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LAKEMEDELSVERKET 2018-10-05 Dnr: 6.6.1-2018-72697

SWEDISH MEDICAL PRODUCTS AGENCY

Certificate of registration / Registreringsbevis

Manufacturer or Authorised Representative / Tillverkare eller Auktoriserad Representant

Organisation: Antinitus AB

Organisation no/Organisationsnr:  556761-5355

Postal address/Postadress: Nybrogatan 39, 114 39 Stockholm
Sweden

This certificate is valid until / Detta registreringsbevis giller till: 2019-11-09

Medical Products Agency hereby confirms that the above mentioned manufacturer/authorised representative
has registered the listed medical devices in accordance with the regulations issued by Medical Products
Agency

- LVFS 2003:11 on medical devices

- LVFS 2001:7 on medical devices for in vitro diagnostics

- LVFS 2001:5 on active implantable medical devices

The manufacturer or his authorised representative is responsible for the products listed in this certificate and
must ensure that they are in accordance with the legislation in force (the Act (1993:584) on medical devices
and the regulations issued by Medical Products Agency, LVFS 2003:11, LVFS 2001:7, LVFS 2001:5)

Likemedelsverket bekriftar harmed att ovan angivna tillverkare/auktoriserade representant fullgjort sin
skyldighet att registrera angivna medicintekniska produkter i enlighet med kraven i Likemedelsverkets
foreskrifter

- LVFS 2003:11, om medicintekniska produkter

- LVES 2001:7, om medicintekniska produkter for in vitro diagnostik

- LVFS 2001:5 om aktiva medicintekniska produkter for implantation

Tillverkaren eller dennes auktoriserade representant, svarar for att de produkter som ingar i detta bevis

uppfyller kraven i gillande forfattningar (lag (1993:584) om medicintekniska produkter samt
Likemedelsverkets foreskrifter LVFS 2003:11, LVFS 2001:7; LVFS 2001:5).

Products / Produkter

PID Product/Produkt Article No/Artikelnr GMDN
104701 Antinitus/ Silenzio A1001 MD, Klass | 45354
Postadress/Postal address: PO, Box 26, SE-751 03 Uppsala, SWEDEN 1 (1)

Bestksadress/\Visiting address: Dag Hammarskjdlds vag 42, Uppsala
Telefor/Phone: +46 (0)18 17 46 00 Fax: +46 (0)18 54 B5 66
Internet: www.lakemedelsverket.se E-mail: registrator@mpa.se



