GE Healthcare

EC DECLARATION OF CONFORMITY

EG Konformitdtserkldarung

Following the provisions of the medical devices directive 93/42/EEC, Annax I and of the directive 2011/65/EU

gemdB den Vorschriften der EG-Richtlinie 93/62/EWG Uber Medizinprodukte, Anhang i und der Richtlinie 2011/65/EU
zur Beschrdinkung der Verwendung bestimmter geféhrlicher Stoffe

We/ Wir
Manufacturer / Herstelle EU Authorized Representative/Autorisierter EU-Vertreter:
GE Medical Systems (China) Co., Ltd. GE Medical Systems Information
No. 18, Chongjiang Road WuXi Notional Hi-Tech Development Zone Technologies GmbH
Jiangsu, P.R Ching 214028 Munzinger Strasse 5, D-79111

Freiburg, Germany
DIMDI No. : DE/0000012013

Manufacturing Sites

1, GE Medical Systems (China) Co., Ltd.
Ne. 19, Changjiong Road, Wuki National Hi-Tech Development Zone, Jiangsu, P.R. China 214028

2, GE Medical Systems Ultrasound and Primary Care Diagnaostics, LLC
9900W. Innovation Drive, Wauwatosa, W, 53226, USA

Declare under our sole responsibility that the class Ila device/Erkldren unter unserer alleinigen Verantwortung,
dass das Produkt der Kiasse lla: '

LOGIQ e Ultrasound System

Ref: see cddendum

GMDN Code: 40761

UMDNS-Code: 15976,

Technical File/Technisches Dossier: DOC1440607

Classification rule (93/42/EC Annex IX) / Klassifizierungsregel (93/42/EG Anhang 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 ond with the requirements of the directive 2011/65/EU on the restriction of the use
of certain hazardous substances in elecirical and electronic equipment.

ouf das sich diese Erklarung bezieht, den Anforderungen der Richtlinie 93/42/EWG Uber Medizinprodukte, die
fir dos Produkt gelten, entspricht der Richtlinie 2011/65/EU 2ur Beschrdnkung der Verwendung bestimmter

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

= |nformation included in the documents/ Informationen, die in diesen Dokumenten enthalten sindf
Technical Documentation/ Technisches Dossier Ref./ réf: DOC1440607, of the product to which

this declaration relates/des Produkts ouf das sich diese Erkldrung bezieht
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EC certificate: approval of full quality assurance system (Annex Il of the medical devices
directive 93/42 EEC) delivered by/EG-Zertifikat: Genehmigung des kompletten
Qualitdtssicherungssystems (Anhang Il der Richtlinie 93/42/EWG Gber Medizinprodukte), ausgestellt von:
TUV Rheinland LGA Products GmbH (Notified Body 0197) on 2014 Nov. 07 / Certificate N° < HD
60094311 0001>

List of harmonized standards applied for CE marking / Liste der harmonisierten Normen, die fur die

CE-Kennzeichnung angewendet wurden

1. EN 60601-1:2006+A11:2011 Medical electrical equipment -Part 1: General requirement for safety.

2 EN 60601-1-2: 2007 + C1:2010 Medical electrical equipment -Part 1-2 : General requirements for

safety -Collateral standard : Electromagnetic Compatibility - Requirements and tests.

3 EN 55011 2007+A2:2007/CISPR 11:209, Group 1, Class A Industrial, Scientific and medical
equipments for the safety of Ultrasonic medical diagnostic and monitoring equipment

EN 60601-2-37:2008 Medical electrical equipment - Part 2-37: Particular requirements for the safety
of ultrasonic medical diagnostic and monitoring equipment.

EN 62366:2008 Medical devices — Application of usability engineering to medical devices

ENG2304:2006+C1:2008 Medical device software — Software life-cycle processes

EN ISO 14971:2012 Medical devices — Application of risk management to medical devices

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

EN ISO 15223:2012 Medical devices - Symbols to be used with medical device labels, labelling and
information to be supplied - Part 1: General requirements

10. EN 1SO10993-1; 2009 Biological evaluation of medical device, Evaluation ond test

o

D0~ n
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) —|—
Gao Gan

Safety Regulatory Engineer

Wuxi, 14th-August-2015
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ADDENDUM TO THE DECLARAT.ION OF (EONFORM|TY/ date: 14th-August-2015
ERGANZUNG ZUR KONFORMITATSERKLARUNG dated/datiert: 14th-August-2015

Product Description/ Produktbezeichnung

Catalog Designation/Katalogbezeichnung

LOGIQ e Configuration

LER6021, LER6022, LER6O23, LER60Z4,
LER6025, LERG026, LER6027, LERBOZE.

