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""" 510(k) Premarket Notification UGEO WS80ADiagnostic Ulirasound System
510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

This summary of safety and effectiveness is provided as part of this Premarket Notification in
compliance with 21 CFR, Part 807, Subpart E. Section 8(7.92,

1. Submitter’s Information: 21 CFR 807.92(a)(1)

SAMSUNGMEDISON CO., LTD.
42, Teheran-ro 108-gil, Gangnam-gu,
Seoul, Korea

Contact Person:
Kyeong-Mi, Park
Regulatory Affairs Manager

Telephone: 82.2,2194,1373
Facsimile: 82.2.556.3974

Data Prepared: September 2, 2013

2. Name of the device:

Common/Usual Name:
Diagnostic Ultrasound System and Accessories

Proprietary Name:
UGEQ WSB80A Diagnostic Ultrasound System

Ctassification Names: FR Number Preduct Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 IYN
Ultrasound Pulsed Echo Imaging System  892.1560 IYO
Diagnostic Ultrasound Transducer 892.1570 ITX

" 3. Identification of the predicate or legally marketed device:

- ACCUVIX A30 Diagnostic Ultrasound System(K 112339)

- UGEO HM70A Diagnostic Ultrasound System(K130803)

- ACCUVIX XG Diagnostic Ultrasound System (K103397)

- ACUSON 52000 Diagnostic Ultrasound System (K 130739)
- iU22 Diagnostic Ultrasound System (K093563)

#  The proprietary name of predicate device (K130803) was changed to UGEO HM70A Diagnostic
. Ultrasound System from UGEO H70c Diagnostic Ultrasound System on FDA Databases

510(k) Summary / Statement Centification ATTACHEMENT



s 51H0(K) Fn:m;:rkcl Notification ' UGEOQ WSB0ADiagnostic Ultrasound System

4. Device Description:

The UGEO WSB0A is a general purpose, mobile, software controlled, diagnostic ultrasound system. Its
function is to acquire ultrasound data and to display the data as B mode, M mode, Coler Doppler
imaging, Power Doppler imaging (including Directional Power Doppler mode; S-Flow), PW Spectral
Doppler mode, Harmenic imaging, Tissue Doppler imaging, 3D imaging mode (real time 4D imaging
mode) or as a combination of these modes. The UGEQ WS80A also gives 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. The UGEO WS80A has real time acoustic
output display with two basic indices, a mechanical index and a thermal index, which are both
automatically displayed.

5. Intended Uses:

The UGEO WS80A Diagnostic Ultrasound System and transducers are intended for diagnostic
ultrasound imaging and fluid analysis of the human body.

The clinical applications include: Fetal, Abdominal, Small Organs, Trans-rectal, Trans-vaginal,
Muscular-Skeletal (Conventional, Superficial) and Peripheral vessel.

6. Technological Characteristics:

The UGEO W5B0Ais substantially equivalent with respect 10 safety, effectiveness, and functionality to
the ACCUVIX A30 Diagnostic Ultrasound System (K112339) and UGEO HM70A Diagnostic
Ultraspund System (K 130803).

It is substantially equivalent with respect to safety, effectiveness, and functionality to the [3D Cine,
HDVI and Volume NT] of SAMSUNG MEDISON's UGEQ HM70A (K130803) in regards to the
device with [5D Cine", FRV?, 5D NT* and 2D NT"].

It is substantially equivalent with respect to safety, effectiveness, and functionality to the [Syngo Auto
OB Measurements] of Siemens’s ACUSON 82000 (K130739) in regards to the device with [5D LB
{Long Bone)").

It is substantially equivalent with respect to safety, effectiveness, and functionality to the [High Q
Automatic Doppler Analysis] of Philips’s iU22 (K093563) in regards to the device with [MP19],

All systems transmit ultrasonic energy into patients, then perform post processing of received echoes to
generate on-screen display of anatomic structures and fluid flow within the body. All system allow for
specialized measurements of structures and flow, and calculations.

