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Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): Oticon A/S
Kongebakken 9, 2765 Smørum, DENMARK

Design, development, purchasing, management (RA), monitoring 
and measurement

DGS Denmark A/S
Tempovej 15, 2750 Ballerup, DENMARK

Production

DGS Poland Sp. z o.o.
ul. Lubieszynska 59, 42, 72-006 Mierzyn, POLAND

Production, final inspection and testing

DGS Poland Sp. z o.o.
ul Wiosenna 5, 72-006 Mierzyn, POLAND

Warehouse

Demant Technology Centre Sp. z o.o.
Q22, Al. Jana Pawla II, 9th Fl., 00-133 Warszawa, POLAND

Design and development of software

DGS Business Services Sp. z o.o.
ul. Malczewskiego 26, 71-612 Szczecin, POLAND

Support of design and development

Oticon Inc
580 Howard Avenue, Somerset NJ 08873, USA

Production, final inspection and testing

DGS Tijuana
Boulevard Hector Teran, 2102, Edificio 1, Canon del Padre, 22203 
Tijuana, MEXICO

Production, final inspection and testing

Demant Operations, S.A. de C.V.
Boulevard Corredor Tijuana-Rosarito 2000, #24702 H-1, Ejido 
Francisco Villa, 22235 Tijuana Baja California, MEXICO

Production, final inspection and testing
.


