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éCertificate of Registration

VQUALITY MANAGEMENT SYSTEM - ISO 13485:2003 & EN ISO 13485:2012

This is to certify that: Molnlycke Health Care AB
Gamlestadsvagen 3C
Box 13080
Goteborg
SE-402 52
Sweden

Holds Certificate Number: MD 83345

and operates a Quality Management System which complies with the requirements of ISO 13485:2003 & EN ISO ;
13485:2012 for the following scope:

Please see scope page.
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For and on behalf of BSI:

Gary Fenton, Global Assurance Director

Originally registered: 21/07/2004 Latest Issue: 11/06/2013 Exbiry Date: 27/11/2015
m Page: 1 of 5
ool ..making excellence a habit”
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This certificate was issued clectronically and remains the property of BSI and is bound by the conditions of contract,
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectary

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



ate No: MD 83345
gistered Scope:

1e design, development, manufacture, marketing, sales, and distribution

f sterile wound and scar dressings, porcine-based wound dressings,
Jlucan-based wound dressings, open wound products, wound management
gels, cavity dressings, medicated and non-medicated foam products,
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, electro stimulation wound healing products
and accessories, sterile and non sterile medical gloves and sterile
surgical gloves.

Design and development of electrochemical medical devices for in vitro
diagnosis.

The servicing, decontamination, distribution and repair of Negative
Pressure Wound Therapy Pumps and assembly, servicing, decontamination,
repair and distribution of electro stimulation wound healing products.

Originally registered: 21/07/2004 Latest Issue: 11/06/2013 Expiry Date: 27/11/2015

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

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitenark Court, Davy Avenue, Knowthill, Milton Keynes MKS 8PP, Tel: + 44 845 080 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 Comipanies.
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cte No: MD 83345

Registered Activities

Anlycke Health Care AB
amlestadsvagen 3C

$ox 13080

Goteborg

SE-402 52

=
Swedaen

The design, development and manufacture of wound and
scar dressings, porcine-based wound dressings, glucan-based
wound 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, electro stimulation wound healing
products and accessories.

Mdlnlycke Health Care Oy
PO Box 76

Mikkeli
FI-50101
nland

The manufacture of towels, wound dressings, open wound
products, and scar dressings

“olnlycke Health Care AB

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

Tambol Bangsaothong

Amphur Bangsaothong

Samutprakarn 10540

Thailand

The manufacture of surgical drapes and sets, equipment
drapes, surgical and protective gowns and other staff clothing

Molnlycke Health Care AB
T/A Molnlycke Health Care SA
Parc Industriel

Waremme

B-4300

Belgium

The manufacture of sterile drapes, swabs, operating sets and
procedure packs

The servicing, decontamination, distribution and repair of
Negative Pressure Wound Therapy Pumps and assembly,
servicing, decontamination, repair and distribution of electro
stimulation wound healing products.

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

Karvina - Stare-Mesto

733-01

Czech Republic

Originally registered: 21/07/2004

The manufacture of surgical drapes and procedure packs

Latest Issue: 11/06/2013 Expiry Date: 27/11/2015

Page: 3 of 5

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

An electronic certificate can be authenticated online.
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Information and Contact: BSI, Kiternark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP, Tel: + 44 845 080 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.



&te No MD 83345

fon Registered Activities

Anbycke Health Care AB The manufacture of surgical drapes and sets, equipment

oin ,: = Health Care (Thailand) Ltd drapes, surgical and protective gowns and other staff clothing
imatz Nakorn (Bang Pakong)
-’__b-ﬁa\ Estate

