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GE Healthcare

EC DECLARATION OF CONFORMITY

(Following the provisions of the medical devices directive 93/42/EEC Annex Il
and of the directive 2011/65/EU)
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We
Manufacturer EU Authorized Representative
GE Ultrasound Koreaq, Ltd. GE Medical Systems SCS
9, Sunhwan-ro 214beon-gil, 283 rue de la Miniére
Jungwon-gu, Seongnam-si 78530 BUC, France

Gyeonggi-do, Republic of Korea

Equivalent to

65-1, Sangdaewon-dong,
Jungwon-gu, Seongnam-si
Gyeonggi-do 462-120, Koreq

Declare under our sole responsibifity that the class ila device:

LOGIQ S8 including accessories and components
Ref. See addendum

GMDN Code: 40751

UMDNS Code: 15-976

Classification rule (93/42/EC Annex IX): Rule 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 substonces in electrical and electronic equipment

This conformity is based on the following elements:

- Information included in the documents:

Technical documentation ref: DOC0940871 / DHF ref: DOC1435945. of the product to which

this decloration relates.
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Regulatory Affairs Specialist {/

GE Healthcare. GE Ultrasound Korea, Ltd.
9, Sunhwan-ro 214beon-gil, Jungwon-gu, Seongnam-sj,
Gyeonggi-do Republic of Korea
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- ECcertificate: approval of full quality assurance system {(Annex Ii of the medical devices
directive 93/42 EEC) delivered by GMED (Notified Body n° 0459)
Certificate N °7697

- lf applicable] List of harmonized standards applied for CE marking
*  ENB60601-1:2006:AC:2010

EN 60601-1-2 : 2007 /AC : 2010

EN60601-1-6 : 2010

EN 60601-2-37 : 2008

EN 62304 : 2006 / AC: 2008

ENISO 13485 :2012 /AC: 2012

ENISO 14971 :2012

EN 62366 :2008

EN 980 :2008

EN 1041 :2008

- . - - = a = »

This EC declaration of conformity supersedes the previous declaration dated 26-Jan-2015.
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Date: 18-Sep-2015
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ingmeng (Elaine}
Regulatory Affairs Specialist

GE Healthcare. GE Ulirasound Korea, Lid.

9., Sunhwan-ro 214beon-gil, Jungwon-gu, Seongnam-si,
Gyeongugi-do Republic of Korea
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GE Heglthcare

ADDENDUM TO THE EC DECLARATION OF CONFORMITY

dated 18-September-2015

Product Description ! Catalog Number
Ultrasound console
LOGIQ S8 Version: R3

Heat: H46472LP
GPN/REF: 5669845

Transducers ‘
C1-5-D Convex Tronsducer H40452LE
IC5-9-D Microconvex intracavitary Transducer H404421LK
9L-D Linear Transducer H404421M
ML6-15-D Motrix Linear Transducer H404521G
L8-18i-D Linear Transducer H404521L
M5S-D Sector Transducer H4&5551NH
$4-10-D Sector Transducer H&53021A
P2D 2 MHz CW Pencil Probe H4830JE
P6D 6MHz CW Pencil Probe H4830JG
3SP-D PHASED ARRAY PROBE H48681AZ
11L-D PROBE H40432LN
RAB6-D Probe H48681MG
RIC 5-9-D 4D Intracavitory Transducer H48651MS
51-5-D Probe H49135D
6Tc-RS Probe H455512€
C2-6b-D probe H46332LW
10C-D probe HA46342(A
65-D Probe H45021RR
C2-9-D Probe H404621LN
C1-6-D Probe H40472LT
(C2-7-D Probe H464221M
(3-10-D Probe H40482L8B
L3-9i-D Probe H491510
L3-12-D Probe H48062AA
RSP6-16-D Probe H48651MR
BESCS-D Probe H40482LE
P8D Probe H4631212

ECG module
ECG Module fwithout ECG cables) H45302L8
ECG Cables IEC H4530212

Biopsy Bracket
9L-D Multi angle Biopsy Starter Kit H4906BK
C1-5-D Multi angle Biopsy Starter Kit HL0L32LE
ML6-15-D Multi angle Biopsy Starter Kit H404321)
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Regulatory Affairs Specialist

GE Healthcare. GE Ultrasound Kereag, Ltd.

