
5 10(k) Premtarket Notification UGEO0 1160 Diagnostc Ultrasound System

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

This summinary of safety and effectiveness is provided as part of this Premarket Notification in
compliance with 21 CFR. Part 807. Subpart E. Section 807.92,

1. Submitter's Information: 21 CFRS807.92(a)1

SAMSUNG MEDISON CO.. LTD.
42, Teheran-ro I108-gil, Gangnarn-gu.
Seoul. Korea

Contact Person:
Kyeong-Mi. Park
Regulatory Affairs Manager OCT 4 Z013
Telephone: 82.2.2194.1373
Facsimile: 82.2,556.3974

Data Prepared: July31, 2013

2. Name of the device:

Common/Usual Name:
Diagnostic Ultrasound System and Accessories
Proprietary Name:
UGEO 1160 Diagnostic Ultrasound System

Classification Names: FR Number Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 JYN

Ultrasound Pulsed Echo Imaging System 892.1560 IYO
Diagnostic Ultrasound Transducer 892.1570 ITX

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

- UGEO 060 Diagnostic Ultrasound System(K122583)
- UGEO HMN70A Diagnostic Ultrasound System(K 130803)

iiThe proprietary name of predicate device (K]122583) was changed to UGEO H60 Diagnostic
Ultrasound System from UGEO G60 Diagnostic Ultrasound System.

510(k) Surnmary / Statement Certification ATTACFIEMEN1I



5 10(k) Premnarket Notification UGIPO 1160 Diagnostic Ultrasound System

4. Device Description:

The UGEO H60 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, Co lor Doppler
imaging, Powver Doppler imaging(including Directional Power Doppler rnodec S-Flow).
PW/CWSpectral Doppler mode, Harmonic imaging, Tissue Doppler imaging, 3D imaging mode (real
time 4D imaging mode) or as a combination of these modes. The UGEO H60 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 H60 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 H60 Diagnostic Ultrasound System and transducers are intended for diagnostic ultrasound
imaging and fluid analysis of the human body.

The clinical applications include: Fetal. Abdotminal. Pediatric, Small Organs. Neonatal Cephalic. Adult
Cephalic, Trans-rectal. Trans-vaginal, Muscular-Skeletal (Conventional. Superficial),Cardiac Adult,
Cardiac Pediatric and Peripheral vessel.

6. Technological Characteristics:

The UGEO H6Ois substantially equivalent with respect to safety, effectiveness, and functionality to the
UGEO H60 Diagnostic Ultrasound System (K 122583) and UGEO HM7OA Diagnostic Ultrasound
System (K 130803).
It is substantially equivalent with respect to safety, effectiveness, and functionality to the Bodymarker of
UGEO H60 (K 122583) and UGEO HNI7OA (K 130803) in regards to the device with c-Motion Marker.
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.

<Technological Characteristics Comparison Table->

T2sub ect device IThe predicate devices
Feature /Characteristics. - ,JG0M UGEOI-H60 UGEO HM70A

_______________________(K (1.253 (M(30803)
Indication for Use _____________

- Fetal - _________I4I44I

- Abdominal I___
- Pediatric _ _ _ _ _ _ _ iVI4
-Smal 10rgan4 IN
- Neonatal Cephalic N I4
- %d (Cphaic \1 __________

Trans-vaginal [N1I4
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5 10(k) Premarket Notification UG1H0 1160 Diagnostic Ultrasound System

The subiect device I- The ptedieate devices
Feature ICharacteristici UGEO 1-160 k GO16 . UE MO

- Musculo-skeletat_(Conventional)4 ___-4

- Muscolo-skctcat (Superficial) 44
- Cardiac Adult ____________f_____ _______

- Cardiac Pediatric 41 ______________14

- Peripheral vessel 14I41_____________
Scanhead Types _____________ ____________ _____________

Cuve Linea Arm _____4_ 4 __

Fnidocavitv41______________

Phased Array N,________4I_______

-Static ProbesK __________ ___ _______

Scanhead Frequency _______________ ______ _____ ________

0 -20.0 Mliz4
Modes of Operation _____________________________________

- B-mode N, _______4 ___

- -M-;ode N/ %I1

- Continuous w~ave (CW) IDoppler ____ 4-V
- Color Doppler 44_____

-PnoverAmipjlude Doppler ___

- ITissue H~armonic Imaging 141____________
- 31)/4D imaapgnmode 4 4I
- Combined modes 41 4
Safety & EMC Compliance ___________

- lt3C6060I-l

- UL 60601-I 4 4i
- CSA C22.2 No.601.l
- IIEC 60601-2-37 41 4
- 1:C 60601-1-24414
Acoustic Output Display Standard
Track 31 44
Patient Contact Materials

Tested to ISO t0993-1

- Quick Scan (QScan) 4i'' -___ I - - 4 -

- Spatial Compound lmaging____
- %MDR (Dy namic MRPls 1 I414

- 31)o Imgn T

(Volume DataAcquisition) - _____________ _____________

-3D Imaging presentation
(3D CineI4D C ine)

3D Rendering444
MPR(Multi Planer Render) N1____________

-3D Xl
MSV(MolIi Slice View)4 4

_Oblique Viewc%____________-____________

- 3D MagiCut [4I4J_____________
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510(k) Premarket Nolification tiC EG 1160 IDiagnostic Ultrasound S' Skin~t

