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GE Healthcare

DECLARATION OF CONFORMITY

Following the provisions of the medical devices directive 93/42/EEC, Annex |I, and of the radio equipment directive
2014/53/EU, annex I, and of the RoHS directive 2011/65/EU. pFRER R

Manufacturer:

GE Vingmed Ultrasound AS
Strandpromenaden 45,
3191 Horten, Norway

Declare under our sole responsibility that the class lla device:

Vivid E85, Vivid E90, Vivid E80
Ultrasound system, Imaging, Cardiovascular
Software version: 202

Ref.: See attached addendum.

GMDN Code: 40763
UMDNS Code: 17-422
Classification rule (93/42/EC Annex IX): 10

To which this declaration relates 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 201 1/65/EU on the restriction of the use of certain
hazardous substances in electrical and electronic equipment and Directive 2014/53/EU.

This conformity is based on the following elements:

s  For the directive 93/42/EEC (MDD)
Technical documentation, ref Technical File DOC1605870, of the product to which this declaration

relates.

EC certificate: approval of full quality assurance system (annex Il w/o (4] of the medical devices directive
93/42 EEC) delivered by TOV SUD Product Service GmbH, Ridlerstrasse 65, 80339 Munich, Germany
(Notified Body 0123), Certificate N° G1 16 03 23782 082, issued on June 09. 2016.

Harmonized standards applied for CE marking according to Directive 93/42/EEC:

Medical electrical equipment, general requirements for safety, EN 60601-1:2006 + A12:2014

Medical electrical equipment, part. requirements for ultrasonic equipm, EN 6060 1-2-37:2008 + A1:2015
Medical electrical equipment, collateral standard, EN 60601-1-2:2007 + AC:2010

Medicol electrical equipment, collateral standard, EN 60601-1-6:2010 + A1:2015

Medical devices, application of usability engineering to medical devices, EN 62366:2008 + A1:2015
Medical Device Software, Software lifecycle process, EN 62304:2006 + AC:2008

Information supplied by the manufacturer of medical devices, EN 1041:2008 + A1:2013

Symbols for use in the labeling of medical devices, EN980:2008

symbols for use in the labeling of medical devices, EN 150 15223-1:2016

Horten, November 23, 2017

This EC declaration of conformity supersedes the previous dectaration for Vivid 95, Vivid E90, Vivid EBO v

October 04, 2017,

DOC1605874
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Jan Tore Thollefsen
Regulatory Affairs Manager

ersion v202, dated
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»  For the directive 2011/65/EU (RoHS)

- Technical documentation, ref Technical File DOC1605870, of the product to which this declaration
relates.

*  For the directive 2014/53/EU (Radio Equipment Directive)

- Technical documentation, ref Technical File DOC1605870, of the product to which this declaration
relotes,

- Harmonized standards applied on the product to which this declaration relates:
Health & Safety (Directive 2014/53/EU Art. 3(1)al); EN 60601 1:2006 + A12:2014 per Directive 93/42/EEC;
EMC (Directive 2014/53/EU Art. 3(1)b)): EN 60601-1-2: 2007 + AC: 2010 Section 6 per Directive 93/42/EEC:

Py Radio Spectrum (Directive 2014/53/EU Art. 3(2)): EN 300 328 v2.1.1 (2016-11); EN 301 893 v1.8.1 (2015-03)
e + EN 301 893 v2.1.1 (clouse 4.2.8 only)-as declared in DOC2039913.
"

an Tore Thollefsen

Horten, November 23, 2017 Regulatory Affairs Manager

Page 2 of 5
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DUM TO THE EC DECLARATION OF CONFORMITY dated November 23, 2017
Vivid €95, Vivid E90, Vivid E80 (v202) - Product, options list and 1/0

