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Company Name Product Name 510(k) # Cleared Date
1|DRGEM Corporation DIAMOND-5A/6A/8A K192453 10/1/2019
DRGEM Corporation GXR-Series Diagnostic X{K192364 9/26/2019
2 Ray System
3|ClariPl Inc. ClariCT.Al K183460 6/13/2019
DRGEM Corporation Topaz Mobile DR K183292 5/15/2019
4 System
Meddiff Technologies Pvt. Ltd. [InstaRISPACS / K182572 4/12/2019
InstaZFP / InstaMobi
5 v5.0
DRGEM Corporation RADMAX Digital Imaging |K182537 3/8/2019
6 Software
7|DRGEM Corporation JADE Mobile X-Ray K183388 2/5/2019
8|Zed Technologies Zed Link K180549 4/12/2018
PLUM Medical Solutions InstaRISPACS / K173241 3/23/2018
GmbH InstaZFP / InstaMobi
9 v5.0
infinitt healthcare co.,ltd. RADMAX Digital Imaging [K172803 10/27/2017
10 Software
11|Examion X-AQS Examion GmbH K170729 7/18/2017
12|infinitt co., Itd. infinitt ulite K163290 3/24/2017
compania mexicana de pacs core/encore K161518 8/17/2016
13|radiologia cgr, s.a
14|box inc. box dicom viewer K151957 9/1/2015
U.S. Army dental command corporate dental imaging |K151371 8/19/2015
15|(dencom) (cdi) applicati
intelerad medical systems intelepacs K150707 5/27/2015
16|incorporated
17|charruasoft sa charruapacs system K133357 11/25/2013
18|clariso, inc. clariso pacs K132799 11/7/2013
19|paxeramed paxerapacs K132586 10/31/2013
compania mexicana de arix rad acquisition K123650 2/20/2013
20{radiologia cgr, s.a console
21|aycan digitalsysteme gmbh aycan mobile K122260 9/12/2012
22 |meddiff technologies pvt. Itd instapacs/instarispacs K120718 4/19/2012
23|pie medical imaging b.v. 3mensio workstation K120367 4/17/2012
WIDE Corporation - Korea mw100 (mammography) |K110596 11/18/2011
24 Icd monitor system
25|infinitt co., Itd. xelis cardiac K111660 9/13/2011
26|infinitt co., Itd. xelis fusion K111613 9/8/2011
27|infinitt co., Itd. xelis 3d K103130 7/28/2011
28]infinitt co., Itd. xelis dental K102684 10/1/2010
29|pixmeo sarl osirix md K101342 8/20/2010
candelis, inc. imagegrid radiology K092949 10/8/2009
30 viewer system
31 |infinitt co., Itd. infinitt xelis K082990 11/20/2008
32|infinitt co., Itd. infinitt cardiology pacs K082706 11/6/2008
33|ashva technologies, pvt. Itd edge pacs K081752 8/6/2008




sectra imtec ab sectra workstation, ids7 |K081469 6/12/2008
34 version 11.3, i
lumimed series 5mp digital flat [heeyoung co., Itd. K073358 4/25/2008
35|panel di
omni-vue system genesis digital imaging, [K073062 3/10/2008
36 inc.
37|candelis, inc. imagegrid K080333 2/22/2008
medsphere technologies pvt [instarad K080334 2/21/2008
38|ltd.
3mensio medical imaging 3viseon K072653 1/24/2008
39|Germany
mm/mmal/color series digital  [heeyoung co., Itd. K073292 1/18/2008
40|flat panel d
41|ashva technologies, pvt. Itd imagic v2.0 K071602 7/23/2007
aycan digitalsysteme gmbh aycan workstation osirix |K063470 1/5/2007
42
43|viztek, inc. opal-rad K063337 12/12/2006
sectra imtec ab sectra workstation, K063093 11/7/2006
44 version 11.1
45|voyager imaging voyager pacs system K062062 9/11/2006
46]s.c. info world s.r.l. igpacs K060263 3/15/2006
47|infinitt co., Itd. infinitt g3 pacs K052545 11/8/2005
48|infinitt co., Itd. reformat gateway K052284 10/17/2005
WIDE Corporation - Korea wide 5mp (mammo) lcd [K052312 10/7/2005
49 monitor system
50|ultrarad corporation ultrapacs K051813 8/15/2005
51|infinitt co., Itd. starpacs dental K051715 8/2/2005
mevis technology gmbh & co. |mevis K051528 7/20/2005
kg liveranalyser/liverviewer
52 software
sectra imtec ab modification to: sectra K051315 6/15/2005
53 ids5 workstation
SECTRA-IMTEC AB, Sweden [Mod to IDS5 Workstation [K051315 6/15/2005
54
55|cymed engineering, inc. essenpacs K051081 5/12/2005
56|{Cymed Engineering, Korea ESSENPACS K051081 5/12/2005
Real Time Image Inc. USA IPACS Prism 5.0 K050298 2/28/2005
57 Mammo
58|realtimeimage inc. ipacs prism-5.0 K050298 2/28/2005
59(sectra imtec ab sectra ids5 workstation [K050196 2/24/2005
SECTRA-IMTEC AB, Sweden [IDS5 Workstation K050195 2/24/2005
60
Medison Co. Ltd. SA8000 se Ultrasound  |K043455 12/21/2004
61 System
3mensio Medical Imaging, 3viseon K043097 11/19/2004
62|Germany
63|Real Time Image Inc. USA IPACS Cardio K042781 11/19/2004
WIDE Corporation - Korea WIDE 1MP LCD Monitor (K042634 10/8/2004
64 System
65[CoACTIV USA Exam PACS K042647 10/7/2004
66(ICM Co. Ltd.- Korea UbiPACS K042507 9/27/2004
67|Dynamic Imaging, Inc. USA INTEGRADWeb K042313 9/9/2004




