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510(k) Premarket Netification RS80A Diagnostic Ultrasound 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, Subpait E, Section 807.92.

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

SAMSUNGMEDRISON CG., 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: March 24. 2013

2. Name of the device;

Common/Usual Name:
. Diagnostic Ultrasound System and Accessories

Proprietary Name:
- RSB0A Diagnostic Ultrasound System

Classification Names: FR Number Product Code
Ultrasonic Pulsed Doppler Imaging System  892.1550 IYN
Ultrasound Pulsed Echo Imaging System 892.1560 YO
Diagnostic Ultrasound Transducer : 8921570 ITX

3. ldentification of the predicate or legally marketed device:

- UGEQ WS80A Diagnostic Ultrasound System (K133329)
- UGEQ HM70A Diagnostic Ultrasound System {K 130803}
- ACCUVIX A30 Diagnostic Ultrasound System{K 12339}
- ACCUVIX XG Diagnostic Ultrasound System (K103397)
- LOGIQ E9Diagnostic Ultrasound System (K123564)

- B-CAD (K050846}

# The proprietary name of predicate device (K 130803 }was changedto UGEO HM70A Diagnostic
Ultrasound System from UGEQ H70c¢ Diagnostic Ultrasound System on FDADatabases,

S10(k) Summary / Statement Centfication ATTACHEMENT 1



5k0(k) Premarkei Notification RS80A N agnostic Ultrasound System

4. Device Description:

The RS80A 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. Color Doppler imaging, Power
Doppler imaging (including Directional Power Doppler mode; S-Flow), PW Spectral Doppler mode,
CW Spectral Doppler mode,Harmonic imaging,. Tissue Doppler imaging, Tissue Doppler Wave, 3D
imaging mode (real time 4D imaging mode). Elastoscan Mode or as a combination of these modes. The
RS80A 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
RS80A 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 RS80A Diagnostic Ultrasound System and transducers are intended for diagnostic ultrasound
imaging and fluid analysis of the human body.

The clinical applications include: Fetal/Obstetrics, Abdominal, Gynecology. Pediatric, Small Organ,
Neonatal Cephalic, Adult Cephalic, Trans-rectal, Trans-vaginal, Muscular-Skeletal (Conventional,
Superficiat}, Urology, Cardiac Aduilt, Cardiac Pediatric and Peripheral vessel.

6. Technological Characteristics:

The RS&0AIs substantially equivalent with respect o safety, effectiveness, and functionality to the
UGEQ WSB80A Diagnostic Ultrasound System (K133329), UGEO HM70A Diagnostic Ultrasound
System (K130803), ACCUVIX A30 Diagnostic Ulirasound System (K112339)and ACCUVIX XG
Diagnostic Ultrasound System (K103397).

It is substantially equivalent with respect to safety, effectiveness, and functionality to the Volume
Navigation"{Needle Tracking) of GE's LOGIQ E9 (K123564) in regards to the device with Clear Track,
It is substantialty equivalent with respect to safety, effectiveness, and functionality to theMadipattern’s
B-CAD"'System (K053846) in regards to the device with S-Detect.

All systems transmit ultrasonic cnergy into patients, then perform post processing of received echoes (o
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.

510¢k) Summary / Statemem Certification © ATTACHEMENT 1



510(k) Premarket Notification RS80ADagnostic Ultrasound System

<Technological Characteristics Comparison Table>

T T g e gy e e TSR AT T

b o | 'l‘h:squect : The predicate devices

Eieds s s UGED. | ACCUVIX | UGED™ | ACCUVIX | «roe | wram

| Characteristics : 1 | i | LOGIQE9 . B-CAD
RS80A WS80A A30 HM70A | XG (K123564) | (KOS0846)

= | (K133329) (K112339) (K130803) (K103397)
Indication for Use

- Fetal/Obstetrics v v v v N v .
- Abdominal v v v N N v -
= G)vnec()lqg)- | v ; b \ ¥ v v -
- Pediatric v v v h v -
- Small Organ Yo b e ). o 8 | v .Y v :
- Neonatal Cephalc V. [ S - . :
- Adult Cephalic | v ; v | v v \ -
- Trans-rectal . NN AL PR A A v =
- Trans-vaginal ! v | v v | v | v v .
- Musculo-§kelc:al J J \; J : " _
(Conventional) | —— 5 i iz
- Musculo-skeletal 3 N \ v v v =
(Superficial)
- Urology v il . v v \ -
- Cardiac Adult v | v v v v 2
- Cardiac Pediatric ‘ v v \‘ v v :
- Peripheral vessel - v v = . v v :
Scanhead Types
- Linear Array | v v v v v v -
- Curved Linear Array V i v { v ) N v -
- Endocavity v v v N v v =
- Phased Array N i v N v v =
- Static Probes v N v v v 5
Scanhead Frequency )
10~200MHz L , S X i v X N . S
Mades of Operation
- B-mode i y | W x ! v v e |
- M-mode v v i ! ¥ v v -
- Pulsed wave (PW) v Vv N v y v -
Doppler
- Continuous wave N N . J d B
(CW) Doppler i i
- Color Doppler b o b b N o A v , M
- Power Amplitude al : J \ ey N y .
Doppler |
- Tissue Harmonic 4 J J i g T )
Imaging | 2 |
- 3D/4D imaging mode v | v v | v v v | -
- Combinedmodes | N N v . b . .
Safety & EMC
Compliance
- IEC 60601-1
- UL 60601-1 vV v \ v v v 2