CONSOLE Name /with description GE Vingmed Part #0  | GEMSCat # ™
\flw!d E95 GCO00500 HA45581AA
Vivid £90 GC000510 H45591A8
Vivid E80 e GC000520 H45591AC
QPTIONS CONSOLS | - ) ] . GEMSCat#1®
Vascular Controst H45561MZ
Adv. Contrast Imaging H45571GY
AFI Productivity Package HA5561GX
IMT H45561GY
4D Strain and LV Mass H45561NB
4D Auto AVQ H45581CL
Stress H45561NC
Auto 2D EF H45561ND
4V Enable H45561R)
Advanced Qscon Imaging HA45561RK
40 Auto MVQ H45581AD
40 Auto RVQ H45591AE
MVA to 4D Auto MVQ conversion H45591AM
RV Volume to 4D Auto RVQ conversion H45591AN
4D PolarVision, Vivid Exx H45571HA
TEE Interface Module H45571FK
Quantitative Analysis Package : H45571FL
Tissue Tracking H45571FM
Scon Assist Pro H45571FP
DICOM Conneclivity Package H45571FR
HDlive HA45581EG
AF| Stress H45581EH
DICOM viewer H45581E)
6VT biplane/triplane option H45581EK
Blood Speckle Imaging (8S) H45591AF
Myocardial Work H45591AG
4Ve-D Enable H45591PA
10T-D Enable E series ) H45591P8
Vmax option H45591HY
o - ) GEMS Cat # 12
ECG cable, adult, AHA H45571PY
ECG lead set, adult, AHA H45571PZ
ECG cable, adult, IEC HA5571RA
ECG lead set, adult, IEC H45571RB
ECG cable, neo, AHA H45571RD
ECG cable, neo, IEC H45571RE
Lead/electr neo AHA 600 H45571R]
Lead/electr neo 1EC 600 H45571RK
Adapter, ECG 3-lead H45571RL

Notes used in the table :

1. GE Vingmed Part # identifies the devicels! in the manufocturer’s design, manufacturing ond service documentation. 1t is
wsually affixed to the devicels) in the form of a product identification or rating label.

2. GEHC Cat # identifies the devicels) in the manufacturer's catalog ond is usually included on commercial documents like
sale contract, order processing documents and shipping documents. ) .

3. 1/0-devices may carry the CE-mark and, when applicable, the Notified 8ady number corresponding to the €C Declaration
under which the products are CE-marked by their menufocturer. GE vingmed Ultrusounq AS hos verified the mutuol
compatibility of the devices in combination with Vivid £95/E90/E80, ond included relevant information to users with ‘Ehe
Vivid £95/690/E80 instructions for use, This activity wos subject to appropriate methods of internal control and inspection.

(e 7

Horten, November 23, 2017 Jan Tore Tholiefsen
egulatory Affairs Monager
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Vivid E95, Vivi

= RO e e L

d E90, Vivid E80 (v202) - Probes with accessories
PROBES w, Accessories P ' TYPE W GEHC Cat # @)
4v-D BF H4001BT
4Ve-D BF H40482L.S
M55¢-D BF HAa4901AE
65-D BF H45021RR
125-D CF H45021RT
A-D BF Ha0642LM
11L-D BF H&0432LN
€1-6-D B8F Ha047 2T
C2-9-D BF Ha04621LN
8C BF H404120J
iC5-9-D BF H404421LK
3-10-D BF H404821.8
L8-18i-0 BF Ha404521L
6Tc BF H455512D
GTc-RS & BF H455512E
6VT-D BF H455818J
T BF H45521DY
97-Rs B BF H45531YM T
10T-D BF H44901AH
P2D BF H4830JE
PED BF H4830JG
TEE Cleaning ond Storing System N/A H45551NK
TEE Storage Rack N/A H45551NM
TEE PROBE ADAPTER FOR 6T-RS/9T-RS N/A H45541PX
TEE Scanhead Protection Cover N/A H45521CK
Ped TEE Scanhead Protection Cover N/A H45541RN
Scanhead protection, pediatric, 25pcs N/A H45551MT
TEE Clip-On Bite Guord Adult N/A H45511EE
TEE Clip-On Bite Guord Adult OR N/A H45521CB
TEE Conventional Bite Guard Adult N/A - H45521JH
TEE Conventional Bite Guard Ped, N/A H45521JG
Bite Hole Indicator ) N/A H45531HS
4Vc-D Multi Angle Biopsy kit N/A H40482LP
(1-6-D Biopsy bracket N/A H491388
€2-9-D Biopsy bracket N/A H4913BA
iC5-9-D Needle guide N/A EB385MJ
9L Bio quide starter kit N/A H49068K
12L-RS / 11L-D Multi biopsy guide N/A H404321.C
M5Sc-0 Biopsy kit N/A H45561FC

