GE Healthcare
A" DECLARATION CE DE CONFORMITE
10)

(suivont les dispositions de lo directive refative aux dispositifs medicoux 33/62/CEE)

EC DECLARATION OF CONFORMITY
{Following the provisions of the medical devices directive 93/42/EEC]

MNous | We
Fabricant [ Monufocturer: Responsable U.E f EU Responsible
GE Ultrasound Korea GE Medical Systems S.C.S
65-1, Sangdaewon-Dong, Chungwon-Ku 283 rue de la Miniére
Sungnam-5i, Kyunnggi-Do, Korea 462-120 78530 BUC France

déclorons; sous notre seule responsabilité, que le produit de classella ;
declare under our sole responsibility that the closs lo produch

LOGIQ 5 Expert
Ultrasound System, Imoging, General Purpose

Réf. / Ref : HAD24ZLE
GMDN Code: 40761

auquel cette déclarotion se ropporte; est en conformité avec les exigences essentielles qui lui sont applicables
(onnexe | de la directive relative aux dispositifs médicaux 93/42/CEE).

to which this declaration relates is in conformity with the essential requirements which apply to it fannex | of the medical devices
directive 93/42/EEC),

Cette conformité s'appuie sur les éléments suivants / This conformity is based on the following elements:

- Informations contenues dans lels) documentis) / Information included in the documentisk
Dossier histarique de conception / Design History File  RéfJ refl . SED-UJT-H12 rév./rev.5

du produit auquel cette déclaoration se rapporte [ of the product to which this declaration relates.

- Aftestation CE d'opprobation du systéme complet d'assurance gualité (annexe |l de la directive relative oux
dispositifs médicaux 93/42/CEE) délivrée par le G-MED (Organisme Notifié n°0459) / EC certificate: approval of full
guality ossurance system lannex | of the medical devices directive 33/42 EEC) delivered by G-MED (Notified Body n*0459
Attestotion [ Certificate N® D9B4/B2P3/1

Secul. 8 mai 2008 Mak-Chool Kim
May 9% 2006 Q&SR Managear
Representative of QA System
GE Ultrasound Kerea

Cette déclaration CE de conformité remplace lo précédente déclaration datée du 28 octobre 2005.
This EC declaration of conformity supersedes the previous declorotion doted Oct. 28, 2005.

farmilpire Stabli selon EN 150 fIEC 17050 - 156 BOC0103555 / form estoblished according to ENSD JIEC 17050~ 1586 DOCOI03555
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ADDENDUM A LA DECLARATION CE de CONFORMITE datée du 9 mai 2006

Addendurn @ la Déclaration CE de Conformité dated May 9t 2006

Identification No.