- CSA C22.2 No.601.1

S10(k) Summary / Statement Certification ATTACHEMENT |




510(k) Premarket Notification

RS80ADiagnostic Ultrasound System

b ; : E > i ~ . Thepredxcatedmcﬁ
EIRORIRE - e UGEO | AGCUVIX | UGEO | ACCUVIX | = >
e stscs i ~ RS80A WS80A A0 | HM70A XG: | LOGIQE? ' B-CAD
Arie s e RO Ay 130809 | (K103357) e S
- IEC 60601-2-37 v | v v _ _ v v i
- [EC 60601-1-2 v v v v v N :
Acoustic Output  Display
Track 3 v vV v v ! v "
Patient Contact
Materials :
_Tested 10180109931 v v VN 4 v N v =
Functionality o —— ) -
- Quick Scan (Q Scan) v ‘ V v vV v - -
- SPHTI?I Compound J = N J J i i
Imaging |
- SMDR (SMDR evo) v v v v v - :
- Auto IMT+ N N Ny J J i .
(Auto IMT)
- Elastoscan v v ! v v " a
- Panoramic v I 't z v v = =
- 3D Imaging
(Volume Data v vV v v v 2 c
Acquisition) |
- 3D Imaging {
presentation | | i i
| 3D Cine/dD Cine v N \ vy . :
. = 3D Rendering ‘ ‘

MPR(Multi Planer v v v v v : :
Render) e = | |
-3DXI

MSV(Multi Slice 4 ‘ y J J . .
View)

Oblique View
- 3D MXI

Volume Slice, Mirror v v v v v = =
View _ . i
- Volume CT v v v N . "
- 3D MagiCut | v i Y \ v \ . .
- Volume Calculation

(VOCAL. XI v v N N N - e
VOCAL) _
- XI STIC | v N v v N o =
- HDVI v v \ v \ < 5
- FRV . : p
- ADVR v ' v N N . :
- Clear Track v i
- S-Detect v Vi

1) The name of the feature 1s changed to ClearVision
2) The name of the feature 1s changed to Realisuc Vue
3) Volume Navigation (Needle Tracking)

4) B-CAD

510(k) Summary / Statement Certification
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510(k) Premarket Netification RS8GA Dagnostic Ultrasound System

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, electromagnetic and mechanical safety and has been found to conform to applicable medical
device safety standards,

The RS80A and its application comply with voluntary standards as below:

- UL 6060(-1, Safety requirements for Medical Equipment

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

- |[EC60601-2-37. Diagnostic Ultrasound Safety Standards

- EN/IEC60G01-1.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 Output Indices
on Diagnostic Ultrasound Equipment

- 1SO10993-1, Biocompatibility

- 1SC1497], Application of risk management to medical devices

Summary of Clinical Tests:

Not applicable. The subject of this submission. RS80A, did not require clinical studies to support
substantial equivalence. ’

8. Conclusion

Intended vses 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 ISO
13485. The device is designed to conform to applicable medical device safety standards and compliance.
Therefore, SAMSUNG MEDISON CQ., LTD. considers the RSR0Ato be as safe, as effective, and
performance is substantially equivalent to the predicate devices.

END of 510(K) Summary

5HIk) Summary / Statement Cenification ATTACHEMENT |
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Samsung Medison Co., Ltd.

Faod and Drug Adminisiralion
10903 New Hampshire Avenue
Document Control Center - WOGG-GROG
Sitver Spring. MDD 20093-0002

July 2, 2014

% Mr. Mark Job

Respensible Third Party Official
Regulatory Technology Services LLC
1394 25" Street NW

BUFFALO MN 35313

Re: K141620
Trade/Device Name: RS80A Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1350
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: [l
Product Code: YN, IYO, ITX
Dated: June 16,2014
Received: June 17,2014

Decar Mr. Job:

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 ol the Medical Device Amendments, or to
devices that have been reclassificd in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do nol requirc 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 requircments for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note; CDRIH does not evaluate information related to contract fability
warrantics. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial cquivalence applics to the lollowing transducers intended for
use with the Rs80a Diagnostic Ultrasound System, as described in your premarket notification:
Transducer Model Number

CAL-7A 1.3-13 V3-9
C2-6 1.7-16 LV3-14A
CF4-9 LA2-9A CW6.0
E3-12A ‘ PE2.4

1.3-12A PMI-6A

If vour device is classified (sce above) into cither class | (Special Controls) or class HI (PMA).
it may be subject o 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 concerning your device in the Federal Register.



Page 2—Mr. Job

Please be advised that FDA's issuance of a substantial equivalence determination does 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) (21 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); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041
or (301) 796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.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 Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Tehed 0. Ohtern

Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiclogical Health

Enclosure



DEPARTMENT OF HEALTH ANp _I-IUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and .Dr ug Administration Expiration Date: January 31, 2017
Indications for Use See PRA Statement bslow.

510(k) Number (if known)
Kl41620

Device Name
RS$80A Diagnostic Ultrasound System

Indications for Use (Describe)
The RS80A Diagnostic Ultrasound System and transducers are intended for diagnostic ultrasound imaging and fluid

analysis of the human body.

The clinical applications include: Fetal/Qbstetrics, Abdominal. Gynecology, Pediatric, Small Organ, Neonatal Cephalic,
Adult Cephalic, Trans-rectal, Trans-vaginal. Muscular-Skeletal (Conventional. Superficial), Urology. Cardiac Adult,
Cardiac Pediatric and Peripheral vessel.

Type of Use (Sefect one or both, as appiicable)
Prescription Use (Part 21 CFR 801 Subpart 0) J Over-The-Counter Use (21 CFR 801 Subpar C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED. -

———

FOR FDA USE ONLY

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

et D OH,

This section applies only to requirements of the Paperwork Reduction Act of 1895,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, Including suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration

Office of Chief Infermation Officer

Paperwork Reduction Act (PRA} Staff

PRAStaff@fda. hhs.gov

"An agency may not conduct or sponsor, and a person is not required lo respond to, 8 collection of
information urless it displays a currenlly valid OMB number.”

