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We:

Manufacturer

GE Ultrasound Korea, Ltd.
9, Sunhwan-ro 2ldbeon-gil,
Jungwon-gu, Seongnam-si,
CYEONGGI-DO 13204, Republic of Korea

Single Registration Number (SRN): KR-MF-
000001860

Declare under our sole responsibility that the device:

LOGIQ Totus

Ilasic tJDl-DI: 84068218IJG003471IilI

@ nt HeatthCare

EU DECLARATION OF CONFORMITY
Following thc provisions ot'the mcdical dcr,'iccs rcqulation 2017,'7,15. directive 201 l/6.tiF.t i

and dircctivc 20 I 41 5 I I t:.Li.

Identification number:

Product Name

LOGIQ Totus

LOGIQ Totus

Part number/Reference numbcr'

5926013 / LOCIQ Totus

5943511 / LOGTQ Totus IIDU

EU Authorized Representative

GE illedical Systems SCS

283 rue de ln lllinidre
78530 BUC, France

SRN: FR-AR-00000034.t

rJDr-Dr(cTIN)

00195278664600

00195278724342

Intendcd Purposc: Thc LOGIQ Totus is a general-purpose diagnostic ultrasound system intencled ibr
use by qualilied and trained healthcare prolessionals for ultrasound imaging, measurcmcnt, display and
analysi.s olthe human body t1uid.

GMDN Code: 40761

GMDN Description: Cencral-Purpose ultrasound imaging system

EIVIDN Code: Zl 10401

EMDN Description: Ultrasound Scanner

Class: IIa

Classification rule (Anncx VIII): Rule l0

'1'o which this declaration relates is in conformity wilh the requirements of the mcdical dcvices
20171745 that apply to it and with thc rcquircments of the directivc ?-Ol ll65/EU of the European
ofthe council of8 June 201 I on the restriction olthe use ofccftain hazardous substances in electrical and
electronic equipment (RoFIS) and the directive zal4ls3lEU on the Radio Equipment (RED).

This conformity is bascd on thc fbllowing clemcnts:

' 'lechnical Documcntation rcferencc: DOC2799036, of thc product to which this declaration
relates.

tPrinted Copics are uncontrolled unlcss otherwise idcntiticd*
Betbrc using this docunrent. refer to Myworkshop fbr thc latcst version.

. EU certificate No. H22004702-01: tD- Cr

- Conformity assessment procedure followed: Annex IX of the medical device resulatiop h4g {ln ' 
$,'lU 

^2017t74s - 
fry"0ato"1 Mrrs l*^o4*

- Delivered by TW Rheinland LGA Products GmbH (Notified Body N. 0197) 
@ Utl,^Sr,t *l k A, rL*),

1[ -r"u:x'-f
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This EU Declaration of conformity supersedes the previous declaration dated 2023-Dec-08.

SIGNATURE;

Date of issuel

Place of issue:

Name:

Function:

Signafure:

2024-Feb-16

Seongnam-si

Chae-Rin, Song

Regulatory Affairs l,eader

Aat$r,r ,Sonj

6rym
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ADDENDUM TO THE
LOGIQ

DECI,AITATION OF CON T ORIVI TTY DOC2827 60I
Totus - Accessories and Conrponents

Product Catalog Number(Hcat#; t2l

Base systems

LOGIQ Totus
t,OGIQ'l'otus(ref . I-OGIQ t'otus HI)Lllrl)

H45202LA
H46222LT

Probes
IvI5Sc-D H44e0lAE
6S-D FI45O2 I RR

t2s-n FI45O2 IRT
ML6-_t5-p
L3-12-D

fi40452LG
t t48062.{4.

