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Technické podminky a Technicka specifikace nabizeného plnéni

Pfiloha &. 1 Kupni smlouvy

Bezdratové ultrazvukové pristroje do kapsy pro Il. interni kliniku - opakované fizeni

TECHNICKE PODMINKY
technicka specifikace stanovena zadavatelem

TECHNICKA SPECIFIKACE NABIZENEHO PLNENI

Popis parametru
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Bezdratovy ultrazvukovovy pfistroj do kapsy

Model - typovélvyrobni oznageni Viyrobce

Vscan Air GE Healthcare

Potet kusi: 2 ks

Utastnikem nabizena hodnota

Bezdratovy ultrazvukovovy pfistroj do kapsy

ANO

ANO

Zafizeni musi byt pouZilelné pro provadéni
celotélové point of care ultrasonografie (POCUS).

ANO

ANO

Konkrétné dle doporuéeni Evropské fed interni
mediciny (EFIM) musi byt pfistroj pouZitelny pro
detekei volné tekutiny (pleuraini, perikardialni,
penlmeélm) k posouzeni parenchymu plic, k

decnich oddild & zdvaZné

i rozméri a

knlabavim dolm duté zny.
i palpe Inyeh hmot v

Gulmé bfisni (rozlideni mkuté a solidni léze), k
zhodnnmn! hypersplenismu, pfitomnosti

U, dilatace Zluéovych cest,
dilatace vyvudnych moéovych cest, dilatace
tenkého stfeva, k posouzeni pfitomnosti
aneurysmatu abdominaini aorty, & obstrukce
mocového méchyie.

ANO

ANO

ultrazvukovy pfistroj musi byt pouZitelny pfi
pmvédénl invazivnich Munu ij. ullnizvuham

y @ arterialni a
Zilni punkce, Uvedené wk}ony]sou denudanné
provadény v bézne praxi

ANO

ANO

Vydrz baterie

minimalné 45 minut

ANO, vydrZ baterie 50 minut

Lineami sonda

ano, minimalné 3,5-10 MHz, moZné pfeskoky
mezi zakaldnimi frekvencemi (3,5; 5, 7.5; 10
MHz)

ANO, multifrekvenéni Sirokopasmova linearni sonda pracujici plynule, piné
automaticky, v celém svém frekven&nim rozsahu 3 -12 MHz, §ife sektoru 40 mm,
hloubka zobrazeni aZ 8 cm, vyznatena centralni linie pro intervenéni zakroky

Konvexni sonda

ano, rozmezi mummélné 3 5-5 MHz, moZné
y mezi zakl (35,6

MHz)

Dualni sonda (2 v 1)

ANO

ANO, multifrekvenéni Sirokopasmova konvexni sonda pracujici plynule, piné
automaticky, v celém svém frekvenénim rozsahu 2 — 5 MHz, uhel sektoru 60°,
hloubka zobrazeni aZz 24 cm, vyznagena centralni linie pro intervencni zakroky

[ ANO, bezdratova dualni sonda (Konvexni a lineaml), Kiera je soucasne | celym |
ultrazvukovym pfistrojem slouzicim nejen pro rychlou akutni diagnostiku. Cely
systém se sklada z unikatni multifrekvenéni dualni sondy s konvexnim a
linearnim snimagem pracujici na baterii s vydrzi aZ 50 minut, vé. rychlého
bezdratové dobijeni. Diky tomu je systém mimofadné kompaktni a lehky. Systém
je zaloZen na nové technologii SignalMax™ pro vynikajici kvalitu zobrazeni. Télo
sondy vyhovuje standardu kryti IP67 a odolnosti proti otfesim MIL_810G. Sonda
je piné kompatibilni s chytrymi telefony a tablety s operaénimi systémy iOS (13 a
vy55i) a Android (9 a vy33i). Je podporovan snadny a zabezpefeny pfenos dat do

B-mode

AND

ANO, Eernobilé zobrazeni struktur 2D = B-mode na fundamentainich i
harmonickych frekvencich (THI)

Color flow mode (CF M)

ANO

ANO, rychlostni smé&rovy barevny Doppler (CF M), moZnost ménit polohu
dopplerovského okna, jeho velikost, steer na linearni sondé, ...

Vodéedolnost

IP&7

ANO, télo duélni sondy vyhovuje standardu kryti IPE7 a dale odolnosti proti
otfesim MIL_B10G




Vaha

maximéing 350 gramd

ANO, hmotnost dualni sondy 205 g

Hioubka skenovéni konvexni sonda

minimalné 20 cm

ANO, hloubka zobrazeni konvexni sondy aZ 24 cm

Hioubka skenovani lineami sonda

minimalné 5 cm

ANO, hloubka zobrazeni linearni sondy a 8 cm

Pfipojeni mobilniho telefonu/talbetu pfes WiFi

ANO

ANO, dualni sonda komunikuje s chytrymi telefony a tablety pomoci Wi-Fi a
Bluetooth technologie

ibilita s ilni a

i0S i Android

ANO, dualni sonda je piné kompatibilni s chytrymi telefony a tablety s operaénimi
systémy iOS (13 a vy5si) a Android (9 a vy3si)
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GE Healthcare

Vscan Air’
Data Sheet

Vscan Air is a battery-operated general-purpose diagnostic
ultrasound imaging system for use by qualified and trained
healthcare professionals or practitioners. It enables
ultrasound imaging guidance, visualization and measurement
of anatomical structures and fluid.

Vscan Air consists of a dual-headed probe, which integrates
both curved and linear array transducers, and an app that can
be installed on Android™ or iOS® mobile devices.

Its pocket-sized portability and simplified user interface
enables integration into training sessions and examinations in
professional healthcare facilities (ex. hospital, clinic, medical
office, home environment, road/airambulance and in other
environments described in the product user manual).

The information can be used for basic/focused assessments
and adjunctively with other medical data for clinical diagnosis
purposes during routine, periodic follow-up, and triage
assessments for adult, pediatric and neonatal patients. Vscan
Air can also be useful for interventional guidance.

