DoC-115
Revision Number: 105

smiths medical Declaration of Conformity

bringing technology to life

S1144: Port-A-Cath Accessories

Legal Manufacturer: Smiths Medical ASD Inc.
6000 Nathan Lane North
Minneapolis, Minnesota 55442 USA

EU Representative: Smiths Medical Czech Republic a. s.
Olomoucka 306,
Hranice 1 - Mésto,
753 01 Hranice, Czech Republic

Product Tradename(s): Deltec® GRIPPER® needle, GRIPPER PLUS® needie and needle
protection device, GRIPPER PLUS® POWER P.A.C. needle and

needle protection device (capacity for use with power injection),
GRIPPER MICRO® needle and needle protection device, and PORT-

A-CATH®
Conformity Assessment Route: Annex Il (excluding Section 4)
Notified Body: BSI Healthcare

Medical Devices Certification
Notified Body #2797

EC Certificate Number: CE 669121

Smiths Medical ASD, Inc. hereby declares under its sole responsibility that the product(s) referenced conform
to the relevant provisions of the European Union Council Directive 93/42/EEC on Medical Devices (the MDD)
as amended by Directive 2007/47/EC.

Authorized Signatory:

Signature: &—M Dm Date: OQDQTaD\q
T

Name: Stacy Novak

Title: Director, Regulatory Operations

Location of Signatory: Minneapolis, MN, USA
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