L6-24-D
9L-t)

rr4920t1F
H40442LNl

cr-6-D H40472L'l
C1.6VN.D
c3-r0-D

ryql??].w
T140482I,B

c:2-7-D il46422LM
ci2-7\,rl\i-D H46422LN
IC5-9-D t140422LK
RA86-D H4868lMG
RIC5-9-D H48651MS
P2D H483OJE

P6D H483OJG

Soltware Options
Adv. Security I146003BW
Codcd C'ontrast IT46003BY
Cardiac AFI (=Cardiac Strain) 146t62r.K
Report Writer t146003BZ
TVI H43942L2
Auto EF H43952LL
Stress Echo H460048A
Trice H4600488
LOGIQ Apps H460048C
Scan Assistant H46004BD
AUTO IMT FI460O4BE

B Steer+ H460048f .,'ii1't r'-rr:",,i

B.ITLOW ll4 60 0 4BV:{' ltiit*,'t' "' 7,

IrLOW OA (-Color Ouantification. O-Analysis) H460048t4^:"_,,i;'

Ivleasure Assist Breast H460048J
Measurc Assist OB
ELASTOCRAPHY (:Strain Elastography) Fr460048r.
IILASTO QA (:Elauto Quantitication Analysis) H460048\M;i.,j..rr./,/
Shear Wave Elastography
UGAP H460048P r,

Hepatic Assistant - SWE-UCAP H460048R ':: :':

Omni Vicw H460048S
FIDlivc H43952L8
STIC H4600487
TUI H460048W
VCI-Static H46004BY
VOCAI, II H46004BZ
SonoNT SonolT H4600sBA
Compare Assistant tt46005BB

Page 3 of6 DOC282760t
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Thyroid Productivity
Breast Productiviw
Probe check
Auto Preset Assistant

_ H460058C

___ H46005BD

_ il460058E
FI461621.R

%

Auto Abdominal Color Assistant I I.16 l62t.W
Voice Control ll,t6 l62t.s
Software DVR H46t62LY
LOGIQ SRI HD Type 2

lgqra {a{(rs ?

tt46t62LL
l t"t9l9KI

Koios Breast Activation for LOGIQ tI4922BA
KOIOS 3.x INS'I'ALL

-6lrs{bxeiq4etjyetis!&r! oqq
H492 I KY
H4922TA

DICOM H460038'r
Data Streaming(Data Share) I146162Ll/1
c-Delivcry Lt43952ED
Hardware Options
Gel Warmer I.I460O3RB
CW Doppler tI46003BA
CW Pcncil Probc Connector r-t4600287.
Real-Time 4D H46003tlP
Battery Pack _ H460038R
Battery Pack extended H46003BS
Intemal Universal Video Converter H460038N
ECG options
ECG Opllqn u460028Y
ECG CABI,E - AHA S'IYLE FI491OEC
FC389, ECC CABI,E SET H45521AL
ECC Cables IEC Sryle H4911JC
Pwr supply noise filter L146162LH
P_gqlpherals

Printers
SONY UP-D25MD Color PzuNTER H491lJ'r'
SONY UP-D25IMD Color PRINIIR Set H49l IJW
soNY UPD898DC BW prinrer Kir(t t46002uu + 11432721.C) H46 r 02LS
BW Printer Install Kit H4600288
BW Printcr, UP-D898DC ll43272LC .,) .'
Accessories "/o$i
WLAN-Bluetooth Combi Donslc I146003BL //"e'-.{d
WLAN Modulc I146003BM laj"
USB TjOOTSWITCFI 3 BUTTON il4673zLF 9.' t/ 1, rI\

TV'I'R Probe Holdcr H433s2LE

W
Small Probe Holdcr H46302L8
PROBE CABI,E HANGER H444l2LA 4 _4\

UpDer Rear Storase Trav H46002l]1', \YeillY
Rear Basket H46002BC
Rear Handle Cable Hook H460028A \
Side Drawer H460028S
Ultrasound Probe Rack E8363JIr
Ethernet Protection Cable H43272Lt
Powervarl44kl20v lvlG UPS H4913UP
Powervarl44k 230V N4C UPS H492IUP
UPS Document kit H465t2t.J
Ocean shipment packing material 2 H40252LY
Power Cords and Destination Sets Options
DESTINATION SE]'UK H467 tzLNt
DESTINAI'ION ST]'I' S AIjRICA H.167l2LN

Page 4 of6 DOC282760t Orag-fta,.tny
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DESI'INATION SE'T ISRAEL H467 tzLR
Qt s'IlIofl9\lElltu]ls _
DLIS'IINATION SET DENIVIARK

H467t2LS
H467tzLT

DESTTNATION SET ITALY 1t167221,D
Power Cord 220V for EU

-----.

