Declaration of Conformity [PoC-123
Pt s | Revision Number: 104

bringing technology to life
Effective Date: 10-AUG-2018

S$1164: Pulse Oximetry

. Smiths Medical ASD, Inc.
Manufactufey: 6000 Nathan Lane North
Minneapolis, MN 55443

Smiths Medical International, Ltd.
1500 Eureka Park, Lower Pemberton
Ashford, TN25 4BF, UK

EU Representative:

Product Tradename(s): BCI™ 3178 pediatric pulse oximetry sensor, BCI® patient vital signs
monitoring

Product Scope: Sterile & Non-Sterile Vital Sign Monitoring Probes

Conformity Assessment Route: Annex Il (excluding Section 4)

BS| Healthcare
Medical Devices Certification

(Notified body# 0086)

Notified Body:

EC Certificate Number: 669121

Start of CE-Marking: JUL, 2017

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:

Signature: .,Z‘/i%'_‘ Date: |© = ‘.Juq -8

Name: Gary Barrett

Title: VP, Quality Systems

Location of Signatory: Minneapolis, MN, USA
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