These are described in detail in the technological characteristics comparison table as below,

$10(k) Summary / Statement Certification . ATTACHEMENTI



. §10(k) Premarket Notification UGEO WS80ADiagnostic Ultrasound Systern

<Technological Characteristics Comparison Table>

Th;esgbject The predicate deviges
_ vice . .
Feature / Cham:l:nstlbs UGEO WS80 A AC%IX I-Tijhsl};:& AC%WX ) ACSIEJBSG%N ‘ U2
P ' S ~ ; X : |, (K093563)
2 ; .o 1 (K112339) - | (K130803) (K103397) .1  (KI30739) (= -
Indication for Usc i
- Fetal ] N v N J v
- Abdominal N ¥ V¥ ¥ ¥ v
- Pediatric v W y v v
- Small Organ v v v v v v
- Neonatal Cephalic i v N ¥ v
- Adult Cephalic ¥ v N v Y
- Trans-rectal v v v v v v
- Trans-vaginal v v v v v v
- Musculo-.skcleml J J J J J J
{Conventional)
- Musculo-§kclclal N N N N v v
(Superficial)
- Cardiac Adult J N ¥ v V
- Cardiac Pediatric v ¥ v v v
- Peripheral vessel v v v v Vv vV
Scanhead Types
- Linear Amay v J V v v v
- Curved Linear Array v N Y N V Iy
- Endocavity v J v v v v
- Phased Artay N ¥ v v v
- Staric Probes V v v vV v
Scanhead Frequency
1.0~ 20.0 MHz l v [ v [ v [ v [ v | v
Modes of Operation
- B-mode V V W v J v
- M-mode vV N N N N v
~ Pulsed wave (PW) J J J J
Doppler
- Continuous wave (CW) N J J J
Doppler
- Color Doppler v N N V v N
- Power Amplitude N J J J N J
Doppler
- Tissue Harmonic J J
Imaging
- 3D/4D imaging mode W A V N V V
- Combined modes v V v v P V
Safety & EMC Campliance
- IEC 60601-1
- UL 606011 v ¥ v v v v
- CSA C22.2 No.601.1
- IEC 60601-2-37 v N v \ v Y
- IEC 60601-1-2 v v v v V ¥
Acoustic Output Display Standard ,

510¢k) Summary / Statement Centification ATTACHEMENT!



. . 510(k) Premarket Notification UGEQ WS80ADiagnostic Ultrasound System

S Tresuoeet | ThE predicate devices . -
Feature / Characteristics ek - . . .
s | s | ACCOY | BOED | ACCOV [ RIS Ty
L Lo ukn233e). | (k130803 | (k10339 | (Ki3o73g) [ KO93EN
Track 3 ¥ v \ v v N
Patient Contact Matertals L : ' ' ‘ - i
Tested 10 1SO 10993-1 | ¥ ! ¥ [ v [ v i v I V
Functionality .
- Quick Scan {() Scan) V¥ N N W
- Spatial Compound v J v v
Imaging
- SMDR (SMDR evo) V v v v
- Auto IMT+ v J v v
(Auto IMT)
- Elastoscan v vV v v
- Panoramic v y ¥ v
- 3D Imaging
{Volume Data V N V N
Acquisition}
- 3D Imaging
presentation
3D Cine/4D Cine v VY ¥ v
5D Cine .ot
- 3D Rendering
MPR{Multi Planer v i vV Y
Render)
-3DXI
MSV(Mubi Slice J v’ J
View)
Oblique View
- IDMXI
Volume Slice, Mirror ¥ ) vV N
View
- 3D MagiCut v \ v v
- Volume Calculation J J N
* (VOCAL, XI VOCAL)
- XI STIC Y N Vv \
- HDVI v v vV v
- FRV V2
- Volume NTAT ¥ ¥ vV i
- SDNT V!
- 2DNT . '
- ADVR v v‘ N
-SDLB V¥ ]
- MP} o B
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7. A brief discussion of the bench and non-clinical tests conducted on the subject device

The device has been evaluated for acoustic output, biocompatibility effectiveness as well as thermal,
electrical, electremagnetic and mechanical safety and has been found to conform to applicable medical
device safety standards.

