserved GE Healthcare reserves the right to make changes in specifications and features shown herein, or discontinue the product
described at any time withaut notice or obligation. Venue Go has been tested for use in conditions similar to indoor environments and has
not be evaluated for use during transport or outdoors. Use is restricted to environmental properties described in the user manual Contact
your GE Healthcare representative for the most currentinformation. GE, the GE Monogram, Venue, Venue Go, and InSitz are trademarks of
General Electric Company GE Healthcare, a division of General Electric Company. GE Medical Systems, Inc., doing business as GE Healthcare.
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