HANCER

DECLARATION OF CONFORMITY

Applicable Council DirectivVe............ccccceeiiieeiiieiiiiiiiie e, 93/42/EEC (as amended by
2007/47/EC)

Conformity Assessment Procedures ..., Annex V per Article 11.2

ClasSIfICAION......uiei i Class lla per Annex IX, Rule 5

Product Name ..........ooiiiiiiiiiiiiie e Orthodontic Face Bows

GMDN COE ...covvvviiiieie et e e 40468

Catalog NUMDEIS ... See Attached List of Devices

Manufacturer Name and Address.........coooevvveeeviiiiiiieeieeieeen, Lancer Orthodontics, Inc.

2726 Loker Avenue West
Carlsbad, California 92010
USA

European Representative ...........cccceeveeeeiiieiiiiiiiieeeeeceeeiiinn, Kristal S.r.l.
Via Claudio Cogorano 25
IT-57123 Livorno (LI)
Italy
Tel: +39 024453401
Fax: +39 0248408305
e-mail: info@kristalsrl.net

Notified BOAY .....ooovviiiiiiiiiiiiiiiiiiieeeeeeee e BSI
Say Building
John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

This product is marked with the CE Marking and Notified Body Number (2797) according to the
specified Council Directive.

Certificate NUMDEI ........oooiiii e, CE 02013
Date CE Certificate First IsSsued.........cccooeevviiiiieiiiiinnceennnnnnn. 16 July 1998
Date Of EXPINY ..ocoviviiiiiiiiiiiiiiiiiieeeeeeeeeeeeeeeeeeee e 15 July 2023

The undersigned hereby declares, on behalf of Lancer Orthodontics, Inc. of Carlsbad, California
USA, that the above-referenced product, to which this declaration relates, is in conformity with
the provisions of Council Directive 93/42/EEC (as amended).

ol PR D 12 February, 2020
Regulatory Affairs Manager Date

Lancer Orthodontics

2726 Loker Avenue West

Carlsbad, California 92010

USA

Phone (760) 744-5585 Fax (760) 598-0418

USA Toll Free 1-800-854-2896 www.lancerortho.com



JANCER

List of Devices Covered

[ Class lla Orthodontic Face Bows

GMDN
Catalog Number Product Description Code
711-111 FACEBOW-ADJ SIZE-1 SHT YELLOW 1/PK 40468
711-112 FACEBOW-ADJ SIZE-2 SHT RED 1/PK 40468
711-113 FACEBOW-ADJ SIZE-3 SHT PINK 1/PK 40468
711-114 FACEBOW-ADJ SIZE-4 SHT BLUE 1/PK 40468
711-115 FACEBOW-ADJ SIZE-5 SHT GREEN 1/PK 40468
711-116 FACEBOW-ADJ SIZE-6 SHT WHITE 1/PK 40468
711-201 FACEBOW-PLAIN SUPER SHORT 40468
711-202 FACEBOW-PLAIN SHORT 40468
711-203 FACEBOW-PLAIN REGULAR 40468
711-204 FACEBOW-PLAIN LONG 40468
711-211 FACEBOW-ADJ SIZE-1 REG YELLOW 40468
711-212 FACEBOW-ADJ SIZE-2 REG RED 40468
711-213 FACEBOW-ADJ SIZE-3 REG PINK 40468
711-214 FACEBOW-ADJ SIZE-4 REG BLUE 40468
711-215 FACEBOW-ADJ SIZE-5 REG GREEN 40468
711-216 FACEBOW-ADJ SIZE-6 REG WHITE 40468
*End of list
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