EC Certificate Production Quality Assurance System: Certificate US12/82547

The management system of

AngioSystems, Inc.

7 Hopkins Place,
Ducktown, TN, 37326, United States

has besn assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex V
Restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions.

For the foflowing products

Restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions:

Sterile surgical drapes and shields, sterile radiation protective drapes
and shields.

This certificate is valid from 4 February 2016 until 17 October 2020
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 12 September 2018

Issue 2. Certified since 17 October 2006

Certification is based on reports numbared WW/IME 214284

Authorised by

=

SGS United Kingdom Ltd, Notified Body 0120

2028 Worle Parkway, Weston-super-Mare, BS22 6WA UK
t+44 (011934 522917 f+44 (0)1934 522137 www.sgs.com

SGSCE 180811
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This document is issuad by the Company subject fo its Ganeral Concibons of

Cartfication Services accessible at www. i
Adtention 1s drawn 10 the limitations of Labty, indemnification and jurisdicsional
issues astabiched thersin. The authenticity of this document may be verifed at
hitp:/fwww_sgs.comien/Our-Company/Certfied-Cllent-Directories/Certified-Cllant-
N herzdion, forgery or faisification of the

Direciowries aspx. Any unauthorized
content or appaarance of this document is unlawful and offeaders may be
prosecuted D the fullest axient of the law.
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