510(k) Premarket Notification : UGEO H60 Diagnostic Ultrasound Syslv:r;7’C

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 807.92,

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

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

Contact Person:

Kyeong-Mi, Park

Regulatory Affairs Manager

Telephone: 8§2.2.2194.1373
Facsimile: §2.2.556.3974

Data Prepared: Juiy31, 2013

2. Name of the device:

Common/Usual Name:

Diagnostic Ultrasound System and Accessories
Proprietary Name:
UGEQ H60 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 §92.1570 iTx

3. ldentification of the predicate or legally marketed device:

- UGEOQ G690 Diagnostic Ultrasound System(K122583)
- UGEO HM70A Diagnostic Ultrasound System(K 130803)

# The proprietary name of predicate device (K122583) was changed to UGEO H60 Diagnostic
Ultrasound System from UGEQ G60 Diagnostic Ultrasound System.
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510(k} Premarket Notification UGEO H60 Diagnostic Ultrasound System

4, Device Description:

The UGEQ H60 is a general purpose, mobile, software controlled, diagnostic ultrasound system. lts
function is to acquire ultrasound data and 1o display the data as B mode, M mode, Color Doppler
imaging, Power Doppler imaging(including Directional Power Doppler mode; 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, 2 mechanical index and a thermal index, which are both
autornatically displayed.

‘ 5. Intended Uses:

The UGEQ H60 Diagnostic Ultrasound System and transducers are intended for diagnostic ulirasound
imaging and fluid analysis of the human body.

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

6. Technological Characteristics:

The UGEQ H60is substantially equivalent with respect to safety, effectiveness, and functionality to the
UGEQ H60 Diagnostic Ultrasound System (K 122583) and UGEO HM70A Diagnostic Ultrasound
System (K130803). .

It is substantially equivalent with respect to safety, effectiveness, and functionality to the Bodymarker of
UGEQ H60 (K122583) and UGEQO HM70A (K 130803) in regards to the device with e-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 sysiem 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>

.- e The subject device . The predicate devices *

Feature / Characieristics - UGEOH60" .7~ | | ~'UGEOH60 * .~ UGEOQ HM70A

s . - - ) ’ (K 122583} . {K130803)
Indication for Use
- Fetal v | vV v
- Abdominal N I__ ¥ v
- Pediatric . M N ¥ _ N o
- Smiall Organ v v A o
- Neonatad Cephalic v vV vV
- Adult Cephalic . Y . Vv
- Trans-rectal vV v v
- Trans-vaginal v V ! v
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510{k) Premarket Notification UGEO [160 Diagnostic Ultrasound System

I N _The subject device =~ | » - The predicate devices ~
Feature / Characteristics foer Uy - UGEOHS60. . - UGEOH60 .- UGEO HMT70
N : _ M MR - -+ (K122583) : (K130803) - .
- Musculo-skeletal (Conventional) V v Y
- Musculo-skeletal (Superficial) V N i
- Cardiac Adult Vv N
- Cardiac Pediatric J | y
- Peripheral vessel N f v J
Scenhead Types
- Lincar Array ¥ _ V N
- Curved Linear Array N | v v
- Endocavity v | v v
- Phased Array Vv . B v
- Static Probes V i v
Scanhead Frequency
1.0 ~ 20.0 MHz ¥ | v | J
Modes of Operation
- B-mode N R v v
- M-mode v ! N N
- Pulsed wave (PW) Doppler v | v v
= Continuous wave (CW) Doppler Vv 5 N
- Color Doppler N o Vv L o
- Power Amplitude Doppler v [ v L M
- Tissue Harmonic Imaging v | V v
- 3D/4D imaging mode v N v
- Combined modes y vV J
Safety & EMC Compliance
- IEC60601-}
- UL 60601-1 \i vV v
- C8A C22.2 No.60l.1
- 1EC 60601-2-37 v vV ¥
- IEC 60601-1-2 ‘ ¥ v ¥
Acoustic Output Display Standard
Truck 3 l d | . v ] ¥
Patient Contact Materials
Tesled to 1SO 10993-1 F N ! v i y
Functionality
sQuickSean(QSeam [ v i ¥ L. 4
- Spatial Compound Imaging | V ! v Y
- SMDR (Dynamic MR Plus) N l V v
- Auto IMT ¥ | o
- 30) Imaging o J J J
{Volume Data Acquisition}
- 3D Imaging presentation J J J
__ (3D Cine/4D Cine)
-3ib chdcripg J J J
MPR{Multi Planer Render) _
- 3D XI
MSV(Mulli Slice View) J v J
Obligue View _
- 3D MagiCw v v v
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UGEQO Hol Diagnostic Ultrasound System

. ' - The subject device | - The predicate devices
Feature / Chardctoristics . © T UGEOTI60 . - | . UGEOM&0 .| . UGEOHM70A
' L L (K122583) - (K130803)
- Volume Calculation (VOCAL) v V ¥
- Volume NTAT N N )
- e-Motion Marker v ! P