The UGEO WS80A and its application comply with voluntary standards as below:

- UL 60601-1, Safety requirements for Medical Equipment

- CSA (C22.2 No. 601.1, Safety requirements for Medical Equipment

- IEC60601-2-37, Diagnostic Ultrasound Safety Standards

- EN/IEC60601-1,Safety requirements for Medical Equipment

- EN/IEC60601-1-2, EMC requirements for Medical Equipment

- NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment

- NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical Acoustic Qutput Indices
on Diagnostic Ultrasound Equipment

- 1S0O10993-1. Biocompatibility

- 18014971, Application of risk management to medical devices

Summary of Clinical Tests:

Not applicable. The subject of this submission, UGEO WSB0A. did not require clinical studies to support
substantial equivalence.

8. Conclusion

Intended uses and other key features are consistent with traditional clinical practices and FDA guidelines.
The design, development and quality process of the manufacturer confirms with 21 CFR 820 and 1SO
13485, The device is designed to conform to applicable medical device safety standards and compliance.
Therefore, SAMSUNG MEDISON CO., LTD. considers the UGEQ W580Ato be as safe, as effective, and
performance is substantially equivalent to the predicate devices.

END of 510(K) Summary

510{k) Summary / Statement Certification ATTACHEMENTI



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center — WO66-G609
Silver Spring, MD 20993-0002

November 27, 2013
Samsung Medison Co., Ltd.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 25" Street NW
BUFFALO MN 55313

Re: K133329
Trade/Device Name: UGEO WS80A Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: Il
Product Code: [YN, IYO, ITX
Dated: October 28, 2013
Received: October 29, 2013

Dear Mr. jab:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act {Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the UGEO WSB0A Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

SC1-6 C2-6 E3-12A
VR5-9 L3-12A L5-13
V4-8 V59

If your device is classified (see above) into either class Il {Special Controls) or class [l (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements conceming your device in the Federal Register.
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Please be advised that FDA’s issuance of a substantial equivalence determination docs not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (2t CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 2} CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
hitp://www.tda.gov/Medical Devices/Resourcesfor You/Industry/default.htm. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification™ {21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
hup://www.{da.gov/MedicalDevices/Safety/ReportaProblem/defauli.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 ar at its Internet address

http:/www.tda.pov/Medical Devices/ResourcesiorY ou/Indusiry/default.him.

Sincerely yours,

i)

Janine M. Morris .
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure
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SECTION 1.3
INDICATIONS FOR USE

510(k) Number (if known): _K133329

Device Name: UGEO WS80A Diagnostic Ultrasound System

Indications for Use:

The UGEO WS80A Diagnostic Ultrasound System and transducers are intended for diagnostic ultrasound
imaging and fluid analysis of the human body.

The clinical applications include: Fetal, Abdominal, Small Orgen, Trans-rectal, Trans-vaginal, Muscular-Skeletal
{Conventional, Superficial) and Peripheral vessel '

Prescription Usc __ ¥ AND/OR _ Over-The-Counter Use
(Part 21 CFR 801 Subpart D) ' (21 _CFR 807 Subpant C)

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

Concurrence of CDRH, Office of /n Vitro Diagnostics and Radiological Health (OIR)
fmih)
(Division Sign OM)
Division of Radiological Health
Office of In titro Diagnostic and Radiological Health

$10k) K 133329

Indication fer use page 1 of10



* “$10(k) Premarket Notification UGEO W580A Disgnostic Ulrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k} No.:
Device Name:UGEO WS80ADiagnostic Ultrasound System

Intcnded Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as foliows: _

Clinica! Apptication Mode of Operation ( *includes simulizneous B-mode)

General Specific B | M|PWD| CWD Calor Combined® Other
{Track | only) (Tracks | & ML) Doppler® (Spec.) {Spet)

halmic Ophthalmic
Fetal/Obsletrics {See Nore J) N N N N Note 1 Notes 2.4, 7. 8. 11
Abdominal(Ser Note 10) NIN|[ N N Mate 1 Notes 2,7, 8,9, 11, 12
Intre-operative {Sev Nute 6}
Ipirs-cpemlive (Neuro.)
Fetal Imaging | Laparescopic
& Onber Pedintric
Senall Organ (Ser Note 3) N|N N N Note | Nole 2,5.6.7,9. 11,12
Neonstal Cephatic
Aduli Ceplutic
[ Trans-recia! N|[N]| N N Note | Notes 2,7,8, 11,12
Trans-vagina N N N N Note | Notes2, 7,8, 10, 12
Trans-urethm!
Trans-csoph. (non-Cardinc)
Musculg-shel. (Convent.) N N N N Note ! Nole 2,5,6,7,9, 11
Musculo-skel. (Superfic.) N|N N N Note ! Note2,5,6,7,9. 1)
Intra-luminal
Other (spec.)