Vscan Air customers have access to the Vscan web portal,
including online access to product and product usage
information for selected clinical scenarios.




Probe Characteristics

128 physical channel beamforming
Black-and-white mode for displaying anatomy in real-time

Color-coded overlay for real-time blood flow imaging

Harmonic imaging for increased signal-to-noise ratio
and reduced artifacts from side lobes, grating lobes and
reverberations, resulting in superior tissue definition and
reduced speckle artifacts. With the greater penetration
of lower ultrasound frequencies, high-quality harmonic
imaging at greater depth can be performed.

Selectable centerline marker

Selectable focal zone marker
Selectable TGC control with 6 depth-dependent gain
controls

Total scan time of 50 minutes with fully charged battery
(with 80% black and white, 20% color imaging)

Any Qi-compliant wireless charger can be used to
charge probe

Recharge battery in 75 minutes from 10% to 90%
battery capacity

Dimensions: 131 x 64 x 31 mm
Weight: 205 +/- 3 grams

IP67 rated

Drop robustness: MIL-STD-810G, Method 516.7, Table
516.7-VIl

Linear array transducer for shallow scanning

Specific clinical applications and exam types include:
vascular/peripheral vascular, musculoskeletal
(conventional and superficial), small organs, thoracic/lung,
ophthalmic, pediatrics, neonatal cephalic, interventional
guidance (includes free hand needle/catheter placement,
fluid drainage, nerve block, vascular access and biopsy)

Broad-bandwidth linear array: from 3 - 12 MHz with center
frequency of 7.7 MHz

Number of elements: 192
Footprint: 40 mm x 7 mm (lens)

Depth:upto 8 cm

Curved array transducer for deep scanning

Specific clinical applications and exam types include:
abdominal, fetal/obstetrics, gynecological, urology,
thoracic/lung, cardiac (adult and pediatric, 40 kg and
above), vascular/peripheral vascular, musculoskeletal
(conventional), pediatrics, interventional guidance
(includes free hand needle/catheter placement, fluid
drainage, nerve block and biopsy)

Broad-bandwidth curved array: from 2 - 5 MHz with center
frequency of 3.3 MHz

Number of elements: 128
Footprint: 64 mm x 16 mm (lens)
Viewing angle: 60°

Depth: up to 24 cm

User Interface

The Vscan Air offers ultrasound imaging with a minimized
number of keys and intuitive thumb-controllable touchscreen
user interface. The Vscan Air app supports portrait as well as
landscape mode to optimize image size and ergonomics for
different use scenarios.

Single key/gesture to control freeze/unfreeze, store, color
on/off, gain and depth control

2 steps to change preset with appropriate transducer

2 steps to start reviewing images from an exam

Presets with optimized settings for imaging different
organs. User-selectable default preset forimmediate use
after starting the app.

Measurements: distance, ellipse

Device configuration and management tools in easy reach
through swiping in menu:

e Enablement of TGC controls, preview mode, storage
of binary images

¢ Setting Auto Freeze Time, video duration

e Configuration of probe button function (Freeze or
Store)

¢ Download user manual in selectable language to
Vscan Air app

» Diagnostics in Vscan Air app with ability to upload
log files to GE server

e Direct access to customer support information

e Link to cloud-based educational materials

e Information about software status of probe and
app with ability to un- and re-register



Data Storage

Patient data identification: Secured data at rest:

¢ Manual data entry of patient information for an exam e Vscan Air app starts only after confirmation of

«  Select from DICOM Modality Worklist on request. mobile device protection with user authentication
Such worklist supports consistent labeling of images, * Images and other patient information data are

video clips and exams before export to DICOM PACS. stored in private space of device with no access
from other apps on mobile device

Images are stored on device without embedded
patient identification and linked with encrypted

Exam data on device

Data for up to 500 exams can be stored on mobile device patient database

e  FIPS 140-2 compliant database encryption
Datq is stored in generic formats: jpg for still frames, mpg (AES-256 bit encryption)
for videos

e Userselectable, additional PIN protected access to
patient data on Vscan Air app

e  Wiping off exam data after 10 attempts with
incorrect PIN

Complementing storage of binary image data can be
selected. Such data could be useful for further image
analytics in collaboration with GE.

Data is organized as individual examinations with
collection of images and can be linked with patient Secured data on the move:
identification * Images are anonymized before being shared with

other apps on the mobile device

e Support of enterprise-grade wireless encryption
standards including EAP and WPA2 (PSK)

Data export e TLSencryption with optional peer authentication to
support secure DICOM transfer

» Configurable time period for image removal on the
device after export to a DICOM PACS server

All stored data can be recalled for review

Anonymized images and videos can be shared with other
apps available on smart device
Images, video clips or exams with or without patient

information can be wirelessly exported in generic formats
(jpg, mp4) to shared network folders

L]
Images, video clips or exams with patient information can Standa rd conﬁgu ratlon
be wirelessly exported in DICOM format to DICOM PACS The following items are included in the standard
Vscan Air offering;

Supported DICOM services
Vscan Air CL probe

Verify
Vscan Air app(Vscan Air for iOS and Vscan Air for Android)’
Modality Worklist
Protective carrying case
Store
Hardcopy Quick Start Guide
Storage Commitment
Electronic Instruction Use Guide

Secure DICOM (TLS)
Wireless charger pad including micro USB cable

Country-specific AC adapter




Available Accessories

Hardcopy user manual in different languages
Additional protective carrying case
Additional wireless charger pad

International AC adapters’

Supported Mobile Platforms™

Operating system options

Android phones and tablets with OS version 9, 10 or 11,
device with 0x64 ARM based CPU architecture and 64-bit
Kernel, Android open GL ES 3.0, and compatibility with
Google Play™ store

iPad and iPhone devices with iOS 13 or 14

User Support Tools

Vscan family web portal

Online services to enhance the Vscan Air experience by
providing resources, from product information to clinical
and service support

Additional educational resources will be posted on the
Viscan web portal, including webinars, thought leadership,
further online programs and training opportunities

Screen requirements

Size: from 5to 20 inches

960 x 640 (or 640 x 960) pixel or more

Internal memory requirements

8GB or more

Connectivity requirements

IEEE 802.11n
Peer-to-peer connectivity (Android only)

Bluetooth BLE 4.0

Ultrasound education solutions"

To help users get familiar with common point-of-care
applications and improve ultrasound skills and knowledge,
two digital education solutions are available via our partners.