FORM FDA 3881 (1114} Page 1 of 1 R0 Pubinhung Senes 1 b ASLATSY
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$10(k) Premarket Notiflication RSB0A Dragnosiic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:RS80ADiagnostic Ultrasound System
Intended Use: Diagnostic ultrasound ima&ing or fluid flow analysis of the human body as follows:

Clinical Application Meode of Operation (*inchides simul B-mode)
General Spesific B I M|PWD| CWD Color Combined® Other
{Track | only) (Tracks | & I} Doppler* (SJu:c.J {Spec.)
Ophihalmic | Ophthalmic
Feral/Obstetrics (See Note 3} N N N N Note 1 Noles 24,785,911, 14
Abdominal(Ser Note 10) N|N N N N Note ) Notes 2,5,6,7,8,9, 11,12, 44
Intra-operative See Noie 6)
Intra-operative (Neuro.)
Fetal Imaging | Laparoscopic
& Other Pediatric N|N N N Note | Noles 8,911
Small Orgzn (See Note 57 N | N N N Note | Note2, 5.6, 7.5.9, 11,12 14
Neonatal Cephalic N N N N Note 1 Naoies §, 9
Adult Cephalic N N N N N Note 1 Notes?
Transerectal N | N N N Nute | MNotes 2.7,8,9.10, 12
Trans-vaginal N|N N N Note | Nows 2, 7,8,9,11.12
Trans-urethral
Traas-csoph. (non-Cardiac)
Musculo-skel. (Convent.} N|N N N Note | Nolg 2,5, 6. 1.0.9.00, 14
Muscuto-skel. (Supertic.) N|N N N Note | Note 2,8,¢.7,8.9, 11, 14
Intra-Juminal
Oiher (Sec Note 13) N N N N Mote Nows 27,89, 12
Cardiac Adult N N N [ N Note 1 Novea d, 7
Cardizc Cardiac Pedintric N N N N N Note | Notes 4, 7
Trans-tsophagenl {Cardiac)
Orher {spec.)
Peripheral Peripheral vessel N[N N N N Note | Note2,5,6.7.0.9.11, 14
Vessel Other {spec.)

N=new indication; P= previously cleared by FDDA. E= added under Appendix
Additional Comments:
Color Doppler includes Power { Amplitude) Doppler
Note 1 B+M, B+PW, B+C, 8+PD, B+DPD. B+TD,H+CW, B+C+PW, B+PL+PW, B+DPLHPW, B+ TD+PW, B+C+M,Dual/Quad, B+C+CW,
B+PD+CW, B+, B+B/C
Noie 2: Includes imoging for guidance of biopsy
Note 3; Includes infertility monitoring of follicle development
Note 4' Color M-mode
Noie §: For cxample: thyrowd, parathyeaict, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral veasel
Note 7 Fissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Spatial Compound Imaoging
Note 10: lncludes Renal, Gynecology/Pelvis
Note t1: Panoramic imaging
Note 12, ElasioSean
Note 13: Includes Urology/Prostate
HNoiwe 14; Clear Track

Concurrence of Center for Devices ond Radiological Heelth (CDRH)
Prescription Use (Per 21 CFR 801,109)

Indication for use page 2 of 15



510(k) Premarket Notification

RS30A [agnosiic Witrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

310¢k) No.:

Device Name: CA1-7Afor use with RS80A
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mede of O

tion (*includes simultancous B-mode)

General
(Track [ only)

Specilic B| M {PWD
{Tracks [ & 1)

CwD

Color

Doppler®

Combined*
{Spec.)

Other
(Spec.)

Ophthalmic || Ophthalmic

Fewl/Obstetrics (Nec Note 3) N{| N N

Naotc |

Notes 2,4.7.8.9,11,14

AbdominalyNee Nute 10) N| N N

Note |

Notes 26.739.11.14

Inira-operative {Nee Note 6)

Inira-operative {Nearo.)

Fetal Imaging || Laparoscopic

& Other Pediamic

Small Organ e Nuie 5)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

‘Irans-vaginal

Trans-urcthral

Frans-csophi. (non-Cardiae)

Muscuto-skel. (Convent.)

Musculo-skel {Superfic.)

Inra-tuminal

Other {See Nute 1)

Cardiac Adult

Cardiac

Cardiac Pediatric

Trins-esophageal (Cardiac)

Other {spec.)

Peripheral

Peripheral vessel

Vessel Other {spec.}

N= new indication, P= previously cleared by FDA; E= added under Appendix L2
Additional Comments:

Color Doppler inclhudes Power (Amplinde) Doppler

Note 1; B+M, B+PW, B+C, B+'D, B+
B+POHCW. B+E, B+BIC

Note 2: Includes imaging for guidance of biopsy
Notc 3. Includes infentility monitoring of fullicle develapment

Note 4: Color M-mpde

Note 5: For examplc: thyreid, parathyroid, hreast, scroim and penis in aduh, pediaing and neonstal paticms
Note 6° Abdominal argans and petiphcral vessel
Note 7; Tissue Harmonic Imaging (THI)

Notc 8: 3D imaging

Note 9 Spanal Compound Imaging
Note 10: Includes Renal, Gynecotogy/Pelvis

Note 11 Panoramic imaging
Note | X: ElastoScan

Note 13: Inchudes Urology/Prostate

Note 14: Clenr Track

DPD, B+TD, B+(W, B+C+PW, B+PD+PW, B+DPE+PW, B+TD+PW, B+C+M.ual/Quad, B+C+CW,

Concurrence of Center for Devices and Radiological Health (CDRH)
Prescription Use (Per 21 CFR 801.109)

Indication for use

page 3 of 15



510(k) Premarket Notification RSBOA Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: C2-6 for use with RS80A
Intended Use: Dia@slic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applicalion Mode of Operation * includes simulianeous B-mode)
General Specific Bt M|{PWD| CWD Coelor Combined* Other
[Track I only) (Tracks | & 111} Doppler® (Spec) {Spec.}
Ophibalinic Ophihalmic
Fetal/Obstetrics (Sve Note ) Pl P P P HNote 1 Moes 2,4,7,8,9, 1)
AbdominalfSee Note [0} rlr P p Note 1 Noles 2,6, 7, 8,9, 11

Intra-operative (See Noe 6)

Intra-operanve { Neuro.)

