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Chison Medical imaging Co., Lid. 510(K) Submission

510(k) Summary

This Summary of 510 (K) Safety and Effectiveness information is being submitted in accordance with
- the requirements of SMDA 1990 and 21 CFR Part 807.92.

The assigned 510(K) number: K140364
1. Date of submission : January 12, 2014

2. Submitter:
Chison Medical Imaging Co., Ltd.
No.8, Xiang Nan Road, Shuo Fang, New District, Wuxi, China 214142

Contact: Ms. Ruoli Mo
Tel: +86-510-85311707, 853105323 Fax: +86-510-85310726
U.S. Agent: Leiker Regulatory & Quality Consuiting
7263 Cronin Circle
Dublin, CA 94568
Contact: Bob Leiker
Tel: (925) 719-1946 Fax: (866) 718-3819

3. Proposed Device ldentification:
Trade/Proprietary: Q Series & i7, i8, i9 Diagnostic Ultrasound System

Common Name: Diagnostic Ultrasound System with Accessories

Classification: Regulatory Class: Il
Review Category: Tier Il

Classfication Name 21 CFR Section | Product Code
Ultrasonic pulsed doppler imaging system 892.1550 90-IYN
Ultrasonic pulsed echo imaging system 892.1560 90-IYO
Diagnostic ultrasonic transducer 892.1570 90-ITX

4. Legally Marketed Predicate Device:
K101236, GE Voluson EG/E8 /E8 Expert Diagnostic Ultrasound System
K120801 CHISON 1Vis60EXPERT, Q6/Q8, i7 Diagnostic Ultrasound Systems

5. Device Description:
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The Q6/Q8/Q9/Q10/i7/i8 /i9 ultrasound system is an integrated preprogrammed color doppler
ultrasound imaging system, capable of producing high detail resolution intended for clinical
diagnostic imaging applications.

The CHISON ultrasound system can be configured either as a portable model (Q6/Q8/Q9/Q10),
or as a roll-around model on wheels (i7/i8/i9). These systems are designed with the latest
technology, using the same quality procedure as ultrasound systems which have been available
in the market for years.

This CHISON ultrasound system is a general purpose, software controlled, diagnostic ultrasound
-system. Its basic function is to acquire ultrasound echo data and display the image in B-Mode
(including Tissue Harmonic Imaging), M-Mode, Pulsed (PW) Doppler Mode, Continuous (CW)
Doppler Mode, Color Doppler Mode, Power Doppler Mode, Directional Power Dopp!er Mode, TDi
Mode or a combination of these modes.3D/4D.

6. Indications for Use:
The device is a general-purpose ultrasonic imaging instrument intended for use by a qualified
physician for evaluation of Fetal/OB; Abdominal (GYN & Urology); Pediatric, Small Organ(breast,
testes, thyroid); Neonatal Cephalic, Adult Cephalic; Cardiac (adult & pediatric), Peripheral
Vascular, Musculo-skeletal Conventional & Superficial, Transvaginal.

7. Summary of Modifications and Newly Added Features
The Q Series &7, i8, i9 Diagnostic Ultrasound System employs the same technology as the
predicate devices. This submission device is a modification to CHISON iVis60EXPERT,Q6 /Q8,
i7 Diagnostic Ultrasound Systems previously cleared in K120801. The submission device also
has the same intended uses and basic operating modes as the predicate devices.
The following is a brief overview of the modifications and newly added features. Detailed
information is found in Section 1_4 General Device Description of this submission, while Section
1 5 Predicate Device Comparison to Legally Marketed Device includes a discussion of
substantial equivalence with the predlcate device(s).
Newly added transducers:

D3C60L-B
D3C60L-C
D7L40L-C
D12L40L
D7C10L-C
V6C10L
D5C20L-A
D3C20L
D6C15L-A
D2D16L
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V4C40L-C

Newly added software options:

2D Steer

Elastography

Curved Panoramic Imaging

Supper needle

IMT: Auto IMT measurement

vascular measurement package

small parts measurement package

Pediatric measurement package

All of the above modifications have been compared with the predicate devices. The resuits show
that these modifications are substantially equivalent to the predicate devices.

8. Testing:
Laboratory testing was conducted to verify that the 530 system with added transducer met all
design specification and was substantially equivalent to the Predicate Device.
The device has been found to conform to applicable medical device safety standards in regards
to thermal, mechanical and electrical safety as well as biocompatibility.
IEC 60601-1: 2005 Medical Electrical Equipment - Part 1. General Requirements for Safety
IEC 60601-1-2: 2007 Medical Electrical Equipment - Part 1-2: General Requirements for Safety -
Collateral Standard: Electromagnetic Compatibility -- Requirements and Tests.
IEC 60601-2-37: 2007 Medical electrical equipment - Part 2-37: Particular requirements for the
basic safety and essential performance of ultrasonic medical diagnostic and monitoring
equipment.
NEMA UD 2-2004, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment
Version 3.
NEMA UD3: 2004 Standards for Real-time Display of Thermal and Mechanical Acoustic Qutput
Indices on Diagnostic Ultrasound Equipment
ISO 10993-1: Biological evaluation of medical devices -- Part 1: Evaluation and testing within a
risk management process '

9. Clinical Test:
No clinical testing was required.

10.Comparison to Predicate Device:

Table 1 Substantial Equivalence Comparison
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Chison Medical Imaging Co.. Ltd. 510(K) Submission

Comparison Analysis

SE Analysis 1

The Operating Controls item of proposed device and the predicate device
are with different Image Reverse/Frequency Selection/Angle
Correction/Steered Linear/Color Maps/PD Color Maps, but they can be
considered Substantially Equivalent in safety and effectiveness. So the SE
is not affected.

SE Analysis 2
The screen size of the proposed is smaller than that of the E8. This
difference is considered to have no effect on effectiveness and safety.

SE Analysis 3 :
The Transducer Connectors of the proposed is less than that of the E8. This
difference is considered to have no effect on effectiveness and safety.

SE Analysis 4

The Power Supply of the proposed device and the predicate device are AC:
100V- 240V and AC: 220V - 240V; 100V, 115V - 130 V respectively, but both of
them comply with IEC60601-1 and {EC 60601-1-2. Therefore, power supply
can be considered Substantially Equivalent in safety and effectiveness.