9, Sunhwan-ro 214beon-gil, Jungwon-gu, Seongnam-si,
Gyeonggi-do Republic of Korea
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GE Healthcare

1C5-9-D Disposable Biopsy kit E8385M.
1C5-9-D Reusable Biopsy Kit H40412LN
3CRF Biopsy Starter Kit - 13.1cm HA404421R
3CRF Multiline Biopsy Starter Kit - 2.7 and 13.1cm H40452LP
12L-RS MULTI BIOPSY GUIDE H40432LC
$1-5 Multi Angle Biopsy Starter Kit H4908SD
C2-9-D Biopsy Starter Kit H4913BA
RAB-6 Multi Angle Biopsy Kit HAB68 1ML
RIC5-9-D Reusable Biopsy Kit H46721R
C2-6b Integrated Needle Guide H46332LY
C1-6-D Muiti Angle Biopsy Starter Kit H49138B
C2-7 Biopsy Kit H404821K
C2-7 Biopsy Kit Stainless H&0482LL
13-12-D Multi Angle Biopsy Starter Kit H48302AA
RSP6-16-D Biopsy Starter Kit H47001AD
BE9C/BEICS reusable E8387MA
BE9C/BEICS Disposal E8387M
Biopsy Bracket with V-nav sensor sockets
9L-D V Nav Bracket Starter Kit H4908NB
C1-5-D V Nav Braocket Starter Kit H40432) F
ML6-15-DV Nav Bracket Starter Kit HA404321K
51-5V Nav Bracket H4908ND
V-nav bracket for sensors
S4-10 V Nav Bracket H4908NN
1C5-9 V Nav Brocket H4G08NF
3CRF V Nav Bracket H404521LK
L8-18i V Nav Bracket H4908NH
M55V Nav Bracket H4908NM
C2-9 C1-6 Vnov Bracket H4913NK
C1-5 Vnav only bracket H4913NL
C2-6b-D V-Nav Sensor Holder H4632212
C2-7 Vnav Bracket H40482(M
C€3-10-D Vnav Bracket HA40482LF
3CRFV Nav Bracket H40482LH
Software options
Auto IMT H45342L8
B-Flow H453421C
LS8 HRES CONTRAST UPGRADE H45342LT
Coded Contrast Imaging H453421D
DICOM H45342LF
Strain Elostogrophy H453421G -
Elasto QA H453421H
Flow QA H453421
LOGIQView H453421K
Report Writer H453421 1
Scan Assistant H45342LM
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Chen, @ingmeng (Elaine)
Regulatory Affairs Specialist
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GE Healthcare. GE Ultrasound Koreg, Ltd.
9, Sunhwan-ra 214beon-gil, Jungwon-gu, Seongnam-si,
Gyeonggi-do Republic of Korea
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GE Healthcare