Fetal Imaging Laparoscopic

& Onher Pediatric
Small Organ fSce Nowe §)
Neonatal Cephalic
Adult Cephahic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph, {nen-Cardiach
Musculo-skel. {Convent.)
Musculo-skel. (Superfic.)
Intra-luminal

Other (See Note 13)
Cardiac Adult

Cardiac Cardiac Pediatric
Trans-csophageal {Cardiac)

(Other (spec.)

Peripheral Peripheral vesscl
Vessd ey (spee)
N= new indication, P= previously cleared by FDXA K130803. Ii= added under Appendix L
Additional Commenis:
Color Doppler includes Power { Amplitede) Doppler
Note 1: B+M, B+PW, 8+C, B+PD, B+DPD, B+TD, B+ CW, B+C+PW, B+PDPW, R DPDPW. B+ TD+PW, B2 M DoaliQuad. B+C+CW.
B+PD+CW, B+E, B+RIC
Note 2: [ncludes imaging for puid of biopsy
Note 3; Includes infentility monitoring of fallicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrowm gnd penis in adull. pediztng and avonatal patients
Naote 6; Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging {THH
Note 8: 30 imaging
Note 9; Spatial Compound Imaging
Note 10; Includes Renal, Gynecology/Pelvis
Note {): Panoremic imaging
Note 12: FlastoScan
Note 13: Includes Urology/Prastate
Note 14: Clear Track

Concurrence of Center Tor Devices and Radiologieal Health (CDRH}
Prescription Use (Per 21 CFR 801 104)

Indication for use page d of IS



510{k) Premarkel Notification

510(k) No.:

Device Name; CF4-9for use with RS80A
' Intended Use: DiaEnostic ultrasound imaainE or fluid flow ana]xsis of the human bodz as follows:

ration (*inclides similtanecus B-mode)

C

RS80A Diagnostic Ultrosound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Jinical Application

Mode ol Oy

General
{Track 1 anlv)

Specilic
(Tracks | & 111}

B

M

PWD

cwhD

Color

Doppler*

Combined*
{Spee.)

Uther
[Spee.)

Qphthahnic

Ophthalmic

Fetal/Qbstetrics (See Nole 3)

AbdominalfSec Nuie 1) L P P Note |

Notes 8,9, 11

Intre-operative (Sue Note 6}

Intra-operative {Neuro )

Fetal Imaging | Laparoscopic

& Other Pediamc Pl R P P Note |

Noles 8,9, 11

Small Organ (See Noie 5)

Neonatal Cephalic Pl P P P Noie |

Nales 8,9, 11

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardize}

Musculo-skel. (Convent)

Musculo-skel. (Superfic.)

Intra-lsminal

Crther LSee Note 13)

Cardiac Adult

Cardiac Cardia¢ Pediainic

Trans-sophageal {Cardiac) .

{nher (spee.)

Peripheral Peripheral vessel Plor Nuie |

Nutes 8,9, 11

WVessed Orher (spec.)

N= new indication; P= previously cleared byFDXA K130803; L= added under Appendix L
Additional Comments:

Color Doppler includes Power {Amplitude) Doppler

Note |: B+M, B+PW, B+C, B+PD, B+DPD, B+TD, B+CW. B+C+PW. B+PD+PW, B+DPD+PW, B+TDHPW, B+C+M.Dual/Quad. B+C+CW,

B+PD+CW, B+E, B+B/C
Note 2: Ineludes imaging for guidance of biopsy
Note 3: Includes infenility monitoring of follicle devetopment
Note 4: Color M-mode
Nate 5: For example: thyroid, parathyroid, breast, scrotum and penis in zdult, pediatric znd neonats! patients
Neote 6: Abdominal organs snd peripheral vesse!
Note 7: Tissue Harmonic tmaging {THI)
Mot 8: 3D imaging
Note 9: Spatial Compound Imaging
Note 10: Includes Renal, Gynceotugy/Pelvis
Note 11' Panoramic imaging
Note 12: Flastu$con
Mate 11: Includes Urology/Prostate
Note 14 Clear Track

Concurrence of Center for Devices and Radological Health (CDRH)
Presenption Lise {Per 21 CFR 801.109)

Indication for use

page S of 15



510(%) Premarket Netification

510(k} No.:

Device Name: E3-12Afor use with RS80A
Intended Use; Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

RS80A Diagnosiic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Clinical Application

Mode of O

ation ( *includes simullancous

B-mode )

General
{Track | onlv)

Specific
(Tracks 1 & 111}

M

PWD

CWD

Color Combined®
Doppler* [Spec.)

Other
(Spec.)

Ophihalmic

Ophihalmic

Fetal Imaging
& Other

Fetal/Obsietrics (Sec Note 3)

P Note |

Noles 2,7, 8.9

Abdominal{Sec Note 0]

P Note |

Notes 2, 7,3, 9, 12

Intra-operative (Sev Noie 61

Intra-operative (Neuro )

Laparosccpic

Pediaine

Senall Organ (See Sote 5)

Neunotal Cophalic

Adult Cephalic

Trans-rectal

P Mot 1

Nmes 2.7.8,9. 12

Trans-vaginal

P Note !

Nuies 2,7, 8,9, 12

Trans-urethral

‘Trans-esoph. {nun-Cardise:

Musculo-sket. {Convent. )

Muscule-skel. {Superfic.)

Intra-luminal

Onher (See Vore 13)

P Note |

MNowes 2.7,8.9,12

Cardiac

Chrdize Adull

Cardiac Pediatric

Trans-csophageal { Cardiac)

Onher {spec.)

Peripheral
Vessel

Peripheral vessel

Other {spec.)

N= new indication, P= previously cleared by FDA K133329; E= added under Appendix E
Additional Comments;
Color Doppler includes Power { Amplitude) Dopplee
Notg |: B+M, B+PW, B+C. B+PD, B+DPD, B+TD, B+CW. B+C+PW, B+PD+PW, B+DPD+PW. B+TI*FW, B+C+M.Dusl/Quad. B+C+CW,

B+PD+CW,BAE. B +BIC

Note 2: |

Tud

i for guid

Note 4: Color M-mode
Nole 5: For exemple: thyroid, parathyvoid, breast, scrotum and penis in adult, pediatric and necnztal paticnts

Note ¢: Abdominal organs and petipheral vesse!

