Manufacturer’s Authorization

Date: 18.12.2019
Procurement number: 21015181

To: USMF «Nicolae Testemitanu» university”

WHEREAS

We, GE Vingmed Ultrasound A/S,a company duly existing under the laws of Norway, having a registered
office and factories at Strandpromenaden 45, 3191 Horten, Norway, with commercial name GE
Healthcare, established and reputable manufacturers of Diagnostic Ultrasound Imaging equipment, do
hereby authorize Intermed SRL, our authorized distributor and service provider in the Republic of
Moldova, with registered office at 65, Tighina street, office 618, MD-2001 Chisinau, to submit a bid for the
purpose of which is to provide the following Goods, manufactured byus:

VIVID ES5 ultrasound system
and to subsequently negotiate and sign the Contract,

On behalf and for GE Vingmed Ultrasound AlS,

GE Vingmed Ultrasound

Signed:‘MéQﬁiQy_& \\\\\ &@:&MMMM

Name: Véronique Soltani
Title: Tender & Offer Leader ~ Shared Services Europe

Dated on 9™ day of December, 2019

GE Vingmed Ultrasound A/S
Strandpromenaden 45
3191 Horten, Norway
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E C C e rti fi ca te Product Service %

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Ii excluding (4)
(Devices in Class lla, lb or 1) i

No. G116 03 23782 082

Manufacturer: GE Vingmed Ultrasound A/S
Strandpromenaden 45
3191 Horten
NORWAY

Facility(ies): GE Vingmed Ultrasound A/S

Strandpromenaden 45, 3191 Horten, NORWAY

Product Diagnostic Ultrasound Systems, related
Category(ies): Ultrasound Probes and Standalone
Software for Ultrasound-Image Processing

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex [I. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex II (4) certificate is
mandatory. See also notes overleaf,

Report No.: 713080867

Valid from: 2016-09-02
Valid until: 2021-08-01

Date, 2016-06-09 M

Stefan Preify

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 1
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GE Healthcare

DECLARATION OF CONFORMITY

Following the provisions of the medical devices directive 93/42/€£C,
and of the directive 2011/65/FU.

Manufacturer:

GE Vingmed Ultrasound AS
Strandpromenaden 45,
3191 Horten, Norway

Declare under our sole responsibility that the class llo device:

Vivid E95, Vivid E90, Vivid £E80
Ultrasound systern, imaging, Cardiovascular
Software version: 201

Ref: See attached addendum.

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

To which this declorotion relates is in canformity 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.

This conformity is based on the following elements:

Information included in the technical documentation, ref Technical File DOC1605870, of the products to
which this declaration relates.

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

List of harmonized standords applied for CE marking according to Directive 93/42/EEC:

Medicat electrical equipment, general requirements for safety, EN 60601-1:2006 + A1:2013

Medical electrical equipment, port. requirements for ultrasonic equipm, EN 60601-2-37:2008 +A11:2011
Medical electrical equipment, collateral standard, EN 60601-1-2:2007 +AC:2010

Medical electrical equipment, collateral standard, EN 60601-1-6:2010

Medical devices, application of usability engineering to medical devices, EN 62366:2008

Medicai Device Software, Software lifecycle process, EN 62304:2006 +AC:2008

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

Symbols for use in the labeling of medical devices, EN IS0 15223-1:2016

s

7 ({/,«2 et
\vff—/&/\, \ & f‘ﬁ? Ny
JanTore Thollefsen
/" Regulatory Affairs ﬁ;;omg’ger

Horten, Jonuary 22, 2018

This EC declaration of conformity for Vivid £95, Vivid E90 and Vivid £80, reploces the previous doted 23, Qfavem:ga’{“r 20
i r
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GE Healthcare

ADDENDUM TO THE EC DECLARATION OF CONFORMITY dated January 22. 2018
Vivid €95, Vivid £90, Vivid E80 (v201} - Product, options list and 1/0