Stress Echo ‘ H45342(N
TVi (Tissue Veiocity Imaging) H45342(P
LS8 Advanced Probes H46342LN
Auto EF H46342LF
Breast Productivity Package H46342LK
B-Steer+ H463421LR
Compare Assistont H46342LL
Megsure Assistant - Breast H46342LH
Measure Assistant - OB H463421]
Thyroid Productivity Package H46342LM
TU! (Thomographic Uitrasound) HL634218
- VCl Static H463421.D
VOCAL_II H463421LC
Shear wave Elastoraphy H4B482LA
Software DVR H46L7217
Parametric Imaging H46482(M
Hardware options
R3 Realtime 4D H46482LF
Penci! Probe CW HW Kit H453021)
R3 CW Doppler Kit H464821LH
Probe holder adapter for small probes H45302LS
LOGIQ HIGH CABINET H45302L.C
LOGIQ MID CABINET H45302LD
LOGIQ LOW CABINET H45302LE
LOGIQ SIDE CABINET H453021F
LOGIQ DRAWER H453021LG
Side Tray H&5302LH
USB 3 Pedal Foot Switch H46732LF
LS8 Endocavity probe holder H453021K
LS8 Side Probe Holder H45302LL
PROBE CABLE HANGER Ha44121A
Power Assistant Hardware H4635218
Battery Pack for Power Assistant HA463521LC
TEE RS-DLP Adapter H463521K
Wireless LAN H46352LD
UVC-S200 Kit H46482(K
On board installation kit H46352LG
Isolated USB connector H46972.7
PYXIS PRINTER INSTALL KIT H453421S
UP-D898 BW Printer Kit H46992LS
UP-D25MD PRINTER H446421W -
LOGIQ Inkjet Report Printer H4915RP
R3 Vnav kit with SW key H46482L8
VNav NT Storage Insert Kt H4913NS
‘ Volume Navigation Stand H4908NS
[ IV Nav Needle Tracking H4910NT
"= &
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Regu!otory Affairs Specialist
GE Healthcare. GE Ultrasound Korea, Ltd.

9, Sunhwan-ro 2 14beon-gil, Jungwon-gu, Seongnam-si,
Gyeonggi-do Republic of Korea
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GE Healthcare

VirtuTRAX H4910NY
Virtuol Tracker Sensor H4311ING
VNav eTRAX 18/20qg st kt H4913NT
eTRAX Needle System Starter Kit - 12 GA H4813NU
eTRAX Needle System Starter Kit - 14 GA H4913NV
VNav Active Tracker kit H4913AT
VNav MR Active Tracker H4915MT
LS8 GREEK KBD H45302IM
LS8 NORWEGIAN KBD H45302LN
LS8 RUSSIAN KBD H45302LP
LS8 SWEDISH KBD H45302LR
DESTINATION SET UK H46712LM
! DESTINATION SET ISRAEL H467121R
! DESTINATION SET DENMARK H46712LT
! DESTINATION SET {TALY H46722\.D
DESTINATION SET SWiSS H46712LS
Power Cord 220V for EU H4634212

End of Document
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Chen, @mgmeng [Elgine)
Regulatory Affairs Specialist

GE Heatltheare, GE Ultrasound Korea, Ltd.
: 9, Sunhwan-ro 214beon-gil, Jungwon -gu, Seongnam-si,
i Gyeonggi-do Republic of Koreo
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Pfeklad z anglického jazyka Strana 1ze 6

[logo spolecnosti] GE Healthcare

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

My

Vyrobce Povéfeny zastupce EU
GE Ultrasound Korea, Ltd. GE Medical Systems SCS
9, Sunhwan-ro 214beon-gil, 283 rue de la Miniére
Jungwon-gu, Seongnam-si 78530 BUC, Francie

Gyeonggi-do 462-120, Korejska republika

co? je ekvivalentni s

65-1, Sangdaewon-dong,
Jungwon-gu, Seongnam-si
Gyeonggi-do 462-120, Korea

Prohlasujeme na svou vlastni zodpovédnost, ze zafizeni tfidy la:

LOGIQ S8 vietné pFislusenstvi a komponent

Viz pfiloha

Kéd GMDN: 40761

Kéd UMDNS: 15-976

Klasifikacni pravidlo (93/42/ES Pfiloha IX): Pravidlo 10

ke kterému se toto prohladeni vztahuje, splfiuje pfisluiné poZadavky smérnice 93/42/EHS o zdravotnickych
zafizenich a poZadavky smérnice 2011/65/EU o omezenich pousivani urcitych nebezpe&nych latek v
elektrickych a elektronickych zafizenich.

Tato shoda se zakldda na nasledujicich skute¢nostech:

— Informace uvedené v dokumentech:
Technicka dokumentace Zn.: DOC0940871 / DHF zn.: DOC1435945 produktu, na ktery se toto

prohlaseni vztahuje.