Point of Care Ultrasound FocusClass by
123 Sonography

* This course includes access to five hours of
high-quality video content, easy-to-follow
hands-on demos, practical clinical examples
and proven didactive principles to help increase
competence and confidence. This program is
designed for primary care covering a variety of
ultrasound exam types including cardiac, OB,
abdominal, lung and joints

SonoSim® 365 for GE Healthcare
« SonoSim 365 for GE Healthcare provides convenient

ultrasound education through integrated didactic
instruction, hands-on training, and knowledge
assessment. A portable, virtual ultrasound training
experience utilizing real patient cases with a broad
spectrum of normal and pathologic conditions.
This offering includes a SonoSim probe, SonoSim
drive, and your choice of five modules immediately
accessible online - choose from a wide selection of
modules including anatomy, physiology, and clinical
procedures.

Security requirements

WPA2™

Data on device must be encrypted and authentication enabled

Verified/ Validated mobile devices

The list of the verified and validated mobile devices can found
on Vscan family web portal.



Safety Conformance

Safety classification

Vscan Air CL probe is classified as internally powered
medical electrical equipment with type BF applied parts
according to IEC 60601-1"

Vscan Air CL probe is CE-marked according to MDD
(93/43/EEC), RED (2014/53/EU), RoHS (2011/65/EU), and is
compliant to 2012/19/EU (WEEE)

Vscan Air for Android and Vscan Air for iOS are CE-marked
according to MDD (93/42/EEC)

Vscan Air CL probe is NRTL Certified to CAN/CSA-C22.2
No. 60601-1 and ANSI/AAMI ES60601-1.

Wireless charger pad of Vscan Air is certified according to
IEC/EN62368-1 and/or IEC/UL/cUL60950-1

Vscan Air conforms to applicable clauses of the following

safety standards:

IEC 60601-1"

IEC 60601-1-2"

IEC 60601-2-37

IEC 60601-1-11

IEC 60601-1-12

EN 13718-1

EN 1789

ISO 10993-1"

IEC62304

IEC62366-1

Medical electrical equipment -
Part 1: General requirements for basic
safety and essential performance

Medical electrical equipment -

Part 1-2: General requirements for basic
safety and essential performance -
Collateral Standard: Electromagnetic
disturbances - Requirements and tests.
(Group One, Class B per CISPR 11 / EN
55011)

Medical electrical equipment -

Part 2-37: Particular requirements
for the basic safety and essential
performance of ultrasonic medical
diagnostic and monitoring equipment

Medical electrical equipment -

Part 1-11: General requirements for
basic safety and essential performance -
Collateral Standard: Requirements

for medical electrical equipment and
medical electrical systems used in the
home healthcare environment

Medical electrical equipment -

Part 1-12: General requirements for
basic safety and essential performance -
Collateral Standard: Requirements

for medical electrical equipment and
medical electrical systems intended for
use in the emergency medical services
environment

Medical vehicles and their equipment -
Air ambulances

Part 1: Requirements for medical devices
used in airambulances

Medical vehicles and their equipment -
Road ambulances

Biological evaluation of medical devices
Part 1: Evaluation and testing within a
risk management process

Medical device software - Software life
cycle processes.

Medical devices - Part 1: Application of
usability engineering to medical devices




"The Vscan Air app can be downloaded via App Store or Google Play, accordingly. It converts after confirmed by e-mail registration
into a medical device. Before converting, it can be used for preview purposes as non-medical device.

In accordance to IEC classification for power plugs, one AC adapter with either an A, C, G, or | connector will be part of standard
configuration.

i Using the Vscan Air app with a mobile device which does not meet the minimum requirements may result in low-quality images,
unexpected results and possible misdiagnosis. The Vscan Air app may not work in all devices. A recommended step in testing a
particular device compatibility is the download, installation and first use of the Vscan Air app in preview mode.

¥ Not available in every country

¥When not charging using the wireless charger.

“'Including national deviations.

v Includes compliance to relevant sub-parts of ISO 10993 as per the intended use of Vscan Air.

© 2020 General 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 without notice or obligation. Contact your GE Healthcare representative for the most current information.
GE, the GE Monogram, imagination at work, Vscan Air and Vscan are trademarks of General Electric Company. GE Healthcare,

a division of General Electric Company. Google, Android and Google Play are registered trademarks of Google LLC. DICOM is

the registered trademark of the National Electrical Manufacturers Association for its standards publications relating to digital
communications of medical information. App Store is a trademark of Apple Inc., registered in the U.S. and other countries. IOS is
a trademark or registered trademark of Cisco in the U.S. and other countries and is used under license. The Bluetooth word mark
and logos are registered trademarks owned by Bluetooth SIG, Inc. WPA and WPA2 are registered trademarks of Wi-Fi Alliance.
SonoSim is a registered trademark of SonoSim, Inc.

GE Medical Systems, Inc., doing business as GE Healthcare.
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FMJ ELECTRIC MEDICAL SERVICE, S.R.O.

Technicky list

Vscan Air
Vyrobce GE Healthcare

Popis vyrobku:

Vscan Air je ultrazvukovy pristroj slouzici nejen pro rychlou akutni diagnostiku. Celg systém
se skladd z unikatni multifrekvenéni dudlini sondy s konvexnim a linedrnim snimacem
pracujici na baterii s vydrZi az 50 minut, v¢. rychlého bezdrétové dobijeni. Diky tomu je
systém mimoradné kompaktni a lehky. Systém je zalozen na nové technologii SignalMax™
pro vynikajici kvalitu zobrazeni. Télo sondy vyhovuje standardu kryti IP67 a odolnosti proti
otfesim MIL_810G. Sonda je pIné kompatibilni s chytrgmi telefony a tablety s operacnimi
systémy i0S (13 a vyssi) a Android (9 a vyssi). Je podporovan snadny a zabezpeceny prenos
dat do pocitace pomoci Wi-Fi a DICOM technologii.