CONSOLE Name / with description GE Vingmed Part # 11/ GEMSCot#@ |
Vivid £S5 GCO00220 H45581DA
Vivid £90 GCO00235 H45581L8
Vivid £80 GCO00240 H45581DC
OPTIONS CONSOLS GEMS Cot# @ Vivid £95 Vivid £90 Vivid £80
Vascular Contrast H45561MZ o] 0 0
Adv. Contrast Imaging H45571GY 0 0 0O
AFI Productivity Pockage H45561GX 0 0 ¢]
IMT H45561GY 6] o] 0
LV Mass Only H45561NA O - -
4D Strain and LV Mass H45561NB 0 - =
40D Auto AVQ H45581CL 8} E -
Stress H45561NC 9] ] 8]
Auto 2D EF H45561ND O Q o]
4V Encble H45561R) O - ¥
Advanced Qscon Imaging H45561RK 9] 0 0
MV Assessment {(Tomtec) Ha5581LT 0 - -
RV Volume {TomTec) H45581GH 0 - -
4D PolarVision, Vivid Exx H45571HA 0 - -
Aurora Advanced Bundle H45581EF Q ] 0
TEE Interface Madule H45571FK X X 9]
Quantitotive Analysis Pockage HA4557 1FL X X o]
Tissue Tracking H45571FM X X o]
MPEGVue and eVue H45571FN X X 0
Scan Assist Pro H45571FP X X 9]
DICOM Connectivity Packoge H45571FR X X 0
HDlive HAS581EG ] - =
AF} Stress H45581EH 0 0 8]
DICOM viewer H4S5581E) [0} 0 0
6VT biplane/triplone option H45581EK X 9] -
ol GEMS Cat #12 Vivid £95 Vivid £90 Vivid E80
ECG cable, adult, AHA Ha5571pY X X X
ECG lead set, adult, AHA H45571PZ X X X
ECG cable, adult, IEC H45571RA X X X
ECG lead set, adult, 1EC H43571RB X X X
ECG Cable set HA45521AL X X X
ECG ccble, neo, AHA HA45571RD X X X
ECG coble, neo, 1EC Ha5571RE X X X
Lead/electr neo AHA 600 H45571R) X X X
tead/electr neo IEC 600 H45571RK X X X
Adapter, ECG 3-lead H45571RL X % X

Legend used :

X Availoble as standard with this Ultrasound Console
O Optionally available with this Ulirasound Console
- Notavoilable with this Ultrasound Console.

Notes used in the table :

1. GE Vingmed Port # identifies the devicels! in the manufacturer's design, manufacturing and service documentation. it is
usually affixed to the devicels) in the form of o product identification or rating label.

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

3. /O-devices may carry the CE-mark and, when applicable, the Notified Body number corresponding to the EC Declaration
under which the products ore CE-marked by their manufacturer. GE Vingmed Ultrosound AS hos verified the mutual
compotibility of the devices in combination with Vivid E95/E90/€80, and included relevant information to users with the ~ Y

Vivid E95/E90/E80 instructions for use. This activity was subject to appropriate methods of internal control and inspection’

Horten, Januory 22. 2018 on Tore Tholiefsen / 4 /:"!

Regulatory Affairs Manager/

DOC1605874 page 2 of
i
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GE Healthcare

Vivid £95, Vivid E90, Vivid E80 [v201} - Probes with aceessories

PROBES w. Accessories TYpE @l GEHC Cot #10 | Vivid £95 | Vivid ESQ Vivid EBO
4v-D BF H40018T O = -
M5Sc-D BF HA4901AE 8] ¢} o]
65-D 8F H45021RR 9] o] o]
125-D CF H45021RT O o] 0
9L-D BF H40442( M 0O 0 o]
11L-D BF H40432LN 8} Q 9]
C1-6-D BF H40472LT 8] 0 0
C2-9-D BF HA40462LN [¢) 0 0
8C BF H&04120 ) a o] o
iC5-8-D 8F HA404421 K [0} o] ]
L8-18i-D BF H&04521LL O O O
6lc BF H4555120 0 0 0
6Tc-RS 181 BF H455512€ 0 0 Q
EVT-D BF H455818) o} 9] o]
a7 8F H455210Y ¢] 9] ¢]
97-RS 8 a8F H45531vM 0 Q O
PeD BF H4830JE 9} o} O
P6D 8F H4830JG 0] 8] o]
TEE Cleaning ond Storing Systern N/A HA45551INK Q ¢] 9]
TEE Storage Rack N/A H45551NM o] 9] 9]
TEE PROBE ADAPTER FOR 6T-RS/9T-RS N/A H45541PX Q 9] o]
TEE Sconhead Protection Cover N/A H45521CK 0 [¢] [}
Sconhead protection, adult, 25pcs N/A H45551MS o) 9] 9]
Ped TEE Scanhead Protection Cover N/A HA5541RN o] o] 0
Scanhead protection, pedictric, 25pcs N/A H45551MT O Q 0
TEE Clip-On Bite Guard Adult N/& H45511EE Q Q 0
Clip-On Bite Guord, 25pes N/A H45551MM 0 O 0]
TEE Clip-On Bite Guord Adult OR N/A H45521C8 0 O 9}
Clip-On Bite Guard OR, 25pcs N/A H45551MN (8] O 0
TEE Conventional Bite Guard Adult N/A HA5521 M 0 ¢} 0
8ite Guard adult, 25pcs N/A H45551MR 0 ¢} 0
TEE Conventional Bite Guard Ped. N/A H45521JG o] Q 0
Bite Guord pedistric, 25pcs N/A HA45551MpP 0 o] 0
Bite Hole Indicator N/A H45531HS o] o] o]
Multiongle replacement kit (x24) N/A £8385RC 0 o] o
C1-6-D Biopsy bracket N/A H49138B ¢} 0 0
C2-8-D Biopsy bracket N/A H4913BA o] o] o]
iC5-9-D Needle guide N/A E8385M [¢] Q [o]
9L Bio guide starter kit N/A H4906BK o] ] [¢]
12L-RS/ 111-D Multi biopsy guide N/A Ha0432LC 5} 0 [¢]
MSSc-D Biopsy kit N/A H45561FC 9] 9] 0
Legend used :