1)  BodyMarker

7. Abrief 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 UGEQ H60 and its application comply with veluntary standards as below:
- UL 60601-1, Safety requirements for Medical Equipment
- CSA C22.2 No. 601.1, Safety requirements for Medical Equipment

- 1IEC60601-2-37, Diagnostic Ultrasound Safety Standards

- EN/IECG0601-1,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
- 1S010993-1, Biocompatibility

- 1SO14971, Application of risk management to medical devices

Summary of Clinical Tests:

Not applicable. The subject of this submission, UGEO H60. did not require clinical studies to suppont

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 [SO
13485. The device is designed to conform to applicable medical device safety standards and compliance.
Therefore, SAMSUNG MEDISON CO., LTD. considers the UGEQ H60te be as safe, as effective. and
performance is substantially equivalent to the predicate devices.

END of S1(K) Summary
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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

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: UGEO 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, 2013
Received: September 12,2013

Dear Mr. Job:

We have reviewed your Section 510(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 10 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 H60 Diagnostic Ultrasound System, as described in your premarket

notification:

Transducer Model Number

CS1-4 C2-8 CF4-9 - ER4-9 EVN4-9
L5-13 iD2-6 - VE4-8 3D4-9 CF2-8
LF5-13 PE2-4 SP3-8 Cw2.0 Cw4.0

If your device is classified (see above) into either class Il (Special Controls}) or class [l (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 21, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.
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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); 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.

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 1o http://www. fda.gov/AboutFDA/CentersOtfices/f CDRH/CDRHOffices/ucm | 15809 .htn 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” (21CFR 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.him for the CDRH'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
l.am, 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
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INDICATIONS FOR USE

510(k) Number (if known): K1 32861

Device Name: UGEQ H60 Diagnostic Ultrasound System

Indications for Use:

The UGEQ H60 Diagnostic Ultrasound System and transducers are intended for diagnostic ultrascund 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 N AND/OR . Over-The-Counter Use
(Part 21 CFR 801 Subpant 1)) (21 CFR 807 Subpan C)

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

Concurrence of CDRH, Office of /n Fitro Diagnostics and Radiclogical Health (OIR)

o

(Division Sign OfY) ]
Division of Radiological Health
Office of In Fitro Diagnostic and Radiologica! Health

510(k) K132861

Indication for use page t of17



510(k) Premarket Notification UGEQ Hé0 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:UGEO H60Diagnostic Ultrasound System

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

Clinical Application Mode of Operation {*in¢ludes simultaneous B-mode)
General Specific B | M|PWD| CWD Color Combined* Other
{Track [ only) (Tracks | & 11} Doppler® (Spec.) {Spec.)
Ophihalmic Ophithalmic
Felal {See Note 3) P P P P Naote 1 Notes 2,4, 7,8
Abdominal{See Note 1)) P P P N P Note | Notes2.4.7. 8
Intm-operative (Sve Nore 6
[ntra-operative {Newrp. }
Felal Imaging Laparoscapic
& Other Pediatric P P P N P Note | Note 2,4,5,6,7.8.9

Small Organ (See Note 5} P P P P Note | Note 2,5,6,7,8,9
MNeonaial Cephalic P P P P Note | Nowe 2, 7.8
Aduh Cephalic N N N N N Note 1 Notes 4,7
Trans-rectal P P P P Note | Note 2,7, 8
Trans-vaginal P p P P Note | Note 2,7, 8
Trans-urethral
Trns-esoph, (non-Cardiac)
Musculo-skel. (Convent.) P P P P Note | Note 2,5,6, 7,9
Musculo-skel. (Superfic.) p p P P Note | Note 2.5,6.7.9
Intra-tuminal
Other {spec.)
Cardinc Adult N N N N N Note | Notes 4, 7

Cardiac Cardiac Pediatric N N N N N Note 1 Notes 4, 7
Trans-esophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel P P P N P MNote 1 Nole 2,5,6,7,8,9
Vessel Other (spec.)

N= new indication: P= previously cleared by FDA K122583; E= added under Appendix E
Additional Comments: :
Caolor Doppler includes Power {Amplitude) Doppler

Note 12 B+M, B+PW, B-CW. B+C, B+PD. B+DPD. B+C+PW, 3+PD-PW, B+ DPD+-PW, B-TDPW, B+C-M,

B+P12,B+TD, B+ DPD)

MNote 2 Includes imaging for guidance of biopsy

Note 3: Includes infentifity manitoring of folkicle development

Note 4: Color M-mpde

Note 5: For example: thyroid, parathyroid, breast, scrolum and penis in adult. pediatric and neonatal patients
Note 6. Abdominal organs and peripheral vessel

Note 7 Tissue Harmonic imaging (THI)

