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HS40 and XH40 are general purpose, mobhile, so

66-2-2-2-0009523

are controlled, diagnostic ultrasound scanner. Its function is to

acquire ultrasound data and to display the data as 2D Mode, Color Doppler Mode, Power Doppler Mode, M Mode, PW
Spectral Doppler Mode, CW Spectral Doppler Mode, TDI (Tissue Doppler Imaging) Mode, TDW (Tissue Doppler Wave)
Mode, ElastoScan Mode, 3D/4D mode, Dual Mode, Quad Mode or as a combination of these modes. HS40 and XHA40

also give the operator the ability to measure anatomical structures and offers analysis packages that provide information

that is used to make a diagnosis by competent health care professionals. HS40 and XH40 have real time acoustic output

J|sp ay vvlth two ba51c mdrces 2 mechamca[ index and a thermat index, which are both automatically displayed.
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swnnsdl|  NEWCODE Houanfum identifier u‘%'é'w;wfﬁﬂ dun
SAMSUNG MEDISON CO., L7D.
SAPASUNG MEDISON
66128069200000 {KOREA) 3366, Hanseo-ro,
1 DIAGNOSTIC HS40
i Nam-myeon Hongcheon-sun
ULTRASOUND SYSTEM
Gangwon-do KOR
SAMSUNG MEDISON CO., LTD.
SAMSUNG MEDISON .
66128063200000 (KOREA) 3386, Hanseo-ro,
2 DIAGNOSTIC »H40
2 ) Nam-rnyeon Hongcheon-gun
ULTRASOUND SYSTEM i
Gangwon-do KOR
SARASUNG MEDISON CO.. LTD.
6612806926000 (KOREA) 3366, Hanseo-ro,
3 CA2-8AD
3 Nam-myeon Hongcheon-gun
Gangwon-do KOR
SAMSUNG MEDISON CO., LTO.
66128069200000 (KOREA) 3366, Hanseo-ro,
4 CF4-9
4 Nam-myaon Hongcheon-gun
Gangwon-co KOR
SAMSUNG MEDISON CO., LTD.
66128069200000 (KOREA} 3366, Hanseo-ro,
5 {A3-16AD
5 Nam-myeon Hongcheon-gun
Gangwon-do KOR
SAMSUNG MEDISON CO., LTD.
66128069200050 (KOREA) 3366, Hanseo-ro,
6 EVNG-9
6 Nam-rnyeon Hongcheon-gun
Gang'won»do KOR
SAMSUNG MEDISON CO., LTD.
) 66128069200000 (KOREA) 33546, Hanseo-ro,
7 VNG-8 -
7 Nam-myeon Honecheon-gun
Gangwon-do KOR
SAMSUNG MEDISON CO,, LTO.
5 66128069200000 e (KOREA) 3366, Hanseo-ro,
8 ’ Nam#myeon Hongcheon-gun
/ Gangwon-do KOR




SAMSUNG FEDISON CO., LTD.