[nelitelny podpis] ‘ Datum: 18. z&¥i 2015
Chen Qingmeng (Elaine)
Specialista na zdleZitosti regulace

GE Healthcare, GE Ultrasound Korea, Ltd.
9, Sunhwan-ro 214beon-gil, Jungwon-gu, Seongnam-si,
Gyeonggi-do 462-120, Korejska republika
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Preklad z anglického jazyka ' Strana 2 ze 6

[logo spoleénosti] GE Healthcare

|

= Certifikat ES: schvaleni tpiného systému zajisténi kvality (PFiloha II smérnice 93/42/EHS o
zdravotnickych zafizenich) udéleny spoleénosti GMED (Notifikovany organ &. 0459)
2014 Certifikat ¢. 7697

—  Pfipadny seznam harmonizovanych norem aplikovanych pro znaéeni CE:

EN 60601-1 : 2006 : AC : 2010
EN 60601-1-2 : 2007 AC : 2010
EN 60601-1-6 : 2010

EN 60601-2-37 : 2008

EN 62304 : 2006 / AC : 2008
EN1SO 13485 : 2012 / AC: 2012
ENISO 14971 : 2012

EN 62366 : 2008

EN 980 : 2008

EN 1041 : 2008

O O 0O 0 000 0 0 0

Toto ES prohldseni os hodé nahrazuje pfedchozi prohlageni ze dne 26. ledna 2015.

[nelitelny podpis] Datum: 18. zafi 2015

Chen Qingmeng (Elaine)
Specialista na zélezitosti regulace

GE Healthcare, GE Ultrasound Korea, Ltd.
9, Sunhwan-ro 214beon-gil, Jungwon-gu, Seongnam-si,
Gyeonggi-do 462-120, Korejska republika
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Pfeklad z anglického jazyka Strana 3 ze 6

[logo spoleénosti] GE Healthcare

DODATEK K ES PROHLASENi O SHODE
ze dne 18. z3aF 2015

. |_POPIS PRODUKTU Katalogové cisio
r‘ Ultrazvukova konzola
k LOGOQ S8 Verze: R3
Hcat: H46472LP
GPN/REF: 5669845
Ménice
Konvexni méni¢ C1-5-D | HA0452LE
] Mikrokonvexni intrakavitdIni méni¢ 1C5-9-D 1 H40442LK
¥ Linedrni méni¢ 9L-D | H40442Lm
4 Maticovy linedrni méni¢ ML6-15-D | H40452LG
: Linedrni méni¢ L8-18i-D H404521LL
Sektorovy méni¢ M5S-D H45551NH
Sektorovy méni¢ S4-10-D H45302LA
Tuzkova sonda P2D 2 MHz . H4830JE
Tuzkova sonda P6D 6 MHz H4830JG - |
SKUPINOVA SONDA 35P-D 'H48681AZ ]
SONDA 11L-D H40432LN ]
Sonda RAB6-D H48681MG
IntrakavitdIni méni¢ RIC 5-9-D 4D | H48651MS
Sonda $1-5-D | :H49135D
Sonda 6Tc-RS | ‘H455512E.
Sonda C2-6b-D - H46332LW
Sonda 10C-D . H46342LA
| Sonda 6S-D i H45021RR
| Sonda €2-9-D | H40462LN
Sonda C1-6-D H40472LT
Sonda C2-7-D H46422LM
Sonda €3-10-D H40482LB
Sonda L3-9i-D H491510
Sonda L3-12-D H48062AA
Sonda RSP6-16-D H48651MR
Sonda BE9CS-D H40482LE
Sonda P8D H46312L7
Modul EKG
Modul EKG (bez EKG kabel() H45302L8
EKG kabely IEC ‘ H45302i8
|_Konzola biopsie
Iniciaéni souprava vice thlové biopsie 9L-D H45068K
Iniciaéni souprava vice Gihlové biopsie C1-5-D H40432LE
Iniciaéni souprava vice uhlové biopsie ML6-15-D H40432U
[necitelny podpis] Datum: 18. zari 2015

Chen Qingmeng (Elaine)
Specialista na zaleZitosti regulace

GE Healthcare, GE Ultrasound Korea, Ltd.