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

zmbol Donhuaroh, Amphur Muang

Chonburi 20000
Thailand
MO '\j.c‘~<e Health Care The design, development and manufacture of sterile wound
Tubiton House dressings, non sterile textile bandages and supports,
Madlock Street procedure packs, skin care products, alcohol wipes and dry
Oldham tip salivary absorption swabs
OL1 3HS
Jnited Kingdom
Molnlycke Health Care AB The provision of a service of regulatory affairs, complaint
2 Omega Drive management, laboratory support, and distribution.
I' am
. The servicing and repair of Negative Pressure Wound
et Therapy Pumps
M44 5B) py p
United Kingdom
Molnlycke Health Care Sdn. Bhd. The design, development and manufacture of sterile and non
Lot S, Lorong Perusahaan 4 sterile medical gloves and sterile surgical gloves
P.O. Box 52

Kulim Industrial Estate
09000 Kulim Kedah

Malaysia

Molnlycke Health Care Sdn. Bhd. The design, development and manufacture of sterile and non
Plot 204, Kawasan Perindustrian sterile medical gloves and sterile surgical gloves

Kuala Ketil

09300 Kuala Ketil Kedah

Malaysia

Molnlycke Health Care Sdn. Bhd. The design, development and manufacture of sterile and non
Lot B5 & B6, sterile medical gloves and sterile surgical gloves

Kawasan Perindustrian MIEL,
Batang Kali Phase II,

44300 Batang Kali, Selangor
Malaysia

Originally registered: 21/07/2004 Latest Issue: 11/06/2013 Expiry Date: 27/11/2015
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v MD 83345

Registered Activities

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

olnlycke Health Care Pty Ltd

The provision of sales, marketing, 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 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.

J<T Wytwornia Artykulow

enicznych Sp. z.0.0.
cestwa 17a

15-703 Bialystok

A
u

= W)

The design, development and manufacture of sterile and
non-sterile surgical drapes and sets, equipment and
protective drapes, surgical and protective gowns, medical
staff clothing for use in the patient environment, and other
staff clothing

2T Wytwornia Artykulow

The design, development and manufacture of non-sterile
equipment and protective drapes, protective gowns, medical
clothing and sets for use in the patient environment, and
other staff clothing

Malnlycke Healthcare Scotland
Nine, Edinburgh BioQuater
Litde France Crescent
Edinburgh

EH16 4UX

United Kingdom

Design and development of electrochemical medical devices
for in vitro diagnosis

Rynel, Inc.

11 Twin Rivers Drive
Wiscasset

Maine

04578

USA

Originally registered: 21/07/2004

The manufacture of medicated and non-medicated foam
products

Latest Issue: 11/06/2013 Expiry Date: 27/11/2015
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Vertimas is angly kalbos

Registracijos sertifikatas
KOKYBES VALDYMO SISTEMA —ISO 13485:2003 IR EN ISO 13485:2012

Patvirtinama, kad: »Molnlycke Health Care“ AB
Gamlestadsvagen 3C
Pasto dézuté 13080
Gioteborgas
SE-402 52
Svedija

Turi sertifikata Nr.: MD 83345

[r dirba pagal kokybés valdymo sistema, kuri atitinka ISO 13485:2003 ir EN ISO
13485:2012 reikalavimus S$iai sri¢iai:

PraSome skaityti taikymo srities puslapyje.

BSI vardu /parasas/
Gary Fenton, Bendro patikinimo direktorius

Pradinio registravimo data: 2004-07-21 Vélesnis leidimas: 2004-06-11 Galiojimo data: 2015-11-27

1 psl.i$ 5

...meistriSkuma paverc¢iame jpro¢iu

Sis sertifikatas buvo i¥duotas elektroniniu biidu ir licka BSI nuosavybe bei yra saistomas sutarties salygy.
Elektroninis sertifikatas gali buti patvirtintas internetu.
Atspausdintas kopijas galima patvirtinti www.bsi-global.com/ClientDirectory.

Informacija ir kontaktai: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: +44
845 080 9000 BSI Assurance UK Limited, Anglijoje registruota 7805321 numeriu, 389 Chiswick High Road,
Londonas W4 4AL, Jungtiné Karalysté.

BSI kompanijy grupés narys.