Cerdizc Adult

Cardiac Candisc Pedimiric
Trans-esophageal (Cardiec}
Qther (spec.)

Periphecal Perpheral vessel N N N N Note } Note 2,5.6,7,9, 11
Vessel Other (spee.)

- . -

N= new indication;, P= previously cleared by FDA K122583:; F= added under Appendix E
Additicnal Comments:

Color Doppler includes Power {Amplitude) Doppler

Note 1: B+M, B+PW, B+C, B+PD, B+DPD, 8+PF1, B+TD, B+C+PW, B+PO+PW, B+DPD+PW, B+PPI+PW, B+ TD+PW, B+C+M, Duad/Quad, B+E

Note 2: Includes imaging for guidance of biopsy

Note 3: facludes infertility monitoring of follicle development

Noie 4: Color M-mode

Note 5: For example: thyrold, parsthyroid, breest, scrotum and penis in edull, pediatric and neouul patients

Note 6: Abdominal organs and peripherml vessel

Note 7: Tissue Hamonic Imnging (THI)

Note 8: 3D imzging

Note 9: Spatial Compound Imaging

Note 10: Includes Renal, Gynecology/Pelvis

Hote 11: Panoramic imaging

Note 12: ElastoScan

Concurrence of CDRH. Office of /n Firo Diagnostics end Rediological Health (OIR)
Prescriptian Use (Per 21 CFR B01.109)

Indication for use * page 20of10



510{k) Premarket Notification UGEO WS80A Disgnostic Ultresound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: SC1-6for use with UGEOQ WS80A
‘ Intended Use: Diagnoslic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinica! Application ___Mode of Opemtion (*inclurtes simultancous B-mode)
General Specifie B|M|PVvD| CWD Cotor Combincd*® Other
rack | ond (Tracks | & (11} Doppler* {Spes.) (Spec.)
Ophthatmic || Ophthalenic
Fetat*Qbstetrics (See Nure 3) Pl P [ P Note 1 Notes2, 4,7, 8, Hl
Abdominal{See Moty 1)) Pl P P P Note | Noles2, 7,89, 11
Intra-operative fee Niwe )
Inirz-operative (Newro.)

Fetal Imaging Laparoscopic

& Other Pediatnic
Seil Organ (See Note 3y
Neonatsl Cophalic
Aduli Cephalic
Trans-rectal
Trans-vagina)
[ Trans-urcthral
Trens-csoph. (non-Cardiac)
Musculo-skel. (Conven.)
Muszalo-skel. (Superfic.}
Inlra-lunrinal
Other (spec.)

Cardisc Adull

Cardiac Cardisc Pediatric
Teans-csophageal (Candine)
Orher (spec.)

Peripheml Peripheral vessel
Yetsel Other (spec.)

N= new indication; P= previously cleared by FDA K130803; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler

Notz |: B+M, B+PW, B+C, B+PD, B+DPD. B+FFI, B+TD, B+C+PW., B+ PD+PW, B+DPD+PW, B+PPI+PW, B+TDH PW, B+C+M, Dual/Quad(B.

B8+C.8+PD. B+TD, B+PPi,. B+PD), B+E

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infertitity monitoning of lollicle development

Note 4: Color M-mode

Noie 5. For example: thyroid, parathyroid. breast. scratum and penis t adull, pediaine and neonatal palicnts

Note 6° Abdominal organs and penphernd vessel

Note 7 Tissue Harmonic Imaging (THD

Note 8. 30 imaging -

Note 9: Spatial Compound Imaging

Note 10: Includes Rena!, Gynecology/Pelvis

Note | |: Panoramic imaging

Note 12: ElastoScan

Concurrence of CDRH, Office of In Vitro Disgnostics and Radiological Health (OIR)
Prescription Use {Per 21 CFR 801.109)

Indication for use page 3 of10



»- . 510{k) Premarket Notification UGEO WS80A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510¢k)} No.:
Device Name: C2-6 for use with UGEO WS80A
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinieal Application __ Mode of Operation (*includes simultancous B-mode)
General Specific B M|PWD]| CWD Color Combined* Other
{Treck | only) {Tracks | & 111} Doulﬂ" {Spec.) _(EE
Ophthaimic Ophthatmic
FewliObxietrics fSee Note 3) Pl P p [ Mote | Notes 2.4,7.8, 11
AbdominalSee Noie 1) Pl P [ 4 P Noie | Notes 2, 7,8, 11
Inire-operative fSez Noie 6)
Intra-operative (Neuro.)