The subject device 1The predicate devices
Feature / Characteristics UGEO 1160) UGE H60UOMA

_________________________________________ K22583)
- Volume Calculation (VOCAL) IVV
- Volume NT/IT ______ ______IV______

- c-Motion Marker VI.I
1) BodyMarker

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 UGEO 1-160 and its application comply with voluntary, standards as below:
- UL. 60601-1. Safety requirements for Medical Equipment
- CStX C22.2 No. 601.1. Safety requirements for Medical Equipment
- IEC6060 1-2-37, Diagnostic Ultrasound Safety Standards
- EN/1EC60601I-],Safety requirements for Medical Equipment
- EN/1EC60601-l-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 Thernial and Mechanical Acoustic Output Indices

on Diagnostic Ultrasound Equipment
- 15010993-1. Biocompatibility
- 15014971, Application of risk management to medical devices

Summary of Clinical Tests:

Not applicable. The subject of this submission, UGI-O 1160, 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 CER 820 and ISO
13485. The device is designed to conform to applicable medical device safety standards and compliance.
Therefore, SAMSUNG MEDISON CO., LTD. considers the UGEO H6Oto be as safe, as effective, and
performance is substantially equivalent to the predicate devices.

END of 510(K) Summary
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health service

Food and Drug Administration
109M3 New I ampshire Avenue
Document Control Center - W066-G609
Silver Spring. MD 20993-0002

October 4, 2013
Samsung Medison Co., Ltd.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Service LLC.
1394 25th Street NW
BUFFALO MN 55313

Re: K132861
Trade/Device Name: UOEO H60 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN. IYO. ITX
Dated: September 11, 201 3
Received: September 12, 2013

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we 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). 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.

This determination of substantial equivalence applies to the following transducers intended for
use with the UGEO H-60 Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

CS 1-4 C2-8 CF4-9 ER4-9 EVN4-9
1-5-13 3D2-6 VE4-8 3D4-9 CF2-8
LF5-13 PE2-4 SP3-8 CW2.0 CW4.0

If your device is classified (see above) into eihrcas 11 (Special Controls) or class Ill (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.



Page 2 -Mr. Mark 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
CER Part 807); labeling (21 CFR Part 801); 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 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to litID://vwww.tda.dzov/AboutFDA/CentersOfficcs/CDRH/C.DRHlOffCCS/LICnITI 5809.htrn for
the Center for Devices and Radiological Health's (CDRH-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR 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.2ov/Medica]Dcvices/Safety /Rcportalroblem/defbiult.htin for the CDR1-i's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Shing Chun Benny
Lam. Ph.D. at (301) 796-9328.

Sincerely yours,

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

Center for Devices and Radiological Health

Enclosures



5 10(k) Premarket Notification UOEO H160 Diagnostic Ultrasound System

INDICATIONS FOR USE

510(k) Number (if knowvn): K132861

Device Name: UGEO H60 Diagnostic Ultrasound System

Indications for Use:

The UOEO 1-160 Diagnostic Ultrasound System and transducers are intended for diagnostic ultrasound imaging
and fluid analysis of the human body.
The clinical applications include: Fetal, Abdominal, Pediatric, Small Organ, Neonatal Cephalic, Adult Cephalic.
Trans-rectal. Trans-vaginal, Muscular-Skeletal (Conventional, Superficial), Cardiac Adult, Cardiac Pediatric and
Peripheral vessel

Prescription Ust \AND/OR Over-The-Cotrnter Use ___

(Part 21 CER 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRII. Office of In litro Diagnostics and Radiological Health (OIR)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health

5 10(k) K(132861

Indication for use page I oil 7



510(k) Prenmarket Notification UGEO 1160 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name:UGEO H60Diagnostic Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cinical Applicati on ___ Mode of'Opration (ineludes simultaneous B-mode)
General Specific B MI PWD CWD Color Combined- Other

(Track I only) ClTracks I & 1I1) Doppler' (Spec.)(Sc)

Ophthalmic Ophthalmic

Fetal (See Note 3) P P P p Note I Notes 2. 4.,.8
A1>dominalSren1 1'0eIU P P P N P Note I Notes 2. 4. 7. 8

Intr-oper-ative (.ye M'rf6)

Intis-operativ e (Neuro.) t____________

Fetal Imaging Laparoscopic ____________

& Other Pediatric P P P N P Note I Note 2,4,5,6. 7,8.9

Smrall Organ (SeeNco .5) P P P P Note I Note 2, 5, 6, 7, 8. 9

Neonatal Cephalic P P P P Note I Note 2, 7,8

Adult Cephalic N N N N N Note I Notes 4, 7

Trans-rectal P P P P Note I Note 2.7. 8

Trans-vaginal P P P P Note I Note 2. 7, 8

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.) P P P P Note I Note 2. 5.6, 7, 9

Museulo-skel. (Supeefte.) P P P P Note I Note 2. 5, 6. 7. 9

Intra-luminal

Other (spec.)

Cardiac Adult N N N N N Note I Notes 4, 7
Cardiac Cardiac Pediatric N N N N N Note I Notes 4. 7

Trans-esophageal (Cardiac) ____

Other (spec.) ____________

Peripheral Peripheral vessel P P Pn N P F -Note I Note 2. 5. 6. 7, 1. 9
Vessel Other (spec.)