Funkce systému:

Méreni vzddlenosti, prenos dat, ukladani snimkl a smycek, preddefinované vysetrovaci
mody pro zobrazeni: bficha, srdce, gynekologie/porodnictvi, cévniho a
muskuloskeletdlniho  systému, plic, nervld, malgch ¢&ésti, ocniho wvySetfeni a
neonatologického vysetieni hlavicky. Konektivita pomoci Wi-Fi nebo DICOM 3.0.

Ultrazvukové diagnostické mody:
B-mode, CF - barevng smérovy Doppler, THI - tkanové harmonické zobrazeni

Fyzikalni viastnosti dudlni sondy:
Rozmeéry pristroje: 131 x 64 x 31 mm, hmotnost 205 g
Dudlni sonda:
e konvexni strana: frekvenéni rozsah 2 - 5 MHz, Uhel sektoru 60°, hloubka zobrazeni
az 24 cm, vyznacend centrdini linie pro intervencni zakroky
e linedrni strana: frekvencni rozsah 3 - 12 MHz, Sife sektoru 40 mm, hloubka zobrazeni
az 8 cm, vyznacena centralni linie pro intervencni zakroky
Stupen kryti sondy: IP67 (odolnost dudlni sondy proti vniknuti ciziho télesa a vniknuti
kapalin, zejména vody nebo dezinfekce)

Dalsi technické parametry dudini sondy:

e maximalné mobilni, vglucné bezdratovy, ultrazvukovy systém

e odolny systém s jednim tlacitkem s nastavitelnou funkci (freez, store, ...)

e prace systému na baterii 50 minut

e standardizované bezdrdtové indukéni dobijeni systému, indukéni dobijeci sestava
soucdsti doddvky

e pevné pouzdro pro transport dudini sondy souc¢dsti doddavky

e bezdrdtova kompatibilita dudini sondy se zafizenimi s operacnimi systémy iOS
nebo Android

e volné stazitelnd, bezplatna aplikace pro praci se systémem

www.ultrazvukuy.cz
% info@emsbrno.com

tel.: 543 524 381

Authorized Distributor
GE Healthcare




Wj ELECTRIC MEDICAL SERVICE, S.R.O.

e indikacni diody na systému informuijici o stavu baterie a komunikaci s aplikaci

e mozny prenos dat pomoci Wi-Fi a DICOM technologii

e automatickd zména zobrazeni v aplikaci (horizontdlni/vertikalni)

e Cesky uzivatelskgy manudl soucasti aplikace

e ukladani obraz a smycek do aplikace s moznosti prace s ulozengmi daty

e moznd zména parametrd zobrazeni: gain, depth, TGC, frekvence, centralni linie, ...

e implementovanad prednastaveni pro snadné a bezpecné pouziti dudini sondy pro
vysetreni: bricha, srdce, gynekologie/porodnictvi, cévniho a muskuloskeletdlniho
systému, plic, nervl, mal(ch ¢asti, ocniho vysetfeni a neonatologického vysetreni

hlavicky
Obrazova dokumentace
~
A \ 3 o 3
\
Obr. €. 1: Kapesni mobilni bezdratovy systém Vscan Air
www.ultrazvuky.cz
info@emsbrno.com

tel.: 543 524 381

Authorized Distributor
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Obr. €. 3: Pouziti kapesniho systému Vscan Air

www.ultrazvuku.cz
info@emsbrno.com
tel.: 543 524 381
Authorized Distributor

GE Healthcare




e, SUKL

STATNI USTAV Srobarova 48 Telefon: +420 272 185 111

E-mail: posta@sukl.cz

PRO KONTROLU LECIV 100 41 Praha 10 Fax: +420 271732 377 Web: www.sukl.cz
ADRESAT ADRESA
Electric Medical Service, s.r.o. Ledce 74
Jaromir Maly Ledce-Ledce
664 62

VYPIS Z REGISTRU ZDRAVOTNICKYCH PROSTREDKU

Statni Ustav pro kontrolu lé¢iv, se sidlem v Praze 10, Srobérova 48 (dale jen ,Ustav”), jako spravni organ prisludny
na zakladé § 9 pism.b) a pism.c) zakona ¢.268/2014 Sb., o zdravotnickych prostfedcich a o zméné zakona
€. 634/2004 Sb., ospravnich poplatcich, ve znéni pozdéjSich predpist (dale jen ,zdkon o zdravotnickych

prostiedcich”), eviduje v Registru zdravotnickych prostfedkl ke dni 15.07.2022 nésledujici udaje:

Registracni Cislo 031878

IC 49970267

Nézev Electric Medical Service, s.r.o.

Sidlo Ledce 74, 66462 Ledce, Ceska republika

Kontaktni osoba

Seznam cinnosti:

e distributor obecnych zdravotnickych prostiedki
o Zdravotnické prostiedky:

00101047, LOGIQ V2

00101039, LOGIQ V1

00097252, VOLUSON E8
00087244, VOLUSON E10
00056348, VIVID S70

00096313, VIVID S60

00096292, LOGIQ P9

00096284, LOGIQ P7

00086027, VIVID E80

00086019, VIVID E90

00086000, VIVID ES5

00282343, Revolution EVO
00228451, AW server, version: 3.2
00276875, LOGIQ S8

00276912, LOGIQ S7

00282239, Lunar - Rentgenovy kostni denzitometr
00282335, AW server (verze 3.2.)
00280305, VIVID iq

00282116, VIVID T8

00288681, GR40CW
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00301372, GM85

