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CERTIFICATION OF
TRANSLATION

I, the undersigned, Annie BERDUGO
Notary holding license no. 2042939,
hereby certify that I am fluent in the
Hebrew and English languages

And that the document attached to
this certification and marked with the
letter A is a translation to the English
language of a document that is not
the original document nor a certified
copy of the original document, drawn
up in the Hebrew language which has
been produced to me, and a
photocopy of which is also attached
herewith and marked B.

In witness whereof, I hereby certify
the faithfulness of said translation by

my own signature and seal, this day
05.08.2021
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[emblem of the State of Israei]
STATE OF ISRAEL '
Ministry of Health
Medical Technology, Information and Research Department
Medical Devices Department

AUTHORIZATION OF REGISTRATION IN THE REGISTER OF MEDICAL
DEVICES :

Authorization is hereby given that in accordance with i'egistration application no.:
34880001

the following medical equipment (medical accessories. / devices (MAD)):

Name of medical device | Brainfulness 1
Purpose of medical [mprovement of states of persmtent major depression
device j
Indications 1. Psychiatry - psychiatry imprcvement in states of
- | depression and anxiety ;
Name and address of | Brainfulness; 2/8 Agmon St,, Jerusalem; Israel
registration holder
Name and addressof | Brainfulness; 2/8 Agmon St., Jerusalem; Israel
manufacturer : ;
Name and address of - | 1. None - none - Israel
production site :
2 _&m i n

Instructions .

- According to manufacturer’s instructions approved by the authorizing body:

- Approved for use in accordance with the manufacturer’s instructions, as
approved by the authorizing body. In the framework of a special clinical trial

~  Use is restricted to doctors trained and accredited by the manufacturer {(or its
accredited representative), and only in a hospital or clinic.

- 3 opinions will be submitted for the purpose of extending the validity of the
registration - one from each center in which the system is used. Medical center ~
including ctinic

~  Active follow-up will be carried out, and a report and 3 opinions will be
submitted as a condition for renewing the registration

- Additional remarks: draft :

- Additional remarks (1): draft

~ Additional remarks (2): draft

- Additional remarks (3): draft

Stipulations for temporary registration

~ Compliance with all regular registration requlrements for MAD + report +

opinion as detalled above

has been registered in the Register of Medical Devices (MAD] in the Ministry of
Health.

Approval to market the medical devices (the MAD] is solely for the purposes and
indications described above,

This authorization is valid until:

Lina Ladin June 30, 2021 : {Signature and stamp}
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