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Q 2007.10. : CMEF 0 2010. 01.: Arab Health, Dubai
1+ RSNA 03 | KIVES Soul K
_ . o eoul Korea
12 : Moscow Medical Show 03. : NHD, USA
04.: CMEF 05. : Hospitalar, Brazil
10. : CMEF 06. : WSAVA, Swiss

08. : FIME, Miami USA
10. : CMEF, China
11. : Medica, Germany

10. : Indonesia Medical Exhibition
11.: MEDICA / RSNA

2009.03. : ECR 11. : RSNA, Chicago USA
04.: KIMES(Korea), 0 2011. 01 : Arab Health at Dubai
CMEF(China), NHD(USA) 03 : ECR at Vienna
05.: Saudi Arabia 03 : South Africa

03 : KIMES at Seoul

06. : Kenya 03 : NHD meeting at
07.: Japan Chicago
08. : Florida, USA 05 : KMA at Seoul
10. : Uzbekistan 08 : FIME at Miami
11.: MEDICA / RSNA 08 :Vietnam
10 : WSAVA at Jeju
10 : CMEF
10 : KCR

10 : Singapore

11 : Medica at Dusseldorf
11 : RSNA at Chicago

12 : Vietnam




International Exhibition — year 2012

0 2012. 01 : Arab Health at Dubai

d 2012. 02 : KIMES at Korea

d 2012. 03 : ECR at Vienna

d 2012. 05 : Hospitala at Brazil

d 2012. 05 : Korean Medical Equipment show
d 2012. 08 : FIME at Miami USA

d 2012. 09 : PHARMED & HEALTHCARE at Vietnam
d 2012. 10 : CMEF at China

d2012. 10 : KCR

d 2012. 10 : Singapore

d 2012. 11 : Medica at Dusseldorf

d 2012. 11 : RSNA at Chicago
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M&E 291 - Rad Room & DR system
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HMELI - DR system
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GXR-S Series
GXR-32S/40S/52S/68S/82S

GXR-C325/C405/U325/U40S

CHA220V/£F A 380V
: 32kW ~ 82kW
: 400mA ~ 1,000mA
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&= 271 - DR system
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GXR-SD Series ACQUIDR VXR Series
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Under development — Mobile X-ray

Will be released into Market 4Q in 2013

Mobile X-ray system 2nd Rendering

v DRGEM
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GXR Series GXR- C Series GXR- U Series
- GXR-32 (1P, 3P) - GXR-C32 - GXR-U32
- GXR-40 (1P, 3P) - GXR-C40 - GXR-U40
- GXR-52
- GXR-68
- GXR-82

® DRGEM
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malH . GXR-32/40/52/68/82

Model GXR-32 GXR-40 GXR-52 GXR-68 GXR-82
Output Rating 32kW 40KW 52KW 68KW 82kW
=ibs e 400/480VAC, 30

Line Nominal, Phase

400/480VAC, 3®

Line Voltage Range

+10% (Frequency: 50/60Hz)
40-150kV, 1kV step

kV Range

40~125kV, 1kV step
10 to 800mA 10 to 1,000mA

mA Range

10 to 640mA

10 to 400mA 10 to 500mA

Timer Range

0.001 to 10 sec, 38 steps

0.1 to 500mAs (Optional 640, 800, 1,000mAs)

mAs Range
640mA@81kV 800mMA@85KV 1,000mA@82kV
Max. R SLLLLIBED G 500mA@104KV 640mA@106KkV 800mA@102kV
320mA@100kV 400mA@100KY
Power Output 400mA@130kV 500mA@136kV 640mA@128kV
Ll Gl UL U 320mA@150KV 400mA@150KkV 500mA@150KV
Low Speed .
Rotor Supply Dual Speed (Option for 3®) Dual Speed (Option for GXR-52)

Reproducibility

Coefficient of Variation: kY < 0.005, Time < 0.005, mAs < 0.01

Accuracy

kV < £(1%+1kV), mA < £(3%+1mA), Time < £(1%+0.5ms), mAs = £(3%+0.1mAs)

Linearity

Coefficient of Linearity < 0.01 : CL = (X1-X2)/(X1+X2), where X is mR/mAs

Anatomical Programs

User programmable max. 1,280 programs with APR utility software

Technique Selection

4 point display(kV, mA, Time, mAs)

Image Receptors

2 Bucky + 1 Non-Bucky

19
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maliH . GXR-C32/C40
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32KW(400mA)

40kW(500mA) C € 0434 C@ZS
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: GXR-U32/U40