Notes :
2. GEHC Cat#identifies the devicels) in the manufacturer's catalog ond is usually included on commercial documents like sale
contract, order processing documents ond shipping documents.

3. Probes ond accessories moy carry the CE-mark and, when applicable, the Notified Body number corresponding to the
EC Declaration under which the products are CE-marked by their manufacturer. GE Vingmed Ultrasound AS hos verified
the mutual compotibility of the devices in combination with Vivid E95/E90/€80, ond included relevant information to
users with the Vivid E95/E90/E80 instructions for use. This activity was subject to oppropriote methods of internal control

and inspection. )
Type identifies the degree of protection against electric shack for each probe, as lobeled on the probe itself,

The probes 6Tc-RS and 97-RS can only be used on Vivid E95/E90/EBD when used together with the TEE Probe Adapter -RS,
H45541PX. The adapter itself is not on applied port.

}ém Tore Thollefsen

Horten, November 23, 2017 .
Regulatory Affairs Manager

DOC1605874 Page 4 of 5
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Vivid E95, Vivid E90, Vivid E80 (v202) - Accessories and Upgrades

ACCESSORIES B GEHC Cat # 1@
View-X H45591AK
B&W printer, digital with USB HA5531HK
Color Laser Printer 220V HA45541M.)
Color Video Printer H45561AA
Installotion for printers H45541MK
ECG Cable set H45521AL
Tripedol footswitch H46732LF
USB Memary Key 32GB H45581NA
External USB hard disk, 2TB H4557 1YW
Externol Digital Video Stream Recorder H45581EL
Protective Caver Vivid Expert H45551N
Stereg Glasses for 3D visualization, Set H45551MH
Spectocle Casing H45551MJ
Anacrome 3D glasses H45551MK
Anacrome 3D glasses Clip-On Flips H45551ML
ReolD 038 3D Glosses H45571YR
RealD 04 Clip-on 3D Glass HA45571YS
Sony 30 monitor kit H45581AT
Vivid Exx DVD Option H45581N8B
Optical Isolation cable H455715A
Wireless USB Adopler H45591HS
Vivid Exx Veterinary Kit H45581L.C
Vet probe Caution Label H48492AW [ H4B992LR
UPGRADES @I GEHC Cat # 12
Vivid E80 4D upgrade H45581NY
Vivid £90 4D upgrade H45581EM
Vivid EBO_ES0_E95v201 to v202 H45591AL
R2 Software E series  H45591HT
40 HVR Enabler H45591HW
GRLY board for 4Vc-D H45591KD

Notes:

2. GEHC Cot # identifies the devicels) in the manufacturer's catalog and is usually included on commercial documents like sale
contract, order processing documents and shipping documents.

3. Accessories may carry the CE-mark ond, when applicable, the Notified Body number corresponding to the EC Declaration
under which the products ore CE-marked by their monufacturer. GE Vingmed Ultrasound AS has verified the mutual
compatibility of the devices in combination with Vivid £95/E90/E80, and included relevont information to users with the
Vivid E95/ES0/E80 instructions for use. This activity was subject to appropriote methods of internol contral and inspection.

4, UPGRADES are itemns available for aftermarket sales. An upgrade may include ond enable functionality which is identified
as being “Not available” for the initiol production ond sale of the same model.

