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Device usage status over the world (As of March 2024)

The system has the following approvals:
EU-CE Mark 2019-06-20

US- FDA cleared 2018-12-11

Canada- HC 2021-03-29

Argentina- ANMAT 2021-08-31

Mexico- COFEPRIS 2023-11-29
Australia- TGA 2021-11-19

Israel- Moh 2019-04-02

The status of the approval
acquirement for the device
over the countries

Countries: Europe, US, Canada, Australia, Argentina, Israel, Mexico

Erythema (redness), edema (swelling) discomfort/pain,
hyper/hypopigmentation, irritation, superficial burns, scab

List of serious side effects that formation, scarring

may occur when the device is
used in accordance with its
instructions for use

(*If None, list the information
used when applied to FDA)

Installation Base: 1200
Total number of devices
installed worldwide

We don’t have such information
Total number of patients or

treatments performed
worldwide

None was reported

Reported side effects
(*side effect cases that are
reported to regulatory
authorities in any country)

Company name: Formatk Systems Ltd.

Manufacturer information Address: 3 Hayozma St., Tirat Hacarmel, 3903203, Israel
(company name, address)

Please Sign Below:

Signature: @ Date: _ 13/Mar/2024

Print Name:_Ronen Ben Yosef

Formatk Systems Ltd. 3 Hayozma St., Tirat Hacarmel 3903203 Israel

- Tel: +972-4-8571848, Fax: +972-4-8570810, E-mail: info@formatk.co.il Web: www .forma-tk.com
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