Discussion of Substantially Equivalent
The subject device has same intended use, same product design, same
_ performance effectiveness, and performance safety as the predicate
device. The differences above between the subject device and predicate
device do not affect the basic design principle, usage, effectiveness and
safety of the subject device.

11. Substantially Equivalent Conclusion:
| n accordance with the Federal Food Drug and Cosmetic Act. 21 CFR
Part 807 and based on the information provided in this premarket
notification, Chison Medical Imaging Co., Ltd. concludes that the
CHISON Q Series and i7, i8, i9 Diagnostic Ultrasound System is
substantially equivalent to predicate devices with regard to safety and
effectiveness. '

510(k) Summary Page 11 of 11
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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 20991-0002

June 2, 2014
Chison Medical Imaging Co., Lid.
% Mr. Bob Leiker
Leiker Regulatory & Quality
7263 Cronin Circle
DUBLIN CA 94568

Re: K140364
Trade/Device Name: Q Series & i7, i8, i9 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 1i
Product Code: IYN, IYO, ITX
Dated: April 15,2014
Received: April 18,2014

Dear Mr. Leiker:

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

This determination of substantial equivalence applies to the following transducers intended for
use with the Q Series & i7, i8, i9 Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

D3C60L, Convex Array
D3C60L-C, Convex Array
D7L40L-C, Linear Array
D12L40L, Linear Array
D6C12L, Micro Convex Array
D7C10L-C, Micro Convex Array
D5C20L, Micro Convex Array
D3C20L, Micro Convex Array
D6C15L-A, Micro Convex Array

D3C60L-B, Convex Array
D7L40L, Linear Array

D7L60L, Linear Array

D7L30L, Linear Array

D7CI10L, Micro Convex Array
V6CI10L, Volume Probe
D5C20L-A, Micro Convex Array
D6C15L, Micro Convex Array
D3P64L, Phased Array



Page 2—Mr. Leiker

D6P64L., Phased Array D2D16L, Pencil Array
V4C40L, Volume probe V4C40L-C, Volume Probe

If your device is classified (see above) into either class Il (Special Controls) or class [ (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register,

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/ResourcesforYou/Industry/default.htm. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

hitp:/fwww.fda.gov/Medical Devices/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:/fwww.fda.gov/Medical Devices/ResourcesforY ou/Industry/default. htm

Sincerely yours,

w.%)

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

for

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-012¢

Food and Drug Admintstration Expiration Date: January 31, 2017
Indications for Use See PRA Statoment on last page.
510(k) Number (if known}
K140364
Device Name

Q Series & i7, i8, 19 Diagnostic Ultrasound Systems

Indications for Use (Describe}

The device is a general-purpose ultrasonic imaging instrurnent intended for use by a qualified physician for evaluation of Fetal/OB:
Abdominal (GYN & Urclogy); Pediatric; Small Organ (breast, testes, thyroid); Cardiac (adult & pediatric); Peripheral Vascular,
Muscule-skeletal Canventional & Superficial, Transvaginal.

Type of Use {Select one or both, as applicabie)
Prescription Use (Part 21 CFR 801 Subpart D) O over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW TH!S LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED.

e ————————

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CORH) (Signalure)

i)
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Chisen Medical Imaging Co.. Lid.

Diagnostic Ultrasound Indications For Use

System: Q6/Q8/Q9/Q10, i7/i8/i9 Diagnostic Ultrasound Systems _
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Q Series & 17, i8, i9 Diagnostic Ultrasound Systems

Clinical Application

Mode of Operation

General
{Track | Only)

Specilic
{(Tracks | & 3)

PW
Doppler]

cw
Doppler|

Color
Doppler

Power
Doppler|

Combined
Maodes

Harmonic

Imaging

Other

Ophthalmic

Ophthalmic

Fetal Imaging &
Other

-

|Fetal

P

P

P

P

P

3,5

|Abdominal

P

P

=]

P

P

345

intra-operative

(Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

4.3

Small Organ'"! (Specify)

4.3

[Neonatal Cephalic

Adull Cephalic

Trans-rectal

[Trans-vaginal

o

3.4.5

Trans-urethral

Trans-csoph. (non-
Card.)

Musculo-skeletal
(Conventional}

a

o

4.5

Musculo-skeletal
(Superficial)

4.5

Other (Urology)

4.5

Other (OW/GYN)

Cardiac

Cardiac Adull

P

Cardiac Pediatric

0|0|o|0|O] ©

©oT|T| ol T

0V|DjO|V|T| O )

P

oo O o

o|o|o|T|0| O v

©|o|9|oiv| O )

o|O|m|o|9| 9 o

wwn|un

Peripheral Vessel |Peripheral vessel

N = new indication;

Prescription Use X
(Part 21 CFR 801 Subpar D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

P = previously clcared by FDA;

AND/OR

E = added under this appendix
ane 1. Combined modes are B/M, B+PWD. B/Color M, B/PWD or CWD. B/Color/PWD or CWD,B/Tawer/PWD
2.Small Organ: Breast, testes, thyroid
3.3D/4D Imaging Mode
4.Elastography imaging
5. Includes imaging of guidance of biopsy (Super needle)

Qver-The-Counter Use

{21 CFR 807 Subpart C)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation (ODE)

510(k)

(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radlologlcal Health

Indications For Use

Page 2 of 24




Chison Medical iImaging Co., Ltd.

System:
Transducer:

Q Series & i7, i8, i9 Diagnostic Ultrasourndd Systerns

Qe/Q8/Q9/Q10, i7/i8/i9 Diagnostic Ultrasound Systems
D3CB0L, Convex Array

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

Clinical Application

Mode of Qperation

General
(Track |1 Only)

Specific
{Tracks | & 3)

PW
Doppler

cCwW
Doppler

Color
Doppler

Power
Doppler

Combined
Modes

Harmonic
Imaging

Other

Ophthalmic

Ophthalmic

Fetal Imaging &
Other

Fetal

P

P

P

P

P

Abdominal

P

P

P

P

P

4,5

Intra-operative
(Specify)

Intra-operative (Ncuro)

Laparoscopic

Pedialric

Small Organ'" (Specify)

[Neonatal Cephalic

Adult Cephalic

[Trans-rectal

[Trans-vaginal

[Trans-urcthral

Trans-esoph, {non-
Card.)