Note 7: Tissue Hanmonic Imaging {THI
Note §: 31 imaging

Note 9: Spatinl Compound Imaging

Note 10: Includes Renal, Gynecology/Pelvis
Note 11. Panornmic imaging

Mate 12: ElasioScan

Nate 13. Includes Lrolopy-Trostate

Noie 14 Clear Track

ping for g of biopsy
Note 3: [ncludes imfeniliny momioring of follicls development

Congcurrence of Center For Devices and Radiological Health (CDRH}
Presciipuion Use (Per 21 CFR 301 109)

Indication for use

page 6ol 15



510(k) Premarket Notilrcation RSBOA Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

S10(k) No.:
Device Name: L3-12A for use with RS80A
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the hurman body as follows.

Clinical Applicatron Mode af (Operation {*includes simuhancous B-model
General Specific B|™M|PWD]| CWD Color Combined* Other
{Track | onlv} (Tracks 1 & 1) Doppler* {Spec.) (Spec.)

Ophthalmic Ophthalmic

“ Fetal/Obsielrics (v Nosw 3)
Abdominalf{Sce Nowe [ih
Intre-operative (v Note 6)
Intra-operative {Neuro )
Fetal fmaging  { Laparoscopic

& COther Pediatric
Small Organ fSee Note 3) L P P Note | Note 2,5, 0, 7.8,9, 10 12,14
Neonatal Cephalic
Aduh Cephalic
Transrectal

Treas-vaginal

Trans-urcthral

Trans-esoph. (non-Cardiac)
Musculo-skel. {Convent.) P P P P MNote 1 Note 2. 5,6, 7.8.9, 1}, 14
Muscuto-skel. {Superfic.} Pl P P 3 Noie | Note 2,5, 6,7.8,9, 1. 14
Intra-luminal

Onher (See Nwe 1)
Cardiac Adull

Cardiac Cardiac Pediairic
Trans-csophageat {Cordiac)
Other (spec.)

Peripheral Peripheral vessel pfr [id I Nole | Note 2,5.6.7.5.9.11. 14
Vessel Orher (3pee.)

N= new indication; P= previously cleared byF 1A K 133329 Li= added under Appendix |
Additional Comments:
Color Doppler includes Power {Amplitude} Doppler
Note |- B+M. B+PW, B+C, B+PD, B+DPD, B+TD. B+CW. B+C+PW, B+ PD=PW, B+DID1PW, B+TD+PW, B8+C+M Dualituad. B+C+CW,
B+PIHCW, B+E, B+R/C
Notc 2: Includes imaging for guidance of biopsy
Note 3; Includes infenitity monitoring of folticle development
Nute 4: Color M-mode
Note 5: For example; thyroid, parathyroid, breast, scrotum and penis in adull, pediatnc and neenalal patients
Note 6: Abdominal organs and peripheral veasel
Note T: Tissue Harmonic tmaging (THI)
Mol 8: 3D imaging
Note 9: Spatial Compound linaging
Note 10: Includes Renal, Gynecolugy/Pelvis
Note 1 : Panoramic imaging
Note 12: ElastoScan
Note 13; Includes Urology/Prostate
Note 14: Clear Track

Concurrence of Center for Devices and Radiological Health (CORH)
Prescription Usc (Per 21 CFR 801 109)

Indication for use page 7ol 15



310(k} Premarket Notification RSB0A Ihagnosuc Ulirasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: L5-13 for use with RS80A
Intended Use: Diagnoslic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation {*includes simullaneous B-mode)

General Spesific B| M |PWD| CWD Color Combined® Other
(Track [ onlv) {Tracks [ & [1f) Doppler® {Spece.) {Spec.)

Ophthalmic Ophthalmic

FeialiObstetrics {Scr Note 3)
AbdominalfNee Noie 1)

Intra-operative {See Note 6)

Intra-operative {Newro.)

Felal Imaging | Laparoscopic
& Other Pedugtric

Small Organ e Now 3) r r P I3 Note 1 Now 2,5,6,8,7,9,11.12
Neonatal Cephalic
Aduli Cephatic
‘Trans-rectal
Trans-vapinal
Trans-urethral
Trans-esoph. (non-Cardiuc)
Musculo-skel. (Convet ) | P p Note | MNowe 2, 5.6,7. 8911
Musculo-skel, { Superlic.) PP P P Nate | Now 2,.5.6,7.8.9.11
Intra-luminal
Onher (See Moo 112
Cardiac Adull
Cardiac Cardiac Pediaric
Trans-esophageal {Cardize)
Other (spec.)

Peripheral Peripheral vessel Pl P [ P Note ) Note 2,5.6,7,8,¢ 11

WVessel Other (spec.)

N= new indication; P= previously cleared by FDAK 130803, I:= added under Appendix I
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler

Note |: B+M, B+PW, B~C, B+PD, B+DPD, B+TD, B+CW, B+CtPW. B+PD+PW, B+DPD+PW. B+ TD+PW, B4 C+ M.Dual‘Quad, B+C+CW,
B+PD+CW, B+E. B+B/IC

Nole 2: Inctudes imaging for guidance of biopsy

Nolg 3: factudes infenility monitoring of follicle development

Note 4: Colot M-mode

Nate §: For example: thyraid, parathyroid. breast, scrotum and penis in 2dult, pedintne and neonntal patients

Note ¢: Abdominal organs and peripheral vessel

Note 7: Fissue Harmonic Imaging (TH1}

Not &: 3D imaging

Note 9: Spaiizl Compound Imaging

Note 10; Includes Renal, Gynecolagy/Pelvis

Note || Panoramic imaging

Note 12; ElagtoSean

Nate |3 Includes Urology/Prosiate

Noie 14: Clenr Track

Cuoncurrence of Center For Pevices and Radwiogical 1lealth (CDRH)
Preseripuion Use (Per 21 CFR RO o)

Indication for use page 8 ol 15



510(k} Premarke! Notification

510(k) No.:

RS80A Dragnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: L7-16 for use with RS80A
ging or fluid flow analysis of the hutnan body as follows:

intended Use: Diagnostic uitrasound ima

Clmical Application

Mode of O

ralion (°*ncludes si

Qus

B-mode)

General
(Track | oniy)

Specific
{Tracks 1 & 111}

B M

PWD

CcwD

Color
Dom\lcr'

Combined*
{Spec.)