X Available as standard with this Ultrasound Console
O Optionally availoble with this Ultrasound Console
- Notavoilable with this Ultrasound Console

Notes :

2. GEHC Cat#identifies the devicels} in the manufacturer's cotalog andis usually included on commercial documents fike sole
contract, order processing documents and shipping documents.

3. Probes ond accessories may carry the CE-mark and, when applicable, the Notified Body number corresponding to the
EC Declarotion under which the products ore CE-marked by their manufacturer. GE Vingmed Ultrasound AS has verified
the mutuol compatibility of the devices in combination with Vivid £95/£90/ E80, and included relevant information to
users with the Vivid ES5/E90/E80 instructions for use. This octivity was subject to appropriote methods of internal controt
and inspection.

4. Typeidentifies the degree of protection against electric shock for each probe, os lobeled on the probe itself.

5. The probes 6Tc-RS and 9T-RS can only be used an Vivid E95/E90/E80 when used together with the TEE Probe Adapter —R/S]

H45541PX, The adapter itself is not an applied part. ’ / 7
21T
L d 5 /
Horten, January 22. 2018 /~Jon Tore Thollefsen / /

Regulatory Affairs Manoger |/ /
i
D0C1605876 PagefS oft -




GE Healthcare

Vivid 95, Vivid 90, Vivid E80 (v201)- Accessories and Upgrades

ACCESSORIES GEHC Cot g 1 Vivid ES5 | Vivid £90 | Viwvid E80
Tripedal footswitch H4B732LF 0 0 8]
BEW printer, digitel with USB HA45531HK ¢} O O
Color Laser Printer 220V HA45541M) Q 9] Q
Color Video Printer HAS561AA Q 0 ¢]
USB Memory Key 32GB HA45581NA o] 0 4]
External USB hard disk, 278 HA5571vW o] o] 0
External Digita! Video Stream Recorder H45581EL o] 0 ¢}
Protective Cover Vivid Expert H45551NJ QO 0] [0}
Stereo Glasses for 30 visualization, Set H&5551 MH X O -
Spectacle Casing H45551MJ o Q [¢]
Angcrome 3D glasses HE5551MK X O -
Anacrome 30 glasses Clip-On Flips H45551ML X QO -
RealD 038 30 Glasses H45571YR Q 0 -
RealD 04 Clip-on 3D Glass H&5571Ys 9] 0 =
Sony 30 monitor kit HA45581AT ] - -
Optical Isolation cable H45571SA 0 0 ]
Vivid Exx DVD Option H45581NB 0 9 0
UPGRADES ¥ GEHC Cat g @0 Vivid £S5 | Vivid 30 | Vivid £80
Vivid £90 4D upgrade H45581EM - 8] -
Vivid €80 4D upgrade H45581NY - - o]

Legend used:

X Available as standord with this Ultrosound Console
O Optionally available with this Ultrasound Console

- Not ovailable with this Ultrosound Console

Notes :

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

3. Accessories may carry the CE-mark and, when applicable, the Notified Body number corresponding to the £C Declaration
under which the products are CE-marked by their manufacturer. GE Vingmed Ultrasound AS has verified the mutuol
compatibility of the devices in combination with Vivid E95/E90/E80, and included relevont information to users with the
Vivid E95/E90/E80 instructions for use. This activity wos subject to appropriote methods of internal control and inspection.