Musculo-skeletal
(Conventional )

Musculo-skeletal
(Superficial)

iOther (Urology)

4.5

Other (Ob/G YN}

Cardiac

iCardiac Adult

Cardiac Pediatric

Peripheral Vessel

Peripheral vesscl

N = new indication;

Prescription Use

X

(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

P = previously cleared by FDA;

AND/OR

E = added under this appendix
Note : 1. Combined modes are B/M, B+PWD, B/Color M, B/PWD or CWD. B/Color/PWD or CWD,B/Power/PWD
2.Small Organ: Breast, testes. thyroid
3.3D/4D Imaging Mode
4.Elastography imaging
5. Includes imaging of guidance of biopsy

Over-The-Counter Use _
(21 CFR 807 Subpart C)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation {ODE)

510(k)

(Division Sign Off)
Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

Ingications For Use

Page 3 of 24




Chison Medical Imaging Co., Lid. Q Series & 17, i8, i9 Diagnoslic Ulirasound Systems

System: Q6/Q8/Q9/Q10, i7A8/i9 Diagnostic Ultrasound Systems
Transducer: D3CB0L-B, Convex Array

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

Clinical Application Mode of Operation

General Specific
{Track 1 Only) {Tracks 1 & 3) Doppler]Doppler{Doppler|Doppler]  Modes Imaging

PW CW | Color | Power | Combined | Harmaonie

Ophthalmic Ophthalmic

Fetal Imaging & |Fetal N N N N N N N

Other |Abdominal N N N N N N N

Intra-operative
(Specify)

Intra-operative {(Neuro)

L.aparoscopic

Pediatric

Small Organ'"' (Specily)

[Neonalal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-
Card.)

Musculo-skeletal
{Conventional)

Musculo-skeletal
(Superficial)

Other (Urology) N N N N N N N

4.5

Other (Ob/GYN) N N N N N N N

Cardiac Cardiac Adult

Cardiac Pediatric

Peripheral Vessel |Peripheral vessel

N = new indication; P = previously clcared by FDA: E = added under this appendix
Note : 1. Combined modes are B/M. B+PWD. B/Color M. B/PWD or CWD. B/Color/PWD or CWD. B/Power/PWD
2.5mall Organ: Breast. testes. thyroid
3.3D/41> Imaging Mode
4. Elastography imaging
5. Includes imaging of guidance ol biopsy
Predicate transducer (K number): K101236, K12080}

Prescription Use P AND/OR Over-The-Counter Use _

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

{Division Sign Off)
Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health
510(k)

Section 1.3 Indications For Use Page 4 of 24




Chison Medical Imaging Co., Lid. Q Series & i7. 18, i9 Diagnostic Ulirasound Syslems

System: Q6/Q8/Q98/Q10, i7/i8/i9 Diagnostic Ultrasound Systems
Transducer: D3C80L-C, Convex Array

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

Clinical Application Mode of Operation

General Specific PW CW | Color | Power | Combined | Harmonic
(Track 1 Only) (Tracks | & 3) DopplerlDoppler]Doppler|Doppter] Modes imaging

Ophthalmic Ophthalmic

Fetal Imaging &  |Fetal N N N N N N N

Other |Abdominal N N N N N N N

fintra-operative
(Specify)

Intra-operative (Ncuro)

Laparoscopic

Pediatric

Small Organ'"' (Specify)

[Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

[Trans-urethral

Trans-esoph. (non-
Card.)

Musculo-skeletal
{Conventional)

Musculo-skeleial
(Superficial)

Other (Urology) N N N N N N N

4.5

Other (Cb/GYN) N N N N N N N

Cardiac Cardiac Adult

iCardiac Pediatric

Peripheral Vessel |Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
Note :1. Combined modes are B/M, B+PWD, B/Color M, B/AWD or CWD, B/Color/PWD or CWD B/Power/PWD
2.Small Organ: Breast, testes, thyroid
3.30/4D Imaging Mode
4.Elastography imaging
5. [ncludes imaging of guidance of biopsy
Predicate transducer {K number): K101236. K120801

Prescription Use X ANDIOR Over-The-Counter Use

(Part 21 CFR 801 Subpart. D) (21 CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign OfT)
Division of Radiotogical Health
Office of In Vitro Diagnostic and Radiclogical Health
510(k)

Section 1.3 ‘Indications For Use Page 5 of 24




Chisen Medical Imaging Co., Ltd.

System:
Transducer:

D7L40L, Linear Array

Q Series & i7. i8, i9 Diagnostic Ulirasound Systems

Q6/Q8/Q9/Q10, i7/8/i9 Diagnostic Uitrasound Systems

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

Clinical Application

Mode of Operation

(eneral
{lrack | Only)

Specilic
(lIracks 1 & 1)

PW
Doppler

Cw
Doppler

Cator
1oppler

Power
Doppler

Combined
Modes

Harmonic

Imaging

Otﬁer

- [Ophthalmic

Ophthalmic

Fetal Imaging &
Other

Fetal

Abdominal

Intra-operative

Specify)

Intra-operative {Neuro)

.aparoscopic

Pediatric

4,5

Small Organ'"’(Specify)

4.5

[Necnatal Cephalic

[Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

[Trans-esoph. (non-
Card.)

Musculo-skeletal
{Conventional)

4.5

Musculo-skeletal
(Superficial)

4.5

Other (Urology)

Other (Ob/GYN)

Cardiac

[Cardiac Adult

ICardiac Pediatric

Peripheral Vessel

Peripheral vessel

P P

P

P

P

P

P

N = new indication;

5. Includes imaging of guidance of biopsy (Super needle)

Prescription Use

X

(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

P = previously cleared by FDA:

AND/OR

F = added under this appendix
Note : b. Combined modes are B/M. B+PWD, B/Color M. B/PWD or CWD. B/ColorPWD or CWD.B/PowerPWD
2.$mall Organ: Breast. testes. thyroid
3.3D/41D Imaging Mode
4 Flastography imaging

Over-The-Counter Use

{21 CFR 807 Subpart C)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation (ODE)

S10(k)

{Division Sign Off)
Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

Indications For Use

Page 6 of 24




Chison Medical Imaging Co., Lid. Q Series & i7, i8. i% Diagnostic Ulirasound Systems

System: Q6/Q8/QYQ10Q, i7/i8.i9 Diagnosfic Uitrasound Systems
Transducer: D7L40L-C, Linear Array

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

Clinical Application Mode of Qperation

General Specific PW CW | Color | Power | Combined | Harmonic

(Track | Only) {Tracks | & 3) Doppler| Dopp!erl Doppler|Doppler] Modes Imaging Other

phthalmic Ophthalmic

Fetal Imaging & [Fetal

Other Abdominal

Intra-operative

(Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric N N N N N N N 4.5

Small Organ' '{Specify)) N N N N N N N 4.5

[Neonatal Cephalic

IAdult Cephalic

[Trans-recial

Trans-vaginal

[Trans-urethral

Trans-esoph. (non-
Card.)