00314640, 4D View

00331627, Brivo OEC 865

00359988, Senographe Pristina 3D
00359427, Proteus XR/a

00466767, OEC Elite

00502553, VIVID S70N

00479082, VIVID q

00479090, LOGIQ e

00368614, Senographe Pristina
00359961, Optima XR220amx
00479066, LOGIQ E9

00479074, VIVID i

00502561, VIVID S60N

00479103, VOLUSON P6

00479058, VSCAN Extend

00479138, VOLUSON i

00483938, LOGIQ P5

00484084, VERSANA ESSENTIAL
00479023, VIVID S6

00478995, VIVID S5

00479111, VOLUSON P8

00483946, LOGIQ P6

00484068, VENUE

00479031, VSCAN with Dual Probe
00484041, VENUE 50

00469036, GUGOA

00473289, PROTOCO2L Touch insuflator tlustého streva
00484033, VENUE 40

00473297, PROTOCO2L Touch™ Aplika¢ni sada s malym katetrem a retenéni manzetou
00530976, LOGIQ C5

00530941, LOGIQ C3

00531047, VOLUSON E6

00531004, VIVID 7

00569205, GE OEC Fluorostar
00550643, VIVID E9

00568915, OEC One

00675518, LOGIQ E10

00681176, Coronis Uniti (MDMC-12133)
00669249, EchoPAC

00680261, VERSANA PREMIER
00681168, Coronis Fusion 4MP (MDCC-4330)
00464171, Discovery MR750 3.0T
00230826, Discovery XR656
00265113, Discovery MR750 3.0T
00358424, Discovery XR656
00764879, VIVID T9

00765898, Invenia ABUS

00248591, OEC Elite MiniView
00813415, AMIS*PACS FLEXSERVER G2
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00839420, VENUE Go
00844203, VERSANA ACTIVE
00844190, VERSANA BALANCE
00850638, PRS 500 B
00851518, OEC One CFD
00871842, VOLUSON P10
00871834, VOLUSON P10 XL
00871869, VOLUSON S8t
00881274, LOGIQ E10s
00881266, LOGIQ S7 XDclear 2.0
00884803, LOGIQ E10 R2
00905969, VSCAN ACCESS
00908510, Easyslide 30
00909791, VOLUSON SWIFT
00909804, VOLUSON SWIFT+
00913838, Easyslide 30 DR
00918786, MedDream
00942532, VENUE Fit
00948977, Vscan Air CL
00948969, Vscan Air
00948264, ViewPoint 6
01015298, VOLUSON S6
01015263, VOLUSON S10
01015271, VOLUSON S8

= (01015327, LOGIQ F6

= (01015335, LOGIQ F8

= (01015343, LOGIQ V5

= (01015351, LOGIQ V3

= (01018368, LOGIQ P8

= (01018376, LOGIQ P10

= (01047214, LOGIQ Fortis
osoba provadéjici servis obecnych zdravotnickych prostiedku
Vyrobce: GE Medical Systems Ceska republika, s.r.o.

Prilohy:

Typ pfilohy

Nazev souboru

Popis

Kopie autorizace od vyrobce pro
osobu, kterd doklad o Skoleni
lodborné udrzby vydala

Autorizacni listina - Servisni
organizace

Kopie dokladu o Skoleni
odborné udrzby

Certifkat o Skoleni servisnich

technic:

Dalsi - specifikujte

Certifkat o Skoleni servisnich

technic-

Dalsi - specifikujte

Kopie dokladu o skoleni
odborné udrzby

Certifkat o skoleni servisnich

technic - I

Dalsi - specifikujte

Kopie dokladu o skoleni
odborné udrzby

Certifkat o Skoleni servisnich

techniv -

Kopie dokladu o skoleni
lodborné udrzby

Kopie dokladu o skoleni
odborné udrzby

Autorizacni listina - Servisni

organizace
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Certifkat o skoleni servisnich

Dalsi - specifikujte echniki _

Certifkat o Skoleni servisnich

Dalsi - specifikujte achiikd _

Vyrobce: SMAM srl

Prilohy:
Typ prilohy Nazev souboru Popis
Kopie dokladu o $koleni
sl e SMAM Mal
lodborné udrzby Y
Dalsi - specifikujte Autarizacni listina SMAM Autorizace EMS
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GE Healthcare

DECLARATION OF CONFORMITY

following the provisions of the medival devices directive 93/42/E6C, Annex 1, and of the radiv equipsient direcdtive
2004/53/1U, annex 11, and of the RoHS directive 2011/65/8U

Manulacturer;

GE Vingmed Ultrasound AS
Strandpromenaden 45
3191 Horten, Norway

Manufaciuning site:

GE Healthcare Austria GmbH & Co OG
Tiefenbach 15

A-A871 Zipf, Austria

Declare under our sole resporsibility that the device:

Vscan Air CL

General ultrasound imaging systent, battery-powsred,
Software version: 1.1

Rel.: See attached addendun,

GMON Code: 60924

Classification rule (93/42/EC Annex 1X): 10 Class: a

Towhich this declaration relates is in canformity with the requiremems of the medical devices directive 93/42/FEC
which apply to it and with the requiremints of the directive 2011/65/EU on the restriction of the use of certain
hazardous substances in electrical and electrenic equipment and Directive 2014/53/EU.

This conformity is hased on the following clements:

o For the directive Y3282/EEC (MDD)
Techmcal documentation, ref Tochinical File DOC2506513, ol the product to which this deciaration relates.,

tC rertificate: approval of full ceality assurance system lannex 1 of the directive 93742 11C) delivered by
TUY SUD Product Service GmbH (Notified Body 0123), Certificate No.: G1 023782 0112, issued on
September 02, 2009,

Harmonired stondards applied on the praduct 1o which this declaration relates:

EN b\‘lﬁ&l l ;mr + 1‘ 2(‘1 3

rodical Electrical Eqmnmen! Part 1 General Requitements for Basic Safety and
weontiil Bovformanes

{NGDbI'Jl. 251 ?0\‘)R~

12046 Particular requirements for the basic solety and essential perfurmance of ultrasonic
fl

medical hsghostic and monitonn equipment. )
Medic u‘tluc'l'iulequmment “Harl 12 Gem-.-lalrcquuomn:lus for basc safetyand
essential performance — Callateral Standard; Flectromapnetic disturbances —

| Reguirements and tests

Standard |8
g

| ENB0BOL 1 2:2G15

[, —

Wi, China, 28 February 2021 Wel Liwen, Reguiatory Affairs Leader

This £C declaration of conformity is the first declaration for the full peoduction systeins of Vacan Alr €L

