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The design and manufacture of sterile or non-sterile wound management products in the
following categories: wound dressings (see supplementary page), medicated wound
dressings, wound dressings utilising animal derived materials (porcine gelatin), medicated
bandages, medicated bandages utilising animal derived materials (porcine gelatine), cavity
wound dressings, wound preparations, wound monitoring devices, multi-layer bandage
systems, Negative Pressure Wound Therapy Systems (NPWT), abdominal dressing kits for use
with NPWT, drain kits and drain accessory kits for use with NPWT, and hydrosurgery systems
for wound debridement.

Those aspects of Annex II relating to securing and maintaining sterilty in the assembly of
procedure packs in accordance with Article 12 of the Medical Device Directive.
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Number Device Name Intended Use per IFU

Class III
MD 0301
MDS 7001
MDS 7006

Antimicrobial wound dressings Refer to Design Examination
certificates:
CE 01105
CE 01409
CE 01714
CE 511078
CE 518880
CE 521887
CE 544419
CE 547893
CE 568730
CE 90692
CE 96076

MD 0301
MDS 7002
MDS 7006

Wound dressings containing
porcine gelatine

Refer to Design Examination
certificates:
CE 01714
CE 650269
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Number Device Name Intended Use per IFU

Class IIb

MD 0301 Foam wound dressings Wound management by
secondary intention on chronic
and acute; full thickness, partial
thickness or shallow; granulating,
exuding wounds. Can also be
used for pressure ulcer
prevention

MD 0301 Hydrogel wound dressings Management of shallow and deep
open wounds healing by
secondary intent

MD 0301 Odour absorbing non-woven
wound dressings

For use on malodorous, partial to
full thickness wounds and as a
secondary dressing for superficial
to full thickness wounds

MD 0303 Wound preparation devices For the improvement/
management of the wound
environment to promote healing
in acute and chronic wounds

MD 0301 Superabsorbent wound dressings For the treatment and
management of exuding wounds
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Number Device Name Intended Use per IFU

MD 0301 Multi-layer bandage systems For the management and
treatment of venous leg ulcers
and associated conditions

MD 0301 Alginate wound dressings To treat pressure sores and
venous leg ulcers, with moderate
to heavy exudate. To facilitate the
control of minor bleeding.

MD 0301 Gauze wound dressings For the management of partial
and full thickness wounds. For
post-surgical covering over
epithelial autograft sites and a
means of stenting or anchoring
skin substitutes. Can be used in
conjunction with S&N Negative
Pressure Wound Therapy (NPWT)
systems

MD 1104 Hydrosurgery systems Intended for wound debridement
(acute, chronic wounds and
burns), soft tissue debridement
and cleansing of the surgical site
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Number Device Name Intended Use per IFU

MD 0301 Cellulose based wound dressings Wound management by
secondary intention on chronic
and acute; full thickness, partial
thickness or shallow; granulating,
exuding wounds

MD 0301 Hydrocolloid wound dressings For use in the management of
dry or lightly exuding wounds to
moderately exuding wounds

MD 1103 Single use negative pressure
wound therapy (NPWT) systems
and associated dressing kits

For patients who would benefit
from a suction device (negative
pressure wound therapy) as it
may promote wound healing via
removal of low to moderate levels
of exudates and infectious
materials

MD 1103 Traditional negative pressure
wound therapy (NPWT) systems
and associated dressing kits

For patients who would benefit
from a suction device (negative
pressure wound therapy) as it
may promote wound healing via
removal of low to moderate levels
of exudates and infectious
materials
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Number Device Name Intended Use per IFU

MD 0301 Abdominal dressing kits Indicated for temporary bridging
of abdominal wall openings
where primary closure is not
possible and / or repeat
abdominal entries are necessary.
It is intended to be used in open
abdominal wounds with exposed
viscera, including but not limited
to abdominal compartment
syndrome

MD 0303 Wound drainage kits Intended to be used in
conjunction with Smith & Nephew
Negative Pressure Wound
Therapy (NPWT) Systems
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Number Device Name Intended Use per IFU

Class IIa
MD 0302 Skin closure devices --

MD 0301 Film wound dressings --

MD 0301 Tulle Gras wound dressings --

MD 0301 Foam wound dressings --

MD 0301 Hydrogel wound dressings --
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Date Reference
Number Action

07 October 2004 Change of subcontractors activities from sterilization to control of
sterilization.

24 June 2005 Change to scope, addition of supplementary information and
addition of Nucryst Pharmaceuticals Corp. (Alberta), Steris
Corporation Ismedix Services (Ontario) and Iotron Technologies
Corp. (British Columbia) as subcontractors. Change of
subcontractor name from “Smith & Nephew Fabrics” to “BSN
Medical”.