Musculo-skeletal
(Conventional) N N N N N N N 4,5

Musculo-skeletal
[ Superficial) N N | N N N N N a5

Other (Urology)

Other (Ob/GYN)

Cardiac Cardiac Adult

(Cardiac Pediatric

Peripheral Vessel |Peripheral vessel N N N N N N N 3

N = new indication; P = previously cleared by FDA! E = added under this appendix
Note :1. Combined modes are B/M, B+PWD. B/Color M. B/PWD or CWD, B/Color/PWD or CWD,B/Power/PWD
2.Smal! Organ; Breast. testes, thyroid
3.3D/4D Imaging Mode
4 Elastography imaging
5, Includes imaging of guidance of biopsy (Super needle)
Predicate transducer (K number): K 101236, K 120801

Prescription Use X AND/OR Over-The-Counter Use _

(Part 21 CFR 801 Subpart D) . (21 CFR 807 Subpart C}
(PLEASE DO NOT WRITE BELOW THI$ LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE})

(Division Sign Off}
Division of Radiological Health
Office of In Vitro Diagnostic and Radiologica! Health
S10(k)

Section 1.3 Indications For Use Page 7 of 24



Chison Medical Imaging Co., Ltd.

System:
Transducer:

Q Seriss & 17, i8, i9 Diagnostic Ultrasound Systems

QE/Q8/QY/Q10, i7/18/i9 Diagnostic Ultrasound Systems

D7L80L, Linear Array

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

Clinical Application

Mode of Operation

General

{Track | Only)

v

Specific
(Tracks | & 3)

PW
Doppler

Ccw
Dappler|

Color
Doppler

Power
Doppler

Combined
Modes

Harmonic
imaging

Other

{Ophthalmic

Ophthalmic

Fetal Imaging &
Other

* [Musculo-skelctal

Fetal

IAbdominal

Intra-operative
(Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

4,5

Small Organ' " (Specify)

o|o

4.5

[Neonatal Cephalic

[Adult Cephalic

Trans-rectal

Trans-vaginal

[Trans-urethral

Trans-csoph. (non-
Card.)

Musculo-skeletal
{Conventional}

4.5

(Superficial)

4.5

Other (Urology)

Other (Ob/GYN)

ICardiac

Cardiac Adult

Cardiac Pediatric

Peripheral Vessel

Peripheral vessel

P

P

P

P

P

P

P

N = new indication,

Prescription Use ____ X
{Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

P = previously cleared by FDA;

AND/OR

E = added under this appendix
Note : 1. Combined modes are B/M, B+PWD, B/Color M. B/PWD or CWD, B/Color/PWD or CWD.B/Power/PWD
2.Small Organ; Breast, testes, thyroid
3.3D/4D Imaging Mode
4,Elastography imaging
5. Includes imaging of guidance all biopsy (Super ncedlc)

Over-The-Counter Use

{21 CFR 807 Subpart C)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation (ODE)

310¢k)

(Division Sign Off)
Division ol Radiologica! Health
Office of In Vitro Diagnostic and Radiological Health

Indications For Use

Page 6 of 24
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Chison Medical Imaging Co., Lid.

System:
Transducer:

Q Serles & i7. i8. i9 Diagnostic Ultrasound Systems

Q6/Q8/Q9/Q10, i768/i9 Diagnostic Ultrasound Systems
D12L40L, Linear Array

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

Clinical Application

Meode of Operation

General
{Track | Only}

Specilic
(Tracks | & 3)

PW Cw
Doppler|Doppler,

Color
Doppler

Power
Doppler

Combined
Modes

Harmonic
Imaging

Other

Ophthalmic

Ophthalmic

Fetal Imaging &
Other

Fetal

|Abdominal

Intra-operative
(Specily)

Intra-operative (Neuro)

Laparoscopic

Pediatric

4.5

Small Organ'" (Specify)

4.5

[Necnatal Cephalic

IAdult Cephalic

T rans-reclal

[Frans-vaginal

Trans-urethral

Trans-esoph, (non-
Card.)

Musculo-skeletal
{Conventional)

4,5

Musculo-skeletal
{ Superficial)

4.5

Other (Urology)

(Other (OB/GYN)

Cardiac

Cardiac Adult

Cardiac Pedialric

Peripheral Vessel

Peripheral vessel

N

N N

N

N

N

N

N = new indication;

P = previously eleared by FDA;

E = added under this appendix

Note :1, Combined modes are B/M. B+PWD. B/Color M. B/PWD or CWD. B/ColorPWD or CWD.B/Power/PWID)
2.Small Organ: Breast, testes, thyroid
3.3D/40 Imaging Mode
4.Elastography imaging
S. Includes imaging of guidance of biopsy (Super needle)

Predicate transducer (K number): Ki01236

Prescription Use X

(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

AND/OR

Qver-The-Counter Use ___

(21 CFR 807 Subpart C)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation (ODE)

S10(k)

(Division Sign 0ff)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

Indications For Use

Page 9 of 24




Chison Medica! imaging Co., Ltd. Q Series &i7, i8, i9 Diagnostic Ulirasound Systems

System: Q6/Q8/Q9/Q10, i7/i8/i9 Diagnostic Ultrasound Systems
Transducer: D7L30L, Linear Array

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

Clinical Application Mode of Operation-

General Specific PW CW | Color | Power | Combined | Harmonic
(Urack 1 Only) (I'racks | & 3) Doppler|DopplerjDoppleriDoppler]  Modes Imaging

Other

Ophthalmic Ophthalmic

Felal imaging &  [Fetal

blhcr lAbdominal

Intra-operative
(Specify)

|Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ”' (Specify)] N N N N N N N

4.5

INeonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

[Trans-urethral

Trans-csoph. (non-
Card.)