LOGIQ e R7 Vet Japan Version

Docking Cart

LOGIQ e R6 LER6029, LER6030

LOGIQ e R6 Console_USA Version H48322AA

LOGIQ e R6 Console_Generic Version H48322AB

LOGIQ e R6 Console_Korea Version | H48322AC

LOGIQ e R6 Console_China Versicn - | H48322AD o

LOGIQ e R& Console_Canada Version HA48322AF ) T

LOGIQ e R6 Console_CKD Version H48322AF .

Le R6 Vet Generic Version H48352AA

Le R6 Vet US Version H48352AB

LOGIQ e R7 384261WX4

LOGIQ e R7 Basic console H48362AA

LOGIQ e R7 US Basic console Ha8382AY

LOGIQ e R7 USA made console H48382AT

LOGIQ e R7 Wuxi made console H48382AW

LOGIQ e R7 Vet Generic Version H48392AN

LOGIQ e R7 Vet kits - ~ |Ha8392AL |
H48392AK

LER6DCO01, LERGDCO0Z, LERGDCO03,
LER6DCO04, LER6DCO0S, LERBDCOOS,
LER6DCO07, LER6DCOQ8, LER6EDCOOY

Biopsy Kit for 9L-RS
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Probe
C1-5-RS Probe H40462LA
'BC-RS Probe H40402LS
EBC-RS Probe H40402LN
35c-RS Probe H45041DL
6S-RS Probe H45021RP
9L-RS Probe H&0442LL -
12L-RS Probe . ~ |Ha0s02LY
L4-12t-RS Probe - H4B062AB
ENGO14, ENGO15, ENGO16, ENGO17,

L4-12t-RS  |encos
L8-18i-RsProbe Ha04G2LF
110-22-RS Probe H48312AH e
[10-22-RS B — [ENG023, ENGO25, ENGO25, 25, ENGO26,
6TC-RS - - - H455512E . I
RS - H4000SR -
LK760-RS [ HU4901AF
‘Biopsy Kit
Biopsy Kit for EBC-RS E8385MJ a
Biopsy Kit for ESC-RS, Reusable Hbgzgtg