N= new indication: P= previously cleared by FDA K 122583: E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: L3-M. B'PW. B-CW. BC, H-PD. B-DPD. H-CPW. 13IPD.PW tIDPI)'PW BTTW. BWC'M. t-C1CW.DulIQud (B. B.C.
t3.Pl.B TD. 8' DPI)
Note 2: Includes imaging for guidance olbiopsy
Note3: lncltides infertility monitoring offollicle development
Note 4: Color NI-mode
Note 5: For example: thyroid, paahyroid. borat, scrotum and penis in adult. Pediatric and neonatal patients
Note 6. Abdominal organs and peripheral seassel
Note 7: Ttssue Hlarmnonic Imaging (THI)
Note 8: 3D imaging
Note 9: Spatial Comnpoun~d Imaging
Note 10. Includes Renal. GynecologylPelvis

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Hlealtht (O11R)
Prescription Use (Per 21 CFR 801.109)-

Indication for use page 2 ofi 7



5 10(k) Premarket Notification UGEO H60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: CSI1-4 for use with UGEO H60
Intended Use: Diagnostic ultrasound inia ging or fluid flow analysis of the human body as follows:

Clinical Application Mode ofO ration(0includ es simultaneousEIBrmode)
General Specific B M PWD CWD Color Combined- Other

(Track I only) (Tracks I & 1ll) Doppler' (Spec.) (Spec.

Ftl(e m )P P P P NotelI Noics 2.7, 8
AbdominallSce Note 10)I P P P P Note I Notes 2. 7,8

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric P P P P Note I Notes 2. 7. 8

Small Organ (Stee Ine 5)

Neonatal Cephal ic

Adult Cephalie

Trans-rectal

Trans-vaginal

Trans-urehral

Ttia-esph. (non-Cardiac)

Museulo-skel. (Convent.)

Musculo-skel. (Superfie.)

Intra-larunda

Othier (Spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Periphra Peripheral vessel
Vessel Other (spec.)I

N= new. indication: P= previously cleared by FDA K 122583: E= added under Appendix En
Additional Comtments:

Color Doppler includes Power (Amplitude) Doppler
Note 1. B-M, B, PW, B CW, B C, B -PD. Bl)PD. BgrPVW, B- PD, PW. 0.DPD, PW. l3TD'PW. r3-CtM. B -C'CW Dual/Quad (B. H*C. 8#PD.
BiTD. B-DPD)
Note 2: Includes imaging for guidance ol-biopsy
Note 3: Includes infeiity monitoring of folliec development
Note 4: Color M-mode
Note 5: For example: thyroid. parathyroid, breast, scrotumn and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7. Tissue Harmonic Imaging (Hi)
Note 8: 3D imaging
Note 9. Spatial Compound Imaging
Note to: Includes Renal, Gynecology1Pelv is

Concurrence of CI)RfH, 0111ce of/In Itito Diagnostics and Radiological I ealth (0OIR)
Prescription Use (Per 2 1 CFR 801. 109)

Indication for use page 3 ofl7



5 10(k) Prernarket Notification UGEO H60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: C2-8 for use with UGEG H60
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode of raiton ('includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined' Other

(Track I only) (Traci &I Doppler' (Spec.) (Slie.)

Ophthalmic Ophthalmic

Fetal (See Noue J) P P P P Note I Notes 2. 7. 8

Abdominal(See Now 10) P P P P Note I Notes 2, 7. 8

lnai-operative (See Note 6) ______

Iatm-operative (Neuro.)

Fetal Imaging Laparoiscopic

& Other Pediatric P P P P Note I Notes 2. 7, 8

Small Organ, (See Note5) _____ __________

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vagina

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent )

Muaculo-skel. (Superfic )

Intm-a-lunmal

- Other (Spec I______

Cardiac Adult
Cardiac Cardiac Pediatric

I rans-esophageal (Cardiac)

Other (spec.) ______ _______

Peripheral Periphera vessel
Vessel Other (spec.)

N= new indication: P-- previously cleared byFDAKI122583; E= added under Appendix E

Additional Comments:
Color Doppler includes Pow.er (Amplitude) Doppler
Note 1: H M, B+PW. tt+CW. B3 C. 134Pt). B+DPD. H,4 CtPW. B35PDPW, l3+DPI'PW, B,-TD/PW. B.+M. BIC+CW. Dual/Quad (B. B+C. B4 PD.
B-TO. B-DPD)
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes irtfetilitv monitoring of follicle development
Note 4: CotlMtnmode
Note 5: For example: thyroid. paratyroid. brais, scrotum and ptenis in adult, pediatric and necont patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (TI)
Notes 3D imaging
Note 9: Spatial Compound limning
Note 10: Includes Renal. Gynecology/Pelvis

Concurrence of CuRIIE Office of In Vitro Diagnostics and Radiological Health (O11R)
Prescription Use (Per 21 CFR 801.109)

Indication for use page 4 oFl7



5 10(k) Premarket Notification UOEO H160 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: CF4-9 for use with UGEO H60
Intended Use: Diagnostic ultrasound ima ling or fluid flow analysis of the human body as follows:

Clinical Application Mode ofOperation ('includes simultaneous B-mode)
General Specific B M PWD CAT) Color Combined- Other

(Track I only) (Trucks I & Ill) Doppler- (Spec.) (Spie.)