Jan Tore Thollefsen

Horten, November 23, 2017 ;
Regulatory Affairs Manager

DOC1605874 Page 50f§
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l‘ogo spolecnosti] GE Healthcare

ES PROHLASEN{ O SHODE

Podle ustanoveni smérnice o zdravotnickych zafizenich 93/42/EHS, Pfiloha II, smérnice 2014/53/EU,
pfiloha Il o radiovém vybaven( a smérnice RoHS 2011/EU

Vyrohce:

GE Vingmed Ultrasound AS
Strandpromenaden 45,
N-3191 Horten, Norsko

prohladujeme na svou vyhradni odpovédnost, 7e za¥fzen( tfidy lla:

Vivid E95, Vivid E90, Vivid E80

ultrazvukovy p¥fstroj, zobrazovani, kardiovaskularni
Softwarova verze: 202

Ref.: viz pfiloZeny dodatek

kod GMDN: 40763

Kéd UMDNS: 17-422

Klasifikacni pravidlo (93/42/EC P¥iloha IX): 10

ke kterému se toto prohlédeni vztahuje, splfiuje pozadavky smérnice 93/42/EHS o zdravotnickych zafizenich,
které se na né vztahuiji a s poZadavky smérnice 2011/65/EU o omezenich pouZivani urtitych nebezpetnych latek
v elektrickych a elektronickych zafizenich a smérnice 2014/53/EU.

Tato shoda se zaklada na nasledujicich skute¢nostech:
0 Pro smérnici 93/42/EHS (MDD)

o Technicka dokumentace, viz technickd dokumentace DOC1605870 produktu, na ktery se toto prohlageni vztahuje,

o Certifikat ES: schvélenf Upiného systému zajisténi kvality (PHloha Il smérnice 93/42/EHS o zdravotnickych zafizenich) udéleny
spoletnosti TUV SUD Product Service GmbH, Ridlerstrasse 65, 80339 Mnichov, Némecko (Notifikovany organ 0123) &islo
certifikatu G1 16 03 23782 082 ze dne 9. fervna 2016.

o Harmonizované normy aplikované na znaéeni CE podle Smérnice 93/42/EHS:

Zdravotnicka elektrickd zafizeni, obecné poZadavky na bezpe&nost, EN 60601-1:2006+A12:2014

Zdravotnicka elektricka zafizenf, konkr. poZadavky na ultrazvukova zafizeni, EN 60601-2-37:2008+A1:2015
Zdravotnicka elektricka zafizenl, vedlejsi standard, EN 60601-1-2:2007+AC:2010

Zdravotnicka elektrickd zafizeni, vedlejsi standard, EN 60601-1-6:2010+A1:2015

Zdravotnicka elektricka zafizeni, aplikace inZenyrstvi pouZitelnosti na zdravotnickd zaffzeni, EN 62366:2008+A1:2015
Software zdravotnickych zafizeni, proces Zivotniho cyklu softwaru, EN 62304:2006+AC:2008

Informace dodané vyrobcem zdravotnickych zafizeni, EN 1041:2008+A1:2013

Symboly k pouZivani pfi znaceni zdravotnickych zafizeni, EN980:2008

Symboly k pouZivani pfi znaceni zdravotnickych zafizeni, EN 1SO 15223-1:2016

[neditelny podpis)
Jan Tore Thollefsen

Horten, 23. listopadu 2017 o
Vedouci regulaénich zalezZitosti

Toto ES prohlaieni o shodé nahrazuje predchozi verzi pro Vivid E95, Vivid E90, Vivid E80 verze v202 ze dne 4. fijna 2017

ranalz5
C0C1605874 rey 07 *



Preklad z anglického jazyka Strana 2z 5

T'ogo spolecnosti] GE Healthcare

. Pro smérnici 2011/65/EU (RoHS)
S Technickd dokumentace, viz technicka dokumentace DOC1605870 produktu, na ktery se toto prohlaeni vztahuje.