66128069200000 N (KOREA) 3366, Hanseo-ro,
9 PH2-4
9 Nam-myeon Hongcheon-gun
Gangwon-do KOR
SAMSUNG MEDISON CO., LYD.
66128069200001 (ROREA) 3366, Hanseo-ro,
16 Dr28
0 Ham-myeon Hongcheon-gun
Gangwon-ca KOR
SAMSUNG MEDISON CO,, L70.
. 66128069200001 28 (KOREA) 3366, Hanseo-ro,
- 1 - Narm-myson Hongcheon-gun
Gangwon-do KOR
SAMSUNG MEDISON CO., L7D.
2 66128069200001 o (KOREA) 3366, Hanseo-ro,
C2-
2 Nam-myaon Hongcheon-gun
Gangwon-io KOR
SAMSUNG MEDISON CO., LTD.
6612869200001 (KOREA) 3366, Hanseo-o,
13 LN5-12
3 Nam-myeson Hongcheon-gun
Gangwon-ao KOR
SAMSUNG MEDISON CO., LTD.
661280692000C1 (KOREA) 3366, Hanseo-ro,
14 1.5-12/50
4 HMam-myzon Hongcheon-gun
Gargwon-to KOR
SAMSUNG MEDISON CO., LTD.
66128069200001 (KORZA) 3366, Hanseo-ro,
15 ER4-9
5 Nam-myeon Hongcheon-gun
Gangwon-do KOR
SAMSUNG MECISON CO., LTD.
66128069200001 (KOREA) 3366, Hanseo-ro,
16 CA2-68M
[ Nam-myeon Hongcheon-gun
Gangwon-do KOR
SAMSUNG MEDISON CO,, LTD.
17 6612806920000 a7 (KOREA) 3366, Hanseo-ro,
7 Nam-myeon Hongcheon-gun
Gangwon-do KOR
SAMSUNG MECISON CO., LTD.
66128069200001 (KOREA) 3366, Hanseo-ro,
8 LS6-15
8 RNam-myeon Hongcheon-gun
Gangwon-do KOR
SAMSUNG MEDISON COQ,, LTD.
66128069200001 (KOREA) 3366, Hanseo-ro,
19 SP3-8
2 Nam-myeon Hongcheon-gun
Gangwon-do KOR
SAMSUNG MEDISON CO., LTD.
20 661280692000C2 0288 (KOREA) 3368, Hanseo-ro,
¢ ) Nam-myeon Hongcheon-gun
Gangwon-do KOR
SAMSUNG MEDISON CO., LTD.
66128069200002 { 6REA) 3366, Hanseo-ro,
Z1 EV2-1CA
1 /r\iam-myeon Ho’r\._gigﬁ_eomgunN
, /i,&g?n@én-dé KOi




6628069200002

SAMBUNG MEDISON CO,, L7D.
(KOREA) 3366, Hanseo-ro.

22 CAQ- 1514
2 Mam-myeon Hongcheon-gun
Gangwon-do KOR
SAMSUNG MEDISOH CO., LTD.
66128062200002 (KOREA) 3366, Hanseo-ro,
23 CAT-TAD
3 Nam-riyeon Hongcheon-gun
Cangwon-do KOR
SAMSUNG MEDISON CO.. LTD.
66128069200002 (KORZA) 3366, Hanseo-o,
24 LAZ-9S
4 Nam-rryeon Hongcheon-gun
Gangwon-do KOR
SAMSUNG MEDISON CO,, LTD.
) 66128065200002 {(KOREA) 3366, Hansezo-ro,
25 PA1-5A
5 Nam-myeon Horgcheon-gun
Gangwon-do KOR
SAMSUNG MEDISON CO., LTD.
. 56128069200002 (KOREA) 3366, Hansen-ro,
26 ) PA3-9B
6 Narn-myeon Hongcheon-gun

Ganrgwon-do KOR
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1 yauysasesiauwny Cardiology

2 yauwuATailounny Clinical Laboratory

3 gpuvieaIesiounny Dentistry

4 ypumieiAIadloLnmg Emergency Medicine

5 yauriglasasdlaunny Gynecology

6 YpuwEATeiiaunney Health Facility

7 apurisinsosiiounyy Intensive Care Unit

8 gaureATasdlaunne Internal Medicine

9 agpuvneAsasiaunwng Minimally Invasive Surgery

" ‘d - «
10 gpurnunsasilainme Neurology

! = « . .
11 gpuvnenIadlawwney Nursing Services

o ) .
12 gaurslasasiiaunng Obstetrics

13 9punglesasiiaunng Orthopedics

14 gaununiosiounny Pathology

15 gaunuwasesiiaunny Pediatrics

' ;J L n « .
16 yaurnessasilaunney Physical Medicine

C P
17 gaupiuwnsedilounye Radiology

18 9auveLASaliannne Surgery

s A (4
19 auvtelAaSosiounne Urology

20 gpurielnsaatisunne Veterinary
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Letter of Confirmation

Date: 1, July, 2022

To whom il may concern:

The Company, Samsung Medison Co., Lid., a company existing under the laws of the Republic of Korea,
with offices at East Central Tower, 1077, Cheonho-daero,Gangdong-gu, Seoul, Republic of Korea hereby
declares that we guaraniee the availability and provision of original parts, when necessary and required, for a

period of seven(7) years counted from the last shipment date of the equipment.

