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EC DECLARATION OF CONFORMITY

No. 008 / Rev.002
Medical Device Family:

Maintenance Products

The Legal Manufacturer,
Bien-Air Dental SA
Langgasse 60
CH-2504 Bienne
Switzerland,

declares under its sole responsibility that the medical devices listed below meet the
provisions of the European Medical Device Directive 93/42/EEC which apply to them
and that Annex VII of the aforementioned directive has been followed for their
conformity assessment.

CE Marking

CE

Name : Arriana Popescu Date : 02.06.2015
Regulatory Affairs Mana@W
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*Note defining the numbering of Medical devices family — TD number
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Dental
Medical Device Family:
Maintenance Products

Product list - TD no. 008
Reference # | Device Designation Class* | Rule* SHIDA
1000003-001 | MAINT GREASER I 1 112
1600036-001 | MAINT SPRAYNET (SINGLE CAN) I 1 15772
1600036-006 | MAINT SPRAYNET (BOX 6 CANS) I 1 15772
1600037-006 | MAINT LUBRIMED CARTRIDGE I 1 15772
1600064-001 | MAINT LUBRIFLUID (SINGLE CAN) I 1 15772
1600064-006 | MAINT LUBRIFLUID (BOX 6 CANS) I 1 15772
1600617-001 | MAINT AQUACARE (SINGLE CAN) I 1 15772
1600617-006 | MAINT AQUACARE (BOX 6 CANS) I 1 15772

* Classification rules per Annex VI of European Directive 93/42/EEC.
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