Nowe 8: 3D imaging

Note 9: Spatial Compound Imaging

Note 10: Includes Renal, Gynecology/Pelvis

B3+C+CW.Dual/Quad (B. B~C,

Concurrence of CDRH, Office of In Fitre Diagnostics and Radiological Health (OQIR}

Prescription Use (Per 21 CFR 801.109)

Indication for use

page 20117



510{k) Premarket Notification UGED H60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: CS1-4 for use with UGEO H60
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation {*includes simultancous B-mode)
General Specific B| M |PWD CwD Color Combincd* Other
{Track I only) (Tracks [ & 1) Doppler* [Spec.) {Spec.)
Cphthalmic Ophthalmic
Fetal (See Note 3} P P P P Note 1 Noies 2.7, 8
Abdominal/See Note 11} Pl P P P Note 1 Notes 2,7, 8

Intra-operative (Sec Note 6)

[ntra-operative (Neuro.)

Fetal Imaging [ Laparoscopic
& Other Pediatric F P P P Note 1 Notes 2. 7. 8
Small Organ rSev Nore 3j

Neonatal Cephalic
Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-urethral

Trans-¢soph. (non-Cardiac)

Musculo-skel. (Convent.}

Musculo-skel, (Superfic.)
Intra-furninal
Onher (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

TFrans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.}

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

Cokor Doppler includes Power {Amplitude) Doppler

Note 1; B+M, B+PW, B*CW, B+ C, B+ PD, B+DPD, B+C+PW, B+PD+ PW, B+DPD+ PW, B+ TINPW, B+-C+M. R+ C+CW, DualiQuad (B, B+C, B+PD,

B+TD, B+DPD)

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infertility monitoring of follicle development

Note 4: Color M-mode

Note 5: For example: thyreid. parathyroid, breast, scrotum and penis in adult, pediatric and neonaa) patients

Note 6: Abdominal organs and peripheral vesscl

Note 7: Tissue Harmonic Imaging (THI)

Note 8: 3D imaging

Nete 9: Spatial Compound Imaging

Note 10: Includes Renal, Gynecology/Pelvis

Concurrence of CDRH. OtYice of /n 'tro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

[ndication for use page 3 oft7



510(k) Premarket Notification UGEQ H60 Diagnostic Ultrasound Systemn

DIAGNOSTIC ULTRASOQUND INDICATIONS FOR USE STATEMENT

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

Clinical Application Mode of Operation {*includes simultancous B-mode)
General Specific B[ M |PWD CWD Color Combined* Onher
(Track i only) (Tracks | & i) Doppler* (Spec.) (Spec.)
Ophthalmic Ophthalmic
Fetal See Note 3) P P P P Note | Notes 2.7, 8
Abdominal(See Note 1)) P P P P Noge | Nowes 2, 7. 8

Intra-operative {See Note 6)

Intra-operative (Neuro.}

Fetal Imaging [ Laparoscopic ]
& Other Pediatric P| P P P Note ! Nomws 2,7, 8

Small Organ (See Nore 3) :

Neonatal Cephalic

Adule Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

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

Intra-luminal

Other (spec.)

Cardiac Adul
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N= new indication; P= previously cleared byFDA K 122583; E= added under Appendix E

Additional Comments;
Color Doppler includes Power {(Amplitude) Doppler
Note 1: B+M, B+PW, B+CW, B+ C, 134 PD, B+DPD, B+ C+PW, B+ PD+PW, B+DPD+PW, B+TD/PW, B+C+M, B+C+CW, Dual/Quad (B, B+C B+PD,
B+TD, B+DPD)
Note 2. Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4. Cotor M-mode
Note 5: For example: thyroid, parathyroid, bteast, scrotumn and pcms in adult. pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note ¥: Tissue Harmaonic Imaging (THD
Note 8 3D imaging
Note 9: Spatial Compound Imaging
Note 10: Includes Renal, Gynecology/Pelvis

Concurrence of CDRH, Office of /n Vitro Diagnostics and Radiclogical Health {OIR)
Prescription Use (Per 21 CFR 861.109)

Indication {or use page 4 of17
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

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

Clinical Application Mode of Operation (*in¢ludes simultaneous B-mode)
General Specific B| M|PWD]| CWD Color Combined* Other
(Track | only} (Tracks | & [11) Doppler® {Spec.) {Spec.)
Ophthalmic Ophthalmic
Fetal (See Nore 3) P P P P Note | Notes 2, 7.8
Abdominal/Ser Mewe 1) P P P P Note 1 Nowes 2,7, 8

Intra-operative (Sve Nore 6)

Intra-operative (Newro.)

