[Sofwave system]

Its Usage status over the world (As of October, 2020)

The the
approval Acquirement for
the the

countries

status  of

device over

The Sofwave system has the following approvals:
USA- FDA 510K

EU- CE Mark

Israel- AMAR approval.

The list of serious side
effects could possibly
induce by the usage of
the device as noted on

its instruction for use

Adverse events as per the user manual:

Anticipated adverse events of ultrasound-based treatment
include significant pain, tenderness, changes in skin
pigmentation, and edema,

persistent  erythema

ulceration/erosion/or bruising and possible scarring.

(If None, [list the

information used when

applied to FDA)

Total number of the | Install Base: 89 systems.
device delivered over

the wor Id.

Total number of patients

or treatment cases

>1000 patients

The Side effect report
(cases that are reported
to the MHLW)

No adverse events were reported

The Manufacturer

Sofwave Medical Ltd
Beit Tavor 2
Yokneam Ilit, 2069202

Israel

Name of the company: SofWave Medical

Signature and date:

L o

Ruthie Amir, MD,

CMO, SofWave Medical, Januaryl17, 2021




3% I ARFER

2020 4F 10 H R

A Sofwave

Has DKL ENZI1F | KIE-FDA 510K BEtfs
5 KGR EUSE ) EU-CE ~ — 7 Fuf%

A A = )L-AMAR HUf5:

s DURFT SCEIT
L CWDEKZRIEH

5 (WA,

2LV VR A
AR
R & D RS

R 7 IR L
TN5HHm)

FDA 72 EAGREUGRF D | FietE ORLEE R L ONRIE

W) e D VAN YA o X
TR %

MeEs OB IT 58 |89 &

NEH

BEAREHEITIGE | 1000 FILLE

b

BIVER#S (FEOE | #iE7e L

Sofwave Medical Ltd

(A AFx))