Musculo-skeletal
{Conventional} P P P P P P P

4,5

[Musculo-skeletal .
(Superficial) P P P P P i P

4.5

Other (Urology)

Other (Ob/GYN)

Cardiac Cardiac Adult

Cardiac Pediatric

Peripheral Vessel [Peripheral vessel N N N N N N N

N = new indication; P = previously cieared by FDA: E = added under this appendix
Note :1. Combined modes are B/M. B+PWD. B/Color M. B/PWD or CWD. B/Color/PWD or CWD.B/Power/PWD
2.Small Organ: Breast, testes, thyroid
3.304D Imaging Mode
4.Elasiography imaging
5. Includes imaging of guidance of” biopsy (Supcr nccdlc)

Prescription Use bl AND/OR Over-The-Counter Use _

(Pant 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign Off)
Division of Radiological Health
Office of In Vitro Diagnostic and Radiclogical Health
510(k)

Section 1.3 Indications Far Use Page 10 of 24




Chison Medical

System:
Transducer:

Imaging Co., Lid.

Q Series &i7, 18, i9 Diagnostlic Ulrasound Sysiems

Q6/Q8/Q9/Q10, i7/i8/19 Diagnostic Ultrasound Systems
D6C12L, Micro Convex Array

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

Clinical Application

Mode of Operation

General
{Track | Only}

Sbcciﬁc
(Tracks 1 & 3)

PW
Doppler

CwW
Doppler,

Power
Doppler|

Color
Doppler

Combined
Modes

Harmonic
Imaging

Other

Ophthalmic

Ophthalmic

Fetal Imaging &
Other

Fetal

|Abdominal

Intra-operalive
(Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ''' (Specify)

INeonatal Cephalic

lAduh Cephalic

Trans-rectal

Trans-vaginal

4.5

[Trans-urethral

Trans-esoph. (non-
Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (Urology)

4,5

Other (Ob/GYN)

Cardiac

Cardiac Adult

Cardiac Pediatric

Peripheral Vessel

Peripheral vessel

N = new indication;

Prescription Use

{Part 21

P = previously cleared by FDA;
Nole 1. Combined modes are B/M. B+PWD, B/Color M. B/PWD or CWD, B/Color/PWD} or CWD,R/Power/PWD
2.Small Organ: Breast, tesies, thyroid
3.3D/40 Imaging Mode
4.Elastography i |magmg
5. Includes imaging of guidance of hlops)

X
CFR 801 Subpant D)

AND/OR

E = added under this appendix

Over-The-Counter Use _
(21 CFR 807 Subpant C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation (ODE)

510¢k),

{Division Sign Off)
Division of Radiological Health
- Office of In Vitro Diagnostic and Radiological Health

Indications For Use

Page 11 of 24




Chison Medical Imaging Ce., Lid.

System:
Transducer:

Q Series &i7, i8, i9 Diagnostic Ulirasound Systems

Q6/Q8/Q9/Q10, i7/i8/i9 Diagnostic Ultrasound Systems
D7C10L, Micro Convex Array

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

Clinical Application

Mode of Operation

General
{Track | Onlv)

Specilic
(Tracks 1 & 3)

PW
Doppler

Doppler

Cw Power

Doppler]

Color
Doppler

Combined
Modes

Harmonic

Imaging

Other

Ophihalmic

Ophthalmic

Fetal Imaging &
Other

Felal

Abdominal

Intra-operative
(Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ'" (Specify)|

[Neonatal Cephalic

Adult Cephalic

[Trans-recial

Trans-vagi nal

4,5

[Trans-urethral

[Trans-esoph. {(non-
Card.)

Musculo-skeletal
( Conventional}

Musculo-skeletal
( Superficial)

Other (Urology)

4.5

Other (Ob/GYN)

Cardiac

Cardiac Aduit

Cardiac Pediatric

Peripheral Vessel

Peripheral vesscl

N = new indication;

Prescription Use

(Part 21

X
CFR 801 Subpart D)

P = previously clcared by FDA:

AND/OR

E = added under this appendix
Note :1. Combined modes arc B/M, B+PWD. B/Color M. B/PWD or CWD. B/Color/PWD or CWD.B/Power/PWD
2.Small Organ: Breast, testes, thyroid
3.312/4D Imaging Mode
4.Elastography imaging
5. Includes imaging of guidance of biopsy

Over-The-Counter Use

(21 CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW TH]S LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation (ODE)

510(k)

(Division Sign Off)
Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

Indications For Use

Page 12 of 24




Chison Medical Imaging Co., Ltd.

System:
Transducer:

Q Serles & 17, 18, i9 Diagnestic Ultrasound Systems

Q6/Q8/Q9/Q10, i7/i8/i9 Diagnostic Ultrasound Systems

D7C10L-C, Micro Convex Array

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

Clinical Application

Mode of Operation

Generul
(Track 1 Only}

Specific -
{Tracks 1 & 3)

PW
{Doppler

Cw
Doppler|

Color
Doppler

Power
Doppler

Combined
Modes

Harmonic
Imaging

QOther

Ophthalmic

Ophthalmic

Fetal Imaging &
Other

" IMusculo-skeletal

- [Other (Ob/GYN)

|Fetal

[Abdominal

Intra-operative
(Specify)

lintra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ'"’ (Specify)

(Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

4,5

[Trans-urethral

Trans-esoph. (non-
Card.)