4. UPGRADES areiterns available for oftermarket sales. An upgrode may include and enable functionality which is identified
as being "Not available” for the initial production and sole of the same model.

Horten, January 22. 2018 7dan Tore Thollefsen
/ Regulatory Affoirs Manoger
)/
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((DAtas

Akkreditierungsstelle
B-ZM-11321-01-00

Product Service

Certificate
No. Q5 023782 0111 Rev. 00

Holder of Certificate: GE Vingmed Ultrasound AlS
Strandpromenaden 45
3191 Horten
NORWAY

Facility(ies): GE Vingmed Ultrasound A/S
Strandpromenaden 45, 3191 Horten, NORWAY

Certification Mark:

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development, Production of
Diagnostic Ultrasound Systems, related
Ultrasound Probes and Standalone Software
for Ultrasoundimage Processing and Review
Stations

Applied Standard(s): ENISO 134852016
PP ( ) Medical Devices - Quality Management Systems -

Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016
The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: 713126985
Valid from: 2019-01-01
Valid until: 2021-12-31
[ oo
Date, 2018-10-10 Stefan Preify

. TU¥SUD.. TUVSY,

Page 1 of 1
TUV SUD Product Service GmbH - Certification Body « Ridlerstralte 65 « 80339 Munich » Germany
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GE Healthcare

DECLARATION OF CONFORMITY
=== ARALIUN OF CONFORMITY

Following the provisions of the medical devices directive 93/42/EEC, Annex 11, and of the radio equipment directive
2014/53/EU, annex 1I, and of the RoHS directive 2011/685/EU.

Manufacturer:

GE Vingmed Ultrasound AS
Strandpromenaden 45,
3191 Horten, Norway

Declare under our sole responsibility that the class #a device:

Vivid E95, Vivid E90, Vivid E8D
Ultrasound system, imaging, Cardiovascular
Software version: 203

Ref.: See attached addendum,

GMDN Code: 40763
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 2011/65/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:

e Forthe directive 93/42/E£C (MDD}
- Technical documentation, ref Technical File DOC1605870, of the product to which this declaration relates.

EC certificate: approval of full quality assurance system (annex |l w/o {4) of the medical devices directive
93/42 EEC) delivered by TUV 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 + A1:2013

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

Medical 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 + A1:2015

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

Symbols for use in the labeling of medical devices, EN IS0 15223-1:2016

> 5
o ;A i
Horten, March 06, 2019 L L e It

Aan Tore Thollefse
-~ Sr. RegulatoryAff

This EC declaration of conformity supersedes the previous declaration for Vivid £95, Vivid £90, Vi
dated January 04, 2019,

DOC1805874




GE Healthcare

®  Forthe directive 2011/65/EU (RoHS)

Technical documentation, ref Technical File DOC1605878, of the product to which this declaration relates.

For the directive 2014/53/6U (Radio Equipment Directive)

Technical documentation, ref Technical File
- Harmenized standards applied on the product to which this declaration relates;

Health & Safety (Directive 2014/53/EU Art. 3{1}{a)}): EN 60601 1:2006 + A1:2013 per Directive 93/42/EEC;
EMC {Directive 2014/53/EU Ant. 3(1){b}): EN 60601-1-2:2015 per Directive 93/42/€EC;

Radio Spectrum {Directive 2014/53/€U Art. 3(2)): EN 300 328 v2.1.1 (2016-11); EN 301 893 v1.8.1 {2015-03)
+EN301893v2.1.1 {clause 4.2.8 only)-as declared in DOC2039913.

DOC1605870, of the product to which this declaration relates.

