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Dear Jong Kim:

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. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. 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.

If your device is classified (see above) into either class 11 (Special Controls) or class 11 (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 Reqister.

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
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801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification™ (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-requlatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Yanna S. Kang -S ¢,

Jessica Lamb, Ph.D.
Assistant Director
Division of Radiological Health
OHT?7: Office of in vitro Diagnostics
and Radiological Health
Office of Product Evaluation and Quality
Center for Devices and Radiological Health
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Indications for Use See PRA Statement below.

510(k) Number (if known)
K212400

Device Name
SONON Ultrasound Imaging System (Model: SONON 500L)

Indications for Use (Describe)

The SONON Ultrasound Imaging System (Model: SONON 500L) is intended for diagnostic ultrasound echo imaging,
measurement, and analysis of the human body for general clinical applications including musculoskeletal (MSK),
vascular, small parts (breast, thyroid), and thorax (thoracic/pleural motion and fluid detection imaging).

SONON 500L provides 4 modes: B (2D) mode, CF (Color Flow) mode, PW (Pulsed Wave) mode, M (Motion) mode.

SONON 500L is suitable for use in professional healthcare environment (hospital, clinic and medical office settings) by
appropriately trained healthcare professional.

Type of Use (Select one or both, as applicable)
E Prescription Use (Part 21 CFR 801 Subpart D) D Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

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

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (6/20) Page 10f1 PSC Publishing Services (301) 443-6740
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K212400

510(k) Summary of Safety and Effectiveness
This summary of safety and effectiveness informmaisosubmitted in accordance with 21 CFR § 807.92.
Date Prepared: March. 15. 2022

1. Submitter

* Manufacturer : HEALCERION Co., Ltd.

* Address : 1403-ho, 12, Digital-ro 33-gil, Guro-@eoul, 08377 Korea
* Telephone No. : +82-70-8217-0820

* Contact Information : Jeongwon Ryu / CEO

Email: DrRyu@healcerion.com

2. Device Name and Classification

* K Number : K212400

* Device Common/Usual Nar : Diagnostic Ultrasound System and Transd

* Device Proprietary Name : SONON Ultrasound Imaddygtem, Model: SONON
500L

* Classification Name : Ultrasonic Pulsed Dopplerdimg System

Ultrasonic Pulsed Echo Imaging System
Diagnostic Ultrasonic Transducr

e Device Classificatio : Class |
e Product Cod 1YN, IYO, ITX
* Regulation Number : 21 C.F.R. 8 892.1550

21 C.F.R. §892.1560
21 C.F.R. §892.15
» Classification Pan : Radiology

3. Predicate Device
The predicate devices of the subject device afellasvs;

Predicate Device #1 (Primary predicate device)

* K Number : K192107
* Manufacturer : Clarius Mobile Health Corp.
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* Device Common/Usual Name : Diagnostic Ultrasounst&y and Accessories

* Device Proprietary Name : Clarius Scanner L7 HD

* Classification Name : Ultrasonic Pulsed Dopplerdimg System

* Device Classification : Class

* Product Cod :IYN, IYO, ITX

* Regulation Numbe :21 C.F.R. § 892.155 8§ 892.1560, and § 892.1¢
* Classification Pan : Radiology

Predicate Device #2 (Secondary predicate device)

* K Number : K170085

* Manufacturer : HEALCERION CO., LTD.

* Device Common/Usual Name : Diagnostic Ultrasounst@y and Transducer

* Device Proprietary Name : SONON Ultrasound Imadtygtem, Model: 300L
* Classification Name : Ultrasonic Pulsed Dopplerdmg System

* Device Classification : Class

* Product Cod :IYN, IYO, ITX

* Regulation Numbe : 21 C.F.R. § 892.155 8§ 892.1560, and § 892.1¢

* Classification Pan : Radiology

Healcerion is not aware of any design-related tecayarding the predicate devices. No
reference devices were used in this submission.

4. Device Description

The SONON Ultrasound Imaging System, Model: SONOBDLS is a wireless
ultrasound system that uses pulsed-echo / Doppbtinblogy (Color Flow Doppler (CF
Mode) / Brightness mode(2D B Mode) / Pulsed wavel@BW Mode) / Motion mode(M
mode) frequency: 4 MHz — 13MHz module: linear; depth max: 6 cm) to transmit
ultrasound images via wireless communication toodila device that utilizes the iOS or
Android, or PC that uses Windows operating system.