For and on behalf of
Samsung Medison Co., Ltd

Service Solution Group leader
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Bn-MDR-a

Product Seivice

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex {X Chapters | and [l
(Class lla and Class b Devices)

No. G10 076726 0012 Rev. 01

Manufacturer: SAMSUNG MEDISON CO., LTD.

3366, Hanseo-ro, Nam-myeon
Hongcheon-gun

Gangwon-do 25108
REPUBLIC OF KOREA

SRN Manufacturer - KR-MF-000011620

Authorized Samsung Electronics GmbH
R Lo Am Kronberger Hang 6, 65824 Schwalbach am Taunus,
epresentative: GERMANY

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried
out according to Annex IX Chapter | and Ill of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified guality management system is subject to periodical surveiliance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples.
All applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with.

For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G10 076726 0012 Rev. 01

Report No.: 74967340
Preceding Certificate No.: G10 076726 0012 Rev. 00
Valid from: 2024-01-17
Valid until: 2025-07-05
Date of Initial Issuance: 2020-07-06
@‘@’L\/
Christoph Dicks
Issue date: 2024-01-17 Head of Certiﬁcation/Notifié
SoUAL aisns (nsuaus) 9
Guotum Heciifcore (thoilond) Co.lid.
Page 1 of 2 [5lamn

TUV SUD Product Service GmbH is Notified Body with identification fio. 0123 ¢
TUV 8UD Product Service GmbH - Certification Body « RidlerstraRe 65 « 80339 Munich « Germany TUV
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Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and lli
(Class lla and Class lIb Devices)

No. G10 076726 0012 Rev. 01

Classification: Class lia

Device Group: Z110401 - ULTRASOUND SCANNERS
2110402 - ULTRASOUND PROBES

Intended Purpose: -/~

The validity of this certificate  None
depends on conditions and/or
is limited to the following:

Revision History:

Rev. Dated Report Description
00 2020-07-06 74956580 -
01 2024-01-17 74967340 Supplemented: Device(s)/group of

device(s) added

fics el

Hh
PRI S
Gy

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH - Certification Body + Ridlerstrale 65 » 80339 Munich « Germany




DQS IS A MEMBER OF

CERTIFICATE

This is to certify that

Samsung Medison Co., Ltd.

244 1gongdan-ro
Gumi-si, Gyeongsangbuk-do, 39376
Republic of Korea

with the organizational units/sites as listed in the annex

has implemented and maintains an Environmental Management System,

Scope:
The environmental activities and supporting processes associated with the manufacture of
ultrasonic medical diagnostic apparatus.

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 14001 : 2015

Certificate registration no. 509028 UM15
Date of original certification  2013-10-05

Date of certification 2024-08-05 ©
Valid until 2027-08-04
DQS Inc.
%/
=
David Tellez

Managing Director

- FEBSUNABURY TS (o) g
Quantum Healthcore {(Tho¥and) C)o,.L;

fﬁ()m”z

Accredited Body: DQS Inc., 1500 McConnor Parkway, Suite 400, Schaumburg, IL & "
Administrative Office: DQS Korea LLC,, #207, ACE Highend Tower 3rd,
145 Gasan Digital 1-ro, Geumncheon-gu, Seoul, 08506, Republic of Korea
The validity of the certification can only be verified by the QR-code,



Annex to certificate

Registration No. 509028 UM15

Samsung Medison Co., Ltd.

244 1gongdan-ro
Gumi-si, Gyeongsangbuk-do, 39376
Republic of Korea

Location

50350140
Samsung Medison Co., Ltd.
Hongcheon

3366 Hanseo-ro, Nam-myeon
Hongcheon-gun, Gangwon-do, 25108
Republic of Korea

50350221
Samsung Medison Co., Ltd.
Gangdong

1077 Cheonho-daero
Gangdong-gu, Seoul, 05340
Republic of Korea

This annex (edition: 2024-06-24) is only valid in connectio f{g;?;;? v

with the above-mentioned certificate.