Fenal bmaging Laparoscopic
& Other Pediatric P P P P Note | Noles 2.7, 8
Small Organ (See Note 5}« p P p P Note | Notes 2, 7.8
Neonatal Cephalic d P I3 P Note 1 MNotes 2,7, 8
Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-urethml

Trans-esoph. {non-Cardiac)

Musculo-skel. (Convent.}

Musculo-skel. (Superfic.}

Intra-furminatl

Other (spec.}

Cardiac Adult
Cardinc Cardiac Pediatri¢

Trans-esophageal (Cardiac)
Other {spe¢.}

Peripheral Peripheral vessel P P P P Nate | Notes 2, 7. 8
Vessel Other (spec.)

N= ncw indication: P= previously cleared by FDA K122583; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Dogpler

Note |: B+M. B«PW, B-CW, B-C.B+PD. B+DPD, 8+C+PW, B+ PD-PW. B+DIPD+PW. B-TD/PW, B+C+«N. B+C+CW, DunalQuad (B, B+C. B-PD,

B-TD, B+DPD}

Note 2: Includes imaging for puidance ol biopsy

Naote 3: Includes infenility monitoring of fellicle development

Ngie 4: Color M-mode

Note 5: For example: thyroid, parathyroid, breasl, scrotum and penis in adult, pediatric and neenatal patients

Note &; Abdominal organs and peripheral vessel

Note 7; Tissue Harmonic Imaging (THI)

Note 8; 31 imaging

Note 9; Spatial Compound Imaging

Note 10: Includes Renat, 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 5 of17



510(k} Premarket Notification UGEQ 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 imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ( *includes simultaneous B-mode)
General Specific Bl M |PWD| CWD Color Combined* Other
(Track | only) {Tracks 1 & 111} Doppler® (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal fSev Note 3)
AbdominalfSee Note [8)
Intra-opemauive (See Node 6)

Intra-operative (Newro.)

Fetal Imaging Laparoscopic
& Other Pediatric
Small Organ (See Note )
Neonatat Cephalic
Adult Cephalic

.| Trens-rectal P P P P Noie | Notes 2, 8
Trang-vaginal P P P P tote | Notes 2, 8
Trans-urethral

Trans-esoph. {(non-Cardiac)

Musculo-skel, (Convent.)

Musculo-skel. {Superfic.)

Intra-luminal
Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N= new indication: P= previousiy cleared by FDA K122583; E= added under Appendix E
Additional Comments:

Calor Doppter inciudes Powet (Amplitude) Doppler

Note I: B+M, B-PW, B+CW, B+C, B+PD, B+DPD, B+C+PW, B+PD+PW, B+DPD+PW, B+TI/PW, B+C M, B+C+CW, DualiQuad {B. B+C B+PD,
8+TD, B+DPD) '

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infertility monitering of follicle development

Note 4: Color M-mode

Note 5: For example: thyroid, parnthyroid, brease, scrotum and penis in adult. pediatric and neenatal patients
Note 6; Abdominal organs and periphernl vessef

Note 7. Tissue Harmomie Imaging (TH

Note 8: 3D imaging

Note 9. Spatial Compound Imaging

Note 10: Includes Renal. Gynecology/Pelvis

Concurrence of CDRH, Office of /n Fitro Diagnostics and Radiological Health (O1R)
Prescription Use (Per 21 CFR 801.109)

Indication for use page 6 0of17



510(k) Premarket Naoiification UGEQ H60 Diagnostic Ultresound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: EVN4-9 for use with UGEQO H60
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation {*includes simultaneous B-mode)
General Specific B| M /|[PWD| CWD Color | Combined® Other
{Track | only) {Tracks i & kL) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
AbdominalfSee Note 10)
Intra-opemtive (See Noie 6)

Intra-operative (Neuro,}

Fetal Imaging Laparoscopic

& Other Pediatric
Small Orpan (See Note 5/
Neonatnl Cephalic
Adult Cephalic
Trans-rectal P P P P Note | Noles 2. 8

Trans-vaginal p P P 4 Note | Notes 2, 8

Trans-urethral

Trans-¢soph. (non-Cardiac)

Musculo-skel, (Convent.)

Musculo-skel. {Superfic.}

Intra-luminal
Other {spec.}

Cardiac Adult
Carndiac Cardinc 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:

Cotor Doppler includes Power {Amplitude) Doppler

Note 1: B+M. B+PW, B+CW, B+, B+PD, B+DPD, B+C+PW, B+ PD+PW. B+DP1:PW, B+ TD/PW, B+ C+M, B+C+CW, Dual/Quad (B, B+C, B+PD,

B+7TD, B+DPD)

Neote 2: Includes imaging lor puidance of biopsy

Note 3; Includes inferntility monitoring of fotlicle development

Note 4; Color M-mode

Note 5: For example; thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients

Note 6; Abdominal organs and periphernd vessel

Note 7: Tissue Harmonic Imaging (THI)

Note 8: 3D imaging

Note @ Spatial Compound tmaging

Noie 10! Includes Renal, Gynecology/Pelvis

Concurrence of CORH, Office of /n Vitrg Diagnoestics and Radiological Health {OIR)
Prescription Use (Per 21 CFR 801.109)
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510(k}) Premarket Notification UGEOQO H60 Diagnostic Ultrascund System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: 1.5-13 for use with UGEO He0

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

Clinical Application Mode of Operation {*includes simultaneous B-mode)
General Specific B| M |PWD| CWD Color Combined® Orher
{Track | onlv) (Tracks | & 111 Daoppler® (Spec.} {5pec.)

