Certificate US02/55882

The management system of

Smiths Medical ASD, Inc.

6250 Shier Rings Road,
Dublin, OH, 43016, United States

has been assessed and certified as meeting the requirements of

1ISO 13485:2003
EN ISO 13485:2012

For the following activities

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 15 October 2013 until 15 October 2016
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 15 October 2016

Issue 12. Certified since 4 April 2002

This is a multi-site certification.
Additional site details are listed on the subsequent page.

Authorised by

SGS United Kingdom Ltd Systems & Services Certification
Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK
t+44 (0)151 3506666 f-44 (0)151 350-6600 www.sgs.com

SGS 13485-2 0612 M2
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This document is issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.comferms_and_conditions.htm.
Attention is drawn to the limitations of liability, indemnification and jurisdictional
Issues established therein, The authenticity of this document may be verified at
hitp:ifwvaw.sgs comlen/Qur-Company/Certified-Client-Directories/Certified-Client-
Directories.aspx. Any unautherized alteration, forgery or falsification of the
content or appearance of this document is unlawful and offenders may be
prosecuted to the fullest extent of the law.
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Certificate US02/55882, continued

Smiths Medical ASD, Inc.

1ISO 13485:2003
EN ISO 13485:2012

lssue 12

Detailed scope

Design, manufacture, distribution of adapters and connectors, anesthesia
stopcocks, stopcocks, manifolds, cath lab sets, contrast manager sets,
contrast transfer sets, closed blood sampling systems, flushes, pressure
monitoring systems, extension sets, [V administration sets, IV filter sets,
T-connectors, Hemostatic Y, inflation devices, manometers, pressure
infusers, shrouded needles, control syringes, medifolds, checkvalves.

Manufacture and distribution of respiratory care masks, tubing,
connectors and sets, nebulizers, humidifier chambers, respiratory tubing,
respiratory filters, cuff pressure controllers, cannulas, airways and
mouthpieces.

Contract manufacturing and distribution of airway management and
respiratory products.

Contract microbiology test services for sterilization, environmental and
bioburden testing.

Additional facilities

5200 Upper Metro, Dublin, OH, 43017, United States
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