)

G (Bre @m/{;

Jan Tore Thollefsen:
Sr. Regulatory Affairs Manager

TS

a

Horten, March 06, 2019

D0C1605874 Page 2 of§




GE Healthcare

ADDENDUM TO THE EC DECLARATION OF CONFORMITY dated March 06, 2019
Vivid £S5, Vivid £90, Vivid E80 (v203} - Products, options list and 1/0

[ CONSOLE Name 7 with deseription ™™ | GEVingmed Part ¥ 01 | GENS Cor 5T
Vivid 95 /v203 with OLED 6C000700-1 H45601ED
Vivid E95 / v203 with LCD GCO00700 7 HA5601EA
Vivi GCODO710-1 H45601EF
6C000710 H45601E8 N
___________________ o GC006720-1 H45601EG
Vivid E80 / v203 with LCD GC000720 haseotec ]
_OPTIONS CONSOLS GEMS Cat # )
Vascular Contrast HA5561M2 T
Adv. Contrast lmagmg . H45571GY
MT ] H45561GY
40 Strain and LV Mass H45561N8
| 4D Auto AVQ -~ H45581CL
Stress HASS6INC '
S HASG01GH
4V Enable H45561R]
4Vc Enable H45591pA
Advanced Qscan Imaging SN S HA5561RK ﬂ
4D Auto MVQ ——— Ha55914D i
4D Auto RVQ H45591AF
4D PolarVisian, Vivid Exx HA5571KA
HDlive H4S581EG
AF{ Stress o 5 HA45581EH
DICOM viewer ) . H45581¢)
Blood Speckle Imaging (BS)) T Rasso1AF
Myocardialwork -
Vmax option
CT Fusion
40 Markers
4D Auto LAQ
Tricefy Uplink H45601GwW -
WEE GEMSCat#® ]
ECG cable, adult, AHA HAS571PY / 4560158
ECG lead set, adult, AHA N e HAS571P7 / HA5601SC
ECG cable, adult, IEC HAS571RA / H456015D
ECG lead set, aduit, IEC - H45571RB / H456015F
ECG cable, neo, AHA HA5571RD / HAS6015F
ECG cable, neo, IEC HASS71RE / HAS6015G
Lead/electr neo AHA 600 HA5571RJ / H456015H
| Lead/electr neo 1EC 600 HA5571RK / H45601S)
|_Adapter, ECG 3-lead HASS71RL / HAS601SK j

Notes used in the table
1. GEVingmed Pant # identifies the device{s} in the manufacturer’s design, manufacturing and service dacumentation. It is usually
affixed to the device(s} in the form of a product identification or rating fabel.

2. GEHCCat # identifies the device(s) in the manufacturer’s catalog and is usually included on commercial documents like sale
contract, order processing documents and shipping documents.

3. I/O-devices may carry the CE-mark and, when applicable, the Notified Body number corresponding to the £C Declaration
under which the products are CE-marked by their manufacturer. GE Vingmed Ultrasound AS has verified the mutual
compatibility of the devices in combination with Vivid E35/E90/E80 and included relevant information to users with the Vivid
E95/E90/E80 instructions for use. This activity was subject to appropriate methods of inter,na!{«cah‘tmi‘a\r’\‘d | n';pecticn.

2
én Tore Thcilefsrn A
St Regulatory Aff 'ir}s' anager

Horten, March 08, 2019

7
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GE Healthcare

Vivid E95, Vivid £90, Vivid £80 {v203} - Probes with accessories

| PROBES w. Accessaries b TYPE W GEHC Cat 4 1 ’
4v-D B H4001BT
4Ve-D 8F H40482LS
MSSe-D 8F H44301AE
65-0 BF H45021RR
128-D CF HA5021RT
8L-D 8F H404420m
11L-D BF H404321LN
CL-6D i 8F H40472LT
C2-9-D BF H40462LN
8C 8F H404124)
iC5-9-D BF H404421LK
C3-10-D BF H4048208
18-18i-D 8F HA04521L
6Tc Bf HA555170
6Tc-RS B BF H455517¢
BVT-D BF H455818)
97 BF Ha5521DY
ST-RS 18l BF HA45531YMm
107-D BF H44901AH
P2D BF H4830JE
PED BF H483016
TEE Cleaning and Storing System N/A HA5551NK
TEE Storage Rack N/A HAS551NM
TEE PROBE ADAPTER FOR 6T-RS/97-RS N/A HA5541PX
TEE Scanhead Protection Cover N/A H45521CK
Ped TEE Scanhead Protection Cover N/A H45541RN
Scanhead protection, pediatric, 25pcs N/A HA5551MT
TEE Clip-On Bite Guard Adult N/A HA5511EF
TEE Clip-On Bite Guard Adult OR N/A HA5521C8

_TEE Conventional Bite Guard Adult N/A H455211H
TEE Conventional Bite Guard Ped. N/A HA55211G
Bite Hole indicator N/A H45531HS
AVe-D Multi Angle Biopsy kit N/A H40482Lp
C1-6-D Biopsy bracket N/A H451388
€2-3-D Biopsy bracket N/A H49138A
iC5-9-0 Needle guide N/& . ERIgsMy
9i Bio guide starter kit N/A H4906BK
12L-RS / 11L-D Multi biopsy guide N/A Ha04321C
M5Sc-D Biopsy kit N/A H45561FC n

Notes :

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

3. Probes and accessories may 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$ has verified the
rautual compatibility of the devices in combination with Vivid E95/E90/EBD and included relevant information to users with
the Vivid E95/E90/E80 instructions for use. This activity was subject to appropriate methods of internal control and
inspection.