Fetal Imaging || Laparoscopic
& Oiher Pediatric
Small Organ (See Note §)
Neanatal Cephalic
Adul Cephalic
Trans-rectal
Trans-vaginal
Trans-urethml
Trans-esoph. (non-Cardizc)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-lumina)
Other (spec.)
Cardiac Adul
Cardiac Cardiac Pediatric
Trans-esophageal (Candiac)
Other (spec.)
Periphenal Periphera) vesse!

Vessel Other (spec.)
N= new indication; P= previously cleared byFDA K 130803 E= edded under Appendix E
Additlenzl Comments:

Calor Doppler includes Power {(Amplitude) Doppler

Noic |; B+M, B+PW, B+C, B+PD. B+DPD, B+PP, B+TD, B+C+PW, B+PD+PW, B+DPD+PW, B+PPI+PW, B+TD+PW, B+C+M, Dual/Quad(B,

B+C, B+PD, B+TD, 6+PPI, B+PD), B+E

Notz 2: Includes imaginy (or guidance of biopsy

Note 3: Inctudes infertility monitoring of follicle dmlopmu

Note 4: Color M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum znd penis in adult. pedintric and neonmial paticnts

Note 6: Abdomins! organs and peripheral vessel

Noe 7: Tissue Harmenic Imaging (THI)

Note 8: 3D imaging

Noie 9: Spatial Compound Imaging

Note 10: Includes Renal, Gyniccology/Peivis

Notc 11: Penoramic imaging

Note 12: ElasioScan

Concurrence of CDRH, Office of /n Firro Diagnostics and Rediologicel Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indication for use page 4 of10



510(k) Premarket Notification UGEOQ WSB0A Diagnostic Ultresound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

S$10(k) No.: .
Device Name: E3-12Afor use with UGEQ WS80A
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application ____Modz ol Gpermtion {®includes simuliancous B-mode)
General I Specific B| ™M |PWD| CWD Color Combined* Other
(Track | only) {Tracks | & 111) Dopplere {Spec.) (Spec.)

Ophthatmic | Ophthalmic

Fetal/Obstetries {See Nate 3) N| N N N Noie 1 Notes 7,8
Abdominal(Nee Note 10; N| N N N Note | Notes 7, 8. 12
Lrtra-operative See Nete 65

Intrs-operative (Neuro.)

Fetal Imaging [ Laparoscopic
& Other Pediatric
Small Organ (See Note 5)

Necnstal Cephalic

Adult Cephalic

Trans-rectal N]|N N N- Notz | Notes 7.8, 12
Transvaginzl N{ N N N Notz | Notes 7. 8. 12
Trans-urethral

Trans-csoph. (non-Cardiac)
Musculo-skel. (Canvent.)
Musculo-skel, (Superfic.)
trars-luminal
Onher (spec.)
Cardizc Aduli
Cendiac Cardizc Pediainc
Trans-esophapea) {Cardize)
Other {spee.)
Peripherat Peripheral vessel

Vessel Other {spes.}

-

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude} Dappler

Note 1: B+M, B+PW, B+C, B+PD, B+DPD, B+PPI, B+TD, B+C+PW, B+PD+PW, B+DPD+PW, B+PPI+PW, B+TD+PW, B+C+M, Dual/Quad(B,

B+C, B+PD, B+TD, B+PPI, B+PD), B+E

Note Z: Includes imaging for guidance of biopsy

Note 3: Includes infertitity ronitoring of foilicle development

Note 4: Color M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatriv and nconated patients

Note §; Abxdominal organs and peripher) vessel :

Note 7: Tissue Harmonic tmnging (THI)

Nowe B: 30 imaging

Noie 9. Spatial Compound Imaging

Note 10, Includes Renal, Gynecology/Pelvis

Noie 1): Panoramic imaging

Note 12: ElasioScan

Concurrence of CDRH, Office of /n Virro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indication for use page 5 of10