Kit for 12L-RS H4
Biopsy Kitfor 12L-RS I
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121 Transverse Bracket H48392LL
Infinite 12L Biopsy Kit H48392LT
Biopsy Kit for 35¢-RS H46222LC
Biopsy Kit for C1-5-RS H40432LE
Biopsy Kit for 4C-RS EB385NA
Software option - o
LOGIQ e DICOM Option H41652LP
LOGIQ e LOGIQview Option H41642LK
LOGIQ e CM & AMM/CMM Option H41652LN
LOGIQ e 3D Option ) H41642LH
LOGIQ e Needle Option H48012LF
LOGIQ e TVI/TVD Option HUB8322AK
LOGIO e Auto IMT Option H48592LW
LOGIQ e eSmart Trainer Cption H48592LT
LOGIQ e eSmart Troiner Jopan Option B ) H48992LP
LOGIQ e Stress Echo Option B i H48602LC
LOGIQ e Color Quantification Option H48792LH
LOGIQ e Follow Up Option | H4B792LG
LOGIQ e High-Res PDI Option H48322AL B
LOGIQ e Ophthalmic Option H48322AM
Manual and Release Note
Le 8.%x.x BUM+RN English Version H48322AN N
Le 8.x.% BUM+RN French Version H48322AP
Le 8.x.x BUM+RN Spanish Version H48322AR
Le 8.x.x BUM+RN German Version : H48322AS
Le 8.x.x BUM+RN lItalion Version H48322AT ] ] -
Le 8.x.x BUM+RN Brazilian Portuguese Version H48322AW
Le 8 xx BUM+RN JopaneseVersion | Hag32eAY
Le 8.xx BUM+RN Chinese Version H48322AZ
_I:gB.x.x UG+RN English Version ) H48332AA
Le §.x.%x UG+RN Dutch Version _ ~ |H48332A8
Le 8.1 UG+RN Estonian Version H48332AC
Le 8.x.% UG+RN Chinese Version H48342AY
Le B.x.x UG+RN Swedish Version H48332AD
Le 8.x.x UG+RN Korean Version H4B8332AE
Le 8.x.x UG+RN Russian Version H48332AF
Le 8.x.x UG+RN Polish Version H48332AG
Le 8.x.x UG+RN Greek Version H48332AH
Le 8.x.x UGHRN Hungarian Version H48332AJ
Le 8.x.x UG+RN Slovakian Version H48332AK
Le 8.x.x UG+RN Czech Version H48332AL
Le 8.x.x UG+RN Turkish Version H48332AM
Le 8.xx UG+RN Danish Version H48332AN
e 8.xx UG+RN Norwegian Version H48332AP
Le 8xx UGHRN Finnish Version HA48332AR
Le 8.x.x UG+RN Bulgarian Version H48332A5
Le 8xx UG+RN Romanian Version - H4B332AT ]
Le 8.xx UG+RN Crootlgﬂg_rgpL#_g 7 H48332AW
Le B.x.X UG-LRN Lithuonian Version H48332AY
“Le 8.x.x UG+RN Latvian Version H48332A7Z
| Le 8.x.x UG+RN Serbian Version H4B8342AA
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Le 8.x.x UG+RN Europeaon Portuguese Version H48342A8
Le 8.x.% UG+RN Indonesian Version H48342AC
Le 8.x.x UG+RN Traditional Chinese Version H48342A)
Le 8.».% UG+RN Ukrainian Version ) H48332AK
Le 8.xx Advanced Reference Manual HA8342AD
Le 8.x.x Basic Service Manual H48342AE
Le R8.x.x Manual CO H48342AF
AlUM Booklet H48542L.D
Le 8.x.x Advanced Reference Manual French HaB342AL
Le R7 BUM+RN English Version H48362AH
Le R7 BUM+RN French Version . H48362AJ
Le R7 BUM+RN Spanish Version ) ' H48362AK
Le R7 BUM+RN German Version H48362AL
Le R7 BUM+RN Italian Version H48362AM
Le R7 BUM+RN Brazilian Portuguese Version H48362AN
Le R7 BUM+RN Japanese Version H48362AP
Le R7 BUM+RN Chinese Version H48362AR
LOGIQ e R7 UG+RN English Version HA48362AS
Le R7 UG+RN Dutch Version H48362AT
'Le R7 UG+RN Estonian Version ] ] H4B362AW B
Le R7 UG+RN Chinese Version H48362AY
Le R7 UG+RN Swedish Version H48362AZ
Le R7 UG+RN Traditional Chinese Version H4B8372AA
Le R7 UG+RN Korean Version ] H48372AB
Le R7 UG+RN Russian Version ; Ha8372AC . ]
Le R7 UG+RN Polish Version H48372AD
Le R7 UG+RN Greek Version H48372AE
Le R7 UG+RN Hungarian Version H48372AF
Le R7 UG+RN Slovakian Version H48372AG
Le R7 UG+RN Czech Version H48372AH
Le R7 UG+RN Turkish Version H48372AJ
Le R7 UG+RN Danish Version Ha8372AK
Le R7 UG+RN Norwegian Version H4B8372AL
Le R7 UG+RN Finnish Version H4B372AM
Le R7 UG+RN Bulgorian Version I 1o S —— o
Le R7 UG+RN Romanian Version S H48372AP
Le R7 UG+RN Croatian Version H48372AR
Le R7 UG+RN Lithuanian Version H48372AS
