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Complaints Summary: January 01, 2020 to December 31, 2020
Manufacturer: Sri Trang Gloves (Thailand) Public Company Limited

MDSS acts as European Authorised Representative (EC REP) on behalf of the manufacturer, Sri Trang Gloves (Thailand)
Public Company Limited. MDSS, as the EC REP, is not involved in the sales and distribution of medical devices. The
authorised representative is defined in Article 1. 2 (j) of the Medical Device Directive (MDD) 93/42/EEC.

“authorised representative means any natural or legal person established in the Community who, explicitly designated by the manufacturer, acts and
may be addressed by authorities and bodies in the Community instead of the manufacturer with regard to the latter's obligations under this Directive”

The EC REP must be available to and can be contacted by a European authority instead of the manufacturer. The MDD
93/42/EEC furthermore outlines that the name and address of the EC REP shall be disclosed on the label, or the outer
packaging, or instructions for use.
“...devices imported into the Community, in view of their distribution in the Community, the label, or the outer packaging, or instructions for use,
shall contain in addition the name and address of the authorised representative where the manufacturer does not have a registered place of business in

the Community,...”

Consequently, MDSS could also be contacted by customers located in the European Economic Area and Switzerland.

MDSS has appropriate procedures in place to handle feedback from the European market and any complaints are
farwarded directly to the manufacturer, Sri Trang Gloves (Thailand) Public Company Limited, upon receipt.

Regarding the above manufacturer and time period
e MDSS received:
0 O vigilance events (incidents and field safety corrective action)

0 0 customer complaint(s) concerning alleged deficiencies related to safety or performance.
0 3 competent authority market surveillance inquiries.
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