bsi.

Certificate

Full Quality Assurance

No. CE 01965

Issued to:

Méinlycke Health Care AB
Gamlestadsvigen 3C

Box 13080

Goteborg

SE-402 52

Sweden

In respect of:

The design and manufacture of non-sterile emollient creams, sterile medicated and non-
medicated open wound products: wound management gels, cavity dressings, wound
dressings, abdominal towels, porcine based wound dressings, hydrogel dressings,
polyurethane foam dressings, abdominal wound dressings and beta-glucan based woundcare

devices.

The design and manufacture of non-sterile self-warming blankets, sterile surgical swabs and
sponges and sterile procedure packs

on the basis of our examination under the requirements of Council Directive 93/42/EEC, Annex II, Section 3.2.
For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

Gary Fenton, Global Assurance Director

First Issued: 29 Jun 1998 Date: 5 Jun 2013
Expiration Date: 28 Jun 2018
Page: 1of 1

Condiitions of Approval
Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive.
This approval excludes all products designed and/or manufactured by a third party on behalf of the company named

on this certificate, unless specifically agreed with BSI. ma kl N g exce | | ence 3 h 3 b lt

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP. Tel: +44 (0)845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL UK. A member of the BSI Group of Companies.
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Certificate

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No. CE 01965

Date: 5 Jun 2013
Issued to: Méinlycke Health Care AB
Goteborg
Sweden
Subcontractor _ o Service(s) supplied
Synergy Health AST, Ede Sterilization
Morsestraat 3
6716 AH Ede
Netherlands S e |

Synergy Health Sterilisation UK Ltd
(Synergy Health - AST - Swindon)
Moray Road

Elgin Industrial Estate

Swindon SN2 8XS

United Kingdom

Gafnma Sterilization

Sterigenics

7695 Formula Place
San Diego

CA 92121

USA

E beam Sterilization

Dakota Pack, Inc.
2421 9th Avenue South
Estherville
Towa 51334
_UsA

- i e —— O

Animal substances
Supply

- - e — T

..making excellence a habit”

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: +44 (0)845 080 3000

BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL UK. A member of the BSI Group of Companies.
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bsi.

Certificate

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No. CE 01965

Date: 5Jun 2013
Issued to: Méolnlycke Health Care AB
Goteborg
Sweden
_Subcontractor Service(s) supplied -
Pine Ridge Farms Animal substances
1800 SE Maury St. Supply
Des Moines
Iowa 50317
_USA , -
Stellen Medical, LLC Control of Sterilization
1290 Hammond Road Manufacture
St. Paul
Minnesota 55110
USA_ ,
Winner Industries (Shenzhen) Manufacture
Co., Ltd. Control of Sterilization

Winner Industrial Park

Bulong Road, Longhua

518109 Shenzhen
_China

Molnlycke Health care Oy
Saimaankatu 6

P.O.Box 76

FI-50101 Mikkeli
Finland _

B e ———— - - e ———

ETO Ste;:i‘li‘zation o
Manufacture

..making excellence a habit”

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: +44 (0)845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL UK. A member of the BSI Group of Companies.
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bsi.

Certificate

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No. CE 01965

Date: 5 Jun 2013
Issued to: Moinlycke Health Care AB
Goteborg
Sweden
Subcontractor _Service(s) supplied

MélInlycke Health Care Ltd
2 Omega Drive

Idam

Manchester M44 5BJ
United Kingdom

Complaints Handling
Vigilance

Synergy Health Sterilisation UK Ltd
(Synergy Health - AST - Daventry)
Brunel Close

Drayton Fields Industrial Estate
Daventry NN11 8RB

United Kingdom

Gamma Sterilization

Statens Serum Institut (SSI)
Artillerivej 5

2300 Copenhagen

Denmark

Manufacture
Aseptic Processing

Sterigenics Belgium
(Petit-Rechain) SA

Zoning Industriel de Petit-Rechain
Avenue du Parc, 29

B-4800 Verviers

ETO Sterilization

_Belgium __

= - - —_— = —_— e
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..making excellence a habit”

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP. Tel: +44 (0)845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL UK. A member of the BSI Group of Companies.
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bsi.