Le R7 UG+RN Latvian Version H48372AT
Le R7 UG+RN Serbian Version H48372AW
e R7 UG+RN European Portuguese Version H48372AY
Le R7 UG+RN Ukrainian Version H48372AZ
Le R7 UG+RN Indonesian Version H48382AA
Le R7 UG+RN Kazakh Version H48382AB
Le R7 Advanced Reference Manudl H48382AC
Le R7 Advanced Reference Manual French version H48382AD
Le R7 Basic Service Manual H48382AE
e R9.xx Manual CD : H48382AF
E8C-RS OP Maonuals -English Ha4801GK
‘ESC-RS OP Manuals - French H&44801GL
| £8C-RS OP Manuals - Spanish - H44801GM -
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%
E8C-RS OP Manuals - German H44801GN
E8C-RS OP Manuals - Italian H44801GP
E8C-RS OP Manuals - Portuguese H44801GR
EBC-RS Re-Usable Biopsy Manuals - English H40411L
EBC-RS Re-Usable Biopsy Manuals - French H40411LA
'EBC-RS Re-Usable Biopsy Manuals - Spanish H40411LB ,
£8C-RS Re-Usable Biopsy Manuals - German H40411LC i
E8C-RS Re-Usable Biopsy Manuals - Italion H40411LD
EBC-RS Re-Usable Biopsy Manuals - Portuguese H40411LE
EBC-RS Re-Usable Biopsy Manuals - Japanese H40411LF
E8C-RS Re-Usable Biopsy Manuals - Chinese H40411LG
Cart
Docking cart H48312AG
Docking cart w/3 probe Box H4B8352AE
3 probe Box H48312AK
Le R6 Tall Cart w 3PP H48352AF
Advanced Isolation Cart (110) H48352AL
Advanced Isolation Cart (220) H48352AM
Shelf for Color Printer H48312AL
Extended Life Battery Option H48312AJ
Printer DCAC Adapter Kits H48312AP
A-Icart Basket Kits H48352AN
A-lcart Drawer Kits H48352AP
A-Icart 3-probe Box kits H48352AR
Isolation Cart {110 H48342A5 .
Isolation Cart [220) H48342AT
Battery & Power Cable
LOGIQ e Battery Pack H48312AR
AC/DC Power Adapter without Power Cord H48312AS
AC/DC Power Cable [USA) 100V~120V H4B482AL
AC/DC Power Cable (Argentina) H4B8482AC
AC/DC Power Cable [Ching) 220V~240V H48482AK
AC/DC Power Cable Japan} 100v~120V H48482A8
AC/DC Power Cable {Australia) 220V~240V H48482AE
AC/DC Power Cable (India/South Africa) 220V~240V H48482AH
AC/DC Power Cable (Continental Europe, German Typel
220V~ 240V H48482AF
AC/DC Power Cable (UK/Ireland | H48482AG )
AC/DC Power Cable {Denmark] H4B8482AM
AC/DC Power Cable (Israel) H48482A)
AC/DC Power Cable {Switzerland) Hagag2AD |
AC/DC Power Cable (Brazil) | H4B482AN B
Accessories
LITEON eBAU108 DVDRW Kit H48492AM
SONY UP-D25MD Color Printer USA Kit H485421L.72
SONY UP-D25MD Color Printer EUP Kit H48552LA
SONY UP-D25MD Color Printer CHN Kit H48542LY
SONY UP-D25MD Color Printer JPN Kit H48552LB
SONY UP-D25MD Color Printer BRA Kit H48312AN
Sony UPP-110HG B/W Printer Paper 1 Roll H41402LS
SONY UP-D838MD BW Printer USA Kit H48492AF
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SONY UP-D898MD BW Printer Europe Kit H48492AG
SONY UP-D898MD BW Printer China Kit H48492AH
SONY UP-D898MD BW Printer Japan Kit H48492AJ
SONY UP-D898MD BW Printer Brazil Kit HA48492AK
ECG Module [AHA] H41852LK
ECG Module (IEC) H41852LL
ECG ASSY w/ Chinese Label . ] H41852LM
'SKD ECG ASSY (for EU and Asia) ' HA1682LW
LOGIQ e and Vivid e Carrying Case H41652LC o
LOGIQ e and Vivid e Soft Shoulder Bag H48292LC
LOGIQ e and Vivid e Protect Film . H48092LL B
LOGIQ e A/N Key Film - Russian H48312AA
LOGIQ e A/N Key Film - Danish H48312AB
LOGIQ e A/N Key Film - Norwegian H48312AD
LOGIO e A/N Key Film - Swedish_Finnish H4B312AE
LOGIQ e Keyboard Film - French Ha8312A7Z
LOGIQ e Keyboard Film - Blank H48482AS
LOGIQ e CWD Kit H48312AM
Ultrasound Trans Gel H48492AL
Barcode Reader(Honeywell1900) H48872LG
‘Wireless Adapter WNA3100 H48902LK
USB Memory Stick H48962LC
Programmable Footswitch H41642LS
Le R6 Vet Upgrade Kits H48352AC
Le R6-R7 Upgrode Kits . H48362AG
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Revision History:

Rev |Rev Date | Author Description

1 See Myworkshop Zhang Jiowei  |Initial release for External Evaluation

2 See Myworkshop | Zhang Jiawei Update product configurations

3 See Myworkshop | Zhang Jiawei Update product configurations

4 See Myworkshop Zhang Jiowel \c oot Heat# number mistake for L8-18i-RS

5 See Myworkshop | Zhang Jiawel | Update product configurations

¢ | SeeMyworkshop | Zhang Jiawel | Update manufacturing sites, use new template
» | See Myworkshop | Zhang Jiawei | add Le R7 for external evaluation

3 See Myworkshop Yie Jian Update the CE certificate number, add new

printer, Update product configurations

g | SeeMyworkshop | Zhang Jiawel. | Add Le R7 configurations

See Myworkshop | Gao Gan ® Add LeR7 Vet version

® Add Le R7 Basic Service Manual

® Correct the Hcat number for Docking cart
w/3 probe Box, and 3 Probe Box

® Update Safety Regulatory Engineer name

10
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[logo spole¢nosti] GE Healthcare

ES PROHLASENI O SHODE
(Podle ustanoveni smérnice o zdravotnickych zafizenich 93/42/EHS a smérnice 2011/65/EU)

My
Vyrobce: Povéreny zastupce EU
GE Medical Systems (Chine) Co., Ltd. GE Medical Systems Information
No. 19 Changjiang Road, WuXi National Hi-Tech Development Zone Technologies GmbH
Jiangsu, Cinska lidova republika Munzinger Strasse 5, D-79111

Freiburg, Némecko

DIMDI &.: DE/0000012013
Vyrobni zavody
1. GE Medical Systems (Chine) Co. Ltd.
No. 19 Changjiang Road, WuXi National Hi-Tech Development Zone Jiangsu, Cinskd lidova republika 214028

2. GE Medical Systems Ultrasound and Primary Care Diagnostics, LLC
9900W Innovation Drive, Wauwatosa, Wi, 53226, USA

prohlasujeme na svou vyhradni odpovédnost, ze zafizeni tfidy lla:

LOGIQ e ultrazvukovy systém
Ref.: viz dodatek

kod GMDN: 40761

Kod UMDNS: 15976

Technicka slozka: DOC1440607

Klasifikacni pravidlo (93/42/ES Pfiloha IX): 10
ke kterému se toto prohlaéeni vztahuje, spliiuje pozadavky smérnice 93/42/EHS o zdravotnickych zafizenich,
které se na né vztahuji a pozadavky smérnice 2011/65/EU o omezenich pouiivani uréitych nebezpeénych
latek v elektrickych a elektronickych zafizenich.
Tato shoda se zaklada na nasledujicich skuteénostech:
e Informace uvedené v technickych dokumentech, slozka konstrukéni dokumentace zn.:

DOC1440607 produktu, na ktery se toto prohladeni vztahuje.

e Technickd dokumentace zn.: DOC1440607 produktu, na ktery se toto prohlageni vztahuje

LOGIQ e ES Prohlaseni o shodé DOC1440609 Rev 10 Strana1z8
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[/logo spoleénosti] GE Healthcare

© ® N o,

Certifikat ES: schvéleni tpiného systému zajisténi kvality (Pfiloha Il smérnice 93/42/EHS o
zdravotnickych zafizenich) udéleny spoleénosti TUV Rheinland LGA Products GmbH (Notifikovany -
organ 0197), dne 7. listopadu 2014 Certifikat & <HD 60094311 0001>

Seznam harmonizovanych standardi aplikovanych pro znaéeni CE:

EN 60601-1:2006+A11:2011 Zdravotnicka elektricka zafizen| - Cast 1: Obecné poZadavky na
bezpeénost.

EN 60601-1-2:2007+C1:2010 Zdravotnicka elektricka zafizeni - Cst 1-2 : Obecne pozadavky na
bezpecnost - vedlej$i norma: Elektromagneticka kompatibilita Pozadavky a testy.

EN 55011:2007+A2:2007/CISPR 11:209, Skupina 1, Pramyslova védecka a zdravotnicka zafizeni tridy
A pro bezpecnost ultrazvukovych zdravotnickych diagnostickych a sledovacich zafizeni.

EN 606014-2-37:2008 Zdravotnicka elektricka zafizeni - Cast 2-37: Konkrétni pozadavky na
bezpecnost ultrazvukovych zdravotnickych diagnostickych a sledovacich zafizeni.

EN 62366:2008 Zdravotnicka zafizeni - aplikace inZenyrstvi pouZitelnosti na zdravotnicka zafizeni.
EN 62304:2006+C1:2008 Zdravotnicka zafizen! - Procesy ivotniho cyklu softwaru.

EN ISO 14971:2012 Zdravotnick4 zafizeni - aplikace rizikového inZenyrstvi na zdravotnicka zafizeni.
EN 1041:2008 Informace poskytované vyrobcem zdravotnickych zafizeni,

EN1SO 15223:2012 Zdravotnicka zafizeni - Symboly pouzivané na &titcich zdravotnickych zafizeni,
znaceni a informace, které se maji poskytovat - Cast 1: Obecné pozadavky.