The minimum requirements for the mobile devices th@dize the iOS, Android or
Windows operating system for use with the SONONdgbund Imaging System, Model:
SONON 500L are as follows:
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-Operating system versions

Operating system Requirement
i0S i0OS 11.0 or later
Android Android 5.0 (Lollipop) or later
Windows (UWP) Windows 10 (64-bit) or later

-Minimum specifications for mobile devices

[tem Requirement
CPU 1.7GHz
Core 8 cores
RAM 4GB
Resolution 2560 X 1600 (287ppi)

The SONON Ultrasound Imaging System iSTRACK 3, portable, general-purpose,
software-controlled, hand-held diagnostic ultragbaystem that consists of

(i) acommercial off-the-shelf iOS or Android mobilevabe or Windows PC

(i) the SONON Ultrasound Imaging System software thasras an app on the
mobile device,

(i) the battery-operated, hand-held SONON Ultrasouraglng System transducer
that communicates wirelessly with iOS or Androidln® devices or Windows
PC and

(iv) the instructions for use manual, battery, charged, power cords.

The mobile application of SONON 500L, which congrtthe probe, imaging capabilities
and functionalities, can be downloaded to an iO&JrAid mobile device or Windows PC
and utilizes an icon touch-based user interface Jdftware enables ultrasound image
capture and review, controls for time gain, dynaraitge, display of mirror image, focal
length, depth, brightness, contrast, linear/etigdtimeasurement, and image annotation,
as well as storage and PACS transmission of imagewideos. The SONON Ultrasound
Imaging System allows the user to image in reaktand review cine or freeze-frame
images on the screen in a B-Mode with 2-dimensi@cah format. The software also
allows the user to save / edit patient and diagnogbrmation. An identification and
password are required for accessing the SONON %@@Lvia the mobile device or PC.
All information captured is saved in the app. IéthApp is removed and reinstalled, all
stored information is lost and cannot be recovered.
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The SONON ultrasound device utilizes pulsed-eclubrielogy to determine the depth

and location of tissue interfaces. Ultrasound imggiequires mechanical oscillation of

crystals excited by electrical pulses, generatipgeaoelectric effect. A number of these

crystals make up a transducer, which converts gpe of energy into another. Using

pulse-echo transformation by the piezoelectrictatgsan ultrasound transducer converts
electricity into sound.

The SONON ultrasound device measures the duraticanacacoustic pulse travelling
from the transmitter to the tissue interface andkb@a the receiver. Ultrasound waves
emitted from the transducer propagate through uarissues and return to the transducer
as reflected echoes. These echoes are then cahvatte high-frequency electrical
signals by the crystals in the transducer. Nex¢, silgnals are amplified and further
processed by several analog and digital circuitd aoftware filters to adjust the
frequency and time response, in order to finallyayate a series of digital images.

The device components are not supplied steriledendot require sterilization prior to
use.

5. Indicationsfor Use

The SONON Ultrasound Imaging System (Model: SONOODL] is intended for
diagnostic ultrasound echo imaging, measuremert,amalysis of the human body for
general clinical applications including musculositel (MSK), vascular, small parts
(breast, thyroid), and thorax (thoracic/pleural imotand fluid detection imaging).

SONON 500L provides 4 modes: B (2D) mode, CF (Célmw) mode, PW (Pulsed
Wave) mode, M (Motion) mode.

SONON 500L is suitable for use in professional theare environment (hospital, clinic
and medical office settings) by appropriately teaimealthcare professional.
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6. Technological Comparison to Predicate Devices
Table 1: Technological Comparison of Subject DeYige, SONON 500L and Predicate Device #1(K192107)

Standard Feature

The SONON Ultrasound Imaging
System, Model: SONON 500L

K# Unknown
(Subject Device)

Clarius Scanner L7 HD
K192107
(Predicate Device #1)

Comparison

Indications for Use

The SONON Ultrasound Imagir
System (Model: SONON 500L)
intended for diagnostic ultrasound eg
imaging, measurement, and analysis
the human body for general clinig

applications including musculoskeletdlow analysis in the following
(MSK), vascular, small parts (breasgpplications: ophthalmic, fetg
thyroid), and thorax (thoracic/pleuraghbdominal, intra-operative (no
motion and fluid detection imaging). | neurological), pediatric, small orga

cephalic (adult), trans-rectal, tran

SONON 500L provides 4 modes:
(2D) mode, CF (Color Flow) mode, P
(Pulsed Wave) mode,
mode.