Wei Liwsen pg.{Ju(.ij ﬁ'ﬁ&iﬁ Leadles

24, Tah. 222

DBOC2N N7 Pugs 1af 3



GE Healthcare

| Standard | Description SR

| EN60601-1:6:2010+ ! Modicsl electrical equipment, collateral standard |

—— ey

2 } il devices - Apg!:r..uwn n of nsab!lity mgg-rewmg to medical divices i
| EN 623042 20&51 ALZOLS | Madic al device software - Software fe-cytio pracosses _ .
EN 10412008 + A12015 | Infurmation supplied by the manufacturer vath medical devices _
ENISO 15223-1:2010 | Madical devices — Symbols 10 be used with medical device lbels, iahellmg and J
| infarmation to be supplied = Part 1: General requirements (150 15223-1:2016, i

- Correctod version 2017033
OO?*AZ'EON i Madxai u::hl(les and their equnpmmt Road ambulances

EN 15718-1:2014

Medie Al vehicles and their equipment - Air ambulances - Part 1 Rnnunomor\tsfm
madical devices used in ait ambulances

ENISO 10893-1 2009, | Biologeal cvaluation of medical devices |
AC:2010 |

asyontial pecformance - Colfateral standard: Requirements for medical clectrical
equipment and medical slectrical SyStems . used in the home healthcare envicanment

ENGOGDT 1 12:2G15 Generaliequiremients for basic safoty and essential performance medical electrical
1 - eguipiment and medical electrical systems intendod for use in the emergency moedical
1 L SRIvICES envirgnment

CEMBOGRI-1-11:201% " tpdical elog trical equipment - Part 1-11' General reguisoments far basie safoty and {
i
|

- — -

*  Tor the directive 2001/65/EU {RoHS]

Technicai documentatian, ref Technical File DOC2506513, of the product to which this deglaration relates,

o Forthe directive 2014/53/FU {Radio Equipiment Directive)
= Technical documentation, ref Tecinical File DOC2506513, ol the product (o which this declaration relates.

= Harmopized standards applied on the product to which this dectaration relates:

Lgt_mdard rd | Deseription ]
EN&DBNT-1:2006 « Madical Clectrical Eqmumrn! Fart 1 General Ruqu‘rmmoms for Basic ‘mlnty and Eszential
AL20LS | Peifarmanee — g— fea e

| ETSIEN 301 489:1 | Flecrio Idampnr C t\r'\pahbalrty’l'MC‘l tandard for radio equipment and seivices: Part L

| We&.2o Common techmcal regarements; Harmonized Standard covering the essential

reguiraments of article 3.1¢h] of Directive 2614/53/CU and the pasential requiremernts of
article & of Duective 2014/30/Ey

i FTS1EN 301 489.5 Flortio M1gnnur ¢ nmpatibifity {EMCI standard for 1adin eqm'um.ml and servicos; Part 5

vzl Specific conditions for Short-Range Devices ISRD) aperating on frequencies betweon 9

’ Bz and 246 GHe: Harmonised Standard covering the essential requircments of article
.| S1MYlof Ditective 2014/S3/EU
ETSIEN 30T AB9-17 | Elecuo Magaetic Compatibility {EMC] standard for radio eo eauipmant and seivices. Part a7

| vaze Specific conditions for Beeadband Data Transmission Systems, Harrnonized Standard

| | S L Covenp thie psseniial requirements of article 3 1{b) of Directive 2004/53/600

| ETSTENSU0 328 Widaband transmussion systems, Data transmission CUUIPMENT Hperating in the 2,4 (
b1 1564 band and using wide banid modulation techniques; Haimonised Standard cavering

| the essential requirements of article 5.2 of Dicective 2014/53/FU

| ETSH EN301 853 5 GHz RUAN, Harmonised Standard covnring the easential reguiremoats of artcle 3.2 of
vell | Gwertive M14/53/EU
ETSIEN 300 330 Shart Range Devices (SR Radio equnpmnﬂt in the hequency | anpe 9 kHe to 25MHz and

A inductive ‘oof systems in the equency range 9 kHz to 30 MHZ, Harmanised Standard
| covering the essential requitements of articie 3.2 of Directive 2014/55/14

Wi, China, 28 February 2021 Wi Liwen, Regulatory Affirs Leatder

This EC deciaration of confarmity is the first declaration for the full production systems of Vscan Air CL
Wei Liwen. PMJU-‘#U}; A-ffm‘rg Lew clor

£OC2506TIT 28 Teb, 20| g 20f 3



e : GE Healthcare

mr_gw; EC DECLARATION OF CONFORMITY ﬂa;gt_l 28 Fabruary 2021

| geHccats®™ | partn numlmi"‘1 [

1T haserice Vscan Air CLG1

| HaS611AD | Vscan Air €L C1
[OPTIONSANDACCESSORIES | GeMCCat# | partnumbed”® | gepl l
Vscan Air | N/ _!_ GPOOO250 | Vacan A:r Tor :OS 1
{ N/A | GPDOO240 | Vscan Air for Android |
! i: HASE11AH Gr200113 | N/A |

| International AC Adapters | ) GP200114 |

| Wireless Charger Pud HASSK12Z/HAR611CG | GP200303 | H/A |
. Vscan Air Protective Carrying Case | HJ‘ISGHI\G ) _GP200301 | N/A B

Hotes

1. GEHC Cat # identifies thie devicel) in the manufacturer's catalug antd s usually included an commerncial documents ke sale
contract, order processing documents and shipping doruments

2 Part number identifies the device i the manufacturec’s design. manufacturing and service dozumentation,

3. REF i aifixed 10 the devices as oproduct identifiar ander the harmonized symbol

4. Uptions and Accessories are compatible with the Vscan Air CL and bear the Ce-mark and, if applicable, Mottfied Body number
cortesponding to the EC Diclaration under which it s CE-marked, GE Vingmed Ultrasound AS has verdied the mutuai
compatibiiity of the device i combmation with Vscan Air CL and incliged relevant information (o users with the Vscan Al user
manual. This activity was suliject to appropriate methods of internal monitoning, verilication and validation