Scope

The environmental activities and supporting
processes associated with the manufacture of
ultrasonic medical diagnostic apparatus.

The environmental activities and supporting
processes associated with the design, sales
and purchasing of ultrasonic medical
diagnostic apparatus.

& s ARE

UEEn AoaudlL 1aniAg (Inotaud) 51
Quantum Healthcare (Thatand) Ce.Lid.

I

2/2
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ZERTIFIKAT & CERTIFICATE &

71
A

( DAKKS
: .. Deutsche
© Akkreditierungsstelle

D-ZM-11321-01-00

Product Service

Certificate
No. Q5 076726 0015 Rev. 01

Holder of Certificate: SAMSUNG MEDISON CO., LTD.
3366, Hanseo-ro, Nam-myeon
Hongcheon-gun
Gangwon-do 25108
REPUBLIC OF KOREA

Certification Mark:

tuvs.ud.com:ps‘cert

Scope of Certificate: Design and Development, Production and
Distribution of Ultrasonic Diagnostic
Apparatus, PACS (Picture Archiving and
Communication System) and Ultrasound
Probes

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). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www tuvsud.com/ps-cert?q=cert:Q5 076726 0015 Rev. 01 5 Y

Report No.: | 74961664 i m
/ le Qn‘ltﬂgARE
) A rooudls oarns (henaud) v
Valid from: 2022-07-01 Quonfum Heatthcore [Thallond) Co.Lid,

Valid untit: 2025-06-30

c@/(—\/

Date, 2022-05-06 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TUV 8UD Product Service GmbH « Certification Body - RidlerstraRe 65 « 80339 Munich » Germany
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(( DAKKS
<. Deutsche
© Akkreditierungsstelle

D-IM-11321-01-00

Product Service

Certificate
No. Q5 076726 0015 Rev. 01

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(1ISO 13485:20186)
DIN EN SO 13485:2016

Facility(ies); SAMSUNG MEDISON CO., LTD.
3366, Hanseo-ro, Nam-myeon, Hongcheon-gun, Gangwon-do
25108, REPUBLIC CF KOREA

Production and Distribution of Ultrasenic Diagnostic Apparatus,
PACS (Picture Archiving and Communication System) and
Ultrasound Probes

SAMSUNG MEDISON CO., LTD.
244, 1 Gongdan-ro, Gumi-si, Gyeongsangbuk-do 39378,
REPUBLIC OF KOREA

Production and Distribution of Ultrasound Probes

SAMSUNG MEDISON CO., LTD.

1077, Cheonho-daero, Gangdong-gu, Seouf 05340, REPUBLIC
OF KOREA

Design, Development of Ultrasonic Diagnostic Apparatus, PACS
{Picture Archiving and Communication System) and Ultrasound
Probes

FandEg

. 2U

B  HEALTHCARE
"y
Co.ld,
ntum
HEALTHGCAFR
ToV®
Page 2 of 2

TUV SUD Product Service GmbH « Certification Body - Ridlerstrake 85 » 80339 Munich Germany
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Acersdité CCN ).,

CERTIFICATE

No. QS5 076726 0007 Rev. 03

America

Certificate Holder: SAMSUNG MEDISON CO., LTD.
3366, Hanseo-ro, Nam-myeon
Hongcheon-gun
Gangwon-do 25108
REPUBLIC OF KOREA

Certification Mark:

Scope of Certificate: Design and Development, Manufacturing, Distribution
and Service of Ultrasonic Diagnostic Apparatus, PACS
{Picture Archiving and Communication System) and
Ultrasound Probes

Standard(s): ISO 8001:2015

The Certification Body of TUV $UD America Inc. certifies that the company mentioned above has established and is
maintaining a quality management system that meets the requirements of the listed standards.