Ophthalmic Ophthal mic

Fetal fSee Nowe 3)
AbdominaliSer Nate It

Intra-operative fhee Nare 6)

Intra-operative {Newro.)

Feial Imaging {.aparoscopic
& Other Pediatric P P P P Note 1 Nowe2 5,6 7.9
Small Crgan See Note 5) P P P P Note | Nole2,5,6,7.9
Neonatal Cephalic
Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.) P p p p Note | Now 2. 5,6 7.9

Musculo-skel. {(Superfic.) P| P P P Note 1 Note 2,5,6,7,9
Intra-luminal

Other (spec.)

Cardiac Aduli
Cmwdiac Cardiac Pediatnc

Trans-esophageal (Cordiac)

Other {spee.)
Peripheral Periphernl vessel P P P P Note | Note 2,5.6,7.9
Vessel Other (spec.)}

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

Calor Doppler includes Power (Amplitude) Doppler .
Nole 1: B+M, B+PW_ B+CW, B+C.B~-PD.8+DPD. B+C+PW, B+PD+PW, B+ DPD+PW, B+ TID/PW, B+C+M, B+ C+CW, Dual/Qund (B. B+C, B+PD.
B+TD, B+DPD)

Note X: Includes imaging for guidance of biapsy

Note 3; Includes infertility monitoring of follicle development

Note 4: Color M-mode

Note 5; For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal paticnis

Note 6: Abdominal organs and peripheral vessel

Mote 7: Tissue Harmonic 1maging (THI)

Note 8: 3D imaging

Note 9: Spatial Compound Imaging

Note £0: Includes Renal, Gynecology/Pelvis

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

indication for usg page Bofl7



310(k) Premarket Notification UGEQ H60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: 3D32-6 for use with UGEO H60
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application - Maode of Operotion (*in¢ludes simultaneous B-mode}
General Specific B M| PWD cwD Color Combined* Other
{Track [ only) (Tracks | & 111) Doppler* (Spec.) (Spec.)
Ophthalmic | Ophthalmic
Fetal (See Note 3) Pl P p P Note 1 Note2.7.8
AbdominalfSee Newe 1)) P P [ P Note 1 Note 2, 7.8

Intra-operative See Nole 6)

Inim-operative {(Neuro.)

Fetal Imaging Laparoscopic
& Other Pediatric P P P P Nole | Mote 2. 7. 8

Small Organ (See Noie 3)

Neonztal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethmal

Trans-esoph. (pon-Cardiac)

Musculo-skel. {Convent.)

Musculo-skel, {Superific.)

Intra-luminal
Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal {Cardiac)

Other (spec.)

Peripheral Periphernl vessel
Vessel Other (spec.)

N= new indication: P= previously cleared by FDA K122583: E= added under Appendix 2
Additional Comments: :

Color Dopplet in¢ludes Power {Amplitude) Doppler

Naote 1: B+M, B+PW, B+CW. B+C_B8+PD, B-DPD, B+ C+PW, B+PD-PW, B-DFD+-PW, B-TD¥PW. B-C+M, B+C+CW, DunlQuad (B, B-C. B+PD,

B+Ti), B+ DPD}

Note 2 Includes imaging for guidance of biopsy

Note 3; Includes infertility monitering of tollicle development

Note 4: Color M-mode

Nole 5; For example: thyroid, parathyroid. breast, scroturn and penis in adult, pediatric and neonatal patients

MNote 6: Abdominal organs and peripheral vessel

Note 7; Tissue Harmonic Imaging (TH1}

Note 8 3D imaging

Note 9. Spatial Compound imaging

Note 10. Includes Renal, Gvnecologv/Pelvis

Concurrence of CDRH, Office of /n Iirro Diagnostics and Radioiogical Health (OIR}
Prescription Use {Per 21 CFR 801.109)

Indication for use page 9 of17



510(k) Premarket Notification . UGEOQ H60 Diagnostic Ultrasound System

DIAGNOQSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: VE4-8 for use with UGEO H60
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinicat Application Mode of Operation (*includes simullaneous B-mode)
General Specific B| M |PWD| CWD Color Combined* Other
{Track [ only) (Tracks | & 1) Doppler* {Spec.) (Spec.}
Ophthalmic Ophthatmic
Frtal (See Note 3} Pl P P P Note | Note 2,7, 8
Abdeminalfbee Note 1)) P P P P Naote | Note 2,7.8

Intra-aperative (See Note 6)

inrra-aperative (Neuro.)

