Declaration of Conformity

Manufacturer:

CMS Dental A/S
Ragnagade 7
2100 Copenhagen
Denmark

Conformity assessment procedure:

Annex Il of the Medical Devices Directive
93/42/EEC
RoHS Directive 2011/65/EU

Certificate(s):

Quality Management System — medical devices
ISO 13485:2003/NS-EN, 1SO 13485: 2012
Issue date: 2007-12-21
Valid until: 2016-12-21
Issued by: DNV Nemko Presafe AS

Product Identification and name(s):

Itemno Description Classification
100410 FotoSan 630 Intro Kit Class |
100411  FotoSan 630 light Class |
13606 6 vials FotoSan Agent LOW Class |
13706 6 vials FotoSan Agent MEDIUM Class |
13806 6 vials FotoSan Agent HIGH Class |
13850 6 vials FotoSan Agent Assorted Class |
13603 5 syringes FotoSan Agent LOW Class |
13703 5 syringes FotoSan Agent MEDIUM Class |
13803 5 syringes FotoSan Agent HIGH Class |
13855 5 syringes FotoSan Agent Assorted Class |
100722 One Patient Perio Kit DIAMOND Class |
100724 One Patient Perio Kit 1,2 ml GOLD Class |
100721 One Patient Perio Kit 0,5 ml GOLD Class |
100723 One Patient Perio Kit 1,2 ml SILVER Class |
100720 One Patient Perio Kit 0,5 ml SILVER Class |
100725 One Patient Perio Kit 0,3 ml ENDO Class |

100727 One Patient IMP/SUR Kit 0,5 ml GOLD Class |
100726 One Patient IMP/SUR Kit 0,5 ml SILVER Class |
215510 1 syringe FotoSan agent LOW 0,3 ml Class |
215500 1 syringe FotoSan agent MEDIUM 0,5 ml Class |
215505 1 syringe FotoSan agent MEDIUM 1,2 ml Class |
215520 1 syringe FotoSan agent MEDIUM 0,5 ml  Class |

215525 1 syringe FotoSan agent HIGH 1,2 ml Class |
100522 100 blunt bended application tip 22G Class |
100521 100 blunt bended application tip 25G Class |
100501 50 disposable BLUNT tips d4mm Class |
100502 50 disposable BLUNT tips d8mm Class |

100503 50 disposable PERIO LONG L23mm tips Class |
100504 50 disposable PERIO SHORT L15mm tips Class |

100505 50 disposable ENDO tips Class |

100510 10 disposable COVER Class |

13900 Protective goggles Class |

13901 Protective flip-up goggles Class |

100512 Sleeves, open Class |

100513  Sleeves, closed Class |
Serial numbers covered by this All

declaration:




We, the manufacturer, hereby declare that the above mentioned products comply with the European Medical
Device Directive 93/42/EEC and it’s relevant transposition into national laws of the member states into which we
place the device. Furthermore the products are manufactured in conformity with RoHS Directive 2011/65/EU.

Copenhagen

December 21st, 2013

Name and authority

Jimmie Kert/Quality Manager

Signature

CMS Dental
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