EU Declaration of Conformity

We Hamilton Bonaduz AG, CH-7402 Bonaduz/Switzerland confirm that the following

product

Product name

P/N 235935

235936
235978
235979
235937
235938
235648
235646
235939
235940

184022
184023

CORE Tips, black, sterile

LOW VOL. CO-RE TIPS STERILE
LOW VOL. CO-RE TIPS FIL STERILE
CORE TIPS 50ul STERILE

CORE TIPS 50ul FILTER STERILE
STD. VOL. CO-RE TIPS STERILE
STD. VOL. CO-RE TIPS FIL STERILE
SLIM TIP 300ul STERILE

SLIM TIP 300ul w FILTER STERILE
HIGH VOL. CO-RE TIPS STERILE
HIGH VOL. CO-RE TIPS FIL STERILE

5ml CO-RE TIPS, UF, STERILE
4ml CO-RE TIPS, FILTERED, STERILE

meets the following EU directives (including all applicable amendments):

IVD Directive

q3

Applied company quality management systems

EN ISO 9001
EN ISO 13485

98/79/EU

Certification Body

TUV Rheinland LGA Products GmbH
Am Grauen Stein 29
D-51105 Koln-Poll, Germany

Applied standards:

Quality Management; EN ISO 13485

Risk Management: EN ISO 14971

Labeling: ISO 15223-1
ISO 15223-2

(2012)
(2012)

(2012)
(2010)

Authorize department for
technical documents:

@g:nadu(m
reas

CEO

608948/02 HAMILTON

HAMILTON Quality Department Robotics

Bonaduz AG

Via Crusch 8
CH-7402 Bonaduz/Switzerland
www.hamilloncompany.com