Lt46342LZ
1tl669zr,K

PWR SPI,Y C]TD EUROPE KOREA I 1485O2AW
PWR SPLY CRD UK IREI-AND
PWR SPLY CRD SWITZERI-AND

I r-r485 r2AF
[-- r,+e5l2AJ

PWR SPI.Y CRD DIiNN{ARK HOSPITAI. GRADII Ft48532AY
V related option

Volume Navigation rr46002uw
VNav Stand (Offboard) [I4908NS
\rNav Probc scnsors H49 3PS
VNav NEEDLE TRACKING H49 ONT
VNav ViftUTRAX Starrer Kit I I49 ONY
VNav Virtua[ Tracker sensor(=OmniTra,r Sensor) FI49 INC;
VNav Need le Trac-Eirrg$oraSg-'Eert 114<) 3NS

lAev Neeq&lryeljrc5! - fU2.0e_sr&!s--- u49 3NT
VNav E'I'RAX 12 14c ST KT I l,t9 3NU
VNav EI'RAX 14 16G ST KT Lr49 3NV
VNav Active Tracker kit t149 3AT
VNav MR Activc Tracker H49 5M'l-
lscan Air CL Option
Vscan Air CL Cl Kit (most Eurorre) I{456 IZM
Vscan Air CL G1 Kit (UK. Honekons) I1456l rZN
Vscan Air Flolder & Charscr I 1460038K
Biopsy Options t3l

C3-10 VNav Ilolder Starter Kit II40482I,F
IC5-9 V NAV BI{ACKET II4908NF
9L Vol Navieation Bracket r14908NB
M5S V NAV BRACKE'T H49O8NM
MT,6-I5 M BPSY TRU3I] SKIT H40432LK
MSSc-D Biopsy Bracket H4556ltrC
L3-12-D Biopsy Kit H48302AA
ML6-15 Biopsy Startcr Kit H40432LJ
9L BIO GI]IDE STARTER KIT H49O68K
C2-7 Biopsy Kit I140482I,K
C2-7 Biopsy Kit Stainless t140482L1. ..)

Cl -6-D Verza Biopsy Starter Kit I 149 7vB /1{
C l-6-D {3iopsy Starter Kit il49 3BB
C1-6-D UP2 Biopsy Kit Software Option FI4921UB
IC5-9-D Needle suide E8385MJ
IC5-9-D Reusable Iliopsy Guide FI4O4I2LN
E8C E72l E8C-RS IC5-9H tvl l'Z Iliopsy Kit E80 AT \\%'
RAB6.D BIOPSY STARTER KIT H4868llvll. ';

RAB BIOPSY STAR'I'ER KIT' FI467OIAE,
2C5-9-D Biopsy Guide H4672tR
RIC STERILE NDEDLLJ CUIDE FI48681GF

Notes:

[l ] The only difference behvesn LOCIQ 'l'otus and LOCIQ Totus IIDU is monitor LOGIQ 't'orus is LCD monitor and LOGIe Totus HDIJ is
HDU monitor.

[2] Catalog number identifies the device(s) in the manufhcturct's catalog anrl is usually inclurled on commercial documents like salcs conracq
order proccssing documents and shipping documents.

*Printed Copies are uncontrollcd unless otherwise identit'icd*
I-)etbre using this docurnent, rel-er to Vlyworkshop tbr thc latcst version.
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[3] Probes and accessories may carry the CE-mark and when applicable, the Notitied Bod,rr nurnber corresponding to the EC Dcclaration
under which the products are Cli-marked by their manulacturer. GE Ultrasound Korea Ltd. has verified ttrc mutuil compatibility ofthe
devices in combination with LOGIQ Totus and included relevant information ro users with the LOGIQ Torus instructions tbr use.

End of f)ocument
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