SONON 500L is suitable for use
professional healthcare environmg
(hospital, clinic and medical offic
settings) by appropriately traing
healthcare profession

M  (Motion)adult,

grhe Clarius Ultrasound Scanner is
ssoftware-based  ultrasound  imagi
lgystem and accessories, intended
diagnostic imaging. It is indicated f
adiagnostic ultrasound imaging and flu

®aginal, musculo-skeletal (convention
Véuperficial), urology, gynecology, cardi
pediatric), peripheral vess
carotid, and procedural guidance
needles into the body.

in

ofithe system is a transportable ultraso
esystem intended for use in environme
dvhere healthcare is provided by trained
healthcare professione

a
ng
fbine indications for use of the subject dev
pare covered in those of predicate dey
igxcept the clinical applications. The subj
device’s clinical applications are less than
Ipredicate device. The subject devig
napplications include conventional/superfig
musculo-skeletal, Peripheral vessel,
arotid in B, M, PWD, and Color Doppl
amode, small organ (Thyroid, Breast) in
aPWD and Color Doppler mode, a
ethoracic/pleural motion and fluid detection
@& Mode. Since these clinical applications
also supported in the predicate device, i
expected that the application mode in
uadbject device can  well-operate
nesjuivalently as the predicate device.

ice
ice
ect
the
e’s
ial
and
er
B,
nd
n
are
tis
the
as

Environment of Use

Use in professional healthcare
environment (hospital, clinic and
medical office settings) by
appropriately trained healthcare
professional.

Place where healthcare is provided by
trained healthcare professionals.

Identical

Acoustic Output Levels

Below Track 3 FDA limits in
accordance with “Marketing Clearanc

Below Track 3 FDA limits in accordance
ewith “Marketing Clearance of Diagnosti

F Acoustic output of both devices is less th
FFDA established limits.

an

of Diagnostic Ultrasound Systems &

Ultrasound Systems and Transduce
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Transducers”, June. 2019

June. 2019

Imaging Capabilities

* Pulsed-echo, pulsed-doppler

* Mode B (2D), Mode M (Motion),
Mode CF (Color Flow), Mode PW
(Pulsed Wave)

* Pulsed-echo, pulsed-doppler

* Mode B (2D), Mode M (Motion),
Mode Color Doppler, Mode PW
(Pulsed Wave), Mode Power Doppler

The available image modes of subject deyice
are included in the predicate device mode
(e.9., B, M, Pulsed Wave doppler, Color
Flow doppler), and only the power doppler
mode in the predicate device is not inclugled
in the subject device. In addition, such
difference can be verified and validated via
well-established method. In the performance
aspects of the subject device, acoustic output
levels were conducted. Likewise, the subject
device was tested according to IEC 60601-1
and IEC 60601-2-37. Furthermore, utilized

software in the subject device was also
verified and validate

Patient Population

For use in all patients

Forins#l patients

Identical

Anatomic
Structures/Clinical
applications

Musculoskeletal (MSK), vascular, smal{non-neurological),

parts (breast, thyroid), and thorax
(thoracic/pleural motion and fluid
detection imaging).

Ophthalmic, abdominal, intra-operati
pediatric,

smaland Color

The subject device’s clinical applications

device’s applications
conventional/superficial  musculo-skele

organ

organ, cephalic (adult), Musculo-skeletglhyroid, Breast) in B, PWD and Color

(conventional, superficial), peripher

vessel, carotid, and procedural guidanpaeed fluid detection in B Mode. Since these

of needles into the body.

application mode in the subject device can
well-operate as equivalently as the predigate
device
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Users Healthcare professionals Healthcare profeaisio Identical
Probe Characteristics Linear, 4~13 MHz Linear, 4vit& Identical
P.robe Connection to Wireless Wireless Identical
Display
Tvpe Mobile application operating on Off- | Mobile application operating on Off-the Identical
yp the-shelf Operating Systems shelf Operating Systems
The mobile application of the subject devjce
can operate on iOS / Android / Windows
operating system whereas the application of
the predicate device only can operate on JOS
Software and Android. However, all applications
Compatible i0S / Android / Windows i0S / Android running on each operating system gre
(O compiled from the same source code and

managed as one software. Therefore, there
are no functional differences between the
application running on Windows and others

in the perspective of the device's safety and
effectivenes:
Both devices comply with ISO 10993t1
Patient-Contacting All patient-contact materials are All patient-contact materials are standards and the subject device can| be
Materials biocompatible and can be disinfected| biocompatible disinfected by wusing approved cleaning

products

Reusable?

Yes

Yes

Identical

Duration of Use

Limited (<24 hours)

Limited (<24urs)

Identical
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Indications for Use

Table 2: Technological Comparison of Subject De

The SONON Ultrasound

Imagin|
System (Model: SONON 500L) i
intended for diagnostic ultrasound ec
imaging, measurement, and analysis
the human body for general clinic
applications including musculoskelet
(MSK), vascular, small parts (brea
thyroid), and thorax (thoracic/pleur.
motion and fluid detection imaging).