Fetal lmaging L.aparoscopic )
& Onher Pediatric P P P P Note 1 Noe2,7.8

Small Organ (See Note 3)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardizc)

Muscule-skel. {Convent,)

Musculo-skel. (Superfic.)

Inyra-lurninal

Other (spec.)

) Cardiac Adull
Cardiac Cazdiac Pediatric

Trans-csophageat (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 Doppler includes Power (Amplitude) Doppler

Nole 1: B+M, B+PW, B+CW, B+C, B+ PD, B+DPD, B+C+PW, B+PD+PW, B+DPD+PW, B+TD/PW, B+ M, B+C+CW, Dual/Quad (B, B~C, B+PD.

B+TD, B+DPD)

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infertility monitoring of follicle development

Note 4: Color M-mode

Note §: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients

MNote 6: Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging (THI)

Note 8: 30 imaging

Note ¢: Spatial Compound Imaging

Note 10: [ncludes Renal, Gynecology/Pelvis

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

Indication for use page 10 of17



510(k) Premarket Notification . UGEC H60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510{k} No.:
Device Name: 3D4-9 for use with UGEO H60
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (" includes simultaneous B-mods)
General Specific B M|PWD CWD Color Combined* Other
{Trach | onlv) (Trocks | & L) Doppler® {Spec.) (Spec.}

Ophihalmic Ophthalmic

Fetal Scee Note 3)
Abdominalfsee Newe i)

intra-operative (See Nore 6

Intra-operalive (Neuro,)

Fetal Imaging Laparoscopic

& Other Pediatric
Small Organ (See Nose 5}
Neonatal Cephalic

Adult Cephalic

Trns-recial P P P P Note | Note 2,7, &
Trans-vaginat Pl P P P Note } MNote2.7.8
Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. {Superfic.)

Fntra-luminal

Other {spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal {Cardiac)
Other (spec.)

Peripheral Peripheral vessel
Yessel Other {spec.}

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

Color Doppler includes Power (Amplitude) Doppler

Mote 1: B+M, B-PW, B+-CW,B+«C, B+PD. B-DPD, BrC-PW. B+P[}+PW, B-DPD+PW, B-TD/PW, B+-C-M, B+C-CW. DualiQuad (B, B-C, B+FD,

B-TD, B-DPD)

Note 2; Includes imaging Tor guidance of biopsy

Note 3: Encludes infenility monitering of follicle development

Nete 4: Color M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatnic and neonatal patients

Note &: Abdominal organs and peripheral vessel

Note 7: Tissue Harmoric Imaging (THI

Noie 8: 3D imaging

Note 9; Spatizl Compound Imaging

Note 10: Includes Renal, Gynecology/Pelvis

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

Indication for use page 11 of17



510(k) Premarket Notification

UGEO H60 Diagnostic Ulirasound Systemn

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

Device Name: CF2-8 for use with UGEO H60

Intended Usc: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operution {*includes simultancous B-mode)

General
(Track | onlv)

Specific B| M |P¥VD| CWD Color Combined* Other
{Tracks I & 11i) Doppler® (Spec.} (Spec.)

Ophthalmic Ophitalmic

Fetal (See Note 3} N N N N Note |
Abdominal(See Note 10) N| N N N Note |
Intra-operative (Sev Note 6)

MNotes 2,4, 7. 8
MNows2,4,7.8

Intra-operative (Neuro.)

Laparoscopic
Pediatric N| N N
Small Organ (See Nore 3)

Fetal Imaging
& Other

N Note 1 Notes 2,4, 7. 8

Neonatal Cephalic
Adult Cephalic
Trans-recial

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel, (Convent.)

Musculo-skel. (Superfic.)

Intra-tuminal
Other (spec.)

Cardiac Aduht
Cardiac Pediatric

Trans-esophageal (Cardiac)

Cardizc

Qther (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

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

Cotor Doppler includes Power (Amplitude) Doppler

Nole 1; B+M, B+PW, B+CW, B+C, B+PD, B+DPD, B+(C+PW, B+PD+PW, B+ DPD+PW, B-TD/PW, B+C+M, BC+CW, DusiQuad (B, B+C, B-PD,
B+TD, B+DPD)

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infertility monitoring of follicke development

Note 4: Color M-mode .

Neole 5: For example: thyroid, parathyroid, breast, scsotum and penis in aduit, pediatne and neonatal patients
MNote 6: Abdominal organs and peripheral vesscl

Note 7: Tissue Harmonic lmaging (THI)

Note B: 3D imaging

Note 9; Spatial Compound Imaging

Noie 10: Includes Renal, Gynecology/Pelvis

Concurmence of CDRH. Office of f» e Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indication for use page 12 of17



510{k} Premarket Notification

510(k) No.:

UGEO H60 Diagnostic Ulirasound System

DIAGNOSTIC ULTRASOQUND INDICATIONS FOR USE STATEMENT

Device Name: LF5-13 for use with UGEO H60

Intended Use: Diagnoslic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ( *includes simultancous B-mode)

General
{Track | only)

Specitic B| M |PWD|! CWD Color Combined* Oiher
{Tracks | & 111) Doppler® {Spec.} {Spec.)