Musculo-skeletal
(Conventional)

(Superficial)

Other (Urology)

4,5

Cardiac

Cardiac Adult

Cardiac Pediatric

Peripheral Vessel

Peripheral vesscl

N = new indication;

5. Includes imaging of guidance of biopsy
Predicate transducer (K number): K101236. K 120801

Prescription Use X
(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

P = previously cleared by FDA;

AND/OR

E = added under this appendix

Note :1. Cambined modes are B/M. B+PWD. B/Color M, B/PWD or CWD. B/Calor/PWD or CWD.B/Power/PW[
2.Small Organ: Breasl, testes. thyroid
3.30/4D Imaging Mode
4.Elastography imaging

Over-The-Counter Use _
(21 CFR 807 Subpar C)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign Off)
Division of Radiological Health

Office of In Vitro Diagnostic and Radiological Health

510(k)

tndications For Use

Page 13 of 24




Chison Medical Imaging Co., Lid. Q Series &i7. i8, i9 Diagnostic Ulirasound Systems

System: Q6/Q8/QY/Q10, i7/18/i8 Diagnostic Ultrasound Systems
Transducer: V6C10L, Volume Probe

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

Clinical Application Mode of Operation

General Specific PW CW | Color | Power | Combined
{Track 1 Only) {Tracks | & 3) Doppler{Doppler|Doppler{Doppler] Modes

Harmonic

Imaging

Other

‘Ophthalmic Ophthalmic

Fetal Imaging & [Fetal

Other lAbdominal

Intra~operative
(Specify)

Intra-operative {Neuro)

Laparoscopic

Pediatric

Small Organ'"’ (Specify)| -

INeonatal Cephalic

Adult Cephalic

[Trans-rectal

Trans-vaginal N N N N N N

345

[Trans-urethral

Trans-esoph. {non-
Card.)

Musculo-skecletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (Urology) N N N N N N

Other (Ob/GYN) N N N N N N

Cardiac Cardiac Adull

Cardiac Pediatric

[Peripheral Vessel |Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix

Note : 1. Combined modes are B/M, B+PWD, B/Color M, BPWD or CWD, B/Color/PWD or CWD,B/Power/PWD

2.8mall Organ; Breast, testes, thyroid

3.3D/4D Imaging Mode

4 Elastography imaging

5. Includes imaging of guidance ol biopsy
Predicate transducer (K number): K101236

Prescription Use X AND/OR Over-The-Counter Use N
(Part 2t CFR 80! Subpart D) ‘ . (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign Off)
Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health
510(k} ,

Section 1.3 Indications For Use Page 14 of 24

-




Chison Medical Imaging Co., Lid.

System:
Transducer:

Q Serigs & 7, i8, i9 Diagnostic Ultrasound Syslems

Q6/Q8/Q9/Q10, i7/i8/i9 Diagnostic Ultrasound Systems
D5C20L, Micro Convex Array

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

Clinical Application

Mode of Operation

General
{Track | Only)

Specific
{Tracks | & 3)

PW

Doppler

Doppler

CwW Power

Dappler|

Color
Doppler

Combined
Modes

Harmonic
Imaging

Other

Ophthalmic

Ophthalmic

Fetal Imaging & °
Other

Fetal

A bdominal

Intra-operative

Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

4.5

Small Organ'"' (Specify)

[Neonatal Cephalic

Adult Cephalic

T rans-rectal

Trans-vaginal

[Trans-urethral

Trans-esoph. (non-
Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (Urclogy)

Other (OB/GYN)

Cardiac

Cardiac Adult

(Cardiac Pediatric

P P

P P

Peripheral Vessel

Peripheral vessel

N = new indication;

Prescri
(Part2

ption Use x
1 CFR 801 Subpart D)

P = previously cleared by FDA:

AND/OR

E = added under this appendix
Note ;1. Combined modes are B/M, B+PWD. B/Cuolor M. B/PWD or CWD. B/Color/PWD or CWD.B/Power/PWD
2.Small Organ: Breast. testes, thyroid
3.3D/4D Imaging Mode
4.Elastography imaging
3. Includes imaging of guidance of biopsy

Over-The-Counter Use

(21 CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Section 1.2

Concurrence of CDRH, Office of Device Evaluation (ODE)

510(k)

(Division Sign Off)
Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

Indications For Use

Page 15 of 24




Chison Medical imaging Co.. Lld. Q Series & i7. 18, i9 Diagnostic Vilrascund Systems

System: 6/Q8/Q9/Q10, i7/i8/19 Diagneostic Ulirasound Systems
Transducer:  D5C20L-A, Micro Convex Array

Intended Use: Diagnostic ultrasound imaging or [luid {low analysis ol the human body as follows:

Clinical Application . Mode of Operation

{Track | Onlyy (lracks | & 3) Doppler[Doppler|Doppler[Doppler]  Modes Imaging

Cieneral Specilic bW CW | Color | Power | Combined | Harmonic

Other

Ophthalmic Ophthaimic

Fetal Imaging &  [Fetal

Onher Abdominal N N N N N N N

Intra-operative
{Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric N N N N N N N

4.5

Small Orpan'{$pecify)

Neonatal Cephalic

Adult Cephalic

Frans-rectat

[Trans-vaging

Trans-urcethral

Trans-esoph. (non-
Curd.}

Musculo-skeletal
(Conventional}

Musculo-skeletal
(Superficial)

Other {Urotogy)

Other (Ob/GYN)

Cardiac Cardiac Aduit

=]

Cardiac Pediatric N N N N N N N
Peripheral Vessel |Peripheral vessel .

N = new indication: P = previoushy cleared by FDA: E = added under this appendix
Note 1 1. Combined modes are BV, B+PWDL I/Color M. BIPWE or CWL 13ColorM W or CWD.B/Power/PWD
2.8malk Organ: Breast. lestes, thyroid
33024400 Emaging Mo
4l stography imaging
5. Inchudes imaging of guidaney ol biopsy
Predicate transducer (K number)s K 00236, K 20801

Prescription Use X AND/OR Qver-The-Counder Use
(Part 2t CFR 80! Subpart D} (21 CFR 807 Subpun C}
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IV NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODIZ)

{Division Sign OM
Division of Radivlogical Health
Office of In Vitro Diagnostic and Radiotogical Health
510(k)

Seclion 1.3 Indications For Use Page 16 of 24




Chison Medical Imaging Co., Lid. ] ' Q Serles & i7, I8, i9 Diagnostic Ullrasound Systems

System: Q6/Q8/Q9/Q10, i7/8/i9 Diagnostic Ultrasound Systems
Transducer: D3C20L, Micro Convex Array

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

Clinical Application Mode of Operation

General Specilic PW CW | Color | Power | Combined | Harmonic

(T'rack | Only) (Tracks | & 3) DopplerjDoppler|Doppier|Doppler]  Modes Imaging Other

Ophthalmic Ophthalmic

Fetal Imaging & [Fetal

Other Abdominal N N RN ' N N N N a3

Intra-cperative
(Specify)

Intra-gperative {Neuro)

Laparoscopic

Pediatric

Small Organ' | (Specify)

[Neonata! Cephalic

Adult Cephalic

[Trans-rectal

Trans-vaginal

T rans-urethral

Trans-csoph. (non-
Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (Urology) N N N N N N N 5

Other (Ob/GYN}

Cardiac Cardiac Adult N N N N N N N 5

Cardiac Pediatric N N N N N N N 5

Peripheral Vessel [Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
Note : 1. Combined medes are B/M, B+PWD, B/Color M, B/PWD or CWD. B/Color/PWD or CWD,B/Power/PWD
2.Small Organ: Breast, testes, thyroid
3.3D/4D Imaging Mode
4 Elastography imaging
5. Includes imaging of guidance ol biopsy
Predlcale transducer (K number): K101236

Prescription Use X AND/OR Over-The-Counter Use _

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpant C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (QODE)

(Division Sign OfT)
Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health
510¢k)

Section 1.3 Indications For Use Page 17 of 24



Chison Medical Imaging Co., Lid.