Ophthalmic Ophthalmic

Fetal reVo 3) P P P ____ P Not Notes 2. 7. 8

AbdomnalfSee Nine ](t) P P P Not Notes 2. 7. 8

Intro-opecrative (See Nine 6j

Intro-operaitive (Neuro.)

Fetal Imaging Laparoseopic

& other Pediatric P P P P Note I Notes 2. 7. 8

Smal Orgain (.See Voi, 5) P P P P Note I Notes 2, 7, 8

Neonatal Cephalic P P P P Note I Notes 2. 7. 8

Adult Ccphalic

Trans-rectal

Trans-vaginal

Trns-urethral

Trans-esoph. (non-Cardiatc) ________________

Musculo-skel. (Convent)

Musculo-skel. (Superic.)

intra-lumil

Other (spec.) _________________________

Cardiac Adult ___________

Cardiac Cardiac Pediatric

Trs-esophageal (Cardiac)

Other (spec.) _______

Peripheral Peripheralvessel P P P P Note I Notes?1, 7. 8

Vessel Othe (spec,.I

N= new indication: P= previously cleared by FDA K 122583: E= added under Appendix 1:

Additional Comments:
Color t3opplcr includes Poser (Amnplitude) Doppler
Note I: B-M. B'PW, B-CW. ti-C. H-PD. BLDD B-C-PW. B'PD-PW. RtlI)PW l-TIPW BC- NI. BIC CV DualOuad (Bi. B-C. B-PD.
B TD, BDPD)
Note 2: Includes imaging for guidance ofipsv
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-.de
Note 5: Fr example: thyroid. poathyroid. bhreast, scrotum and penis in adult, Pediatric and neonatal patients
Note 6: Abdominal organs and peripherali vessel
Note 7: Tissue Itannonic Imaging (THI)
Note 8: 3tD imaging
Note 9: Spatial Compound Imaging
Note 10: Includes Renal. Gynecology/Pelvis

Concurrence of CORII. Office of in Vitro Diagnostics and Radiological Health (0IR)
Prescription Use (Per 21 CFR 801,109)
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5 10(k) Premarket Notification UGEC H60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: ER4-9 for use with UGEO H60
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode ofOprto (jgieludes simultaneous B-moide)
Gnrlspecific B3 M PWI) CWD Color Combined- Other

(rcIony riDoppier' (Spec. IS spcI

&Opthermi pdiaric

Smtall rgan Note 3 ge.5

INeroat Seph iue

AdtaCoepatic _______________

TS rtl Pa PSel P5 oe oes2

Trans-vaginal P P P P Note I Notes 2. 8

Trans-urethral

Trans-esoph. (non-Cardiac)

Mtisculo-skel. (Convent.)
Musculo-skel. (Supeefti.)

lnmm-Iuminal
Oiher (spec.) ___________________

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) ________________

Other (Spec.) _______

Peripheral Peripherl vessel ________________ __________

Vesset Other (spec.)

N= new indication: P= previously cleared by FDA K 122583: E= added under Appendix F
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B+M, B-PW. B+CW, a+C. R-PD, B*DPD. IICIPW. B+PD'PW. B-DPD-PW. B+TD/PW. tvCM, Il±C+CW. DtsahQuad (B. B+C, B PD.
B+TDBI3DPD)
Note 2: Includes imaging for guidance ofbiupsy
Note 3: fIncludlesmifertility, monitoring olffolliele development
Note 4: Color M-nde
Note 5: For example: thy- roid. paralhvroid. breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7. Tisue Harmnic I naging (TH 1)
Nol 3D imaging
Note 9. Spatial Compound Imaging
Note t0: Includes Renal, Gy necology /Pelvis

Concurrence of CDRI 1. Office of In Viar- Diagnostics and Radiological Health (01R)
Prescription Use (Per 21 CER 801.109)
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5 10(k) Premarkel Notification UGEO H-60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: EVN4-9 for use with UGEO H60
Intended Use: Diagnostic ultrasound imagring or fluid flow analysis of the human body as follows:

Clinical Application Mode ofO rrtion (-includes Simultaneous B-mode)
General specific B M PWD CWD Color Combined' Other

(FIrack I onlv) (Tracs; &Il Doppler' (pc) Se.

Ophthalmic Ophthalmic

Fetil (See Note 3,)

Abdnminal(CCNote 10)

Intro-operative (See Noue 6)

Introoperative (Neuro,) _________

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note 5) _________________

Neonatal Cephalic

Adult Cephalic

Trans-rectal P P P PNot Notes 2. 8

Trans-vaginal P jP p Not Notes 2. 8

Tumts-ureth rat

Tnans-esoph, (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel (Superftc.) ___________

lina-luminal

Other (Spec) ______

Cardiac Adult ___________

Cardiac Cardiac Pediatric

rans-esophageal (Cardiac)

Other (Spec.) _________________

Peripheral Pferipheral vessel

vessel Other (spec)

N=new indication: P- previously cleared by 17DA K 122583: E= added under Appendix F
Additionat Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B, M. B±PW. BCW. B C. B+PD. B*DPD. 13>C PW. 13,PD+PW. ti'DPI)- PW. B-TDIPW. 134C-M. BVC'CW. DuatQuad (BI. B C. B PD.
B'TD. B+DPD)
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring offollicle development
Note 4: Color M-tnode
Note 5: For example: thyroid. paratiyroid. breast, scrotum and penis in adult, Pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging fl-Il)
Note 8: 3D imaging
Note 9: Spatial Compound Imaging
Note to: Includes Renal, Gynecology/Pelvis

Concurrence of CDRH-, Officee of In Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indication for use page 7.oftl7



5 10(W Premarkel Notification UOEO 1160 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: L5-13 for use with UGEO 1160
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode odOpration ('includessiuthaneous B-mode)
General specific B M PWD CWD Color Combined' Other

(TakIod)(TrackslI&I111) Doppler' (Spec) Ispec.)