Ophihalmic Gphihalmic

Fetal See Nore 3)
Abdominal(See Note {4)

Intra-opertive (See Nole 6)

Intra-operative {Meuro.)

Fetal lmaging
& Orher

Laparoscopic
Pediatric N N N N Note |
Smatl Organ (See Neave 35} N N N N Note 1
Neonatal Cephatic
Adult Cephatic
Trans-rectal

Note 2,5,6,7,9
Note 2,5,6,7,9

Tmns-vaginal

Trans-urethral

Trans-esoph. {non-Cardiac)
Musculo-skel. (Convem.) N N N N Note |
Musculo-skel. (Superfic.} N| N N N Note |

Intra-luminal

Note2.5.6.7.9
Note 2,5,.6.7.9

Other (spec.)

Cardiae Adult
Cardiac Pediatric

Cardiac

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel N | N N N - Note |
Vessel Other (spec.)

Note 2,5,6.7.9

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

Colar Doppler includes Power (Amplitude) Doppler

Note | B+M, B+PW. B+CW. B+C, B+FD, B+DPD, B+C+PW, B+PD+PW. B+ DPFD+PW, B+TD'PW, B+C+M. B+C+CW. Dual:Quad (B. B-C. B+PD,
B+TD, B+DPD)

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infertility monitoring of follicle develapmem

Note 4: Color M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
MNote 6: Abdominal organs and peripheral vessel

MNote 7: Tissue Harmonic lmaging (TH1)

Note 8. 3D imaging

Mote 9 Spatint Compound Imaging

Note 10: Includes Renat, Gynecology/Pelvis

. Concurrence of CDRH, Office of /n titro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR B01.109)

Indication for use page i3 of17



510(k) Premarket Notification

516(k) No.:

Device Name: PE2-4 for use with UGEO H60
Intended Use: Diagnostic ultrasound ima

UGEQ H60 Diagnostic Ulirasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

ping or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation ("includes simulianeous B-mode)

General
(Track 1 only)

Specific
(Tracks 1 & 1)

B

M

PWD

CWD , Colar

Dopgler®

Combined*
{Spec.)

Other
{Spec.)

OQphthalmic

Ophthalmic

Fetal imaging
& Other

Fetal (Sve Note 3}

Abdominal

Note 1

Note 4, 7

Intra-opemtive (See Newe 6)

Intra-operative (Neuro. }

Laparoscopic

Pediarric

Small Organ (See Nute 3}

Neonatal Cephalic

Adult Cephalic

Note 1

Note 4, 7

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel, {Convent.)

Musculo-skel. {Superfic.)

Intro-luminal

Other (spec.)

Cardiac

Cardiac Aduly

Note |

MNote 4,7

Cardinc Pediatric

Note 1

Note 4, 7

Trans-esophapeal {Cardiat)

Other (spec.)

Peripheral
Vessel

Peripheral vessel

Other {spec.)

N= new indication; P= previously cleared by FDA K130803; F=added under Appendix E
Additional Comments:
Calor Doppler includes Power {Amplitude) Dappler
Note |- B+M, B+PW, B+CW_B+C, B+PD, B+DPD, B+C+PW, B+PD+PW, B+DPD+PW, B+ TR/PW, B+C-M, B+C+CW. Dual/Quad (B, B+C, B+PD,
B+TD, B+DPD)

Nole 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development

Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in edult, pediatric and neonatal paticnis

Note 6 Abdominal ergans and penpheral vessel

Note 7: Tissue Harmonic Imaging {THI)
Note 8: 3D imaging
Note 9 Spatial Compound Imaging

Note 10 Includes Renal. Gynecology/Pelvis

Concumrence of CDRH, Office of /n Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 805.109)

Indication for use

page 14 ofi7



510(k) Premarket Notification UGEQ H60 Diagnostic Ulirasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: SP3-§ for use with UGEQ H60

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

Clinical Application Mode of Opernnion {*ineludes simultangous B-mode)
General Specific BfM|[PWD | CWD Color Combined® Other
(Track | onfy} (Tracks [ & |11} Doppler® {Spec.) {Spec.)

Ophthalmic Ophthalmic

Feal (Sve Nowe 3)
Abdominal N N N N N Note | Noled, 7
lnira-operative (See Note 6)

Intra-operative {Neuro.)

Fetal Imaging Laparoscopic

& Oher Pedintric
Small Organ (See Note 3)
Neonatal Cephalic
Adult Cephalic N| N N N N Note | Note 4,7
Trans-rectal

Trans.vaginal

Trans-urethral

Trans-esoph (non-Cardiac)

Musculo-skel {Convent.}

Musculo-skel. (Svperfic.)