68|Medical Standard Co. Korea |PACSPartner K042311 9/9/2004
69|Infinitt Co. Ltd. Korea RapidiaColon K041761 7/13/2004
70 K041761 7/13/2004
Infinitt Co. Ltd. Korea StarPACS Orthopedics |K041500 6/21/2004
71 Sys
72|Real Time Image Inc. USA IPACS Ortho K041366 6/8/2004
SECTRA-IMTEC AB, Sweden [IDS5 MRP PACS K040376 5/4/2004
73
74|Neobit Co. Ltd MediPACS K040486 3/11/2004
SECTRA-IMTEC AB, Sweden [Angiography Package K034059 3/9/2004
75
SECTRA-IMTEC AB, Sweden [IDS5 Image Workstation |K033712 12/23/2003
76
SECTRA-IMTEC AB, Sweden [IDS5 Image Workstation [K033088 10/29/2003
77 v10.1
INTELERAD Systems - INTELEPACS K032533 10/16/2003
78|Canada
WIDE Corporation - Korea WIDE 2MP TFT LCD K022960 10/8/2003
79 Monitor Sys
80|CSIST - Taiwan 3D in VIVO K031567 10/2/2003
SECTRA-IMTEC AB, Sweden |Sectra Orthopedic K031590 10/2/2003
81 Package
Rattan Information Corporation [IMACS System K032176 9/25/2003
82|- Taiwan
Planar Systems Inc. - USA DOME CX Digital Flat K032638 9/11/2003
83 Panel Sys
WIDE Corporation - Korea WIDE 3MP TFT LCD K032174 7/24/2003
84 Monitor Sys
WIDE Corporation - Korea WIDE 5MP TFT LCD K031929 7/8/2003
85 Monitor Sys
86[Medison Co., Ltd - Korea SonoView Pro K031886 6/30/2003
Dynamic Imaging, Inc. - USA |INTEGRAD web K031311 6/20/2003
87
88|Real Time Image Inc. - USA  |IPACS prism K030751 5/29/2003
89| Infinitt Co., Ltd. - Korea StarPACS System K031013 4/17/2003
MEDICAL STANDARD CO., [PACSPIlus System K023460 1/9/2003
90[LTD, Korea
Global Care Solutions, S.A. AMALGA System K023246 12/23/2002
91|Luxemburg
92|MEVISYS CO., LTD, Korea VOXELPLUS PACS K022692 10/11/2002
Taiwan Electronic Data SMARTPACS K022710 10/11/2002
93|Processing Corp.
SECTRA-IMTEC AB, Sweden [OSTEOPOROSIS K021527 6/7/2002
94 System
CSIST - Taiwan CSIST DICOM K012327 12/20/2001
Gateway/Image Manager
95
96(MAROTECH, INC, Korea MAROSIS PACS K012844 11/8/2001
MEDIFACE CO., LTD, Korea [MEDIFACE PACS K010259 4/26/2001
97
SECTRA-IMTEC AB, Sweden [IDS5 Image Display K002936 10/17/2000

98

System Modification




SECTRA-IMTEC AB, Sweden [IDS5 Image Display K001140 5/3/2000
99 System

SAMSUNG SDS CO., LTD, 10DR IMPLANT K002062 10/13/1999
100|Korea

SAMSUNG SDS CO,, LTD, RAYPAX Display System |K992306 9/22/1999
101{Korea

SAMSUNG SDS CO., LTD, RAYPAX Long Term K992131 9/13/1999
102{Korea Archive

SAMSUNG SDS CO,, LTD, RAYPAX Film Digitizer |K992112 9/9/1999
103[Korea

SAMSUNG SDS CO., LTD, RAYPAX SYSTEM K991537 7/6/1999
104|Korea

SEIKO INSTRUMENTS, INC. -[COLORPOINT 1720 K991282 6/30/1999

Japan Medical Imager & Video
105 Capture

SECTRA-IMTEC AB, Sweden [IDS4 V3.2 Images K991643 6/8/1999
106 Display System

SECTRA-IMTEC AB, Sweden |WISE (ll) Image K983447 10/29/1998
107 Management System

OLICON IMAGING SYSTEM, [PACS 02-RAYTEL K973959 12/22/1997
108[USA Workstation

OLICON IMAGING SYSTEM, [PACS Gateway K973793 12/17/1997
109|{UsA

SECTRA-IMTEC AB, Sweden [IDS4 Image System K971368 6/26/1997
110 Display System Series

SECTRA-IMTEC AB, Sweden [SMIIC (Medical Image K965161 3/12/1997
111 Input Controller)

SECTRA-IMTEC AB, Sweden [Imageserver 2000 K963395 10/25/1996
112

SECTRA-IMTEC AB, Sweden |[TRS 2000 Teleradiology |K961983 8/13/1996

113

Sys



