9, Sunhwan-ro 214beon-gil, Jungwon-gu, Seongnam-si,
Gyeonggi-do 462-120, Korejska republika
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Peklad z anglického jazyka Strana 4ze 6

[logo spolecnosti] GE Healthcare

bouprava biopsie na jedno pousiti IC5-9-D E8385MJ
f Souprava biopsie na vice pousiti 1C5-9-D H40412LN
f Iniciaéni souprava biopsie - 13,1 cm 3CRF H40442LR
L Vicefadkova iniciaéni souprava biopsie - 2,72 13,1 cm H40452Lp
|_POMUCKA MULTI BIOPSIE 12L-RS HA0432LC
[ Iniciaéni souprava multi biopsie S1-5 H49085D
fliciaém’ souprava biopsie €2-9-D H4913BA *_i
f Souprava vice thlové biopsie RAB-6 H48681ML ] j
| Souprava biopsie na vice pouZiti RIC5-9-0 H46721R ]
Emﬁcka integrované jehly C2-6b H46332LY ]
Iniciacni souprava vice thlové biopsie C1-6-D © | H4913BB
Souprava biopsie C2-7 H40482LK
Souprava biopsie nerez C2-7 H40482LL
Iniciaéni souprava vice uhlové biopsie L3-12-D .| H483024AA
Iniciaéni souprava biopsie RSP6-16-D H47001AD
BEIC/BESCS na vice poufiti E8387MA
BESC/BEICS na jedno poutiti E8387M
Konzola biopsie se zasuvkami V-nav senzor( f ]
umiciaéni souprava konzoly V Nav 9L-D H4908NB
’ Iniciacni souprava konzoly V Nav C1-5-D H40432LF —‘f
Iniciaénf souprava konzoly V Nav ML6-15-D H404321K ]
Konzola V Nav §1-5 v H4908ND ]
|_Konzola V-nav pro senzory '
Konzola V Nav $4-10 H4908NN
Konzola V Nav IC5-9 | H4908NF
Konzola V Nav 3CRF H404521K
Konzola V Nav L8-18i H4908NH
Konzola V Nav M5S H4908NM
Konzola V Nav C2-9 C1-6 H4913NK
Konzola pouze pro Vnav C1-5 H4913NL
Drzdk senzoru V-nav C2-6b-D H46332Lz
Konzola Vnav C2-7 H40482LM
| Konzola Vnav C3-10-D H40482LF
|_Konzola Vnav 3CRF H40482LH
I Softwarové moinosti
! Auto IMT H453421LB
B-Flow H45342LC
UPGRADE LS8 HRES KONTRAST H45342LT T
Zobrazovdni kodovanym kontrastem H45342LD
DICOM H45342LF, N
Strain Elastography HA45342LG
Elasto QA H45342LH
Flow QA H4534201)
LOGIQView Ha5342LK
ReportWriter H45342LL
Asistent skenu HA45342LM

