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[Spark Pro | Its Usage status over the world(As of AUGUST 2021)

The status of the Israel approved by MOH 2019, United States
approval Acquirement approved by FDA on 2018, EU approved on
for the device over the 2018, Singapore, Ecuador and so on are
countries undergoing registration procedure.

The list of serious side

effects could possibly  As appears in the IFU and submitted to the FDA
induce by the usage of

the device as noted on Erythema (redness) Edema (swelling) Discomfort/
its instruction for use. pain Hyper/Hypo pigmentation Irritation

(If None, list the Superficial burns Scab formation Scarring
information used when

applied to FDA)

Total number of the

device delivered over Grand Total 630 Systems

the world.

Total number of

patients or treatment We don’t have such information.
cases

The Side effect report

(cases that are
reported to None was reported

the MHLW)

Formatk Systems Ltd.

The Manufacturer 3 hayozma St., Tirat Hacarmel, 3903203, Israel

Name of the company: Formatk systems LTD Signature and date: 23rd of
August 2021
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