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Declaration of Conformity

PRODUCT IDENTIFICATION

Project Number

SEALAPEX | SEALAPEX XPRESS SE1114

MANUFACTURER

Nameof Company. "~ ' [Address

ORMCO )
SYBRON IMPLANT SOLUTIONS 1332s. La@g
SYBRON ENDO Glenqlora,
QOTHER ¢

oooog

AUTHORIZED REPRESENTATIVE

‘Name of: Company..

santi, 3332

Kerr Italia S.r.L eafati (SA), taly

NOTIFIED BODY (If Applicable) (If Applicable)

[0 Sterile

[1 Measuring Function

Notified Body Name BSF d Body Number 0o08¢

CE Certificate Number €€ 8 ¢9

D BY QA MANAGEMENT ONLY

CONFORMITY ASSESSMENT

‘Device Classificatior

Standards Applie

ISO 13485:2003

Hassla 93/42/EEC Council Directive ISO 14971:2007

Declaration for systems and;
0 ormeo Corporation déel

- mutual compatibility of the devices within the system have been verified in

accordance with theinst ctiok S, gw yackaged the system or pack and supplied relevant information to users and
whole activity i§ Subjected to appropriate methods of internal control and inspection.

93/42/EEC for Me -al Dy - Ormco Corporation is the natural and legal organization with responsibility for the
design, manufacture, packaging, and labeling before the device is placed on the mark under his own name,
regardless whether these operations are carried o

ct Development
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