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Quality Management System

This Is to certify that

Méinlycke Health Care AB

PO Box 1303:

Gamlestadsvigen 3 C 2 -
G5 OUUC LT
SE-402 52

Sweden

Hold Certificate No: MD 83345
and operate a Quality Management System which complies with the requirements of ISO 13485:2003 for the
following scope:

The design, development, manufacture, marketing, sales, and distribution of sterile wound
and scar dressings, open wound products, wound management gels, cavity dressings,
swabs, sponges, sterile alcohol wipes, skin care products, non sterile textile bandages and
supports, sterile wound irrigation solutions, abdominal towels, operation sets, surgical and
equipment drapes, procedure packs, surgical gowns and other medical staff clothing for
use in the patlent environment, sterile and non sterile medical gloves and sterile surgical

gloves

For and on behalf of BSI:

David Ford, Director, Healthcare and Testing Services
First Issued: 21 Jul 2004 Date: 26 Nov 2009
Expiration Date: 27 Nov 2012
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This cartficate remains the property of BS! snd shall be raturned immediately upon request .

The Brtish Standards nstttion i incorporated by Royel Charter
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Certificate No: MD 83345

Location Registered Activities

Mainlycke Health Care AB The design, development ‘and manufacture of

PO Box 130 80 wound and scar dressings, open wound

Gamlestadsvagen 3 C products, wound ‘management gels, cavity

SE-402 52 GOTEBORG dressings, swabs, sponges, sterile irigation

Sweden solutions, sterile alcohol wipes, abdominal
towels, procedure packs, operations sets,
surgical and equipment drapes, gloves,
surgical gowns and other staff clothing for use

e s = s — - in the patient environment =

Mainlycke Health Care Oy The manufacture of towels, wound dressings,

PO Box 76 open wound products, and scar dressings

Saimaankatu 6

FI-50101 MIKKELI

Malniycke Health Care AB The manufacture of surgical drapes and sets,

Mbinlycke Health Care (Thailand) Ltd equipment drapes, surgical and p

160 Moo 17 Bangplee Industrial Estate gowns and other staff clothing

Bangna-Trad Rd.KM.23

Tambol Bangsaothong

Amphur Bangsaothong

Samutprakarn 10540

Malnlycke Health Care AB The manufacture of sterile drapes, swabs,

T/A Mdinlycke Health Care SA operating sets and procedure pcks

Parc Industriel

Waremme

B-4300

Mbiniycke Health Care Klinipro s.r.o. The manufacture of surgical drapes and

Na Novem Poli ¢.p. 3821 pracedure packs

Prumyslova zona Karvina

Karvina - Stare-Mesto

733-01

First Issued: 21 Jul 2004 Date: 26 Nov 2009 Page: 2 of 4

Expiration Date: 27 Nov 2012

This certficate remains the property of BS1 and shall be returned immediately upon request. = v o X
The British Standards Institution is Incorporated by Royal Charter: D a.
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Certificate No: MD 83345

Location Registered Activities

Mainiycke Health Care AB N The manufacture of surgical drapes and sets,
Malnlycke Health Care (Thailand) Ltd equipment drapes, surgical and protective
Amata Nakom (Bang Pakong) gowns and other staff clothing

Industrial Estate

700/461 Moo 7 Bangna-Trad. KM.57

“Tambol Donhuaroh, Amphur Muang

Chonburi 20000
Thelland

Molnlycke Health Care
Tubiton House
Medlock Street
Oldham
OL1 3HS

_United Kingdom _

The design, development and manufaM of

sterile wound dressings, non sterile textile
bandages and supports, procedure packs, and
skin care products

Mainlycke Health Care AB
2 Omega Drive
Irlam
Manchester
M44 58)
_United Kingdom ___

The provision of a service of regulatory aﬂah;s.

complaint management, laboratory testing and
distribution to the Mdinlycke Health Care
Group

Regent Hospital Products Sdn Bhd
Lot 9, Lorong Perusahaan 4

P.O. Box 52

Kulim Industrial Estate

09000 Kulim

Kedah

Malaysia | . .. ..