o/t (Catalog No.)
Systeme [ system LOGIQ 5 Expert H40242L8
Add-on (Opticon) Foot Switch H41332LR
Add-on [Option)]  Fisture for L’CR{CGI&J: ,Ennte.r side pocket H41312LK
Fixture for VCR/Coler printer, Top H41312LL
_ Coble setfor Sony VCR H41312LP
ECG Install Kit H41312LF
Bosic UsersMonuel(Englishy H41302LP
Bosic Service Monuol [Englisht H41302LT
Quick Start Guide [English| H41302L8
 Eosy 3D Software H41312L8
Advanced 30 Software Ha1312LC
CW Doppler kit with ATD Assy. H41312LG
_ CW Dopgler kit without ATD Assy. H41332LH
DICOM Software H41312L0
Additional probe port install kit H41312L4
BW Printer Fixture kit H413120)
BW Printer Cable set H41312LM
Insite Modem Kit H41332LG
Color Printer Cable set B HA1312LN
1.3 GB MO Install kit N H41312LE
Insite software H&15312LT
 Russion language kit H41312LR l
~ Greek longuage kit By~ H41312L5
LOGIQ View option kit  H41332LJ
Cable set for digital BW printer H41332LE
Cable set for digital Calor printer H&1332LF
Cable set for Pongsonic VCR H41332LH
Swivel Lock option H41312LW
Anagtomicael m Mode Option H41332LB
Advanced reference monual Hai1312L2
BTO3 upgrade kit H41332L5
E-Flow aption I H&1332LT
CHA option Ha1332LW
ECG Cable {Clip) H44012LK
L5 Basic Up kit for BEPT H41362L0
L5 Basic Up kit for BEPZ H41362LE
L5 Basic Horizan kit for BEPI H41362L8
L5 Basic Hoerizon kit for BEPZ Hal1362LC
L5 Bosic Horizon kit for Basic H&1362LF
LOGIQ 5 EXPERT Hard Copy KIT English H4125214
LOGIQ 5 EXPERT Hard Copy KIT French H41292LK
LOGIQ 5 EXPERT Hord Copy KIT Spanish H4128201
LOGIQ 5 EXPERT Hard Copy KIT ttalian H41292LM
LOGIQ 5 EXPERT Hord Copy KIT German HE1292LN
L{IGIQ_E EXPERT Hard Copy KIT Portuguese H41292LP
LOGIQ 5 EXPERT Haord Copy KIT Chinese H41292LR
LOGIQ'S, @E._I?T_rjqrq Copy KIT Japanese HA0342LG
LOGIY 5 EXPERT Documentalion KIT English Ha13820W/f
LOGI) 5 EXPERT E}ncumenmzr{:n KIT French L H&1382LY
LOGIQ 5 EXPERT Documentation KIT Spanish H&138217
LOGIQ 5 EXPERT Documentotion KIT italian H41392LA
LOGI} 5 EXPERT Dl:lcumentaimn KIT German H&l1392LE8
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Add-on (Option) LOGIQ § EXPERT Documentation KIT Portuguese H41392LC
Add-on [Option] LOGIQ 5 EXPERT Documentation KIT Chinese HaA1392L0
LOGI] 5 EXPERT Documentation KIT Joponese H40342LH
LOGIQ 5 Expert eDOCS CO HA13220L
Medical Ultrasound Safety Pump_hfe: H&30320T
LOGIQ 5 Expert Advanced Reference Manual HA1302LR
LOGIQ 5 EXPERT Basic User Manual French HE1362LT
LOGIQ 5 EXPERT Basic User Manual Sponish (H41362LW
LOGIJ 5 EXPERT Bosic User Manual Ifaiian H41362LY
 LOGIQ S EXPERT Bosic User Mnnum Ge.rmnn Ha4l362L2
LOGIQ 5 EXPERT Bosic User Mnnml Portuguese HA1372L4
LOGIO 5 EXPERT Bosic User Manual Chinese Ha1372LK
LOGIG 5 EXPERT Quick Start Guide French H41352.8 -
LOGIQ 5 EXPERT Quick Start Guide Spamsh Ha13520T
LOGIQ 5 EXPERT Quick Start Guide Italian H&13520LW
_ LOGIQ 5 EXPERT Quick Start Guide German H41352LY
LOGIQ 5 EXPERT Quick Start Guide Portuguese H41352LZ
LOGIQ 5 EXPERT Quick Start Guide Chinese HYI3720M
Manual BESC English HaQg2200
Manual BEIC French Hal422L0
Manuol BEQC German. Ha0422LE
Manual BESC Spanish HA40422LF
Manuol BESC Portuguese Ha422LG
Manual BESC ltalion H4d422LH
Manual BESC Chiness  H40302LH
Manual E8C English H&4801GK
~ Manual £8C French H&4801GL
Manual E8C German H44801GN 5
Manual EBC Spanish H&4801GM
Manual E8C Portuguese H44801GR
| Monual £8C italian H44801GP
Manual E8C Chinese _ H4G302LR
ETOS Up kit for LOGIOS Expert H40382L5
UG7C probe instailation kit for Europe (LOGIQS-Expert/Prol H4&1382L2
Add-on (Sonde) 5C HA40402L8
Add-on [Probe ~ 3c H40412(8
3.5C H4901PE
35 = E55 H&55052
0L H40412L G
1L HaD41ZLH
“EBC HA40412LE
B0 HGE30JG
8C H79202NL
7L HaDalzLF
105 F— H4801PC
0 HA830IE
BESYC = H79272NL
2L e H4012L
3505 Halal2LK:
75 B H4D4Z2LE
1735 H40212LF
7739 HaD212LM
ERE H45202ER
55 Ha404221LA
UG7C HA04320A
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Accessoires / 3C Biopsy Starter Kit [Multi angle) H40412L8
Accessaries 3.5C Single-angle Biopsy Starter kit : H4301PE
SC Biopsy Starter Kit (Multi angle] Haa1 214
_ E721/ESC Biopsy Starter Kit H&0412LE
_10L Biopsy Starter Kit [Muiti anglel = H&D412LG
121 Biopsy Starter Kit (Fixed ongle) Ha40412LH
7L Biopsy Starter Kit (Multi angle]  EB385PC
3S Biopsy Starter Kit (Multi angle) E8385M2
1739 Biopsy Storter Kit (Mulli angle] E838BRG
ERE Biopsy Starter Kit (fixed onglel H78112P
ERB Biopsy Starter Kit (grid) Hap342LL
Probes Caution Sheet
:?nr:;:: fﬂﬁﬂn / Insite modem installation instruction 2331698 Rev 0 LN
: BW Printer Installation Instruction 2331700 Rev0
Instruction Manual for ECG Installotion Instruction 2331699 Rev2
Instaliation VCR Installation Instruction 2331701 Rew 0
Additional probe port installation instraction 23315903 Rev 0
MOD Option Installation Instruction 2331703 Rev
Fook switch Instalintion Instruction - 2331702 Rev.d
Software Option Installation Instruction 2331704 Rev 1
Swivel Lock Instollation Instruction 2335260 Rav.0

CW Doppler kit Installation Instruction
L5 8T03 Basic upgrnde kit installation instruction

2374461 Rev.1

2401896 Rev.1

L5 BTO3 Horizon upgrode kit installation instruction

2401516 Rev.l

L5 BTO3 Horizon for bosic upgrade kit installation instruction 2401897 Rew.]
BTG5 Up kit for LOGIQS-Expert installation instruction 5133499 Rev.l
BTOS Ug kit for LOGIQS-Pro/Expert installation instruction 5135618 Rev.1
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