SONON 500L provides 4 modes:
(2D) mode, CF (Color Flow) modé
PW (Pulsed Wave) mode, M (Motiof
mode.

SONON 500L is suitable for use
professional healthcare environme
(hospital, clinic and medical offic
settings) by appropriately traine
healthcare professional.

ice, SONON 500L and Predicate Device #2 (K170P85

<X

st’he SONON Ultrasound Imaging Syste
hi(Model: 300L) is intended for diagnost
ultrasound echo imaging, measureme
and analysis of the human body f
goeneral clinical applications includin

» musculoskeletal (MSK), vascular, sm
hparts (breast, thyroid), an
thoracic/pleural motion and  flui

detection imaging.

n
nt
d

m
Cc
:nt,

0Everything is identical except the imagif

gfapabilities.

d
3|

g

Environment of Use

Use in professional healthcare
environment (hospital, clinic and
medical office settings) by
appropriately trained healthcare
professional.

Hospital, clinic, and medical office
settings

Identical

Acoustic Output
Levels

Below Track 3 FDA limits in
accordance with “Marketing Clearang
of Diagnostic Ultrasound Systems an
Transducers”, June. 2019

Below Track 3 FDA limits in accordance
ewith “Marketing Clearance of Diagnosti
d Ultrasound Systems and Transducers”,

June. 2019

t The acoustic output of both devices is les
than FDA established limits.

]
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Imaging Capabilities

* Pulsed-echo, pulsed-doppler
* Mode B (2D), Mode M (Motion),

Mode CF (Color Flow), Mode PW
(Pulsed Wave)

* Pulsed-echo, pulsed-doppler
* Mode B (2D), color scan

The additional imaging modes are providg
comparing to the predicate device (Mode
CF, M, PW vs. Mode B, CF). However, su
changes can be verified and validated via
well-established method. In the performan
aspects of the subject device with the
additional modes, the test for acoustic
output levels were conducted. Likewise, th
subject device was tested according to IE
60601-1 and IEC 60601-2-37. Furthermor
utilized software in the subject device was
also verified and validate

ne

)

o

Patient Population For use in all patients Forinsal patients Identical
. Musculoskeletal (MSK), vascular, Musculoskeletal (MSK), vascular, small
Anatomic . -
- small parts (breast, thyroid), and thorayarts (breast, thyroid), and :
Structures/Clinical . . . , . . Identical
S (thoracic/pleural motion and fluid thoracic/pleural motion and fluid
applications Con : S X
detection imaging). detection imaging.
Users Healthcare professionals Healthcare profesisio Identical

Probe Characteristics

Linear, 4~13 MHz

Linear, 52MH.5 MHz / 10 MHz

Such differences that may affect the devig
safety and effectiveness can be compareg
and equivalent to the predicate device #1
(Clarius’s L7 HD)

Probe Connection to

Display Wireless Wireless Identical
Tvpe Mobile application operating on Off- | Mobile application operating on Off-the- Identical
yp the-shelf Operating Systems shelf Operating Systems
Software Compatible The mobile application of the subject devi
os P iOS / Android / Windows iOS / Android can operate on iOS / Android / Windows
operating system whereas the applicatio
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the predicate device only can operate on [0S
and Android. However, all applications

running on each operating system are

compiled from the same source code and
managed as one software. Therefore, thete
are no functional differences between the
application running on Windows and othet
in the perspective of the device’s safety and
effectivenes:

7]

Patient-Contacting
Materials

All patient-contact materials are
biocompatible and can be disinfected

All patient-contact materials are
biocompatible and can be disinfected

Both devices comply with ISO 10993-1.

Reusable?

Yes

Yes

Identical

Duration of Use

Limited (<24 hours)

Limited (<24ure)

Identical
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7. Determination of Substantial Equivalence

The SONON Ultrasound Imaging System, Model: SONOGDLS is substantially

equivalent to the predicate devices identified @&bavith respect to intended use,
principles of operation, and technological chanasties. From the information provided
in table above; it is understood that the subject device does not int@dany new

technology and/or indications of use. Therefore, N©@® 500L is considered

substantially equivalent to the predicate devices

8. Non-clinical Test Summary

The SONON Ultrasound Imaging System, Model: SON@RNIL5is verified and validated
according to the FDA design control requiremenisCFR 820. The subject device had
been subjected to the applicable safety and pediocetesting before release to ensure
the device meets all its specifications. The quadissurance measures applied to the
design and development of the subject device imglidit not limited to risk analysis,
verification and validation, product specificaticarsd design reviews.