510{k) Prcmarket Notification UGEQ WS80A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: VR35-9for use with UGEQ WS80A

Intended Use: Diagﬂostic ultrasound imaﬁing or fluid flow analzsis of the Human bodx as follows:

Clinical Application Mode of Operation {*includes simultancous B-mods)
General Specific B[ M |PWVD] CWD Color Combincd® Other
{Track | only) (Tracks | & 111) Dappler® (Spec.) {Spec.)
Ophthalmic ] Ophthatmic
FeuabObsietrics (See Note J) Pl P P P Note | Nowe 2, 7.8
AbdominalfSes Nowe 1) [ P P P Note | Noie 2, 7,812
Intra-operative (See Noty 6)

Intra-operative (Meuro.)
Fein) Imaging | Laparoscopic

& Other Pediatric
Smafl Organ f5ce Mure 3)
Neoratal Cephalic
Adult Cephalic
Trans-recta) Pl P P P Nate 1 Npie 2, 7.8, 12
[ Trans-vaginal A IER G P Nok 1 Nolc2,7.8, 12
Trans-urethm
“Trans-csoph, {non-Cardisc)
Musculo-skel. (Conven.)
Musculo-skel. (Superfic.)

futra-luminal
Other (spec.)
Cardiag Adult
Cardizc Cardiac Pediatric
[ Trans-esophageal (Cardiac)
Cther (spec.)
Periphernl Peripheral vessel
Vessel Other (spec.) .
N= new indication; P= previously cleared by FDA K |03397; E= addcd under Appendix E
Additiongl Comments:

Color Doppler includes Power (Amplitude) Doppler
Note |- B+M, B+PW, B+C. B+PD. B+DPD. B+PPL B+ TD. B«C-PW. H:PD+PW, B-DPD+PW., B-PPI-PW, B+TD+PW. B+ C'M. Dual-QuadiB,
B:C.B+P1). B+TD.B+FPI. B-PDY. B+ E
Note 2: includes imaging for guidance of biopsy
Note 3. includes inferulity monitoring of follicle development
Note 4- Color M-mode
Note 5: Fos example: thyroid, parethyroid. breast, scrolum and penis i adult, pediatric and neonatal patients
Note 6 Abdominal organs and periphere] vessel
Note 7: Tissue Hermonic Imaging (TH1}
Note 8: JD imaging
Note 9 Spatie) Compound Imaging
Notz 10: Includes Renal, Gynecology/Pelvis
Note 1 1: Panommic imaging
" Note 12: ElataScan

Concurrence of CDRH, Office of n Vitro Diagnostics and Radiological Health (OIR)
' Prescription Use (Per 21 CFR 801.109)

Indication for use : page 6 of10



510(k) Premarket Notification UGEQ WS5B0A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: L3-12A for use with UGEQ WSB0A

Intended Use: Diaﬂostic ultrasound imaginﬁ or fluid flow anaizsis of the human bodx as follows: ‘
Clinice) Application ——_Mode of Operation {* includes simuliancous B-mods)

General Specific B|M|PWD| CWD Color Combined® Other
{Track | only) (Tracks | & III} Domr‘ (Sgec.) {Spee.)
mic | Ophthalmic

FetpifObsietrics (See Noie 3)
AbdominalfSee Note 18
Imra-operative (Sce Note 6)
Inim-aperative {Neuro.)
Feisl Imaging | Laparoscopic

& OCiher Pedittric

Small Organ fce Newe 37 N[NT N N Note | Note2.5.6.7.9. 11,12
Neoratal Cephalic

Aduhl Cephalic
Trans-rectal

?mu-vasinnl
Trans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.) N| N N N Note | Note 2.5,6.7.9, 11

Musculo-skel. (Superfic.) NIN]| N N Notc § Note2,5.6,7.9, 1t
Intre-luminal

Other {spec. }

Cardize Adull

Cardinc Cardizc Pediainic
Trans-csophageal {Cardiac}
Other {spec.)

Periphera Peripheral vessel NI N N N Notc Nole 2,5.6,72.9. 11
Vessel Othes (spec.)