Sertifikato Nr.: MD 83345
Registruota taikymo sritis

eriliu zaizdy ir randy tvarsciy, kiaulés odos pagrindu pagaminty Zaizdy tvarséiy, gliukano
pagrindo zaizdy tvarsiy, gaminiy atviroms Zaizdoms, Zaizdy tvarstymo geliy, ertmiy
tvarsCiu, gydomyjy ir negydomuyjy puty gaminiy, chirurginiy servetéliu, tampony, steriliy
spiritiniy  serveteliy, odos prieziliros gaminiy, nesteriliy tekstilés tvarsdiy ir tvirtinimo
priemoniy. steriliy Zaizdy plovimo tirpaly, abdominaliniy chirurginiy apkloty, chirurginiy
rinkiniu. chirurginiy ir irangos apkloty, procediriniy rinkiniy, chirurginiy chalaty ir kitokios,
prie pacientu naudojamos medicinos personalo aprangos, elektrinio stimuliavimo Zaizdy
gvdymo gaminiy ir reikmeny, steriliy ir nesteriliy medicininiy pirstiniy ir steriliy chirurginiy
pirstiniu kirimas, plétojimas, gamyba, reklamavimas, pardavimas ir platinimas.

Elektrocheminiy medicinos prietaisy, skirty diagnozavimui in vitro, gamyba.

Neigiamo spaudimo Zaizdy gydymo siurbliy prieZitra, nukenksminimas, platinimas ir
remontas bei elektrinio stimuliavimo Zaizdy gydymo gaminiy surinkimas, techniné priezilira,
nukenksminimas, remontas ir platinimas.

Pradinio registravimo data: 2004-07-21 Vélesnis leidimas: 2004-06-11 ~Galiojimo data: 2015-11-27

2 psl. i 5

Sis sertifikatas buvo iSduotas elektroniniu biidu ir licka BSI nuosavybe bei yra saistomas sutarties salygy.
Elektroninis sertifikatas gali biiti patvirtintas internetu.
Atspausdintas kopijas galima patvirtinti www.bsi-global.com/ClientDirectory.

Informacija ir kontaktai: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK 5 8PP. Tel: +44
845 080 9000 BSI Assurance UK Limited, Anglijoje registruota 7805321 numeriu, 389 Chiswick High Road,
Londonas W4 4AL, Jungtiné Karalysté.

BSI kompanijy grupés narys.



MD 83345

Registruota veikla

are” AB

e " G o] s

Steriliu zaizdu ir randu tvars¢iy, kiaulés odos pagrindu pagaminty
zaizdy tvars¢iu. gliukano pagrindo Zaizdy tvars¢iy, gaminiy atviroms
zaizdoms, Zzaizdu tvarstymo geliy, ertmiy tvarséiy, gydomuyjy ir
negydomuju putu gaminiy, chirurginiy servetéliy, tampony, steriliy
spiritiniu servetéliy, odos prieziliros gaminiy, nesteriliy tekstilés
tvars€iu ir tvirtinimo priemoniy, steriliy Zaizdy plovimo tirpaly,
abdominaliniy chirurginiy apklotu, chirurginiy rinkiniy, chirurginiy ir
irangos apklotu, procediriniy rinkiniy, chirurginiy chalaty ir kitokios,
prie pacienty naudojamos, medicinos personalo aprangos, elektrinio
stimuliavimo zaizdy gydymo gaminiy ir reikmeny kiirimas, plétojimas
ir gamyba.

..Molnlycke Health Care“ Oy
Pasto dézutés Nr.: 76
Saimaankatu 6

Mikkeli

FI-50101

Suomija

Chirurginiy apkloty, Zaizdy tvarséiy, gaminiy atviroms Zzaizdoms ir
randy tvars¢iy gamyba.