1kW

Wall

Outlet

32kW(400mA)
40KW(500mA)
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Certificates
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e ISO 9001 : 2000
e ISO 13485 : 2003

DET NORSKE VERITAS

MANAGEMENT SYSTEM CERTIFICATE

Certificate No. 24107-2008-AQ-KOR-NA
This is to certify that the Management System of

DRGEM Corporation

ar

7" F1. Dongil Techno-town 1%, 826 Guro-dong, Guro-gu, Seoul, Republic of Korea
has been found io conform to the Quality Management System Standared(s):
ISO 9001:2000 / ISO 13485:2003

This Certificane is valid for the following product or service ranges:

Design, development, manufacture and servicing of Diagnostic X-Ray Equipment.

Initfal Centfication dure: Place and dare:

2008.04.07 ~ Hevik, 200001.29

@ for the Accredited Unis;

This Certificate is valid natil: DET NORSKE VERITAS
2010.11.15 CERTIFICATION AS, NORWAY

The audit Inas been performed under the i k) N
o aupervisionof ACCREDITATION e L—*ﬁ""_‘_ Lk
Hwan Jong Lee MSYS 002 Eugenie Winker Husebye

Lead Auditor Management Representative

Lack of fulfilen of conditions as set out in the Certification Agreement may render this Cenificate invalid.

HEAD OHFICE 11 Norske Veriie A4S, Veritsicie

22 Hovik. Norway Tel: 47 67 57 9000 K +4767 57 911 - wowse dnw com

DRGEM



Certificates

FDA 510K approved
Diamond-5A,6A, 8A

ro
-3

Indications for Use

510(k) Number(if known): k(0 2403
Device Name: Digital Diagnostic X-ray System / DIAMOND-5A BA, 8A
Indications for Use:
The DIAMOND-5A,6A,8A Digital Diagnostic X-ray System is indicated for

use in generating radiographic images of human anatomy. This device is not
Intended for mammographic applications.

Prescription Use, J AND/OR Over-The-Counter Use,
(Part 21 CFR 801 Subpart D) (Part 21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CORH, Office of Device Evaluation(ODE)

Pageiof 1

/e “ [Dintaion SgnOM
Divtsion of Rackaspoen Dvaces
Ofioe of In Vive Dugnoss Uwess Fvaiuaton and Safety

oo A/ 11530277 & A

DRGEM



Certificates

- CE

= Diagnostic X-ray Generator
(GXR-32,40,52,68,82)

= Diagnostic X-ray System
(GXR-32S, 40S, 52S, 68S, 825)
(GXR-C32S,C40S, U32S, U40S)

= Diagnostic DR system
(Diamond-5A, 6A, 8A)

= Veterinary DR system
(VXR-6M, 9M)

= DC Power Supply Unit
(XPS-B09, B12)

= Mammographic X-ray Generator
(MXR-35)

= Capacitor Assisted X-ray Generator
(GXR-C32/C40)

= Stand Alone X-ray Generator

(GXR-U32/U40)

25

HES
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DET NORSKE VERITAS

FULL PRODUCT QUALITY MANAGEMENT CERTIFICATE - EC

Certificate No. 24108-2008-CE-NOR Rev. 2.0
This Certificate consists of 3 pages

This is to certify that the Quality Management System of

DRGEM Corporation

Seoul, Korea
Jor production and final product inspection/testing of

Diagnostic X-ray High Voltage Generator

has been assessed with respect to
the conformity assessment procedure described in Article 11.3.a and Annex II exclusive section 4
(Module H) of Council Directive 93/42/EEC on Medical Devices, as amended, and found to comply

Further details are given overleaf

Place and date.
Hovik, 21 January 2009

This Certificate is valid unil

16 April 2013

For DET NORSKE VERITAS CERTIFICATION AS

NORWEGIAN
ACCREATATION
#R00 002

Norway
7 c E [ .
. Marianne Speren Notified Body No.: -/ Jenny Hélen Nyt
Certification Manager 0434 Technical Reviewer

1 247 67 579900 Fax: +47 6757 9911 www dw com

nges in design or is centificate invalid.
st o da: e copcntn

il1icn e Fomebion B Nerde Ve 7 024

DRGEM



Certificates

CSA

= X-RAY GENERATOR
(GXR-32,40, 52, 68, 82)
(MXR-35)
(GXR-C32, C40)

= DR system
(Diamond-5A/6A/8A)
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]
CEA [HTRERATIONAL