—— A

N= new indication; P= previously cleared by FDA: E= added under Appendix E
Additiona} Comments:

Color Doppler inctudes Power (Amptitude) Doppler

Note 1: B+M, B+PW, B+C, B+PD, B+DPD, B+PPl, B+TD, B+C+PW, B+PD+PW, B+DPD+PW, B+PPI+PW, B+TD+PW, B+C+M, Dual/Chnd(B,

B+C, B+PD, B+TD. B+PPl, B+PD), B+E

Note 2: {ncludes imaging for guidance of biopsy

Noic 3: Includes infenility monitoring of follicle developmera

Note 4: Color M-mode

Note 5: For example: thyreid, parsthyroid, breast, scrotum and penis in adull, pediatric and neonata) paticnts

Note 6: Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging {THI)

Note 8: 3D imaging

Mote @ Spatial Compound Imaging

Notc 10: Includes Renal, Gynecology/Pelvis

Notz 11 Panoramic imaging

Nole 12: ElasioScan

Concurrence of CORH, Office of In Viro Disgnostics and Radiological 1 lealih (OIR)
Prescription Use (Per 21 CFR 801.109)
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510{k) Premake! Notification UGEO WSB0A Diagnostic Ultrasound Sysiem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510{k) No.:

Device Name: L5-13 for use with UGEQO WSB0A

Intended Use: Diagnostic ulirasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation (*includes simultancous B-mode)

General Specific B|M™M|PWD| CWD Color Combined* Other
{Track | onlv) {Teacks [ & 111) R Doppler* {Spee.} [Spec.)
halmic Ophthatmic
Fcu!-’Obﬂﬁﬂ {See Note 3)
Abdominal/See Note [0
Intra-operative (See Note 6)
Intra-operative {Newro.)
Fete) Imzging | Laparoscopic
& Other Pedistric
Small Qrgan (See Note S) Pl P P P Note 1 Noie 2,5.6,7.9, 11,12
Neonaial Cephelic
Adult Cephalic
[Trens-rects!
Trns-vaginal
[ Trens-urethral
_Tmns-cmph {non-Cardiac)
Museilo-skel. (Convent.) P P P . P Note | Note 2,5.6.7.9, 1]
Musculo-skel. (Superfic.} P P P P Noie [ Noiz2, 5.6,7,9. 11
trtra-luminal
Other {spec }
Cerdiac Adul
Cardiac Cerdiac Pedintric
[ Trens-csophageal (Cardiac)
Other (spec.)
Periphere! Peripheral vessel Pl P P P Note | Noie2,5.6,7.9. 11
Vessel Other (spes.} ’
N= new indication: P= previously cleared by FDA K 130803: E= edded under Appendix E
Additional Camments:
Color Doppler includes Power (Amplitude) Doppler
Note | B+M, B+PW, B+C, B+PD, B+DPD, B+PPl, B+TD, B+(+PW, B+PD+PW, B+DPD-PW. B+PPI+PW, B+TD+PW. B-C+M. Dual Quad(B.
B+:C, B+PD, 8+TD. B+PPI, B+PD), B+E :
Note 2. Includes imaging for guidance of biopsy
Note 3: Includes infertility monitering of folticle development
Note 4: Color M-mode
Noie 5: For example: thyroid, parathyroid, breast, scrotum and penis in edult, pedistric and neonatal patients
Nate 6: Abdominal organs and peripherz! vessel
Naote 7: Tissue Hammonic Imaging (THI)
Mote 8: 3D imaging
Note 9: Spatial Compound imaging
Note t0: Includes Renal, Gynecology/Pelvis
Note 11: Panoramic imaging
Note 12: ElastoSean

Concurrence of CDRH, Office of Jn Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)
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510{k) Premarke1 Notification UGEOQ WS80A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: V4-8for use with UGEO WSS80A

Intended Use: Diaﬂoslic ultrasound imaEinE or fluid flow analzsis of the human bodz as follows:

Clinical Application Mode of Opemition {*includes simulianeous B-mode)
General Specific B|M|PWO| CWD Color Combined® Other
{Track | only) {Tracks 1 & 111) Doppler* (Spec.) (Spec.i
mic Ophthaimic
—

Fetal/Obsiotrics (See Mute 3} Pl P [ P Note | Nole 2,7.8
Abdominel/Sce Nute 10y Pl P P P Note | Noie2,7.8
Imm-opemative fSer Noke f)

Inim-operative (Neurp )

Few! Imaging [ Laparoscopic

& Onher Pedsatnic
Small Orygan t5ce Noe 5)
Neonatal Cephalic
Aduh Cephalic
Teans-recial
Trans-veginal
Trans-urethra!

| Trans-csoph. (non-Cerdiac)
Musculo-skel. (Convent.)
Musculo-skel. {Superfic.)
Intra-luminal

Other (spec.)