Ophthalmic Ophthalmic

Fetal (SeNine 3)
Ahlominalt'&"' MAt 10)
Intra-operatie (eNine-ar 6j

Intra-operalive (Neuro.
Fetal Imaging laparoscopic

& Other Pediatrc P P P P Note I Note 2. 5,6. 7.9

Small Organ (See-NoteS) P P P P Note I Note 2. 5, 6.7, 9

Neonatal Cephalic

Adult Cephalie

Trims- rectal

Traits-vaginal _____ _______

ftans-uretheral

frans-esoph. (non-Cardiac)

Musculo-skel. (Convent.) P P Ps P Note I Note 2, 5.6.7. 9

Musculo-skel. (Superfic.) P P P P Note I Note 2. 5.6.7. 9

lnnt-luminal

Other (spec.)

Cardiac Adult
Cadic Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel P P Pn P Note I Note 2. 5.6. 7. 9
Vessel Other (spie.)11

N=new indication: P= previously cleared by FDA K 122583: E= added under Appendix Ei
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM. B+PW. ICW. BIC. B'PD. tS±PD 13C4PW. B, PD, PW. B, DPI>,PW. Bm ro'Pw. BICM. B- C'CW. Duxs'Quad (13. B-C. 840D.
tl*TD,8-DPD)
Note 2: Includes imaging for guidance ofbiopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For e"ample. thyroid, pansthyroid. breast, scrotum aitd penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THU)
Note 8: 3D imaging
Note 9. Spatial Compound Imaging
Note 10: Includes Renal. Gynecology/Pelvis

Concurrence of CtRFI. Office of/n Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CER 801. 109)

Indication for use page 8 ofl 7



5 10(k) Premarlcet Notification UGEC H-60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: 3D2-6 for use with UGEO H60
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode ofoccration (iinlclds simultaneous B-mode)

General specific B M PWL) CWD Color Combined' Other

(Track I only) (Tracks I & 111) Doppler' (Spec.) (Spec.)

Ophthalmic Ophthlifc

Fetal (ScNot, 3) P P P P Note I Note 2.7.8
Ahdominai(see Not, I0) P P P P Note I Note 2, 7.8

Intra-operative (5cc Note 6)

Inraperative (Neuro.)

Fetal Imaging Laparoscopic ___________

& Other pediatric P P P P Note I Note 2. 7. 8

Small Organ (See.Vi Nae ) _______________________

Neonatal Cephalic ___________

Adult Cephalic ___________

Trans-rectal

Trans-vaginal

Trans-ureitral

Trns-esoph. non-Cardiac)

Musculo-skel. (Convent. I

Musculo-skel. (Stiperfic.)

lntr-lunsinal

Other (spec.) ___________________

Cardiac Adult
Cardiac Cardiac Pediatric

rons-esophageal (Cardiac)

Other (spe.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N= new i ndication: P= prev ious ly cl eared by FDA K 122 58 3 E- added under Appendtix E

Additional Comments:
Color Doppler includes prower (Amplitude) Doppler
Note 1:841., B-PW. B CW. BC. B-PD. BIDPD. B-C-PW. BPD-PW. B -DPD-PW. B-1 DPW. I3C-M. B+CCW. DualQud (BS. t3+C. BI'PD.

Note 2: Includes imaiging for guidance of biopsy
Note)3: Includes infertlity monitoring offollicle development
Noted: Color M-mode
Note 5: For example: thyroid. pathVroid. breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: T issue Ilannonic Imaging (TII)
Note 8: 3D imaging
Note 9: Spatial Compound Imarging
Note 10. Includes Renal. Gvn-ecolomr,/Pelvis

Concurrence of CDRI. Office of In I-nro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 2 1 CFR 801. 109)

Indication for use page 9 of] 7



5 10(k) Preniarkel Notification UGEO H60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: VE4-8 for use with UGEO H-60
Inended Use: Diagnostic ultrasound ima ging or fluid flow analysis of the human body as follows:

Clinical Application Mode ofO eration (*includes simultaneous B-mnode)
General specific B M PWD CWD Color Combined' Other

(Trakonly) (Toakl&II Doppler' (Spec) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 31) P P P P Note I Note 2, 7, 8
Abdominalt'See Note 10) Po P P P Note I Nole 2. 7. 8

Intira-operative (See Vote 6) ____

fnlm-operative (Neuto.)

Fetal Imaging Laparoscopa;c

& Other Pediatric P P P P Note I Note 2, 7. 8

Sinall Organ (&rr, Mas S) ___________

Neonatal Cephalic

Adult Cephalic ___________

Trans-rectal

Trans-vaginal

Trans-urelliral

Tras-esoph. (non-Cardiac)

Mtjsculo-skcl. (Convent,)

Mvaustlo-skel. (Super-fie.)

hIntaninal

Other (spec) _________________

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) ________

Other tspec.)