10. EN1S010993-1:2009 Biologické vyhodnocovani zdravotnickych zafizeni. Vyhodnocovani a test

[necitelny podpis]

Wuxi, 14. srpna 2015 Gao Gan

Bezpecnostni regulaéni inzenyr
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“‘ogo spoleénosti GE Healthcare

DODATEK K ES PROHLASEN{ O SHODE ze dne 14. srpna 2015

Popis vyrobku Katalogové oznaéeni j
Konfigurace LOGIQ e
LOGIQ e R6 LER6021, LER6022, LER6023, LERG024,

LER6025, LER6026, LER6027, LERGO2S,
LER6029, LER6030

-OGIQ e R6 konzole_verze USA H48322AA
-0GIQ & R6 konzole_Geneticka verze H48322A8
_LOGIQ e R6 konzole_verze_Korea H48322AC
L0GIQ e R6 konzole_verze_€ina H48322AD
-0G/Q e R6 konzole_verze Kanada H48322AF
LOGIQ e R6 konzole_verze CKD H48322AF
.2 Ro Vet Genericka verze HA48352AA
Le R6 Vet US verze H48352A8B
LOGIQ e R7 384261Wx4
_0GIQ e R7 Zakladni konzole H48362AA
LOGIQ e R7 US Zakladni konzole H48382AY
-0GIQ e R7 konzole vyrobena USA HA8382AT
LOGIQ e R7 konzole vyrobend Wuxi H48382AW
LOGIQ e R7 Genericka konzole H48392AN
LOGIQ e R7 Vet soupravy H48392AL
LOGIQ e R7 verze Japonsko H48392AK
Dokovaci vozik LER6DCO01, LER6 DCO02, LER6 DCOO3,

LER6DCO04, LER6DCO0S, LEREDCODS,
LER6 DCOO7, LER6DCO0S, LERG DCOO9

Sonda
Sonda C1-5RS HA04621LA
Sonda 8C-RS H40402LS
Sonda E8C-RS H40402LN
Sonda 35c-RS H45041DL
Sonda 6S-RS H45021RP
Sonda 9L-RS H40442LL
Sonda 12L-RS H40402LY
Sonda L4-12t-RS H48062AB
L4-12t-RS ENGO14, ENGO15, ENGO16, ENGO17,
ENG018

sonda L8-18i-RS H40462LF
Sonda L10-22RS H48312AH
L10-22RS ENGO023, ENG024, ENG025, ENG026
&Tc-RS HA455517ZE
4C-RS H40005R

~ <760-RS H44901AF
Souprava bhiopsie
Scuprava biopsie pro E8C-RS E8385MJ
Scuprava biopsie pro E8C-RS, na vice pouZiti H40412LN
Scuprava biopsie pro 12L-RS H40432LC

