J. N. Eberle Federnfabrik GmbH
Hochfeldstralle 6-8

D - 86830 Schwabmiinchen
Telefon: 0049 (0) 8232 5002-0
Fax: 0049 (0) 8232 5002-166
E-mail: info@eberle-federn.de

EG Declaration of Conformity
According to Annex Il of Directive 93/42/EEC for Medical Devices

We herewith declare in sole responsibility that the following medical devices meet the
essential requirements of Annex Il of Directive 93/42/EEC and are appropriate for
application according to this regulations:

Product specification: Blood lancets of sterile condition, Class Il A
Allergy lancets of sterile condition, Class Il A
Name of product (trade mark): Medilance, product key 100
Medilance safety, product key 1000
other products see HAB 18/1.1

- The manufacture takes place according to the implemented quality system fulfilling the
essential requirements of DIN EN ISO 13485:2016+Ber. 1:2017-07 and Annex Il of
Directive 93/42/EEC.

- The Notified Body performed an audit of our quality system.

- The application of our quality system is subject to surveillance by the Notified Body.

Notified Body:
DQS Medizinprodukte GmbH

August-Schanz-Stralle 21
D-60433 Frankfurt am Main

C€ 0297

Period of validity acc. current certification Annex Il - without section 4 of the directive
93/42/EEC suggestion of medical devices is:
26.05.2024
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