{necitelny podpis] Datum: 18. zafi 2015

Chen Qingmeng (Elaine) .
Specialista na zaleZitosti regulace

GE Healthcare, GE Ultrasound Korea, Ltd.
9, Sunhwan-ro 214beon-gil, Jungwon-gu, Seongnam-si,
Gyeonggi-do 462-120, Korejska republika
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[logo spolecnosti] GE Healthcare
| Stress Echo H45342LN
TVi (Zobrazovéni rychlosti tkang) H45642LP
Rozdifené sondy LS8 H46342LN
Auto EF H456342LF
Balik produktivity prs H463421K
B-Steer+ H46342LR
| Asistent srovnavani H46342LL
Asistent méreni - prs H46342LH
Asistent méreni - OB H463420)
Balik produktivity &titna #laza H46342LMm
TUIl (Tomograficky ultrazvuk) H46342.8
VCl Static H46342LD
VOCAL_I H46342LC
Elastografie pfi¢ného vinéni HA64821A
| Software DVR H46472(7
Parametrické zobrazovani H46482LM
Hardvarové moznosti j
R3 Realtime 4D H46482LF j
Souprava CW HW tuzkové sondy H453020 —"
Souprava Doppler R3 CW H464821LH
Adaptér drzdku sondy pro malé sondy H45302LS
LOGIQ VYSOKA SKRINKA H45302LC
LOGIQ STREDNI SKRINKA H45302LD
LOGIQ NiZKA SKRINKA H45302LE
LOG!Q BOCNI SKRINKA H45302LF
LOGIQ ZASUVKA H45302LG
Postranni pfihradka H45302LH
USB 3 noini pfepinac H46732LF
Dridk endokavitaIni sondy LS8 H45302LK
Drzdk bo¢ni sondy LS8 H45302LL
ZAVES NA KABEL SONDY H444121A
Hardware asistenta napajeni H463521B
Souprava baterii pro asistenta napdjeni H46352LC
Adaptér TEE RS-DLP H46352LK
Bezdratova LAN H46352LD
Souprava UVC-S200 H46482LK
Palubni instalacni souprava H46352LG
Izolovany konektor USB H469721Z
INSTALACNI SOUPRAVA TISKARNY PYXIS H45342L5
Souprava CB tiskarny UP-D898 H46992LS
| TISKARNA UP-D25MD H44642LW
LOGIQ inkoustova tiskarna zprav H4915RP
Souprava R3 Vnav se SW kiicem H46482L8
Souprava vkladaci paméti Vnav NT HA4913NS
| Stojan Volume Navigation HA4908NS
]iledova’m’jehly V Nav H4910NT

[necitelny podpis]
Chen Qingmeng (Elaine)

Specialista na zalezitosti regulace

GE Healthcare, GE Ultrasound Korea, Ltd.
9, Sunhwan-ro 214beon-gil, Jungwon-gu, Seongnam-si
Gyeonggi-do 462-120, Korejskd republika
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[logo spolecnosti GE Healthcare
[ VirtuTRAX H4910NY
L Cidlo active tracker H4911NG
| Vnav eTRAX 18/20g st kt H4913NT
Inicializa¢ni souprava systému jehly eTRAX - 12 GA H4913NU
Iniciafizacni souprava systému jehly eTRAX - 14 GA H4913NV
Souprava active tracker Vnav H4913AT
L Vnav MR Active Tracker H4915MT
| LS8 RECKA KLAVECNICE H45302LM
| LS8 NORSKA KLAVESNICE H45302LN
| LS8 RUSKA KLAVESNICE H45302LP
158 SVEDSKA KLAVESNICE H45302LR
DESTINACNI SOUPRAVA GB H46712LM
DESTINACNI SOUPRAVA IZRAEL H46712LR
DESTINACNI SOUPRAVA DANSKO H46712LT
DESTINACNI SOUPRAVA ITALIE H46722LD
DESTINACNI SOUPRAVA $VYCARSKO H46712LS
Napajeci $fitira 220 V pro EU H4634217

Tlumocénicka dolozka

Jako tlumoénik jazyka anglického, jmenovany rozhodnutim

Konec dokumentu

Krajskeho soudu v Brné ze dne 23. 5. 1994, &j. Spr. 2204/93
stvrzuji, Ze pfeklad souhlasi s anglickym textem pfipojené listiny.

Tlumocnicky ukon je zapsdn pod pofadovym Eislem { 7’77»2 deniku.

Podpis tlumocnika

[necitelny podpis]
Chen Qingmeng (Elaine)
Specialista na zaleZitosti regulace

GE Healthcare, GE Ultrasound Korea, Ltd.

9, Sunhwan-ro 214beon-gil, Jungwon-gu, Seongnam-si,

Gyeonggi-do 462-120, Korejska republika
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