-

. Pro smérnici 2014/53/EU (Smérnice o radiovém vybaveni)
O Technickd dokumentace, viz technickd dokumentace DOC1605870 produktu, na ktery se toto prohld3eni vztahuje,

© Harmonizované normy aplikované na produkt, na ktery se toto prohldgeni vztahuje:
Zdravi a bezpe€nost (smérnice 2014/EU €1. 3(1)(a)): EN 60601 1:2006 + A12:2014 prostiednictvim smérnice 93/42/EHS: EMC
(smérnice 2014/53/EU Cl. 3(1)(b)); EN60601-1-2:2007 + AC:2010 Par. 6 prostfednictvim smérnice 93/42/EHS; radiové spektrum
(smérnice 2014/53/EU €I, 3(2)): EN300 328 v2.1.1 (2016-11);EN 301 893 v1.8.1 (2015-03) + EN 301 893 v2.1.1 (pouze klauzule
4.2.8 - jak je uvedeno v DOC2039913).

[neciteiny podpis]
re Thollefsen
Horten, 23. listopadu 2017 JanTo
Strana2z 5
DOC1605874 rev 07
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. 5 Vedouci regulaénich zaleZitosti
DODATEK K ES PROHLASEN| O SHODE ze dne 23. listopadu 2017
Vivid E95, Vivid E90, Vivid E80 (v202) - Produkt, seznam monosti a V/V

‘:}ftzflr's rizev [/ s popisem €. soudastky GE Vingmed™ Katalogové & GEHCY
o GC000500 H45591AA
"" _‘ ; GC000510 H45591A8
U cel GC000520
0ZINOSTI KONZOL _ Katalogové & GEHC! R
vz il Xontrast H45561MZ
=z kentrastni zobrazeni H45571GY
Zz '« AFI Productivity H45561GX
T HA5561GY
L2 Strain a LV Mass H45561NB
20 Zuto AVQ H45581CL
Lztel H45561NC
*uto 20 EF H45561ND
¥ Enable H45561R)
Pokrodilé zobrazeni Qscan HA5561RK
. 4D Auto MVQ  H45591AD
4D Auto RVQ H45591AE
¥onverze MVA na 4D Auto H45591AM
Konverze RV Volume na 4D Auto RVQ H45591AN
4D PolarVision, Vivid Exx H45571HA
. Modul rozhrani TEE H45571FK
i Balik kvantitativni analyzy H45571FL
| Sledovéni tkéné H45571FM
Scan Assist Pro H45571FP
Balik pripojeni DICOM H45571FR
HDlive H45581EG
AF| z3té% H45581EH
Prohlize¢ DICOM H45581E)
Moznost 6VT dvourovinovy / trojrovinovy H45581EK
Zobrazovéni krevnich skvrn H45591AF
Myokardicka prace H45591AG
4Vc-D Enable H45591PA
10T-D Enable E series H45591PB
MoiZnost Vmax H45591HY
[ vsTUP/VYSTUPY Katalogové & GEHC™
Kabel EKG, dospéli, AHA H45571PY
. Sada voditl EKG, dospeli, AHA H45571PZ
¥abel EKG, dospéli, IEC H45571RA
Sada vodi¢l EKG, dospéli, IEC H45571RB
¥2bel EKG neo AHA H45571RD
Vzbel EKG neo IEC H45571RE
“odit/elektr. neo AHA 600 H45571R)J
Jodi¢/elektr. neo IEF 600 H45571RK
L-4zptér, EKG 3 voditovy H45571RL