Peripheral Peripheral !essel ________________________

vessel Other (spec)

N= new indication: P-- previously cleared by FDA K122583; E3= added under Appeni E3

Additional Comments:
Color Doppler includes Powecr (Amplitude) Doppler
Note 1: B+M, Bt PW. B+CW, 8+C. B' PD. B±DPD. B+C+PW, BH'PD&PW W.DPD'-PW, I3*TDPW, B3'M. B+C+CW. Dual/Quad (B. BOW. BIPD.
B-TD, B+DPD)
Note 2: Includes imaging fr guidance of biopsy
Note 3: Includes infetility monting of follicle development
Note4: Color M-rmodc
Note 5: For example: thyroid. paratbyroid. breast, scrotum and penis itt adult, pediatric and neonasal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Hlarmsonic Imaging (THI)
Note 8: 3D iaging
Note 9: Spatial Compound Imaging
Note tf: Includes Renal. GyneecotogyTelvis

Concurrence of CORK. Office or/n Vitro Diagnostics and Radiological Iheialth (O1R)
Prescription Use (Per 21 CFR 80 1. 109)

Indication for use page 10 ofl7



5 1 0(k) Premarket Notification UGEO 1160 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: 3D4-9 for use with UGEO H60
Intended Use: Diagnostic ultrasound ima ging or fluid flow analysis of the human body as follows:

Clinical Application Mode ofO eration (inctudes simultaneous B-mode)
General specific B M PWD CWD Color Conmbined' Other

(ITnick I only) IT (Tak IC llopper (Spc.) (Spec.)

Ophthalmic Ophithaltmic

Fetal ISn' Ante 3)

Ahdotnail(SeeNw Iote/)

Inia-openitiv (See Ann' 6)

lntn~raivca (Neuro)_____

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Sore 5) __________

Neonatal Cephalic

Adult Cephalic

Trans-rectal P P P P Note I Note 2,7, 8

Trans-vaginal P jP P P Note I Note 2. 7, 8

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel (Convent.)

Musculo-skel (Superftc.)

Intra-luiriil

Other (spcc.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

peripheral Peripheral vessel

Vessel Other (spec.)

N= new indication: P= previously cleared by FDA K 122583: E= added under Appendix E

Additional Comments:
Color IDoppler includes Po%%er (Amplitude) Doppler
Note 1: WM, B-PW B-CW' tl'C. B-PD. LVDPD. IPC-PW. B-PD PW B'DPD-PW. BT3I)PW H-C-M. ti C-CW. DuanIQuadIB. B-C. B'PD.
t3-TD. H-DPDt
Note 2: Includes imaging for guidance oftopsy
Note 3: Includes inlirtl,y monitoring of follicle development
Note 4: Color M-mde
Note 5: For example: thyroid, parathyroid. breast, scrotum and penis in adult, pedlimac and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THll)
Note 8: 3D imaging
Note 9: Spatial Compound Imaging
Note 10: Includes Renal, Gynecology/Pelvis

Concurrence of CDRH, Office of In V'wo Diagnostics and Radiological Ilcealth (01IR)
Prescription Use (Per 21 CFR 80l.109)

Indication for use page I I of] 7



5 1 0(k) Premarket Notification UOEO 1H60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: CF2-8 for use with UGEO H60
Intended Use: Diagnostic ultrasound ima girg or fluid flow analysis of the human body as follows:

Clinical Application Mode ofo ratnioin (ejocludes simultaneous B-mode)
General Specific B M PWD CWID Color Combined' Other

(Track I only) (Tracks I & Ill) Doppler' (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) N N N _ __ N Note I Notes 2.4. 7. 8

Abdominal(See None 10) N N N N Note I Notes 2, 4.7. 8

tram-openslive (See Noe 6)

Intra-openstlive (Neuro.) ________________

total Imaging Laparoscopic ___________

& Other Pediatric N N N N Note I Notes 2. 4. 7, 8

Small Organ (See Nrsc j

Neonatal Cephalic ___________

Adult Cephalic

Trans-rectal

Trs-vaginal

Trans-urcitral

Tnsns-esoptt (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.) _________________

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophiageal (Cardiac) ____________

Other (spe.)

peripheral Peripheral vessel
Vessel Other (spec.)

N= new indication: P-- previously cleared byFDA: E= added under Appendix EI
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM. B#PW, B+CW. BI~C, B PD. B+DPD, B'C-PW. B+PD PW. B DPflPW. IVTDPW. BIC+M. RICCW. DulsQuad (B, BC. IVPD.
B+TD. BIDPD)
Note 2: Includes imaging focr guidanrce ofbiopsy
Note 3: Includes infertility monitoring offollicle development
Note 4: Color NI-mode
Note 5: For example: thyroid, parathvroid. breast, scroturn and penis in adult, pediatrc and neonatal patients
Note 6, Abdominal organs and peripheral 'csscl
Note 7: Tissue Harmonic Imaging (T1-ll)
Note 8: 3D imaging
Note 9: Spatial Compound Imaging
Note 10: Includes Renal. GYnecologyiPelvis

Concurrence orCI)RII1. Office of/In lirro Diagnostics and Radiological I ealth (OIR)
Prescription Use (Per 21 CER 801.109)