System:
Transducer:

Q Series & 17, i8, i9 Diagnostic Ulirasound Syslems

Q6/Q8/Q9/Q10, i7/i8/i9 Diagnostic Ultrasound Systems
DBC15L, Micro Convex Array

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

Clinical Application

Mode of Operation

General
{Track | QOnly)

Specific
(Tracks ! & 3)

PW
Doppler

Doppler

CwW Pawer

Doppler,

Color
Doppler

Combined
Modes

Harmonic

Imaging

Other

Ophthalmic

(Ophthalmic

Fetal Imaging &
Other

Felal

Abdominal

‘Inlra-operative
(Specify)

Intra-operative {(Neurp)

Laparoscopic

Pediatric

Small Organ”" (Specify)

INeonatal Cephalic

[Adult Cephalic

[Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {non-
Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other {Urology)

Other (Ob/GYN)

Cardiac

Cardiac Adull

Cardiac Pediatric

Peripheral Vessel

IPeripheral vessel

N = new indication;

Prescription Use

X

(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

P = previously cleared by FDA;

AND/OR

E = added under this appendix
Note :1. Combined modes arc B/M, B+PWD, B/Celor M. B/PWD or CWD. B/Color/PWD or CWD,.B/Power/PWD
2.Small Organ: Breasl, testes, thyroid
3.3D/4D Imaging Mode
4.Elastography imaging
5. Includes imaging of guidance of biopsy

Over-The-Counter Use _
(21 CFR 807 Subpant C)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation (ODE}

5 10(.k)

(Division Sign Off)
Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

Indications For Use

Page 18 of 24




Chison Medical Imaging Co., Ld. Q Series & 17, i8, 19 Diagnosiic Ullrasound Systems

System: Q6/Q8/Q9/Q10, i7/i8/i8 Diagnostic Ultrasound Systems
Transducer: DBC15L-A, Micro Convex Array

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

Clinical Application Mode of Operation
General Specific B M PW CW | Color | Power | Combined | Harmonic Oth
{Track 1 Only) (Tracks | & 3) |Doppler]Doppler|Doppler|Doppler]  Modes Imaging e
Ophthalmic [Ophthalmic
Fetal Imaging &  [Fetal
Other Abdominal - N | N | N N | N N N 23
Intra-operalive
(Specify)

Intra-operative (Neuro)

[Laparoscopic

Pediatric N N N N N N N 5

Small Organ'"’ (Specify)

[Neonatal Cephalic

IAdult Cephalic

[Frans-rectal

[Trans-vaginal

Trans-urethral

Trans-esoph, (non-
Card.)

Musculo-skeletal
(Conventional)

IMusculo-skeletal
(Superficial}

Other (Urology)

Other (Ob/GYN)

Cardiac Cardiac Adult

Cardiac Pediatric

Peripheral Vessel [Peripheral vessel

N = new indication; P = previously cleared by FDA, E = added under this appendix
Note : 4. Combined modes are B/M. B+PWD. B/Color M, B/PWD or CWD, B/Color/PWD or CWD.B/Powcr/PWD
2.Small Organ: Breast. lestes, Lhyroid
3.3D/4D Imaging Mode
4.Elastography imuging
5. Includes imaging of guidance ol biopsy
Predicate transducer (K number): K101236. K120801

Prescription Use ___ X ' AND/OR Over-The-Counter Use -

{Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)
{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign Off)
Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health
510(k)

Section 1.3 Indications For Use Page 18 0of 24



Chison Medical Imaging Co., Lid.

System:
Transducer:

Q Series &7, iB, i9 Diagnoslic Ulirasound Systems

Q6/QB/QAYYQA10, i7/i8/i9 Diagnostic Ultrasound Systems
D3P64L, Phased Array

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

Clinical Application

Mode of Operation

General
(Track 1 Only)

Specific
(Tracks ! & 3)

PW
Doppler

CWwW
Doppler

Power
Doppler

Color
Doppler

Combined
Modes

Harmonic
Imaging

Other

Ophthalmic

Ophthalmic

Fetal Imaging &
[Other

Fetal

Abdominal

Intra-operalive
{Specify)

[ntra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ'”(Spccify)

[Neonatal Cephalic

Adult Cephalic

Trans-rectal

T'rans-vaginal

Trans-urethral

Trans-esoph. (non-
Card.)

[Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (Urology)

Other (Ob/GYN)

Cardiac

Cardiac Adult

Cardiac Pediatric

Peripheral Vessel

Peripheral vessel

N = new indication;

Prescription Use

X

(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

P = previously cleared by FDA;

AND/OR

E = added under this appendix
Note : 1. Combined modes are B/M, B+PWD. B/Color M. B/PWD or CWD. B/Color/PWD or CWD.B/Powcr/PWD
2.Small Organ: Breast. lestes, thyroid
3.3D/4D Imaging Mode
4.Elastography imaging
5. Includes imaging of guidance of biopsy

Over-The-Counter Use

(21 CFR 807 Subpart C)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation (ODE}

510(k)

(Division Sign Off)
Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

indications For Usa

Page 20 of 24




Chison Madical |

System:
Transducer:

maging Co., Ltd.