Crher
(Spec.)

Qphthalinic

Ophibalmic

Fetal Imaging
& Other

FetaliQbsielrics (Nuve Noiw 3)

Abdommalfsve Nete [

Intra-operative {Sve Nowe 6}

hnirg-operative | Newro )

Laparoscopic

Pediamic

Small Crgan See Note J)

Note 1

Note 2, 5,6,7,

8.9.1

Neonatal Cephalic

Aduh Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph, (non-Curdiac)

Musculo-skel. (Convent 1

_Note

Roe 2.5.6,7,

8.9.11

Musculo-skel. {Superfic.)

Noic |

Note 2. 5,6.7,

8.9.11

hira-luminal

Other (Sec Nuie 13]

Cardiac

Cardiac Adult

Cardiac Pedisuic

Trans-esophageal {Cardiac)

Other (spec.)

Peripheral
Vessel

Peripheral vessel

Pl P

Note |

Note 2,5, 6., 7,

B9 1

Oilier (spec.}

N= pew indication; P= previously cleared by FDA K130803 1i= added under Appendix L

Additional Comments.
Color Doppler includes Power (Amplitude) Dappler

Note | B+M. B+PW,B+C_ B+, B-DPD, B+TD.

H-PD-CW. B-E, RB+RIC

Note 2. Includes imagmg v guidance of tiopsy
Mele 3. Inclwles inferuhits momtorny of falhcle desclopmem

Note 4 Color M-mode
Nute § For cxample: thyrosd, parathyrard, breass, scrotum and penis 10 adull. pedimne and neanatal panents

Nete 6: Abdominal organs and peripheral vessel

Nole 7: Tissue Harmonic Imaging {THI)
Notc 8. 3D imaging

Note 9: Spatial Compound Imaging

Note 10: Includes Renal, Gynecology/Pelvis
Noie 11: Panoramic imaging

Noic 12: ElasioScan

Note 1 }; Includes Urology/Prostaie

Note |4: Clear Track

BrCW, B+ U+ PW, B- PR PW. B 1IPD W, 8 TD=PW, B- C+M.DuakQuad. B+C-CW.

Concurrence of Center for Devices and Radiological Health (CDRH)
Prescription Use (Per 21 CFR 801.109)

Indication [or use

page 9ol 15



5§0(k} Premarket Notification

510(k) No.:

Device Name: LA2-9A for use with RS80A

R$80A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application

Mode of Operation (*includes simmlizneous B-mode)

General
{Track ¢ anlv)

Specilic
{Tracks | & 111}

8

M

PWD

CwD Color

Doppler*

Combined®
[Spec )

Other
(§pee.)

Ophthalme

Ophthalmic

Fetal Imaging
& Other

FetaliObstetrics fSve Now 3

AbdominalfSee Nove 1)

Il

Note |

Now 2, 5.6,7.8.9.11

Intra-operative (yvv Note 6)

Inira-operative { Neuro.)

Laparoscopic

Pedizme

Small Organ (Ser Note 3)

Nole |

Note 2.5,6,7.8.9. 11

Neonatal Cephalic

Adult Cephalic

Transrectal

Trans-vaginal

Trans-ur¢thral

Teans-esoph. {non-Cardiac}

Musculo-skel. {Convent.)

Notc )

Note 2.5.6,7.8.9. 11

Musculo-skel, {Superfic.)

Naic |

Note 2.5,6,7.8.9. 11

Inira-luminal

Other (Sew Nue 13)

Cardiac

Cardiac Adult

Cuardiac Pediaric

Trans-csophageal | Cardiac)

Other (spec.)

Pertpheral
Vessel

Peripheral vessel

Note 2,5.6,7.8,9.11

Qther (spee.)

N= new indication; P= previously cleared by FDA K130803; Ii= added under Appendix I
Additional Comments:
Calor Doppler includes Power LAmpinude) Doppler

Note 1 B+M, B+PW, B=C. B+, B+DPU, B+ TH, B+ CW, B+ C+PW, R-PDPW, B DPDPW B+ TD+PW.B-Cr MUnmluad, B+ C+CW,
B-PD-CW.B+F, B+B/C

Note 2: §

tad

or g

Note 4: Color M-mode
Note 5: For example: thyToid, parathyroid, breast. scrotum and penis in edult, pediatric and sonata) paticnts

Note 6 Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging (THD
Note 8: 3D imaging

Note 9: Spatial Compound Imaging

Note 10: tncludes Renal, Gynecology/Pelvis
Note [1: Panoraniic imaging

Mote 12: EtastoSean

Note |}: Includes Urology/Prosiate

Note 14: Clear Truck

ging id of biopsy
Note 3 Inchudes inferulity menitoring of folicle development

Concurrence af Center Tor Devices and Radiological Health (CDRH)
Prescription Use {Per 21 CFR 801.109)

Indication for use

page 10 of 15



5104k} Premarket Notification RS80A Diagnostic Ulirasound Syslem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k)} No.;
Device Name: PE2-4 for use with RS80A

Intended Use: DiaEnostic ultrasound imaginE or fluid flow analxsis of the human bodz as follows:

Clinical Application Mode of Operation {*tncludes simuliancous B-mode)
General Specific B|M{]PWD| CWD Color Combined® Other
(Track | only) (Tracks ) & 111} Doppler* {Spec.) {Spec.}

Ophihatmic Ophihalmic

Fetal/Obstetrics (See Noie 3)
AbdomiralfSee Note 18} ple Lig P P Note § Note 7
Intra-operative fev Nore 6}
Intra-operative { Neuro.)
Feial hnaging | Laparoscopic

& Other Pedwtric
Small Organ (Sce Note 5)
Neonatal Cephalic
Aduh Cephalic I I P P P Nute | Note 7
Trans-recizl

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Cardiac)

Musculo-skel. (Convent.)
Musculo-skel, {Superfic.)
Instra-luminal

Oher (See Nue 1)

Cardiac Aduh P Note 1 Noted, 1
Cardiac Cardiac Pediaine L I P P P Nute | Note d, 7

Trans-csophageal (Cardiac)
Onher (spec.)