S:z-ETxy pouiité v tabulce: ) ) )
4 C. soucaslky GE Vingmed je oznateni zafizeni v projektové, vyrobni a servisni dokumentaci vyrobce. V&t§inou se pfipojuje k zafizeni ve formé

identifikacniho nebo nominalniho Stitku. : )
Katalogové &. GEHS je oznadeni zafizeni v katalogu vjrobce a je obvykle uvadéno v kamernich dokumentech napf. smlouva o prodeji,

dokumenly o zpracovani zakazky a pfepravni doklady.
3 Vstupni/Vystupni zafizeni maji oznageni CE a pfipadné gislo notifikovaného organu shodné s ES Prohlasenim, podle k}erého j.squ produkty
CE-oznateny svym virobcem. Spolednost GE Vingmed Ultrasound AS ovéfila vzéjemnou kompatibilitu zafizeni ve sr.:‘»oienl S VIVI.d E95IF:9_‘0{EBO
3 uvedla prisludng informace uZivatelim v navodu k pouZili Vivid E95/E90/E80. Tato ¢innost probihala podie pislusnych postupi pro vnitfni

ontrolu a inspekci

o

(necitelny podpis]
~prten, 23. listopadu 2017 lan Tore Thollefsen ) ‘
Vedouci regulacnich zéleZitosti

oo Ci1E05874 rev 07 Strana3z5
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T'zzzo spoleCnosti] GE Healthcare

Vivid E95, Vivid E90, Vivid E80 (v202) - Sondy s pfislu§enstvim

B

T’f” s plislufenstvim TYP Katalogové & GEHC™
—= . BF H4001BT
e b BF H40482L5
BF H44901AE
BF H45021RR
BF H45021RT
BF H40442LM
BF H40432LN
BF H40472LT
> BF H40462LN
& BF HA04120)
59D BF HA0442LK
£3-10-0 BF H4048218
Le-18i-0 BF HA0452LL
T it BF H455517D
BTC-RS. BF H45551ZE
_&vT-D BF H45581B)
aT BF H45521DY
_9T-Rs™ BF H45531YM
( 10T-D BF H44901AH
| P2D BF H4830JE
P6D BF H4830JG
TEE Eistici a ukladaci systém nehodise H45551NK
TEE dloina poli¢ka nehodise H45551NM
TEE ADAPTER SONDY 6T-RS/9T-RS nehod! 36 HA45541PX
TEE ochranny kryt skenové hlavy nehodl 4 H45521CK
Ped TEE Ochranny kryt skenové hlavy nehodi se H45541RN
Ochrana skenové hlavy, pediatricka. 25 ks qetiodi se H45551MT
TEE pfipinaci ochrana zubii dospéli nehodise H45511EE
TEE pfipinaci ochrana zub( OR dospéli fietiodise H45521CB
TEE konvenéni ochrana zub( dospéli nehodi se H45521JH
TEE konvenéni ochrana zubli détska aehodlse H45521)G
Indikator otvoru po skusu nehodise H45531HS
Souprava 4Vc-D vicethlova biopsie nakigdise H40482LP
| C1-6-D konzola biopsie nehodise H491388
2-9-D konzola biopsie nehodse H4913BA
7iC5-9-D voditko jehly nehodise £8385M)
. 9L spouitéci souprava Bio Guide nehodlse H4906BK
| 12L-RS voditko vicendsobné biopsie (pro 11L-D) nehodf se H40432LC
1155¢-D souprava Biopsie nehodf s H45561FC

Foznamky:
2. Kalalogové & GEHS je oznaceni zafizeni v katalogu vyrobce a je obvykle uvadéno v komerénich dokumentech napf. smlouva o prodeji,
dokumenty o zpracovani zakézky a pfepravni doklady. .
3 Sondy a piisludenstvi maji oznaceni CE a piipadné éislo nofifikovaného organu shodné s ES Prohladenim, podle klerého jsou produkty CE-
oznaeny svym vyrobcem, Spoletnost GE Vingmed Ultrasound AS ovéfila vzajemnou kompatibilitu zafizeni ve spojeni s Vivid EQS!EQFJIE?O a
uved!a prisludné informace uZivatelim v navodu k pouZiti Vivid E95/E90/E80. Tato ginnost probihala podle pfislugnych postupt pro vnitfni
kentrolu a inspekei.
Typ oznaéuje stuped ochrany proti elekirickému $oku pro kazdou sondu, tak jak je na kazdé sondé uveden, ) o
Seondy 6Tc-RS a 9T-RS se daji pro Vivid E9S/EQU/ES0 pouzivat pouze spoledné s adaptérem TEE sond - RS,H4§541PX. Adaptér samoiny neni

zpTvovana soutastka .