5. The Vscan Air part number GPOOUZS0, GI'UOR40 will not be seen on the device

Wuxi, China, 28 February 2021 Wei Liwen, Rejulatory Affairs Leader
This EC declaration of conformity is the first declaration for the full production systems of Vacan Air CL
. =
Wei Liwen  Rogulaary Mty Leader
J.S F% 2’&” Pago 3ot}
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Preklad z anglického jazyka

[logo spolecnosti
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GE Healthcare

PROHLASEN{ O SHODE

Podle ustanoveni smérnice 93/42/EHS o zdravotnickych zafizenich, Pfiloha I, smérnice o radiovych zafizenich
2014/53/EU, Pfiloha Il a smérnice RoHS 2011/65/EU

My,
vyrobce
GE Vingmed Ultrasound AS
Strandpromenaden 45
3191 Horten, Norsko

prohladujeme na svou vlastni odpovédnost, Ze zafizeni tfidy lla:

Vscan Air CL

obecny ultrazvukovy zobrazovaci systém s bateriovym napajenim,

softwarova verze 1.1
Zn.: viz priloZzeny dodatek,

kéd GMDN: 60924,

klasifikaéni pravidlo (93/42/ES Priloha IX): 10, trida: lla,

ke kterému se toto prohlaseni vztahuje, je ve shodé s pfislusnymi pozadavky smérnice 93/42/EHS o zdravotnickych
zafizenich, s poZadavky smérnice 2011/65/EU tykajici se omezeni pouzivani urtitych nebezpecnych latek v
elektrickych a elektronickych zafizenich a se smérnici 2014/53/EU.

Tato shoda se zaklada na nasledujicich prveich:

e Prosmérnici 93/42/EHS (MDD)

o Technicka dokumentace viz technicka slozka DOC2506513 vyrobku, na ktery se toto prohlaseni

vztahuje

o ES certifikat: schvéleni Uplného systému zajisténi kvality (Pfiloha Il smérnice 93/42/EHS) vydany
spoleénosti TUV SUD Product Service GmbH, Ridlerstrasse 65, 80339 Mnichov, Némecko
(Notifikovany organ 0123) / Certifikat €. G1 023782 0112 dne 2. zafi 2019.

o Harmonizované normy aplikované na vyrobek, na néji se toto prohlaseni vztahuje

Norma

Popis

EN 60601-1:2006 + A1:2013

Zdravotnickd elektricka zafizeni Cast 1 : obecné poZadavky na zdkladni
bezpecnost a podstatny vykon

EN 60601-2-37:2008 + A1:2016

Konkrétni pozadavky na zakladni bezpecnost a podstatny vykon
ultrazvukovych zdravotnickych a monitorovacich zafizeni

EN 60601-1-2:2015

Zdravotnicka elektricka zafizeni - Cast 1-2: obecné pozadavky na zakladni
bezpeénost a podstatny vykon — vedlejsi norma : elektromagnetické rudeni —
poZadavky a testy

Wuxi, Cina, 28. Ginora 2021

Wei Liwen, vedouci zaleZitosti regulace

Toto ES prohlaseni o shodé je prvnim prohlasenim pro plné produkéni systémy Vscan Air CL

DOC2506 507

Wet Liwen vedouct zdleZitost regulace
28, nora 2021
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[logo spolecnosti) GE Healthcare o
| Norma Popis
I EN 60601-1-6:2008 + Zdravotnicka elektricka zafizeni, vedlej§i norma

A1:2015

EN 62366-1:2015

Zdravotnicka zafizeni - aplikace stanoveni pouZitelnosti na zdravotnicka zafizeni

EN 62304:2006+A1:2015

Software zdravotnickych zafizeni, proces Zivotniho cyklu softwaru

EN 1041:2008 + A1:2013

Informace poskytnuté vyrobcem se zdravotnickymi zafizenimi

EN IS0 15223-1:2016

Zdravotnicka zafizeni - symboly k pouZiti na Stitcich zdravotnickych zafizeni, Stitkovani a
poskytnuté informace - Cast 1: Obecné poZadavky - 150 15223-1:2016, opravena verze 2017-3.

EN 1789:2007 + A2:2014

Zdravotnicka vozidla a jejich zafizeni - sanitky

EN 13718-1:2014

Zdravotnicka vozidla a jejich zafizeni - letecké sanitky - Cast 1: pozadavky pro zdravotnickd
zafizeni pouzivana v leteckych sanitkach

EN 1SO 10993-1:2009 /
AC:2010

Biologické vyhodnoceni zdravotnickych zafizeni

EN ISO 60601-1-11:2015

Zdravotnicka zafizeni - Cast 1-11: obecné po#adavky na zakladni bezpeénost a podstatny vykon.
Vedleji norma: pozadavky pro zdravotnicka elektricka zafizeni a zdravotnické elektrické systémy
pouiivané v prostfedi domadci zdravotni péce.

EN60601--12:2015:

Obecné pozadavky na zakladni bezpeénost a podstatny vykon - zdravotnicka elektricka zafizeni a
zdravotnickeé elektrické systémy uréené k pouziti v prostfedi urgentni zdravotni péce

e Prosmérnici 2011/65/EU (RoHS)
o Technicka dokumentace zn.: DOC2506513 vyrobku, na ktery se toto prohlaseni vztahuje

e Prosmeérnici 2014/53/EU (Smérnice o radiovych zafizenich)
o Technicka dokumentace zn.: DOC2506513 vyrobku, na ktery se toto prohldseni vztahuje
© Harmonizované normy aplikované na produkt, na ktery se toto prohlaseni vztahuje"

Norma

Popis

EN 60601-1:2006 + A1:2013

Zdravotnicka elektrickd zafizeni Cst 1: obecné poZadavky na zakladni bezpeénost a podstatny
vykon