7S:uprava biopsie pro 9L-RS H4906BK
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12 Pfi€nz konzola H48392LL
Ny ENTE souprava biopsie H483392LT
>Cuprava biopsie pro 35¢-RS H462221LC
Scupravz biopsie pro C1-5-RS H40432LE
>Z_oprava biopsie pro 4C-RS E8385NA
Softwarové moinosti
- L0GIO inost DICOM H41652LP
L0 = moznost LOGIQView H41642LK
-2C 2 = moinostCM & AMM/CMM H41652LN
CGiQ e moinost 3D H41642LH
.0CGQ 2 moinost Needle H48012LF
-CGQ e moznost TVI/TVD H48322AK
LOGIQ 2 moinost Auto IMT H48592Lw
0 22 = moinost eSmart Trainer H48592LT
-CG/Q e moinost eSmart Trainer Japonsko H48992LP
_0G!Q e moinost Stress Echo H48602LC
LOGiIQ e moinost Color Quantification H48792LH
L0GIQ & moinost Follow Up H487921LG
-0G!Q & moznost High-Res PDI H48322AL
LOGIQ e moeinost Ophtalmic H48322AM
Manualy a poznamky k vydanim (Release Notes)
Lz 8.x.x BUM+RN anglickd verze H48322AN
_= 3.x.x BUM+RN francouzska verze H48322AP
L2 8.x.x BUM+RN $panélska verze H48322AR
8.x.x BUM+RN némecka verze H48322AS
2.x.x BUM+RN italskd verze H48322AT
_e 8.x.x BUM+RN brazilska verze H48322AW
L= 8.x.x BUM+RN japonska verze H48322AY
_2 8.x.x BUM+RN ¢inska verze HA48322A7
Lz 8.x.x UG+RN anglicka verze H48332AA
.= 8.x.x UG+RN holandska verze H48332AB
-2 8.x.x UG+RN estonska verze H48332AC
L= 8.x.x UG+RN ¢inskd verze H48342AY
_2 8.x.Xx UG+RN $védska verze H48332AD
-2 8.x.x UG+RN korejska verze H48332AE
L2 8.x.x UG+RN ruska verze H48332AF
_2 8.x.x UG+RN polskd verze H48332AG
L2 8.x.x UG+RN fecka verze H48332AH
_2 8.x.x UG+RN madarska verze H48332A)
_= 8.x.x UG+RN slovenska verze H48332AK
2 8.x.x UG+RN ceska verze H48332AL
.= 8.x.x UG+RN tureckd verze H48332AM
_= Z..x UG+RN danska verze H48332AN
_= 3.x.x UG+RN norska verze H48332AP
_= 3.x.x UG+RN finska verze H48332AR
_= 2.x.x UG+RN bulharska verze H48332AS
_= Z.x.x UG+RN rumunska verze H48332AT
_= 2.x.x UG+RN chorvatska verze H48332AW
_= 2.x.x UG+RN litevskd verze HA48332AY
_= 2.x.X UG+RN lotysska verze H48332A7
_= 2.x.x UG+RN srbska verze HA8342AA
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=z - 5-3% evropsko portugalska verze H48342AB
- _ -7 indonéska verze H48342AC
ie S=2N tr2diéné finska verze H48342A)
= ¥ e UG+BN ukrajinska verze H48332AK
= : $ fzny referenéni manuadl H48342AD
_ <= T wa z2kizdni servisni manual HA48342AF
.= 28 xx (D s manudlem HA48342AF
Sroiu H48542LD
=3 H48342AL
1o R7 H48362AH
_= 27 BUMN-RN francouzska verze H48362A)
_= 37 3UN=RN 3pandlskd verze H48362AK
= =7 2UNERN némecka verze H48362AL
.= 27 2UM+RN italska verze H48362AM
_= 77 BUN=RN brazilsko portugalska verze H48362AN
_= 27 BUM=RN japonska verze H48362AP
_ L= R7BUM+RN ¢inska verze H48362AR
_0G'Q = A7 UG-RN anglicka verze HA48362A5
-2 27 UG+RN holandska verze HA8362AT
T =77 UG+RN estonska verze HA8362AW
.= R7 UG+RN ¢inska verze H48362AY
_= 77 UG-RN svédska verze H48362AZ
_= 37 UG+RN tradi¢né ¢inska verze H48372AA
_= R7 UG+RN korejska verze H48372AB
_= R7 UG+RN ruska verze HA48372AC
_= 27 UG=RN polska verze H48372AD
.= 27 UG+RN fecka verze H48372AE
_= 27 UG+RN madarska verze H48372AF
_= 37 UG+RN slovenska verze H48372AG
_= 27 UG+RN cZeska verze H48372AH
_= A7 UG+RN turecka verze H48372A)
=27 UG+RN danska verze H48372AK
_= 27 UG+RN norska verze H48372AL
_= 87 UG+RN finska verze H48372AM
_= R7 UG+RN bulharska verze H48372AN
_2 R7 UG+RN rumunska verze HA48372AP
_= 27 UG+RN chaorvatska verze H48372AR
"z R7 UG+RN litevska verze HA8372AS
_= 27 UG+RN loty$ska verze H48372AT
_= R7 UG+RN srbska verze H48372AW
_= 27 UG+RN evropsko portugalska verze HA48372AY
_= 27 UG+RN ukrajinska verze H48372AZ
= 27 UG+RN indonéska verze H48382AA
_= 27 UG+RN kazaiska verze H48382AB
_= 27 rozéifeny referenéni manudl H48382AC
_= 37 rozéifeny referenéni manudl francouzska verze H48382AD
—,5 27 zakladni servisni manual HA8382AE
_= 22 x.x CD s manualem HA48382AF
Z37-35 OP manualy - anglicky H44801GK
TZSC-RS OP manualy - francousky H44801GL
£272.35 0P manualy - §panélsky H44801GM
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- némecky H44801GN
=1 H44801GP
rtugalsky H44801GR
'2 Diopsie manualy - anglicky H40411L

2 Diopsie manualy - francouzsky H40411LA
c bicpsie manudly - Spanélsky H40411LB
Siopsie manualy - némecky H40411LC
ciopsie manualy - italsky H40411LD
biopsie manualy - portugalsky H40411LE
Diopsie manualy - japonsky H40411LF
Diopsie manualy - Einsky H40411LG
| H48312AG

H48352AE |

H48312AK B

H48352AF ]

H48352AL ]

H48352AM 1
H48312AL
Woincstrozdifeng fivotnosti baterie H48312A)

