GENDEX DENTAL SYSTEMS
901 West Oakton Street

Des Plaines, IL 60018-1884
Phone (847) 364-2420

Fax (847) 718-0601

Authorized Representative
Kavo Dental GmbH
Bismarckring 39

Biberach, Germany

EC Declaration of Conformity

A. Product(s): DenOptix Quad Speed Digital Imaging Scanner in any of the following configurations:
See page 2
REF: DenOptix Quad Speed

Class: 1

B. Reference Standards under which conformity is declared:

IEC 60601-1 IEC 61000-4-5
IEC 60601-1-2 1EC 61000-4-6
IEC 60825-1 (1994) IEC 61000-4-8
IEC 61000-3-2 1IEC 61000-4-11
IEC 61000-3-3 UL 60601-1
IEC 61000-4-2 EN 35011

IEC 61000-4-3 ISO 13485

IEC 61000-4-4 ISO 14971

C. GENDEX DENTAL SYSTEMS declares that the products described herein meet all the applicable
Essential Requirements of the EC Medical Device Directive 93/42/EEC in Annex I. For Class I
Digital Imaging Scanner products described herein, Annex VII of the Medical Device Directive is
followed, where applicable, and is self-certified.

Signed:W } [T %ﬂ/ﬂw Date: / 0 / 74{5

Mari Lambert, Manager of Regulatory Affairs
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EC Declaration of Conformity (continued)

Product(s): DenOptix Quad Speed Digital Imaging Scanner in any of the following configurations:

Name Description

DOIPQSX12 DenOptix, QST Pan Plate, 5X12
DOTIPQ15X30 DenOptix, Quad Pan 15X30cm.
DOIPQSX10 DenOptix, Quad Ceph IP 8X10in.
DOIPQ18X24 DenOptix, Quad Ceph IP 18X24cm.
DOQCEPH1824 DenOptix, Quad Ceph 18x24 w/plate
DOQCEPHS10 DenOptix, Quad Ceph 8x10 w/plate
DOQCHCAR DenOptix, Quad Ceph
DOQCOMBO1530 DenOptix, Quad Combo System 15X30cm.
DOQCOMBO512 DenOptix, Quad Combo System 5X12in.
DOGEO1530 DenOptix, Quad EQ System 15X30cm.
DOQEO512 DenOptix, Quad EO System 5X12in.
DOQEOCAR DenOptix, Quad EO Carousel
DOQFMX DenOptix, Quad FMX System
110-0200G1 DenOptix, Quad EO 5X12in.
110-0200G2 DenOptix, Quad EO 15X30cm.
110-0200G3 DenOptix, Quad Combo 5X12in.
110-0200G4 DenOptix, Quad Combo 15X30cm.
110-0200G5 System, DenOptix Quad FMX
110-0201G1 DenOptix, Quad EO Scanner
110-0201G3 DenOptix, Quad Combo Scanner
110-0201G4 DenOptix, Quad FMX Scanner
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