LinScan diode |laser system
Its Usage status over the world (As of September, 2019)

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

United States (approved by FDA in 2018 as K180518). EU
and South Korea. It has obtained the approval in over 20
countries worldwide

The list of serious side
effects could possibly
induce by the usage of the
device as noted on its
instruction for use.
(If list

information used

applied to FDA)

the

when

None,

The following side effects and complications have been reported
in treatments with the same or similar intended use in the
literature and can therefore occur also in treatments with the

LinScan:

* Erythema
= Blister formation
= Edema

* Pigmented lesions (lentigines) and freckles may bleach or

disappear

* Light Pain

* Postinflammatory hyperpigmentation

* Hypopigmentation

* Scarring

* Herpes simplex

* Purpura

- Hyperhidrosis (increased sweating)

* Brombhidrosis (strong smell and excessive sweating)

« Leukotrichia (White hair)

Total of the

device del ivered over the

number

wor |d.

Around 100

Total number of patients

or treatment cases

Grand total 300, 000 cases estimated (since 2017)




The Side effect report | None
(cases that are reported
to the MHLW)

The Manufacturer GME German Medical Engineering GmbH
Grimmstrasse 23
90491 Nuremberg, Germany

Name of the company: GME German Medical Engineering
Signature and date: Stefan Schulze (Managing Director), Oct 8, 2019
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GME German Medical Engineering GmbH