ETSI EN 301 489-1:v2:2.0

Elektromagneticka kompatibilita (EMC) norma pro radiova zafizeni a sluzby; Cast 1 obecné
technické pozadavky; Harmonizovand norma pokryvajici zakladni pozadavky Clanku 3.1(b)
Smérnice 2014/53/EU a zakladni pozadavky Clanku 6 Smérnice 2014/53/EU

ETSI EN 301 483-3:vV2:1.1

Elektromagneticka kompatibilita (EMC) norma pro radiova zafizeni a sluzby; Cést 3 specifické
podminky pro zafizeni s kratkym dosahem (SRD) pracujici na frekvencich 9 kHz - 246 GHz;
Harmonizovan4 norma pokryvajici zakladni pozadavky Clanku 3.1(b) Smérnice 2014/30/EU

ETSI EN 301-489-17 V3.2.0

Elektromagnetickd kompatibilita (EMC) norma pro radiova zafizeni a sluiby; Cast 17 specifické
podminky pro zafizeni s kratkym dosahem (SRD) ; Harmonizovana norma pokryvajici zakladni
pozadavky Clanku 3.1(b) Smérnice 2014/53/EU

ETSI EN 300328 vV2.1.1

Sirokopasmové pfenosové systémy. Zafizeni pro prenos dat pracujici v pasmu 2.4 GHz ISM a
pouzivajici technologie Sirokopasmové modulace; Harmonizovana norma pokryvajici zakladni
pozadavky Clanku 3.2 Smérnice 2014/53/EU

ETSI EN 301 893 v2.1.1

5 GHz RLAN Harmonizovana norma pokryvajici zakladni pozadavky Cldnku 3.2 Smérnice
2014/53/EU

ETSI EN 300 330 v2.1.0

Zafizeni s kratkym dosahem (SRD). Radiovd zafizeni s frekvenénim rozsahem 9 kHz - 25 MHz a
systémy s indukéni smyckou s frekvenénim rozsahem 9 kHz - 30 MHz. Harmonizovana norma
pokryvajici zakladni pozadavky Cldnku 3.2 Smérnice 2014/53/EU

Wuxi, Cina, 28. (nora 2021

Wei Liwen, vedouci zaleZitosti regulace

Toto prohldseni o shodé je prvnim prohlasenim pro piné produkéni systémy Vscan Air CL

Wi Liwen vedouct zhleZitost! regulace
28. unora 2021

DOC2506 507
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[logo spolecnosti] GE Healthcare
DODATEK K ES PROHLASENI O SHODE ze dne 28. (inora 2021

[ Nazev PRODUKTU GEHC Kat # Cislo souastky™ REF™

| Vscan Air CL H45611CB GP000158 Vscan Air CL G1

| H45611AD GP000153 Vscan Air CL C1
Moinosti a 1:'FfsI|.|§ar|sr.\.'ir'l GEHC Cat # Cislo soui.‘éstkym REF?
Vscan Air CL - nehodi se - GP000250 Vscan Air pro i0S

- nehodi se - GP000240 VscanAir pro Android
Mezinarodni adaptéry AC GP200113 x
H45611AH GP200114 nehodi se

Bezdrdtova nabijecka H4558177 / H45611GC GP200303 - nehodi se -
QOchranné pfenosné pouzdro Vscan Air H45611AG GP200301 - nehody se -

Poznamky:

1. GEHC Cat # oznatuje zafizeni v katalogu vyrobce a vétsinou je obsahuji komeréni dokumenty, napf. kupni
smlouvy, doklady o zpracovéni zakazky nebo dodaci listy.
2. Cislo soutastky oznaluje zafizeni v dodavatelové projektové, vyrobni a servisni dokumentaci.

t

REF se umistuje na zafizeni jako vyrobni identifikator spolu s harmonizovanym symbolem .

4. Moinosti a pfislusenstvi jsou kompatibilni se zafizenim Vscan Air CL a je na nich znacka CE a pfipadné ¢islo
notifikovaného organu odpovidajici ES Prohlaseni o shodé, podle kterého se znacka CE pfidéluje. Spoleénost
Vingmed Ultrasound AS ovéfila vzajemnou kompatibilitu zafizeni v kombinaci se zafizeném Vscan Air CL a
pfipojila pfislusné informace pro uzivatele do uzivatelské pfirucky vyrobku Vscan Air. Tato ¢innost byla
monitorovana pfislusnymi metodami vnitini kontroly a verifikace.

5. Cislo sou¢astky GPO00250, GP000240 Vscan Air nebude na zafizeni vidét.

Tlumocnickd doloZka

Jako tlumoénik jazyka anglického, jmenovany rozhodnutim
Krajského soudu v Brné ze dne 23. 5. 1994, ¢.j. Spr. 2204/93

stvrzuji, Ze pfeklad souhlasi s anglickym textem pripojené listiny.
Tlumoénicky ukon je zapsan pod pofadovym cislem

Podpis tlumocnika

Wuxi, Cina, 28. inora 2021

deniku.

Wei Liwen, vedouci zaleZitosti regulace

Toto prohlaeni o shodé je prvnim prohlddenim pro piné produkéni systémy Vscan Air CL
Wei Liwen vedouct zAleZitostl regulace

28, vnorg 2021

DOC2506 507
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Priloha €. 2 - Polozkovy rozpocet



Pfiloha €. 2 Kupni smlouvy

PoloZkovy rozpocet

Bezdratové ultrazvukové pristroje do kapsy pro Il. interni kliniku - opakované fizeni

Poloik 5 Jednotkova cena za 1 ks v Ké bez| Celken za poloiku v K& | Celkem za polokku vige | Celkem za polokku v Ké Zdrgy
g | o Poiatis DPH bez DPH DPH v K& vEeind DPH financowani
1 Bezdrétovy ultrazvukovovy pfistroj do kapsy 2 148 000,00 K& 296 000,00 K& 62 160,00 K& 358 160,00 K& 9801
Celkem cena bez DPH 296 000,00 K&
Celkem DPH 62 160,00 K&
Celkem cena véetné DPH 358 160,00 KE
vypini Géastnik v rdmei zp ani nabidkové ceny
V Bmé dne

Jaromir Maly, jednatel