Report No.: 74961664
Effective Date: 2022-02-25
Expiry Date: 2025-02-24
.y aLd) s
(W“C 0)0,{' noilond Co. Lid
-
Page 1 of 2

Date of Issue: 2022-02-23 A ‘
mhdna@é@gu“\{g@,&

( Michael Ogunieye )
Manager, US Certification Body,
Medical and Health Services

TOV SUD America, Inc. + 401 Edgewater Place Suite #500 - Wakefield « MA 01880 + USA - www.tuvsud.com L




SCC Accredited
cB.u15

©

ocsu
Accraditd CON

CERTIFICATE

No. QS5 076726 0007 Rev. 03

America

Facility(ies): SAMSUNG MEDISON CO., LTD.
3366, Hanseo-ro, Nam-myeon, Hongcheon-gun, Gangwon-do
25108, REPUBLIC OF KOREA

Facility Scopes: Manufacturing and Distribution of Ultrasonic Diagnostic
Apparatus and Ultrasound Probes

Facility(ies): SAMSUNG MEDISON CO., LTD.
1077, Cheonho-daero, Gangdong-gu, Seoul 05340, REPUBLIC
OF KOREA

Facility Scopes: Design, Development and Service of Ultrasonic Diagnostic

Apparatus, PACS (Picture Archiving and Communication
System) and Ultrasound Probes

Facility(ies): SAMSUNG MEDISON CO,, LTD.
244, 1 Gongdan-ro, Gumi-si, Gyeongsangbuk-do 39378,
REPUBLIC OF KOREA

Facility Scopes: Manufacturing and Distribution of Ultrasound Probes

AL
TR
.-\ < Yo
LB o 3
Quendurn Heefihes
C

Page 2 of 2
Date of Issue: 2022-02-23

D%QI«\QJQ@M{Q@L

( Michael Ogunieye )
Manager, US Certification Body,
Medical and Health Services

ey 7 ®
TUV™
TUV SUD America, Inc. » 401 Edgewaler Place Suite #500 + Wakefield « MA 01880 » USA « www.tuvsud.com ﬂi{ "



””gg LOCTE9333 MWL 1
Polgueariadfuvesihny

]

5

RIS

. Chabndbie

Hrforprin o1 8 ..:.. 3 .
MR I E R RETRRATy SUT
i nmm U3 AT AT L T

th/ant l1JU,"" b

'll“"m?'u'li-d?ﬂ'ﬂJ i an ,m"‘:*ﬂ‘m ufacvfrsieahy

L3

A2 ZA R fau PEID! t
Tus

4

StyTintrg et ir.m1;1;;‘:’n:‘nmn~jnﬂx.')'J"rl::.1!s:w 2URCT

s Angumriayd

Wt st s
Funvfurivi mgtacuua s

g7 mudau!ﬂna-1.'.:3m.nm"/:wammm1 WA WAz
Vi Al wiasg "’f'/l"-lnm'lué"u-] Aty T guatems mJ'mnme 13
minduas auyraf -m"‘5’r,'-1m1u"1;‘.u]nn:mlﬂmuwﬂ-mn.’iﬂm:‘ fadumas e s e g

A iznmndh

g3yl 'mqm naz thnﬂ)v Gagummekiosmaguta i
szl il
gamdiul Wl \ua;,nl/m Aty

07 Jﬁ’i«’lﬂ&h’U"‘lJ ‘l']'!f"l f‘i].! -1|JJLN|FI4'II’)"(‘ Pt

n["l 'Lu Ay hll/lL( A JJI‘)' L 1—/1"1.1"1191 A [7L’1uﬂ A0
ATUIAIENTY wAZLY :';hJ P AT "')J it Al "IILA W

]»"H");'H
iy W,qu dehngayng R TE PR T1E
UL LA

AU o e

st s Tagrstzemnali

P Tt
o
ALY - %’hm(1'!'.11,,11-3ur:,mmmmuw-m',u:n!'ﬂl.;ng.mu

et e el

su1Aa13N1sing 9aa (UL

2 9
nEaq ¥ 4 i
ian?fg TM3 BANK PUBLIC COMP4NY LIMITED

EAPRREREELE]

Fahanh
DT — 5

czount Mo,

O=zs -2 —~

J,V w ) P . .
WYY ma, v cdaduat Ctaans
Account Namis

252 - THB One Bant - Large Pec.‘(/

L

{j?"uuauzh1mﬁ~1muuwuauvﬂw
Authorlzed Signatues

i
h
)