Q Serles & i7, i3, i9 Diagnostic Ultrasound Systems

Q6/Q8/Q9/Q10, i7/i8/19 Diagnostic Ultrasound Systems
D6P84L, Phased Array

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

Clinical

Application

Mode of QOperation

General
{Track | Only)

Specilic
{(Tracks 1 & 3)

I'w

B M Doppler]

Dappler]

Power
Dappler

Color
Dappler

Cw

Combined
Modes

FHarmonic

Other

Ophthalmic

{Ophthalmic

Imaging

Fetal Imaging &

Fetal

Other

Abdominal

Intra-operative

(Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ'"’ (Specify)

[Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vagina]

rans-urethral

[Trans-esoph. (non-
(Card.)

Musculo-skeletal
{Conventional)

Musculo-skeletal
(Superficial)

Other (Urology)

Other (Ob/GYN)

Cardiac

[Cardiac Adult

[Cardiac Pediatric

P | P

P P P

Peripheral Vessel

Periphcral vesscl

N = new indication;

Prescription Use

(Pan 21

P = previously cleared by FDA,
Note :1. Combined modes are B/M. B+PWD, B/Color M. B/PWD or CWD, B/Color/PWD or CWD.B/Powcr/PWD
2.Small Organ: Breast, testes. thyroid
3.3D/4D Imaging Mode
4 Elastography imaging
5. Includes imaging of guidance of biopsy

I, S
CFR 801 Subpart D)

AND/OR

E = added under this appendix

Over-The-Counter Use _
{21 CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation (ODE)

510(k)

(Division Sign OfT)
Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

Indications For Use

Page 21 of 24




Chison Medical Imaging Co., Ltd. Q Serigs & i7, i8, i9 Diagnostic Uitrasound Syslems

System: Q6/Q8/Q9/Q10, i7/i8/i8 Diagnostic Ultrasound Systems
Transducer: D2D16L, Pencil Array

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

Clinical Application Mode of Operation
General Specific B M PW CW | Color | Power | Combined | Harmonic Oth
{Track 1 Only) (Tracks | & 3} Doppler|Doppler|Doppler[Doppler] Modes Imaging e

Ophthalmic (Ophthalmic
WFclaI Imaging & |Fetal
Other lAbdominal

Intra-operative

(Specify)

Intra-operative (Neuro)

L aparoscopic

Pediatric

Small Organ'"’ (Specify)

[Neonatal Cephalic

Adull Cephalic

Trans-rectal

Trans-vaginal

[Trans-urethral

Trans-esoph. (non-
Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other (Urology)
Other (Ob/GYN)
Cardiac Cardiac Adult N
Cardiac Pediatric N
Peripheral Vessel [Peripheral vessei
N = new indication; P = previously cleared by FDA: E = added under this appendix

Note ;1. Combined modes arc B/M, B+PWD. B/Color M. BlPWD or CWD, B/Color/PWD or CWD.B/Power/PWD
2.Small Organ: Breast. tesics, thyroid
3.30/4D) Imaging Mode
4 Elastography imaging
5. Includes imaging of guidance of biopsy
Predicate transducer (K number): K131236

Prescription Use X AND/OR Over-The-Counter Use

{(Part 21 CFR 80! Subpart D) (21 CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE [F NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Chison Medical imaging Co., Lid.

Systemn:
Transducer:

Q Series &7, i8, 19 Diagnostic Ulirascund Systems

Q6/Q8/Q9/Q10,i7/i8/i9 Diagnostic URrasound Systems
V4C40L, Volume probe

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

Clinical Application

Mode of Operation

General
('I'rack | Only)

Specilic
{Tracks | & 3}

PW
Doppler,

Ccw
Doppler

Color
Doppler

Power
Doppler

Combined
Modes

Harmonic
Imaging

Other

Ophthalmic

Ophthalmic

Fetal Imaging &
Other

Fetal

P

P

P

P

P

iAbdominal

P

[=]

P

P

P

Intra-operative
(Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Smal! Organ'"’ (Specify)

[Neonatal Cephalic

[Adult Cephalic

[Trans-rectal

[Trans-vaginal

Trans-urethral

Trans-esoph. (non-
Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal
(Superficial)

Other {(Urology)

Other (OB/GYN)

Cardiac

Cardiac Adult

Cardiac Pediatric

Peripheral Vessel [Peripheral vessel

N = new indication;

Prescription Use

X

(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

P = previously cleared by FDA;

AND/OR

E = added under this appendix
Note ;1. Combined modes are B/M. B+PWD. B/Color M. B/PWD or CWD, B/Color/PWD or CWD,B/PowerPWD
2.Small Organ: Breast, testes, thyroid
3.3D/4D Imaging Mede
4.Elastography imaging
5. Includes imaging of guidance of biopsy

Over-The-Counter Use _
{21 CFR 807 Subpart C)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Chison Medica! imaging Co., Lid.

System:
Transducer:

Q Series &7, i8, 19 Diagnostic Ultrasound Systems

QB/Q8/QS8/Q10, i7/i8/i8 Diagnostic Ultrasound Systems
V4C40L-C, Volume Probe

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

Meode of Operation

Clinical Application

General
{Track | Only)

Specilic
(Tracks I & 3)

PW
Doppler

cw
Doppler

Color
|Doppler

Power
Doppler

Combined
Modes

Harmonic

Imaging

chcr

Ophthalmic

Ophthalmic

Fetal Imaging &
Other

Fetal

N

N

N

N

N

|Abdominal

N

N

N

N

N

Intra-operative
(Specify)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ''| (Specify)

[Neonatal Cephalic

[Adult Cephalic

[Trans-rectal

Trans-vaginal

[Trans-urethral

Trans-esoph. (non-
Card.)

IMusculo-skeletal
(Conventional)

Musculo-skeletal
{Superficial)

Other (Urology)

Cther (Ob/GYN)

Cardiac

Cardiac Adult

Cardiac Pediatric

Peripheral Vessel

Peripheral vessel

N = new indication;

Prescription Use

X

(Part 21 CFR 801 Subpart D)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

P = previously cleared by FDA;

AND/OR

E = added under this appendix
Note :1. Combined modes are B/M. B+PWD. B/Color M, B/PWD or CWD. B/Color/PWD or CWD.B/Power/PWD
2.Small Organ: Breast. testes. thyroid
3.3D/4D Imaging Mode
4.Elastography imaging
5. Includes imaging of guidance of biopsy
Predicate transducer (K number): K101236, K 120801

Over-The-Counter Use -
(21 CFR 807 Subpart C)

Section 1.3

Concurrence of CDRH, Office of Device Evaluation (ODE)
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