SO dru AC/DC pro tiskarnu Ha8312AP ]
SOUpPTa ivozik H48352AN |
Soupravy z3suvky A-lvozik HA48352AP

v 3 s0ndovy box A-lvozik H48352AR
vozik (110 H48342As |
2 ozik {220) H48342AT j
Szterie 3 napajeci kabely —!
yuprava baterii H48312AR _]
eci adaptér bez &y H48312AS |
S jeci §Adra (USA) 110V~220V H48482AL ]
Jﬂcr $ndra (Argentina) H48482AC
eci §ndara [Cma) 220V~240V H48482AK
o3jeci $Adra (Japonsko) 100v~120V H48482AB
djeci $ndra (Austrélie) 220v~240V H48482AF 4‘
jeci §Adra (Indie/lizni Afrika) 220V~240V H48482AH
¢i $Adra (kontinentalni Evropa némecky typ) 220V~240v HA8482AF
ci $nara (GB/Irsko) H48482AG 4‘
¢i $Adra (Dansko) HA8482AM
¢i §Adra (Izrael) H48482A)
¢i $ndra (Svycarsko) HA48482AD
zpzjeci 3ndra (Brazilie) HA48482AN
Sooorzea LUTEON eBAU108 DVDRW H48432AM
INY UP-D25MD barevné tiskdrna USA H4854212
UP-D25MD barevna tiskdrna EVR H48552LA
_B-D25MD barevna tiskdrna ¢iN H48542LY 4‘
- P-D25MD barevna tiskdrna JAP H48552LB
_2-025MD barevna tiskarna BRA H48312AN
7= 3p7u 0 tskarny Sony UPP-110HG &/B H41402LS
Soozozez SONY UP-DRSSMD CB tiskarna USA H48492AF
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Souprava SONY UP-D898MD CB tiskdrna Evropa H48492AG
Souprava SONY UP-D898MD (B tiskdrna Cina H48492AH
Souprava SONY UP-D898MD CB tiskdrna Japonsko H48492A)
Souprava SONY UP-D898MD B tiskarna Brazilie H48492AK
EKG modul (AHA) H41852LK
EKG modul (IEC) H41852LL
EKG SEST s Cinskym $titkem HA41852LM
SKD EKG SEST (pro Evropu a Asii) H41682LW
LOGIQ e a Vivid e pfenosna piepravka H41652LC
LOGIQ e a Vivid e mékka ramenni bragna H48292LC
LOGIQ e a Vivid ochranny film H48092LL
LOGIQ e A/N Key Film - rusky H48312AA
LOGIQ e A/N Key Film - dansky H48312AB
LOGIQ e A/N Key Film - norsky H48312AD
LOGIQ e A/N Key Film - $védsky_finsky H48312AE
LOGIQ e Keyhord Film - francouzsky H48312A7
LOGIQ e Keybord Film - prazdny H48482AS
Souprava LOGIQ e CWD H48312AM
Ultrazvukovy trans gel H48492AL
Cte¢ka ¢arovych kodt (Honeywell1900) H48872LG
Bezdratovy adaptér WNA3100 H48902LK
USB pamét H48962LC
Programovatelny nozni pfepinaé H41642L5
Aktualiza¢ni soupravy Le R6 Vet H48352AC
Aktualiza¢ni soupravy Le R6-R7 H48362AG
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[logo spoleénosti] GE Healthcare

Prehled revizi:

Rev | Datum revize Autor Popis
1 viz Myworkshop Zhang Jiawei Pocateéni vytisk pro externi vyhodnoceni
2 viz Myworkshop Zhang Jiawei Aktualizace konfiguraci produktu
3 viz Myworkshop Zhang Jiawei Aktualizace konfiguraci produktu
4 viz Myworkshop Zhang Jiawei Sprévné ¢. katalogu pro L8-18i-RS
5 viz Myworkshop Zhang Jiawei Aktualizace konfiguraci produktu
6 viz Myworkshop Zhang Jiawei Aktualizace vyrobniho zavodu, pouiiti nové Sablony
i viz Myworkshop Zhang Jiawei Pfidani Le R7 pro externi vyhodnoceni
8 viz Myworkshop Xie Jian Aktualizace ¢isla CE certifikatu, pFidani nové tiskarny, aktualizace
konfiguraci produktu
9 viz Myworkshop Zhang Jiawei Pfidani konfiguraci Le R7
10 viz Myworkshop Gao Gan e  Pfidani verze LeR7
s Pfidéni Zékladniho servisniho manualu Le R7
e  Oprava Hcat ¢isla pro dokovaci vozik s 3 sondovym boxem a 3
sondového boxu
*  Aktualizace jména bezpe¢nostniho regulaéniho inZenyra

Tlumocénicka doloZka

Jako tlumocénik jazyka anglického, jmenovany rozhodnutim
Krajského soudu v Brné ze dne 23. 5. 1994, ¢, Spr. 2204/93
stvrzuji, Ze pfeklad souhlasi s anglickym textem pfipojené listiny.
Tlumocnicky kon je zapsdn pod pofadovym cislem (965 deniku.

Podpis tlumoé&nika E W

RNDr. Karc. f‘.ﬂlKULASEK
prekladatelstvi, tumocnictvi
tal.: 546 210 976, 732 920 911
|GO: 66307276
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