Indication for use page 12 ofl 7



5 10(k) Premarket Notification UGEO H-60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: LF5-13 for use with UGEO H60
Intended Use: Diagnostic ultrasound ima Jng or fluid flow analysis of the human body as follows:

Clinical Application ___ Mode of"Opeation (includes simultaneous B-mode)
General specific B M PWD CWD Color Combined' Other

(Track I only) (Trsit &Il Doppler' (spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) _____ _______________ ____________

Ahdominalr'Se Note 1) ________________

lnlra-opentliie (See Note 6) ______

fintr-opecrative (Neuro.)
Fetal [aging Laparoscopic n___________

& Other Pedmatne N N N N Note I Note 2. 5.6.7. 9

Smtall Organ (See Noe5) N N N N NotelI Noe 2, 56.7. 9

Neonatal Cephalic

Adult Cephalic
Trans-rectal
Trnans-vaginal

Trans-urethral
Trans-esoph, (non-Cardiac) ___________________

NMuseulo-skel. tConven ) N N N N Note I Note 2. 5.6. 7.9

Musculo-skel. (Superlic.) N N N N Noie I Note 2,5.6.7.9
litir-luntil

Ot her (spec.) _________________________

Cardiac Adult
Cardiac Cardiac Pediatric ___________

Trans-esophageal (Cardiac) ____________

Other (spec.) ___________________

Peripheral Peripheral vessel [N N N N - Note I Note 2,5,6.7.9
vessel Othier (spec.) _________________

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

Color Doppler includes Power (Amplitude) Doppler
Note 1: B' M. B'PW. W CW. B-C, B -PD, B±DPD. H rC+PW. BPD PW. B, DPO'PW. tl.TDPW. B'C' M. B C CW. Dual'Quad (B. B-C. B+PD.
B-TD. B-DPD)
Noie 2: Includes imaging for guidance ofhiopsy
Note 3: Includes infertility monitoring offollicle development
Note I: Color NI-mode
Note 5: For example: thyroid, parathyroid. breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Hlarmonic Imaging (flI)
NoteS: 3D imaging
Note 9: Spatial Compound Imaging
Note 10: includes Renal. Gynecology/Pelvis

Concurrence ofCDRH, Office of In t'no Diagnostics and Radiological Ilcalth (OIR)
Prescription Use (Per 21 CFR 801.109)

Indication for use page 13 ofl17



510(k) Premarket Notification UGEO 1160 Diagnostic Ultraound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: PE2-4 for use with UGEO H60
Intended Use: Diagnostic ultrasound ima ,ing or fluid flow analysis of the human body as follows:

Clinical Application Mode of-O ration oincludes simultaneous B-mrode)
General Specific B M PWD CWD ,Color Combined- Other

(Track I only) (Tracks I & 1ll) Doppler- (Sc. (Spec.)

Ophthalmic Ophthalmic

Fetal (See ,Voe 3)
Abdominal P P P P P Note I Note 4. 7

Intra-operative (See Note- 6)

Intr-opecative (Neurol___________

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (SeeNo Nvj)

Neonatal Cephalic

Adult Cephalic P P P P P Note I Note 4. 7

Tmnis-rectal

Trans-vaginal

Tirans-urethra

Trans-esoph. (non-Cardiac)

Mtusculo-skel, (Convent.)

Musculoc-skel. (Superftc.)

Itm-luntina

Othcr (spec.) _______________________

Cardiac Adult P P P P P Note I Note 4. 7

Cardiac Cardiac Pediatric P P P P P Note I Note 4. 7

Trans-esophageal (Cardia) _______ ___________

Other (spec ) _______

Peripheral Peripheral vessel
Vessel Other (spec )I

N=new indication: P-- previously cleared by FDA K 130803: F= added under Appendtx F
Additional Comments:

Color Doppler includes Power tAmplitudl Doppler
Note I: B-M. B-PW. B+CW. OtC. BIPD. B+DPD. B-C&PW, fiP[D PW. tl+DPI3t'W. -IDI'W, t3'&M. ttC CW. Dual/Quad (B. BC. B-PD.
B-TD, BiDPD)
Note 2: Includes imaging for guidance ofhiopsy
Note 3: Includes infertility mnoring offollicle development
Note 4: Color NI-mode
Note 5: Forexample: thyroid. paratlyroid. breast, scrotum and penis in adult, pediaric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (TIl)
Note 8: 3D imaging
Note 9: Spatial Compound Imaging
Note 10: Includes Renal. Gynecology/Pelvis

Concurrence of CDRFI. Office of In Vitro Diagnostics and Radiological H ealth (0OIR)
Prescription Use (Per 21 CFR 80 1.109)

Indication for use page 14 or]l7



510(k) Pre market Notification UGEO 1160 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: SP3-8 for use with UGEQ H60
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode ofO pration (-includes simultaneous H-node)
General Specific B M PWt) CV.'D Color Combined' Other

(Track I ant'.) (Tracks I & 111) Dopplcr' (Sipc.) (Spec.)

Ophthalmic Ophthalmic

Fetal (Se, Now 3}
Abdominal N N N N N Note I Note 4. 7

Intns-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Noe 5,

Neonatal Cephalic

Adult Cephalic N N N N N Note I Note 4. 7

Trans-rectal

Trans-vaginal

Irans-urethral

Trans-esoph (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-sket. (Supcrfic.)