»Molnlycke Health Care* AB
»Molnlycke Health Care (Thailand)“ Ltd
160 Moo 17 Bangplee Industrial Estate
Bangna-Trad Rd.KM.23

Tambol Bangsaothong

Amphur Bangsaothong

Samutprakarn 10540

Tailandas

Operaciniy apkloty ir rinkiniy, {rangos apkloty, chirurginiy ir
apsauginiy chalaty ir kitokios personalo aprangos gamyba.

»Molnlycke Health Care”“ AB
,»I/A Molnlycke Health Care SA*
Parc Industriel

Waremme

B-4300

Belgija

Steriliy apkloty, tampony, operaciniy rinkiniy ir procediiriniy rinkiniy
gamyba.

Neigiamo  spaudimo  Zzaizdy gydymo  siurbliy  priezifira,
nukenksminimas, platinimas ir remontas, bei elektrinio stimuliavimo
zaizdy gydymo gaminiy surinkimas, techniné prieziira,

nukenksminimas, remontas ir platinimas.

.. Molnlycke Health Care Klinipro“ s.r.o.
Na Novem Poli c.p. 382/1

Prumyslova zona Karvina

Karvina — Stare — Mesto

733-01

Cekijos Respublika

Chirurginiy apkloty ir procediriniy rinkiniy gamyba.

Pradinio registravimo data: 2004-07-21 Vélesnis leidimas: 2004-06-11 Galiojimo data: 2015-11-27

3psliss5

Sis sertifikatas buvo i¥duotas elektroniniu biidu ir licka BSI nuosavybe bei yra saistomas sutarties salygu.
Elektroninis sertifikatas gali biiti patvirtintas internetu.
Atspausdintas kopijas galima patvirtinti www.bsi-global.com/ClientDirectory.

Informacija ir kontaktai: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS5 8PP. Tel: +44
845 080 9000 BSI Assurance UK Limited, Anglijoje registruota 7805321 numeriu, 389 Chiswick High Road,

Londonas W4 4AL, Jungtiné Karalysté.
BSI kompaniju grupés narys.



sertifikato Nr.: MD 83345

Registruota veikla

~inlycke Health Care” AB
MIolnlycke Health Care (Thailand)“ Ltd
“mata Nakorn (Bang Pakong)

‘ndustrial Estate

700461 Moo 7 Bangna-Trad. KM.57
Tambol Donhuaroh, Amphur Muang
Chonburi 20000

Tailandas

Steriliu apklotu ir rinkiniy, jrangos apkloty, chirurginiy ir
apsauginiu chalaty ir kitos personalo aprangos gamyba.

..Molnlycke Health Care*
Tubiton House

Medlock Street

Oldham

OL1 3HS

Jungtiné Karalysté

Steriliu zaizdy tvars¢iy, nesteriliy tekstiliniy tvars¢iy ir tvirtinimo
priemoniy, procediriniy rinkiniy ir odos prieZiliros gaminiy,
spiritiniu servetéliy ir sauso antgalio seiliy siurbimo chirurginiy
serveteliy kiirimas, plétojimas ir gamyba.

»Molnlycke Health Care“ AB
2 Omega Drive

Irlam

Mangdesteris

M44 5BJ

Jungtiné Karalysté

Reglamentavimo klausimy paslaugos teikimas, skundy valdymas,
laboratoriné pagalba ir platinimas.

Neigiamo spaudimo Zaizdy gydymo siurbliy prieziiira ir remontas.

»Molnlycke Health Care Sdn. Bdn.“
Lot 9, Lorong Perusahaan 4

Pasto dézutés Nr. 52

Kulim Industrial Estate

09000 Kulim Kedah

Malaizija

Steriliy ir nesteriliy medicininiy pirstiniy bei steriliy chirurginiy
pirstiniy kiirimas, plétojimas ir gamyba.

»Molnlycke Health Care Sdn. Bdn.*“
Plot 204, Kawasan Perindustrian
Kuala Ketil

09300 Kuala Ketil Kedah

Malaizija

Steriliy ir nesteriliy medicininiy pir§tiniy bei steriliy chirurginiy
pirstiniy kiirimas, plétojimas ir gamyba.