The design, development and manufacture of
sterile and non sterile medical gloves and
sterile surgical gloves

Regent Hospital Products Sdn Bhd
Plot 204, Kawasan Perindustrian
Kuala Ketil

09300 Kuala Ketil

Kedah

Malaysia i o %

The design, development and manufacture of
sterile and non sterile medical gloves and
sterile surgical gloves

First Issued: 21 Jul 2004
Expiration Date: 27 Nov 2012

This certificate remains the property of 85 and shall be returned immediately upon request.

Date: 26 Nov 2009

The British Standards Institution is incorporated by Royal Charter.
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Location
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Management System

Registered Activities

Regent Hospital Products Sdn Bhd
Lot B5 & B6

Kawasan Perindustrian MIEL
Batang Kali Phase Il

The design, development and manufacture of
sterile and non sterile medical gloves and
sterile surgical gloves

44300 Batang Kali

Selangor

Malaysia . s . %53 -
Méiniycke Health Care Al The provision of a ‘distribution service to the
100 Schmid Plaza Road Mbinlycke Health Care Group

Anderson

South Carolina

29624

Molniycke Health Care Pty Lid The provision of sales, marketing, and

14 Aquatic Drive distribution of sterile wound and scar
Building 1- Ground floor dressings, open wound products, wound
Frenchs Forest management gels, cavity dressings, swabs,
New South Wales sponges, sterile alcohol wipes, skin care
2086 products, non sterile textile bandages and
Australia supports, sterile irrigation solutions, abdominal

towels, operation sets, surgical and equipment
drapes, procedure packs, surgical gowns and
other medical staff clothing for use inthe
patient environment, sterile and non sterile
medical gloves and sterile surgical gloves.

First Issued: 21 Jul 2004
Expiration Date: 27 Nov 2012

This certificate remains the property of BS! and shall

Date: 26 Nov 2009 Page: 4 of 4

be returned immediately upon request. -—— e ®

The British Standards Institution is incorporated by Royal Charter. D a .
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QUALITY MANAGEMENT SYSTEM - 1SO 9001 :2008

This is to certify that:

Mélnlycke Health Care AB
Gamlestadvigen 3 C
Géteborg

SE-402 52

Sweden

Holds Certificate No: FM 39247

and operates a Quality Management System which complies with the requirements of ISO 9001:2008 for the following
scope:

The design, development, manufacture, marketing, sales, and distribution of sterile wound
and scar dressings, open wound products, wound management gels, cavity dressings, swabs,
sponges, sterile alcohol wipes, skin care products, non sterile textile bandages and

supports, sterile wound irrigation solutions, abdominal towels, operation sets, surgical

and equipment drapes, procedure packs, surgical gowns and other medical staff clothing for
use in the patient environment, sterile and non sterile medical gloves and sterile surgical

gloves.

For and on behalf of BSI:

9
Ak

Managing Director, BS| EMEA

Originally registered: 31/03/1998 Latest Issue: 27/11/2009 Expiry Date: 27/11/2012
BSI
Page: 10of 3
R Y

This certificate was issued slectronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated onting,
Printed copies can be validated 8t www bsi-global.com/ClientDirectory or talaphone +44 (0)20 8996 7033, D a .

The British Standards Institution is incorporated by Royal Charter.
BSI (EMEA) Headquartars: 389 Chiswick High Road, Landon, W4 4AL, United Kingdom
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Location

Registered Activities

Mainlycke Health Care AB
PO Box 130 80
Gamlestadsvégen 3 C
SE-402 52 GOTEBORG
Sweden

The design, development, manufacture, marketing,
sales, and distribution of sterile wound and scar
dressings, open wound products, wound management
gels, cavity dressings, swabs, sponges, sterile alcohol
wipes, skin care products, non sterile textile bandages
and supports, sterile wound irrigation solutions,
abdominal towels, operation sets, surgical and
equipment drapes, procedure packs, surgical gowns
and other medical staff clothing for use in the patient
environment, sterile and non sterile medical gloves and
sterile surgical gloves.

Moinlycke Health Care Oy
PO Box 76

Saimaankatu &

FI-50101 MIKKELI
Finland

Manufacture of towels, wound dressings, open wound
products and scar dressings.

Minlycke Health Care AB

160 Moo 17 Bangplee Industrial Estate
Mélinlycke Health Care (Thailand) Ltd
Bangna-Trad Rd.KM.23

Tambol Bangsaothong

Amphur Bangsaothong

Samutprakarn 10540

Thailand

Manufacture of surgical drapes and sets, equipment
drapes, surgical and protective gowns and other staff
clothing.

