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CERTIFICATE

THE STANDARDS INSTITUTION OF ISRAEL
has issued an IQNet recognized certificate that the organization:

MICA ARTIFICIAL INTELLIGENCE LTD.
94, Yigal Alon St., Tel Aviv, Israel

Has implemented and maintains a Quality Management System

For the following scope:

1 t of Radiol I ine Analvsi o
of y y

Design and D

which fulfils the requirement of the following standard:

ISO 13485:2016

Issued on: 10/11/2021
Date of initial approval: 10/11/2021
Date of expiration: 10/11/2024

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-alone document

Registration number: IL - 114071

Alex Stoichitoiu Avital Weinberg
President of IONet Director, Quality & Certification Division

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
€QC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia  Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SIl Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

“ The list of IQNet partners is valid at the time of issue of this certificate, Updated information is available under www iqnet-certification.com
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01/19/2022

Mor Sharon, VP RA/QA
MICA Artificial Intelligence
1 Emek Ayalon st.

Modiin,

7170634 ISRAEL

Dear Mor Sharon:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future correspondence regarding this submission should be identified
prominently with the number assigned and should be submitted to the Document Control Center

at the address listed below. Failure to do so may result in processing delays. If you believe the
information identified below is incorrect, please contact the Office of Product Evaluation and Quality

(OPEQ) submission support at (301) 796-5640 or OPEQSubmissionSupport@fda.hhs.gov .

Submision Number: Q220114
Received: 01/19/2022

Applicant: MICA Atrtificial Intelligence
Device: DENISE Software

‘We will notify you when the review of this submission document has been completed or if any
additional information is required.If you are submitting new information about a submission
for which we have already made a final decision, please note that your submission will not

be re-opened. For information about CDRH review regulations and policies, please refer to
http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm .

Sincerely yours,

Center for Devices and Radiological Health

U.S.Food & Drug Administration
10903 New Hampshire Ave.
Silver Spring, MD 20993
www.fda.gov

CERTIFICATE

This is to certify that the Quality Management System of
MICA ARTIFICIAL INTELLIGENCE LTD.
94, Yigal Alon St. , Tel Aviv , Israel

Has been assessed and complies with the requirements of :

1SO 13485:2016
This Certificate is Applicable to
Design and Develop of Radioll I ing Analysis Software.
Initial Approval: 10/11/2021
Certification Decision: 10/11/2021
Valid Until: 10/11/2024 Certificate No.: 114071

S11-QCD assumes no liability to any party other than the client, and then only in accordance with the agreed upon Certification Agreement.
‘This certificate’s validity is subject to the organization maintaining their system in accordance with SI-QCD requirements for system certification. The
continued validity may be verified via scanning the code with a smartphone, or via website wwwsii.org.il. This certificate remains the property of SI-QCD.

Dr. Gilad Golub
CEO

Avital Weinberg
Director, Quality & Certification Division
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MICA is an Al decision support system that helps radiologists and oncologists
perform precise and effective mammography analyses.

MICA introduces a holistic solution:
DENISE: based on CESM - Contrast Enhanced Spectral Mammography
MammoCompare: Auto Mammography Image Comparison
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