Certificate

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No. CE 01965

Date: 5 Jun 2013
Issued to: Méoinlycke Health Care AB

Goteborg

Sweden
Subcontractor o —_______Service(s) supplied
Biora AB Aseptic Processing
Medeon Science Park Manufacture
SE-205 12 Malmé
Sweden _ _ ) 7
Orifice Medicals AB Packaging
Aktergatan 2
SE-271 53 Ystad
Sweden N _
MéInlycke Health Care Manufacture
Klinipro, s.r.o.

Na Novém Poli 382/1
733 01 Karvina — Staré Mesto
Czech Republic

— o e T

Méinlycke Health Care AB E beam Sterilization

T/A Mdinlycke Health Care SA Manufacture

Parc Industriel Moist Heat Sterilization
B-4300 Waremme

Belgium o o L
Synergy Health AST, Etten-Leur Gamma Sterilization

Soevereinstraat 2
4879 NN Etten-Leur
. Netherlands

Page: 4 of 6
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..making excellence a habit”

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: +44 (0)845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL UK. A member of the BSI Group of Companies.
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bsi.

Certificate

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No. CE 01965

Date: 5 Jun 2013
Issued to: Mdlnlycke Health Care AB
Goteborg
Sweden
_Subcontractor . L Service(s) supplied
Advanced Medical Solutions Ltd Control of Sterilization
Premier Park Manufacture

33 Road One

Winsford Industrial Estate

Winsford, Cheshire CW7 3RT
_United Kingdom

Moist Heat Sterilization

Ebster s.r.o.

Priimyslova Zéna KoSikov
59501 Velka Bites

Czech Republic

ETO Sterilization

Unither

Z.1. Longpre

10, rue Andre Duouchez
80052 Amiens Cedex 2
France

Manufacture

MblInlycke Health Care (Oldham) Ltd
Tubiton House

Medlock Street

Oldham OL1 3HS

United Kingdom

Manufacture .

Page: 5 of 6
..making excellence a habit”

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: +44 (0)845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL UK. A member of the BSI Group of Companies.
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bsi.

Certificate

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No. CE 01965

Date: 5 Jun 2013
Issued to: Moinlycke Health Care AB
Goteborg
Sweden
Subcontractor o 3 Service(s) supplied -
SSL International PLC Manufacture
Whitehouse Business Park
Traynor Way
Peterlee
County Durham SR8 2RU
United Kingdom L _ 5}
Synergy Health Sterilisation UK Ltd Gamma Sterilization
(Synergy Health - AST - Bradford)
Roydsdale Way
Euroway Industrial Estate
Bradford BD4 6SE
United Kingdom _
Pharmaset SAS ETO Sterilization
3 Avenue de Luan Manufacture
31130 Balma
france : i ; :
Copious International Inc Manufacture

Wei 11 Road, Huada Street
New City, Heyuan
Guangdong

China

L — e . P . e ar arme . e — —

Page: 6 of 6
..making excellence a habit”

Information and Contact: BS|, Kitemark Court, Davy Avenue, Knowthill, Milton Keynes MK5 8PP. Tel: +44 (0)845 080 S000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL UK. A member of the BSI Group of Companies.
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bsi.

Certificate

History of Quality Assurance Certificate

Certificate No: CE 01965
Issue Date: 5 Jun 2013
Issued to: Mdlnlycke Health Care AB
Goteborg
Sweden
Date Reference Action
Number

29 June 1998

First issue

13 November 1998

Addition of cavity dressings to scope

11 June 1999

Re-structure of certificate

01 October 1999

Addition of new subcontractor

26 October 1999

Addition of Advanced Medical Solutions as a subcontractor

11 December 2000

Removal of Swedish manufacturing site

30 March 2001

Addition of hew subcontractor

19 June 2001

Addition of new subcontractor

15 November 2002

Addition of Mainlycke Health Care Klinipro S.R.O and Malnlycke
Health Care Inc, El Paso. Change of subcontractor name from
Gammaster to Isotron

26 February 2004

Reissue in new format and addition of Waremme Isotron NL and IBA
Belgium as subcontractors

04 June 2004 Addition of Sterigenics Holland BV as a subcontractor

21 January 2005 Correction of subcontractor address and activities

23 June 2005 Change to scope to state surgical swabs, addition of Bioster SPA
(Italy) as a subcontractor

18 July 2005 Addition of Sterigenics in Germany as a new sterilisation facility.

Page 1 of 4
..making excellence a habit”

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: +44 (0)845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL UK. A member of the BSI Group of Companies.
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bsi.