Cardigc Adult
Cardiac Candiac Pediatric

Trans-esophageal (Cardiag)
Ciher (spec.)
Peripherat Peripheral vessel

Vessel Cther (spec.)

N= new indication; P= previously cleared by FDA K103397; E= edded under Appendix E
Additional Comments:

Cotor Dappler includes Power {Ampliuds) Doppler

Note I: B+M, B+PW, B+C, B+FD. B+DPD, B+PPI, B+TD, B+C+PW, B+PD+PW, B+DPD+PW, B+PP{+PW, B+TD+PW, B+C+M, DualQuad(B,

B+C, B+PD, B+TD, B+PPM, B+PD), B+E

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infentility monbtoring of follicle development

Mote 4: Color M-mode

Note §: For example: thyroid, parathyroid, breas, scrotum and penis in adult, pediatric and neonstal patients

Note 6: Abdominal orpans end periphem! vessel

Note 7: Tissue Hamonic lrmaging (THI)

Note 8: D imaying

Note 9 Spatial Compound Imaging

Note 10. Ingiudes Renal, Gynecology/Pelvis

Motz 11: Panomamic imaging

Note 12 ElasioScan

Concurrence of CDRH, Office of /n ¥itra Diagnostics end Rediological Health (OIR}
Prescription Use (Per 21 CFR 801.109)
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510(k) Premarket Notification UGEQ WSB0A Disgnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: V5-9for use with UGEQ WSS0A
Intended Use: [Egnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinica) Application Mads of Operation {*includes simultaneous B-mode)
Genernl Specific B[ M|PWD]| CWD Color Combined® Other
(Track | only) (Trecks 1.& 1) ] Doppler* {Spec.) {Spec.}
Optuhateric__| Ophihalmic

Fetal/Obstetrics See Nate 3) P| P P P Note | Note2 7.8
Abdominal(See Naie 10) Pl P P 4 Note | Newe2, 7,8
Intm-operative (See Nute 6}

Intm-opemtive (Neuro.)

Feta) Imaging | Laparoscopic
& Other Pediatric
Smal) Organ /Sez Nuee 37

Neongtad Cephalic

Aduhi Cephalic

Teans-rectal Pl P P P Nee | Note 2, 7.8
Trans-vaginal Pl P P P Noie 1 Note 2, 7.8
Teans-urethral

Trans-esoph. (non-Cardiac)
Mutculo-skel. (Canvent. )
Musculo-skel. (Superfic. )
Intra-luminal
Caber {spec.)
Cardise Adult
Cardizg Cardiac Pediatric
Trans-¢sophageal (Candine)
Caher (spec.)
Periphera) Periphernl vessel

Vessel Other (spee.)

N=new indication; P= previously cleared by FDA K103397: E= rdded under Appendix E
Additional Commenis:

Color Doppler includes Power {Amplitude) Doppler

Note [: B+M, B+PW, B+C, B+PD, B+DPD. B+PPl, B+TD, B+C+PW, B+PD+PW, B+DPD+PW, B+PPI+PW, B+TD+PW. B+C+M, Dua!!Quad(B

B8+C. B+PD. B+TD,. B+PP!, B+PD), B+E

Note 2: Includes imaging for guidance of biopsy

Moue 3 includes infenility monftoring of follicle development

Nate 4: Color M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pedintric and neonata) patients

Nole &6 Abdominal organs and peripheral vessel

Note 7: Tissuz Harmonic lmaging (THI)

Note 8: 3D imaging

Note ¢: Spatia) Compound Imaging

Note 10: Includes Renal, Gynecology/Pelvis

Note 11: Panoramic imaging

Note 12: ElastoScin

Concurrence of CDRH, Office of /n Virro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)
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