Intra-iuminal

Onher (spec.}

Cardiac Adult N| N N N N Note 1 Note 4, 7
Cardiac Candiac Pediatric N N N N N Note 1 Note 4,7

Trans-esophageal {Cardiac)
Other (spec.)

Peripheral Peripheral vessel
Vessel Onher (spec.)

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

Color Doppler includes Power (Amplitude) Doppler

Note |: B+-M, B+PW, B-CW, B+C, B+PD. B+DPD, B-C+PW, B+P[>+PW, B+ DPD+PW, B-TD'PW, B-C+M, B-C+CW, DunliQuad (B, B-C. B+PD,
B+TD. B+DPDY}

Note 2: Encludes imaging for guidance of biopsy

Note 3: Encludes infertility monitoring of follicle development

Moie 4: Color M-mode

Note 5: For example: thyroid, parathy roid. breast. scrotum and penis in adult. pediniric and nconatal patients
Nuote & Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging (THE)

Noie 8: 3D imaging

Note 9. Spatial Compound Imaging

Note 19: Includes Renal. Gynecology/Pelvis

Concurrence of CDRH, Office of /n Fitro Diagnestics and Radiological Health (OIR)
Prescription Use {Per 21 CFR 801.109)

Indication for use page 15 0f17



510(k} Premarket Notification UGEQ H60 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510¢(k} No.:
Device Name: CW2.0 for use with UGEO H60
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simultanecus B-mode)
General Specific B| M |PWD] CWD Color Combined* Other
(Track | only) {Tracks [ & 1) Doppler* {Spec.) {Spec.}
Ophthalmic | Ophthalmic
Fetal (See Note 3)
Abdominal

Intra-operative (See Note 6)
Inira-operative (Newro.)

Fetal Imaging | Leparoscopic
& Onher Pediatric
Small Oegan (See Meate 5)

Neonatal Cephalic
Aduly Cephalic P
Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac}

Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult P
Cardiac Cardiac Pediatric P

Trans-csophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel P
Vessel Other (spec.)

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

Color Doppler includes Power {Amplitude) Doppler

Note |: B+M, B+PW. B+CW, B+C, B+PD, B+DPD, B+C+PW, B+PD+PW, B-DPD+PW, B+TI¥PW, B+C+M, B+C+CW, DuabiQuad (B, B+C, B+PD,

B+TD, B+DPD)

Note 2: Includes imaging for guidance of biepsy

Note 3: Includes infertility monitoring of follicle development

Mote 4: Color M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotumn and penis in adult, pediairic and nconatal patients

Nole 6: Abdominal organs and peripheral vessel

Note 7; Tissue Harmonic Imaging (THI)

Note 8. 30 imaging .

Nuote 9: Spatial Compound Imaging

Nate 10 Inclodes Renal, Gynecolngy/Mebvis .

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

Indication for use ‘ page 16 of17



510(k) Premarket Notification

510(k) No.:

UGEO H60 Diagnostic Ulrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: CW4.0 for use with UGEO H60

Intended Use: Diagnostic ultrasound ima

ing or fluid flow analysis of the human body as foliows:

Clinical Application

Mode of O

peration { *includes simulianeous B-mode)

General
(Track 1 only)

Specific
(Tracks | & (1)

B | M | PWD CcwD

Calor
Doppler*

Combined*
(Spec.)

Other
{Spec.)

Ophthatmic

Ophthalmic

Fetal linaging
& Onther

Fetal fSee Note 3

Abdominal

Inira-operative fic¢e Note 6

Imrz-opemtive (Neuro.)

Laparoscopic

Pediatric

Small Organ (See Nore 3)

Neonatal Cephalic

Adull Cephalic

Trans-rectal

Trans-vaginak

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel, (Convent.)

Musculo-skel. (Superfic.)

Latra-fuminal

Cther (spec.)

Cardiac

Cardiac Adulr

Cardiac Pediatric

Trans-esophageal {Cardiac)

Other (spec.)

Penphera)
Vessel

Petipheral vessel

Other (spec.)

N= new indication: P= previously ¢leared by FDA K130803; E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1: B+M, B-PW, B+CW, B+C,  B+PD, B+DPD, B+C+PW, B+PPW, B+ DPD-PW, B-TI¥PW, B-C+M, B-C+CW, Dualiluad (B, B~-C, B+PD,
B-TD, B-DPD)

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infertility monitoring of follicle dey elopmens
Note 4. Color M-mode
Note 5: For example. thyroid, panathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients

Note 6. Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic imaging (THD
Note 8: 3D imaging
Note 9: Spatial Compound lmaging

Note 10: Includes Renal, Gyvnecology/Pelvis

Concurrence of CDRH, Office of /n Vitro Diagnostics and Radiclogical Health (O1R)

Prescription Use (Per 21 CFR 801.109)

Indication for use
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