Moiniycke Health Care AB
T/A Mbinlycke Health Care SA
Parc Industriel

Waremme

B-4300

Belgium

Manufacture of sterile drapes, swabs, operating sets
and procedure packs.

Méinlycke Health Care Kilinipro s.r.o.
Na Novem Poli c.p. 382/1
Prumyslova zona Karvina

Karvina - Stare-Mesto

733-01

Czech Republic

Manufacture of surgical drapes and procedure packs.

Mainlycke Health Care AB

Amata Nakorn (Bang Pakong)
Mblinlycke Health Care (Thailand) Ltd
Industrial Estate

700/461 Moo 7 Bangna-Trad. KM.57
Tambol Donhuaroh, Amphur Muang
Chonburi 20000

Thailand

Originally registered: 31/03/1998

Latest Issue: 27/11/2009

Manufacture of surgical drapes and sets, equipment
drapes, surgical and protective gowns and other staff
clothing.

Expiry Date: 27/11/2012
Page: 2 of 3

“This certificats was Issued electronically and remains the property of BS! and is bound by the conditions of contract.

An electronic certificate can b authenticated oniine.

Printed copies can be validated at ‘www bsi-global com/Client!

The British Standards Institution is incorporatad by R
BS! (EMEA) Headquarters: 389 Chiswick High Road.

oyal Charter.
London, W4 4AL, United Kingdom

Directory or telephone +44 (0)20 8396 7033.
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Location

Registered Activities

Méinlycke Health Care
Tubiton House
Medlock Street
Oldham

OL13HS

United Kingdom

The design, development and ‘manufacture of sterile
wound dressings, non sterile textile bandages and
supports, procedure packs and skin care products.

Mainlycke Health Care AB
2 Omega Drive

Irlam

Manchester

M44 5BJ

United Kingdom

The provision of a service of regulatory affairs,
complaint management, laboratory testing and
distribution to the Molnlycke Health Care group.

Regent Hospital Products Sdn Bhd
Lot 9, Lorong Perusahaan 4

P.O. Box 52

Kulim Industrial Estate

09000 Kulim

Malaysia

The design, development and ‘manufacture of sterile
and non sterile medical gloves and sterile surgical
gloves.

Regent Hospital Products Sdn Bhd
Plot 204, Kawasan Perindustrian
Kuala Ketil

09300 Kuala Ketil

Malaysia

The design, development and manufacture of sterile
and non sterile medical gloves and sterile surgical
gloves.

Regent Hospital Products Sdn Bhd
Lot B5 & B6

Kawasan Perindustrian MIEL
Batang Kali Phase Il

44300 Batang Kall

Malaysia

The design, development and manufacture of sterile
and non sterile medical gloves and sterile surgical
gloves.

Molniycke Health Care AB
100 Schmid Plaza Road
Anderson

29624

USA

The provision of a distribution service to the Molnlycke
Health Care Group.

Molnlycke Health Care Pty Ltd
14 Aquatic Drive

Building 1- Ground floor
Frenchs Forest

New South Wales

2086

Australia

Originally registered: 31/03/1998

This certificate was issued electronically and ramains the property
An electronic certificate can be authenticated anline.
Printed copies can be validated at www.bsi-global. ‘com/ClientDirectory

The British Standards Institution is Incorporated by Royal
851 (EMEA) Headquarters: 389 Chiswick High Road,

The design, development, manufacture, marketing,
sales, and distribution of sterile wound and scar
dressings, open wound products, wound management
gels, cavity dressings, swabs, sponges, sterile alcohol
wipes, skin care products, non sterile textile bandages
and supports, sterile wound irrigation solutions,
abdominal towels, operation sets, surgical and
equipment drapes, procedure packs, surgical gowns
and other medical staff clothing for use in the patient
environment, sterile and non sterile medical gloves and
sterile surgical gloves.

Latest Issue: 27/11/2009 Expiry Date: 27/11/2012

Page: 3of 3

of BSI and Is bound by the conditions of contract.
or lelephone +44 (0)20 8996 7033,

Charter.
London, W 4AL, United Kingdom