Intralumnaa

Other (spec.)

Cardiac Adult N N N N N Note I Note 4. 7
Cardiac Cardiac Pediatric N N N N N Note I Note 4. 7

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

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

Color Doppler includes Power (Amplitude) Doppler
Note 1: B~lM, HtPW. B'CW, B-C. B, P. B' DPD, B-C-PW. l3+PD.PW B,'DPE>I'W. tTDPW. B-CMN. 13-C.CW. Dual'Quard (B, H-C. B PD.
8,T1 B+DPD)
Note 2: Includes imaging fr guidance ofbiopsy
Note3: Includesinfertility onitoring ottollicle development
Note 4: Color M-mode
Note 5: For examspleithyroid, parathyroid. breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6 Abdominal organs and peripheral vessel
Note 7. Ttssue Harmronic Imaging (TI-Il
Note 8 3D imaging
Note 9. Spatial Compound Imaging
Note t0: Includes Renal. Gynecology/Pelvis

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

Indication for use page 15 ofl 7



51 0(k) Premarket Notification UGEO H60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

51 0(k) No.:
Device Name: CW2.0 for use with UGEO H-60
Intended Use: Diagnostic ultrasound ima 4ing or fluid flow analysis of the human body as follows:

Clinical Application Mode oftO ration (eincludcs simultaneous B-motde)
General Specific B M PWD CWD Color Comnbined* Other

(Track I only) (traI &Il Doppler' (Spc.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal

Inn-operative: (See Note 6) ______

Intro-perative (Neuro.)

I-eta] Imaging Laparoscopie

& Other Pediatric

Small Organ (.S,, None Sj

Neonatal Cephalic

Adult Cephalie P

Tnins-rectal

Trails-vaginal

Trans-urethral

Trans-esoph. (nion-Cardiac)

Museulo-skel. (Convent.)

Mustulo-skel. (Suprie.)

Intra-luninal

Other (Spec.)

Cardiac Adult p
Cardiac Cardiac Pediatric P

Trans-esophageal (Cardiac)

Other (Spec.) ___________

Periphcral Peripheral vessel P
vessel Other (Spec.) _______

N=new indication: P= previously cleared by FDA K 130803: E= added under Appendtx E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B IM. B+PW, B+CW. B±C. B+PD. B DPD, B+CrPW 13fPD-PW. B-,)D+PW, t.TD/PW. BiC-M. t3.CICW. Dual/Qud (B. B+C. B+PD.
H*TD. B*DPD)
Note 2: Includes imaging for guidance olfbiopsy
Note 3: Includes ifetlity monitoring of follicle development
Note 4: Color NI-mode
Note 5: For example: thyroid, panathyroid, bicast. Scrotum and penis in adult, pediatric and neonatal patients
Notc 6: Abdominal organs and peripheral vessel
Note 7: Tissue Hlarmonic Imaging (THI-)
Note 8. 3D imaging
Note 9: Spatial Compound Imaging
Note 10 lnrludrs Renal, flynecr'lngytPelvis

Concurrence of CDRII 1, ffce of/n Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indication for use page 16 of] 7



5 10(k) Premarket Notification UOEO H160 Diagnostic Ultrasounid System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: CW4.Q for use with UGEO 1-160
Intended Use: Diagnostic ultrasound ima ging or fluid flow analysis of the human body as follows:

Cliial Application Mode of"Opnatio,(n jcludes simultaneous B-mode
General Specific B M PWD CWD Color Combined' Other

(Track I only) (Trsit &Il Doppler* (Spec.) (Specc.)

Ophthalmic Ophthalmic

Fetal (SteNr 3)
Abdominal

Inira-operative (SNear 61
Inira-opetativec (Neuro.

Fetal Imaging Laparoscopic
& other Pediatric P

Small Organ (SeeVnote 5)
Neonatal Cephalic
Adult Cephalic P

Trans-rectal
Trans-vaginal ________

Trans-urethral
Irans-esoph. (non-Cardiac) __________

Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)

latni-luminal
Other (spec.)

Cardiac Adult p
Cardiac Cardiac Pediatric - P _______

T rans-esophageal (Cardiac)

Ottser(spec.)

Peripheral Peripheral vessel P
vessel Oher (spc.)

N=new indication: P-- previously cleared by FDA K 130803: E= added under Appendix E
Additional Comments:

Color Doppler includes Pouer (Amplitude) Doppler
Note 1: [I'M. B.PW, BrCW. BIC. BurnP. IDPD, t5.CPW. Bt PD-PW. B'tDtD-PW. 13- Ft)PW. t-M. t3-CICW. DuciiQisad (B. B-C. [IPfl
B-TD. B-DPD)
Note 2: Includes imaging for guidance ofbiopsv
Note 3: Includes iertility monitoring offollicte devetopment
Note 4: Color M-tnodc
Note 5: For example. thyroid. parathyroid. breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6. Abdominal organs and peripheral 'easel
Note 7: Tissue Htarmonic Imaging ITI)
NoteS8: 3D imaging
Note 9: Spatial Compound Imaging
Note 10: Includes Renal. Gvnecologv/Pelvis

Concurrence of CDRIl, Office of In Vitro Diagnostics and Radiological I Icaith (0IR)
Prescription Use (Per 21 CFR 801.109)

Indication for use page 17 of1 7