A. Biocompatibility

Healcerion have applied ISO 10993 series to thelL508ealcerion conducted
biocompatibility studies of the patient-contactswgfaces in accordance with ISO 10993-
1:2018: “Biological evaluation of medical deviceRart 1: Evaluation and testing within
a risk management process.” As per ISO 10993, ealt conducted cytotoxicity,
sensitization, and irritation/intracutaneous reaigstitests for patient-contacting materials
of the 500L.

Biocompatibility testing was conducted in accordamwdth the international standard
below. The final product of SONON 500L includingetpatient-contacting surfaces of the
device (probe nosepiece and lens) was evaluatetyfotoxicity, skin irritation and skin
sensitization. The test results demonstrated thatpiatient-contacting surfaces of the
probe are biocompatible.

Standard Contents

ISO 10993-5:2009 Blologlcal eygluatlon of medical devices — Parfiésts for in
VItro cytotoxicity

Biological evaluation of medical devices — Part Psts for

Biological evaluation of medical devices — PartTeits for skin
ISO 10993-10:2021 Sensitization
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B. Cleaning and disinfection effectiveness

All the components and accessories of the SONON RASOUND IMAGING
SYSTEM are reusable (e.g., probe, battery packepaords, etc.). The probe is a non-
critical, and its surface is only contact to th&aat-skin of the patient. The 500L probe
requires the user to process the probe (inspeanchnd disinfect) for initial use, as well
as after each use.

The intended use, the patient-contact materialsh@tens and probe nosepiece), and the
instructions for inspecting, cleaning, and disitifeg the 500L probe are similar to the
information submitted for and accepted by FDA fee SONON 300C under K151339.

C. Thermal, eectrical, mechanical safety & Electromagnetic Compatibility

The SONON 500L complies with the electrical safatyl electromagnetic compatibility
requirements established by the standards below:

Standard Contents
ES 60601-1 General requirements for basic safety and essential
(Edition 3.1 performanc
Medical Electrical Equipment - Part 1-2: General
IEC 60601-1-2 requirements for basic safety and essential pedoo®
(Edition 4.0) - Collateral standard: Electromagnetic compatipilit

Requirements and te

Medical electrical equipment - Part 2-37: Particula
IEC 60601-2-37 requirements for the basic safety and esseptial
(Edition 2.1) performance of ultrasonic medical diagnostic and
monitoring equipmel

Secondary cells and batteries containing alkaline o
other non-acid electrolytes - Safety requiremerms| f
portable sealed secondary cells, and for battenade
from them, for use in portable applications - Pzt
Lithium system

IEC 62133-2
(Edition 1.0)

D. SoftwareValidation

The SONON 500L utilizes original software and OTjgm@ting system. The SONON
500L contains MODERATE level of concern softwareft®&are was designed and
developed according to a software development peoaed was verified and validated.
Software information is provided in accordance WRDA guidance: “The content of
premarket submissions for software contained inica¢devices, on May 11, 2005.”
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E. Performance Test

Additional modes (M (Motion), CF (Color Flow), arW (Pulsed Wave) mode) have
been introduced to the subject device, and thexefroustic output test was conducted.
The corresponding acoustic output levels were mredsucalculated, and derated
following the most recently released revision af #DA-recognized consensus standard,
IEC 62359. The results show that the changes in GNO00L does not introduce risk
related to excess acoustic output

Bench testing was used to evaluate the specifieédinpeter related to the basic
performance and the output of the ultrasound egeignirhe test results show that the
SONON 500L met all performance requirements.

F. Clinical testsand animal studies - not conducted

The subject of this premarket submission, SONOMadtund Imaging System (Model:
SONON 500L), requires no clinical studies to suppabstantial equivalence.

G. Wirdess Coexistence

Healcerion conducted the wireless coexistenceoféSONON 500L which complies with
ANSI C63.27:2017. Also, Healcerion updated the nslhagement files in accordance
with AAMI TIR69:2017: “Risk management of radio-figency wireless coexistence for
medical devices and systems.”

9. Summary

In conclusion, the conducted tests, as well aveiification and validation activities,
demonstrate that the design specifications andnt#apical characteristics of the
SONON Ultrasound Imaging System, Model: SONON 500heet applicable
requirements and standards for the safety andtie#eess of the device for its intended
use. The testing and validation activities conducted destrate that any differences
between the subject device and the predicate dedicenot raise new or different
guestions of safety or effectiveness as comparedhéo primary predicate device
(K192107). Therefore, the SONON Ultrasound Imag8ygtem, Model: SONON 500L
is substantially equivalent in safety and effeate®s to the primary predicate device
(K192107).
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