Certificate

History of Quality Assurance Certificate

Certificate No:
Issue Date:
Issued to:

CE 01965
5 Jun 2013

Mdélinlycke Health Care AB

Goéteborg
Sweden

Date

Reference
Number

Action

17 February 2006

Amendment to address to include ‘Gamlestadsvégen 3 C’ and to
remove ‘Box 13080". Addition of Biora AB, Winner Industries
(Shenzhen) Co Ltd, Ebster s.r.0. and Orifice Medicals AB as
subcontractors. Change of scope (o state porcine based wound
dressings. Change of activity from Sterilisation to ETO sterilisation
for subcontractor Sterigenics in Germany. Correction of typing
errors.

28 April 2006

Removal of MéInlycke Health Care Inc (El Paso, Texas) as a
subcontractor

27 September 2006

Transfer of certification from SGS, certificate GB 05/63789.
Addition of sterile medicated and non-medicated polythurethane
foam dressings, sterile hydrogel dressings and sterile saline
solutions to the scope. Addition of MéInlycke Health Care (Oldham)
Ltd, Simco/SSL, SSL International (Peterlee), Theo Manufacturing
and Unither as subcontractors for manufacture. Addition of
Microbiological Validation Services as a subcontractor for testing.
Addition of Isotron PLC (Bradford and Swindon sites) as
subcontractors for Gamma Irradiation.

06 June 2008

7005787

Removal of Mdlnlycke Health Care AB, Mexico and Microbiological
Validation Services Ltd, UK from the list of significant
subcontractors.

Certificate renewal

Page 2 of 4
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Information and Contact: BS|, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: +44 (0)845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL UK. A member of the BS! Group of Companies.
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bsi.

Certificate

History of Quality Assurance Certificate

Certificate No: CE 01965

Issue Date: 5Jun 2013

Issued to: Mdlinlycke Health Care AB

Goteborg
Sweden
Date Reference Action
Number

18 November 2009 | 7446394 Removal of sterile saline solutions for topical irrigation (moved to
CE 01966). Medicated statement repositioned.

14 September 2010 | 7574343 Addition of significant subcontractor IDT Biologika GmbH

24 February 2011 7649524 Addition of significant subcontractor Statens Serum Institut,
Denmark

29 March 2012 7790680 Extension of scope to include self-warming blankets; addition of
subcontractor Copious International Inc for the manufacture of self-
warming blankets; addition of subcontractor PHARMASET for the
manufacture and sterilisation of procedure packs. Subcontractor
name update for Synergy Group sites (formerly Isotron).

23 August 2012 7802614 Scope extension to include emollient creams; updates to
subcontractor addresses (Molinlycke Health Care Klinipro s.r.o.,
Czech Republic, Mdlnlycke Health Care Oy, Finland, Pharmaset SAS,
France and Advanced Medical Solutions Limited, UK)

26 April 2013 7961702 Scope extension to include abdominal wound dressings

03 Jun 2013 7956998 Extension to scope to include beta-glucan based devices and the
addition of related subcontractors: Stellen Medical, LLC, Dakota
Pack, Pine Ridge Farms, LLC and Sterigenics, San Diego CA

Page 3 of 4
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Information and Contact: BS|, Kiternark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: +44 (0)845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL UK. A member of the BSI Group of Companies.
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bsi.

Certificate

History of Quality Assurance Certificate

Certificate No: CE 01965
Issue Date: 5Jun 2013
Issued to: Molnlycke Health Care AB
Goteborg
Sweden
Date Reference Action
Number
5 June 2013 7997983 Certificate renewal. Registered changes for significant

subcontractors Winner Industries (Shenzhen) Co Ltd, Synergy
Health - AST — Daventry, Mdlnlycke Healthcare (Mikkeli) and Stellen
Medical LLC. Addition of significant subcontractor Mainlycke
Healthcare (Oldham). Removal of significant subcontractors Bioster
SPA, Sterigenics Germany GmbH (Kalle-Albert), Sterigenics Holland
BV (Storkstraat), Simco/SSL, Theo Manufacturing and IDT Biologika
GmbH. Scope clarification.

Page 4 of 4
..making excellence a habit”

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Miltan Keynes MK5 8PP. Tel: +44 (0)845 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL UK. A member of the BSI Group of Companies.
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