Peripheral Peripheral vessel
Vessel Onher {spee.)

N= new indication, P= previously cleared by FDA K130803: Li= added under Appendix £

Additional Commenty;
Color Doppler includes Power (Amplitude) Doppler
Note |: B+M, B+PW, B+C, B+PD, B+DPD, B+TD, B+CW, B+C+PW, B+PD+PW, B+DPD+PW, B+TDHEW, B+C+M.Dual/Quad, B+C+CW.
B+PD+CW, B+E, B+BAC
Note 2 Includes imagtng for guid of biopsy
Note #: Includes infertility moritoring of lollacle development
Naote 4; Color M-mode
Nuic 5; For example: thyroid, parathyraid, breasl, scrotum ond penis in adull, pediatng and nconatal patients
Note 6; Abdominal organs and periphera! vesse!
Note 7: Tissue Harmonic [maging (THI)
Note &: 3D imaging
Note 9: Spatial Compound linaging
Note 10: Includes Renal, Gynecology/Pelvis
Note 1]: Panoramic imaging
Note 12; FlasiuScan
Note 13: Includes Urology/Prostate
Note 14: Clear Track

e -]
=
-
=}

Concumrence of Center Jor Devices and Radiotogical Health (CDRH)
Prescniption Use (Per 21 CFR 801 (U

Indication for use page 11 of 15



3104k ) Premarket Nonfwation RS80A [agnostiv Ulirasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

3Tk Nou:
Device Name: PMI-6A for use with RS80A
Entended Use: Diagnostic wltrasound imaging or fluid flow analysis of the human body as follows:

Chimcad Appheation Mbade ot Uperation 1 incluckes ssmmltaneons B-moded
{heuerad Speciic M| PWD] CWD Cales Combued* Othn
§ Tk | anlvy {Tracks § & I Dhoppler” (S ) FEpee.)
Crphiliading Qphilzaluue

FerlObsietngs £ Note Jy
AbdonunaltSee Noe [ NN N N N Note | Nule 7

Intta-operative fhee Nowe )

Itsg-operative (Newro,)

Fetal tmaginy Laparoscupic
& Gither Pedsaniv

Sanall Grgan t5ee Nwe )

Neosatal Cephalie
Adule Ceplinlie NN N N N Note | Note 7

Trans-reetil

Trans-vaginasi

Trans-uretiral

‘Truns-esoph, fnon-Cardisc)

Muscnlo=skel (Comveni

Ssenlo=gke] (Superfie

ngra-lurmanal
s (See Newe 137

Cardiae Adutt N| N N N N Moy § Now 4,7
Curdeae Cardiae Pedhising NI N N N N Nuole ) MNuote 1.7

Trans=esuphaeead {Carclinet

(her t3pwee.)

Penpleral Peripheral vessel
Vessel Otlier (spec

N= new mdication: P= previously eleared by FIIA: b= adied under Appendis 12
Additional Comments:
Calar Doppler includes P'ower tAmplinade) Dippler
Note 1. B=M. B<PW. B-C 800, B-DPD,B-TD B CW, B-CrPW R-PD-PW A DPD W BT PW I S MUDual Quad, B -C CW,
B-POCW -1, 3130
Nute 2 Includes nnagug far gudance of bapsy
Nate X Inchudes ifestdny momyng af folle des clopetieiat
Nude 3 Lolor M-mode
Nate 5 Forexample thynasl, parathyraid, breast, serotum and penis 1y adult, pedissig susd neanatal papems
Nule 6 Abdominal ergins and peripheral vessel
Note 7 Tisswe Hamonse Imaging (T11)
Nate 8 30D umaging
Nate 7 Sparal Compuound Iz
Note 10 Juciudes Renal, Gynecoligysitelas
Mute 1] Panuranie imagny
Nute 12 ElasaSean
Note 13 Includes Veology Prostile
Note |4 Clear Track

Concurrence of Center for Devices and Radwlogieal Heabth (CLRTH
Preserspuon bise (Per 21 CFR SULIUN

{ndie:ion for use page 120013



510(k) Premarket Notification RS80A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510¢k) No.;
Device Name: V5-9for use with RS80A
Intended Use: Diaguostic ulirasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simuliancous B-mode}
General Specific B|MI|PWD CcwD Color Combined* Other
(Track [ only) {Tracks | & 111 Doppler* {Spee.) {Spec.)
Ophthalinic | Ophihalmic
Fe1alMObstetrics (See Mote 3) Pl P P P Noic ) Notc 2,7, 8,9
AbdominalfSee Note 10) r| P P I Note 1 Nowe 2,7, 8.9
Intra-operative (See Note &)
Intra=operative {Neuro.)

Fetal Imaging || Laparoscopic

& Other Pediame
Simall Organ (See Note 5)
Newnatal Cephalic

Adult Cephalic

Trans-recial P|F P P Nate Nete 2,7,8.%
\ Trans-vaginal P P P PR Note 1 Notc 2, 7.8, 9

Trans-urethral

Trans-¢soph. {non-Cardiac)
Musculo-skel. (Convenl.)
Musculo-skel. (Superfic.)
Intra-tuminal

Chher (See N 13) P P P P Note | Nole 2,7.8,9

Cardiac Adull

Cardiac Cardizc Pediatric
Teans-csuphageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel
Vesse) Other {spee.)