onod=

[netitelny podpis]
Jan Tore Thollefsen

Horten, 23. listopadu 2017 738 o ‘
Vedoucf regulaénich zéleZitosti

Stranadz5
COC1605874 rev 07
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Vivid E95, Vivid E90, Vivid E80 - PFisluéenstvi a upgrady

ZEELUBENSTVIPT Katalogové & GEHC™
) H45591AK
-drna digitalni s USB H45531HK
a4 laserovd tiskdrna 220 v H45541M)
3 video tiskarna H45561AA
ce pro tiskarny H45541MK
lzzz ZKG kabell H45521AL
~-z zadalovy noini prepinat H46732LF
_ 33 pamétovy Kli¢ 32GB H45581NA
Zrzerni USB pevny disk 2TB H45571YW
==2rni digitdni video stream recorder HA5581EL
Zzaranny kryt Vivid Expert H45551N)
Zzda stereo bryli pro 3D zobrazeni, H45551MH
Z2al na bryle H45551M)
3D bryle Anacrome H45551MK
3D bryle Anacrome pfipinaci flipy H45551ML
3D Bryle RealD 038 H45571YR
3D pfipinaci bryle RealD 04 H45571YS
Souprava monitoru Sony 3D HA5581AT
MoZnost Vivid Exx DVD H45581NB
Opticky izolacni kabel H455715A
Bezdratovy USB adaptér H45591HS
i Sada Vivid Exx veterindrnl H45581LC

| Vetsonda 3titek upozorn&ni H48492AW / H48992LR

UPGRADY!" Katalogové & GEHC™
Upgrade Vivid E80 4D HA5581NY
Upgrade Vivid ES0 4D H45581EM
Vivid E80_E90_E95 v 201 na v202 H45591AL
Software R2 série E H45591HT
4D HVR Enabler H45591HW
Deska GRLY pro 4Vc-D H45591KD

Poznamky:
2. Katalogové ¢ GEHS je oznaceni zafizeni v katalogu vyrobce a je obvykle uvadéno v komerénich dokumentech napf. smlouva o prodeji, dokumenty o

zpracovani zakézky a piepravni doklady.

3. Pisluenstvi je znaéeno znackou CE a pokud moZno ¢islem notifikovaného organu odpovidajicim ES Prohladeni, podle kterého jsou oznaceny.
Spolecnost GE Vingmed Ultrasound AS ovéfila vzéjemnou kompatibilitu zafizeni ve spojeni s Vivid E95/E90/E80 a uvedla pfisluéné informace pro
uzivatele s instrukcemi pro pouZiti Vivid E95/E90/E80. Tato éinnost probihala podle pfislusnych postupl pro vnitfni kontrolu a inspekci.

4. UPGRADY jsou polozky, uréené pro nasledny prodej. Upgrade miiZe obsahovat a umoZiiovat funkcionalitu oznatenou jako "neni k dispozici® pfi

pocatecni vyrohé a prodeji téhoZ modelu.

Tlumoénicka doloZka

_'zko tlumocnik jazyka anglického, jmenovany rozhodnutim

i“rgjského soudu v Brné ze dne 23, 5. 1994, ¢&.j. Spr. 2204/93
storzufi, Ze pieklad souhlasl s anglickym textem pfipojené listiny.
~.macnicky ukon je zapsdn pod pofadovym cislem 20 gl) deniku.
= -3pis tlumocnika

[necitelny podpis]
~zr=en, 23. listopadu 2017 Jan Tore Thollefsen
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