Declaration of Conformity [PoC-034
smtiths meduwcal Revision Number: 110
bringing technology to life

$1028: Intubation and Endotracheal
Tubes

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

Manufacturer:

Smiths Medical Czech Republic a. s.
Olomoucka 306,

Hranice 1 - Mésto,

753 01 Hranice, Czech Republic

EU Representative:

Product Tradename(s): Blue Line® tracheostomy tube, PROFILE™ tracheal tube, SOFT-
SEAL® tracheostomy tubes, Polar endotracheal tubes, SACETT®
tracheal tube, SidePort™ inflation line connector

Product Scope: Sterile and non-sterile Applications for patient Intubation

Conformity Assessment Route: Annex Il (excluding Section 4)

BSI Healthcare
Medical Devices Certification
Notified Body #2797

Notified Body:

EC Certificate Number: CE 669121

Start of CE-Marking: OCT, 1996

We hereby declare that the products listed in Appendix 1 conform with the relevant provisions of Directive
93/42/EEC of June 14, 1993 as transposed into UK law by Statutory Instrument S.I. 2008 No. 2936 and as
amended by Directive 2007/47/EC of the European Parliament and of the Council of September 5, 2007
concerning medical devices as transposed into national regulations and by subsequent Directives, laws, and
other national regulations. We are hereby exclusively responsible for the contents found on this declaration of
conformity. All supporting documentation is retained under the premise of the Manufacturer.

Authorized Signatory:

T ¥ ~ 5
Signature: }_-’\&uiﬂ\ }I.- \IT_j_,k iy Date: JT;L A __4_"30['*7”
(N

Name: Stacy Novak

Title: Sr. Manager, Regulatory Operations

Location of Signatory: Minneapolis, MN, USA
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