N= new indication; P= previously cleared by FDA K133329, E= added under Appendix E

Additional Commeals;
Color Doppler inchudes Power {Amplitude) Doppler
Note 1: B+M, B+PW, B+C, B+FD, B+DFD, B+TD, B+CW, B+C+PW, B+PD+PW, B+DPD+PW. B+TD+PW, B+C+M,DuzlQuad, B+C+CW.
B+PD+CW, B+E, B+B/IC
Noie 2: Includes imaging for guid of biopsy
Nole 3: Includes infenility monitoring of follicle developnient
Hote 4: Color M-mode
Note 5: For example: thyraid, parathyroid, breast, scrotum and penis in adult, pediatne and neonalal patieals
Nate 6: Abdominal organs and peripheral vesael
Note 7: Tissue Homoaic lmaging (THI}
Note 8: 3D imaging
Note 9; Spatial Compound Imaging
Note 10: Includes Renal. Gyneeology/Pelvis
Noie || Panoramic imzging
Note 12: ElastoSean
Note 13: Includes Urology/Prostate
Note 14; Clear Track

Concurrence of Center for Devices and Radiclogical Health (CDRH)
Prescription Usc (Per 21 CFR 801.109)

Indication for use page 13 ol I3



51(k) Premarket Notification R580A Diagnostic Uhrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510¢k) No.:
Device Name: LV3-14Afor use with RS80A
Intended Use: Diagnostic ultrasound imaging or fluid Nlow analysis of the human body as follows:

Clinical Application Mode of Operation {*includes simul B-mode)
General Specific B{M]|PWD| CWD Color Combined* Other
(Track | oalv) {Tracks | & {1 Doppler® (Spec.) (Spee )

Ogphthabmic Cphthalmic

FetalObstetrics (See Note 31

AbdominalfSee Note (1)

Intro-operative (Sue Nofe 6)

Intra-gperative (Netiro.)

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ iNee Nofe 5} r I P r Note 1 Now 2,5,6,7.8,9. 11

Nevnatal Cephahic

Adull Cephalic

Trans-recit)

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Cardiac)

Musculo-skel. {Convent ) pl P P P Neae | Nne2,5.60,7.8,9, 11

Masculo-skel, (Superfic.} Pl P P P Note | Notc2.5,6,7,.8.9.11

Intra-luminal

Other (See Nuie 1)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-csophageal { Cardiac)

Other (spec.)

Peripheral Peripheral vessel Pl P P P Note | Noi¢ 2,5.6.7.8,9, 11

Vussel Oiler (spee.)

N= new indication, P= previously cleared by FDA K 103397, L= added under Appendix b
Additlonal Comments:

Color Doppler inctudes Power (Amptitude) Doppler

Note 1: B+M, B+PW, B+C. B+P'D, B+DPD, BT, BsCW, B+C+PW, B+ PD+PW. B+DPD+PW. B+TD+PW, 8-+C+M,DuabiQuad. B+C+CW,

B+PD+CW, B+E, B+H/C

Note 2: Includes imaging lor guidance of biopsy

Notc 3: Iucludes infertihily monitoring of follick: development

Note 4: Color M-mode

Note 5 For example: thyroid, parathyroid, breast, scrotum and penis in #dufl, pediatnic and nevnmal patients

Noic 6: Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging (THD)

Note 8: 3D imaging

Note #: Spatial Compound Imaging

Nate 10: Includes Renal. GynecologyPelvis

Nate | 1; Panoranic impging

Nute 12 ElustoScan

Note 13 Includes Urolagy/Prosiate

Nowe [4 Clear Track

Cuoncurrence of Center Jor Devices and Radwlogical Health (CDRHY
Prescripiion Use (Per 21 CFR 801.109)

Indication for use page 14 ol 15



510{k} Premarket Notification

510(k) No.:

R580A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: CW6.0 for use with RS80A
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Applicaion

Mode of O

ration {*inchides simy ltaneous

B-mode)

General
{Track | onlyv)

Specific
( Tylclu | & 1II)

B{M]|PWD]| CWD

Color Combined*
Doppler* Lgpcc‘l

Other
{Spee.)

Ophihalmic

Ophithalmic

Fetal lmaging
& Other

Fetal:Obstetrics (Sce Notwe 3t

AbdominalfNce Nuie I

Intra-operative (Nee Noiv 6)

Intra-operativé (Neuro.)

Laparoscopic

Pedwstnic

Small Organ (¥ee Yo 5)

Neonatal Cephalic

Adult Cephahie

Trans-tcetal

Trans-vaginal

Trans-urethral

Trans-csoph. {non-Cardisch

Musculi-skel. (Convent.)

Musculo-skel. (Superfic.)

Intro-luminal

Other (Sve Nute 13}

Cardiac

Cardizc Adull

Cardiac Pediatric

Trans-caophagea) | Cardiac)

Other {spec.}

Peripheral
Vessel

Peripheral vessel

Orher (spec.)

N= new indication; P= previously cleared by FDDAK112339; L= added under Appendis 12

Additional Comments:
Coler Doppler includes Power (Amplitude) Doppler

Nete |- B+M, B+PW. B+C, B+PD, B+DPD, B+TD. B+CW, B+C+PW, B+ PD+PW, B+DPD+PW. B+TD+PW,

B~PD+CW. B+E, B+B/C

Noae 2. Includes i g for g

)

of biopsy

Note 3 Includ: -'infc;ilil_\‘

ing of follicle des clapment

Note 4: Color M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult. ped
Nate 6; Abdominal organs and periphersl vessel
Note 7: Tissue Harmonic [maging {THI

Note 8: 32 imaging

Note 4: $patial Compound Imaging
Note 10: Includes Renal, Gynecolugy/Pehis

Note || Panoramic imaging
Naotz 2 FlastoSean

Nose 13 Includes (rology/Prostate

Note 14: Clear Trock

and p

B+C+M.DualQuad, B+C+CW.

Concurrence ol Center Jor Devices and Radiological Heahh (CDRH)
Prescription Use (Per 21 CFR 301.109)

Indication for use
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