4. Typeidentifies the degree of protection against electric shock for each probe, as labeled on the probe itself,

w

Horten, March 06, 2019

B0C1605874

The probes 6Tc-RS and 8T-RS can only be used on Vivid E95/E90/E80 when used together with the TEE Probe Adapter ~RS,
H45541PX, The adapter itself is not an applied part,

nager
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GE Healthcare

Vivid E95, Vivid E90, Vivid E80 {v203) ~ Accessories

ACCESSORIgS e GEHC Cat # 121

View-X I — H45591AK

B&W printer, digital with S8 H45531HK
| Color Laser Printer 220V H45541 M)

Color Video Printer HA45561AA i
| Installation for printers I e HASSAINIK

ECG Cable set H45521AL

Tripedal footswitch H46732LF

USB Memory Key 32GB HA5581NA

External USB hard disk, 2TB ) HA5571YW

External Digital Video Stream Recorder

Stereo Glasses for 3D visualization, Set H45551MH
| Spectacle Casing ] HA555 1M
Anacrome 3D glasses ] HAS551IMK -
Anacrome 30 glasses Clip-On Flips B HA5551ML
RealD 038 3D Glasses HAS571YR
RealD 04 Clip-on 3D Glass H4A5571YS
Vivid Exx DVD Option 5 HA5581NB
Wireless USB Adapter HA45591HS
Vivid Exx Veterinary Kit HA45581LC
Vet probe Caution Label H4B432AW / H48992( R N
UPGRADES 141 e T GEHC Cat g 1
Vivid £80 4D Option H45581NY
Vivid E90 4D Option H45581EM
| Vivid E80_E90_ESS v201 to v207 HASSOIAL/HAS60IKX
R2 SoRtware £ serigs HA5591HT
40 HVR Enabler H45581HW
GRLY board for 4ve-D HA5591(D
MVA to 4D Auto MVQ Conversion HE5591AM
RV Volume to 4D Auto RVQ Conversion T HAS591AN
Vivid E80_ES0 _E95 v202 to v203 HAS601EF

Notes :

2. GEHC Cat # identifies the device(s} in the manufacturer's catalog and is usually included on commercial documents like sale
contract, order processing docurments and shipping documents.

3. Accessories may carry the CE-mark and, when applicable, the Notified Bedy number corresponding to the £C Declaration
under which the products are CE-marked by their manufacturer. Gt Vingmed Ultrasound AS has verified the mutual
compatibility of the devices in combination with Vivid ES5/E90/£80 and included relevant information to users with the Vivid
E95/ES0/ESD instructions for use. This activity was subject to appropriate methods of internal control and inspection.

4. UPGRADES are items available for aftermarket sales. An upgrade may include and enable functionality which is identified as

Horten, March 06, 2019

DBOC1605874

being “Not available” for the initial production and sale of the same modal,
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E C C ] rt i fi C a te Product Service

Full Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lfa, b or 1)

No. G116 03 23782 082

Manufacturer: GE Vingmed Ultrasound A/S
Strandpromenaden 45
3191 Horten
NORWAY

Facility(ies): GE Vingmed Ultrasound A/S

Strandpromenaden 48, 3191 Horten, NORWAY

Product Diagnostic Ultrasound Systems, related
Category(ies): Ultrasound Probes and Standalone
Software for Ultrasound-lmage Processing

The Certification Body of TOV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final

mandatory. See also notes overleaf.

Report No.: 713080867
Valid from: 2016-09-02
Valid until: 2021-09-01
Date, 2016-08-09 M
Stefan PreiR s
3 & 1"“
TUV SUD Product Service GmbH is Notified Body with identification no 0123 /
Page 1 of 1 o /
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TUV SUD Product Service GmbH Zertifizierstelle - RidlerstraRe 65 - 80339 Minchen - Germany oV




		2019-12-16T12:10:40+0200