»Molnlycke Health Care Sdn. Bdn.*
Lot B5&B6,

Kawasan Perindustrian MIEL,
Batang Kali Phase II,

44300 Batang Kali, Selangor
Malaizija

Steriliy ir nesteriliy medicininiy pirstiniy bei steriliy chirurginiy
pirstiniy kiirimas, plétojimas ir gamyba.

Pradinio registravimo data: 2004-07-21 Vélesnis leidimas: 2004-06-11 Galiojimo data: 2015-11-27

4psl.is 5

Sis sertifikatas buvo i¥duotas elektroniniu biidu ir licka BSI nuosavybe bei yra saistomas sutarties salygy.
Elektroninis sertifikatas gali biiti patvirtintas internetu.
Atspausdintas kopijas galima patvirtinti www.bsi-global.com/ClientDirectory.

Informacija ir kontaktai: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: +44
845 080 9000 BSI Assurance UK Limited, Anglijoje registruota 7805321 numeriu, 389 Chiswick High Road,

Londonas W4 4AL, Jungtiné Karalysté.
BSI kompanijy grupés narys.



Sertifikato Nr.: MD 83345

Registruota veikla

‘‘‘‘‘

»Molnlycke Health Care Group* platinimo tarnybos paslaugos.

Australija

Steriliy zaizdy ir randy tvarséiy, gaminiy atviroms Zaizdoms, Zaizdy
tvarstymo geliy, ertmiy tvars€iy, chirurginiy servetéliy, tampony,
steriliy spiritiniy servetéliy, odos priezitros gaminiy, nesteriliy
tekstilés tvarsGiy ir tvirtinimo priemoniy, steriliy Zaizdy plovimo
tirpaly, abdominaliniy chirurginiy apkloty, chirurginiy rinkiniy,
chirurginiy ir jrangos apkloty, procediiriniy pakuo¢iy, chirurginiy
chalaty ir kitokios, prie pacienty naudojamos, medicinos personalo
aprangos, steriliy ir nesteriliy medicininiy pir$tiniy ir steriliy
chirurginiy pirstiniy pardavimo, rinkodaros ir platinimo paslaugos.

~JKT Wytwornia Artykulow
Higienicznych* Sp.z.0.0.
Zwyciestwa 17a

15-703 Bialystokas

Lenkija

Steriliy ir nesteriliy operaciniy apkloty ir rinkiniu, jrangos ir
apsauginiy apkloty, chirurginiy ir apsauginiy chalaty, paciento
aplinkoje naudojamy medicinos personalo riiby ir kitokio personalo
riby kiirimas, plétojimas ir gamyba.

»JKT Wytwornia Artykulow
Higienicznych“ Sp.z.0.0.
Ignatki 40b

16-001 Kleosin

Lenkija

Nesteriliy jrangos ir apsauginiy apkloty, apsauginiy chalaty, paciento
aplinkoje naudojamy medicininiy raby ir rinkiniy bei kitokio
personalo riiby kiirimas, plétojimas ir gamyba.

»Molnlycke Healthcare Scotland*
Nine, Edinburgh BioQuarter
Edinburg

EH16 4UX

Jungtiné Karalysté

Diagnozavimui in vitro skirty elektrocheminiy medicininiy prietaisy
kiirimas ir plétojimas.

»Rynel“ Inc.

11 Twin Rivers Drive
Wiscasset

Maine

04578

JAV

Medicininiy ir nemedicininiy puty gaminiy gamyba.

Pradinio registravimo data: 2004-07-21 Vélesnis leidimas: 2004-06-11 Galiojimo data: 2015-11-27

Spsliss

Sis sertifikatas buvo i¥duotas elektroniniu biidu ir licka BSI nuosavybe bei yra saistomas sutarties salygu.
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