Certificate of Compliance

Cerificate: 1208438 Mazter Contract:  I47E37
Praject: 1200655 Date Tssmed:  2010-03-11
Iszmed oo DRGEM Corporation

7th Fl Dozgil Techmo-fown 19,

826 Gura-dem

Seoul South I{n‘:ru
Artension: Ar. Gi-Nam Yazg

Ihe products listed below are eligible to bear the C54 Mark shown
with adjacent indicators 'C" and 'US’ for Canada and US or with adjacent
mdicator "US” for US only ov withont either indicator for Canada only

(s P: : Tezmed by: d‘%
C us Ki-Sack Cho

CLASS 8750 01 - MEDICAL ELECTRICAL EQUIPMENT
CLASS 8730 81 - MEDICAL ELECTRICAL EQUIPMENT/SYSTEMS (Cartified to U5, Sandasds)

PRODUCTS

Simgls phass high woltage genarator, modal GXR-40, rated 230 Vac, 60 He, 0.5 A{Stand-b). 330 AMomsntany)
e=d modal GHR-32, mted 130 Vac, 80 He, 08 AfSemd-by), 270 A{Momentzry)

Typa of pretecticn agamst alectic shock: Class I (Parmazantly cozzacd)

Dagres of protection 2gaizst elsctic shock: Fot Applicabls

Degres of protection agaizst ingress of water: Codizary, TP

Degras of safsty of application i= the pressoce of 2 Hazmabls anesthetic mixters with air or with oxygez or
mitrons oxide: Mot Applicabds

Meds of operaticn: Cont=uons with Interoittant

Epvizennemantz] Opsrasing Condittems: Kormmal: 10-40°C, 30-73% 1H, 700-10600F2

[ ol ol

DRGEM



Certificates

27

USTC

(XPS-B09, B12)
(GXR-U32, U40)

AUTHORIZATION CERTIFICATE

The Manufacturer identified on this Certificate is authorized to apply the SGS-USTC Mark to the
Applicant’s Product(s ) that are manufactured in accordance with the SGS-USTC inspection
procedure and any other SGS-USTC requirements that may apply. The SGS-USTC Mark may
only be applied at the manufacturing location specified after a satisfactory initial factory
inspection has taken place.

Applicant:

Contact;

Manufacturer:

Report No.:

Product Covered:

Standards:

Authorized by:

DRGEM Corporation
7" FI. Dongil Techno-town 1%, 826 Guro-dong, Guro-gu, Seoul, Republic of
Korea. 152-050

Gi-Nam Yang  Phone:  +82-2-869-8566 FAX: +82-2-869-8567
DRGEM Corporation

7" FI. Dongil Techno-town 1%, 826 Guro-dong, Guro-gu, Seoul, Republic of
Korea. 152-050

F690501/RE-SAFN02202 (UL 60606-1),
F690501/RF-SAF002203 (IEC 60601-2-T)

Product: DIAGNOSTIC X-RAY HIGH VOLTAGE GENERATOR
Models: GXR-82, GXR-68, GXR-52, GXR-40, GXR-32

Medical electric equipment - Part 1: General requirements for safety,
UL 60601-1:2003, first edition + Rev. April 26, 2006 and Medical Electrical

Equipment - Part 2: Particular requirements for the safety of high-voltage
generators of diagnostic X-ray generator, IEC 60601-2-7:1998, second edition

i 3 Date:  April 23, 2009

Certification Manager

File Number:

E1280007

This document supsrsedes all previous Authorization Cartificates for the noted Report Number

DRGEM
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e GMP

KTL

AA-090114

9F7|7| HZE Y SHI7IE HEIHAM
(Certificate of GMP)

=2 £ A (Name of Manufacture)}
(Foie

DRGEM Corp
= & 7 %| (Address of Manufacture)
MSSHA 727 3235 826 SYEIACEIZ 1A 75
7F Dongil Techno town 1cha 826 Guro—gu Seoul Korea.

Representative of Manufaclure)
k Jung Byung)

H
i
02

CE 228 o (2 FxX)

(Name of Category Name of Classification) (See attached list)

:7)7IMEREER 0| HEYE FELCL
We hereby certify that the above manutacture complies with Korea
Good Manufacturing Practices for the product(s) listed above.

WA} (the Date of lssue) : 2009./04./08 %
2873t (the Date of Expiration) : 2012. 04. 05

jJ{
ELEEEEEY

®%  Korea Food & Drug Administratios @

kt IR M)A

Korea Testing Laboratory

DRGEM
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