4 August 2005 Addition of ‘Beam One LLC’ as a subcontractor for E beam
sterilization.

10 January 2006 Addition of Codan Steritex ApS as a subcontractor for Gamma
Sterilization. Spelling correction to “Speciality” to read “Specialty”
for Perstorp Specialty Chemicals AB.

30 January 2006 Addition of NAmSA (North American Science Associates, Inc) as a
subcontractor for Microbiology Service.

16 March 2006 Addition of Derma Sciences, Inc as a subcontractor for
Manufacture of Gauze dressings. Addition of Coloplast Corp as a
subcontractor for Manufacture of Hydrocolloid dressings.
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Date Reference
Number Action

26 April 2006 Addition to subcontractor activities for Derma Sciences, Inc and
Coloplast Corp.

11 August 2006 Addition of Isotron plc (Reading) as a subcontractor for Gamma
Sterilization.

07 December 2006 5 year certificate renewal and addition of Iotron Industries
Canada, Inc. as a subcontractor for E Beam Sterilization.

01 March 2007 Amendment of Company Name from ‘Smith & Nephew Wound
Management’ to ‘Smith & Nephew Medical Ltd’. Removal of
Beiersdorf AG from the list of significant subcontractors.

02 May 2007 Change of name of subcontractor Acordis Speciality Fibres to
Speciality Fibres and Materials Ltd.  Addition of Pharmaplast S.A.E.
as a subcontractor for Manufacture, Control of Sterilization and
ETO Sterilization.

24 October 2007 Addition of BeamOne LLC (both Denver and Lima sites) as
significant subcontractors for E Beam Sterilisation.

06 July 2009 7392715 Addition of Smith & Nephew Medical (Suzhou) Limited as a
subcontractor.
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Date Reference
Number Action

29 April 2010 7506261 Extension to scope to include cellulose based gelling dressings.
Subcontractor name change: Nucryst Pharmaceuticals Corp
updated to Smith & Nephew (Alberta) Inc.

4 May 2011 7675089 Scope extension to include Negative Pressure Wound  Therapy
Systems.
Addition of new subcontractors Avail Medical Products Inc., Texas,
FLEXMedical Dallas, Texas and Sterigenics, Belgium.

13 July 2011 7715729 Addition of new subcontractor: Flextronics Technology (Shenzhen)
Co. Ltd. for the activity of manufacture.

14 October 2011 7760098 Addition of new subcontractor KARL OTTO BRAUN GmbH & Co.
KG, Germany for the activity of manufacture.

13 December 2011 7571924 Certificate renewal and removal of unused subcontractors. Beam
One LLC, Denver, Advanced Medical Solutions, Winsford, Riverside
Medical Packaging, Derby, BSN Medical, Lancs, Beam One LLC,
San Diego, Codan Steritex, Denmark, NAmSA, Ohio, Pharmaplast,
Egypt, Iotron Industries Canada, Steris Corporation, Ontario,
Beam One, Ohio, Smith & Nephew Inc., Florida and Coloplast
Corp., MN.
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Date Reference
Number Action

18 February 2013 7858491 Update to trading name for Synergy Health subcontractor
locations (formerly Isotron); removal of subcontractor Isotron
Laboratories, Swindon; addition of subcontractor Chemviron
Carbon Ltd; addition of subcontractor Biodaptive LLC.

19 December 2014 8225325 Addition of crucial suppliers Johnson Matthey plc, Azelis Life
Sciences Ltd, SQM-SA Chile (3 sites), Medichem S.A., Azelis
(Shanghai), PLIVA Croatia Ltd and Teva API B.V.
Addition of significant subcontractor Shanghai ISO Medical
Products Co., Ltd.

20 October 2015 8333800

8333612

8418001

Extension to scope to include hydrosurgery systems for wound
debridement.
Addition of significant subcontractors for manufacture (NPA De
México S. de R.L. de C.V.; Smith & Nephew Inc) and ETO
sterilisation (Sterigenics US LLC) for Versajet.
Addition of significant subcontractors for manufacture and control
of sterilisation for hydrocolloid dressings (Euromed Inc); gel and
gauze dressings (Winner Industries) and NPWT systems and
associated foam dressing kits (Smith & Nephew Inc Endoscopy,
Vention Medical, Harmac Medical Products).
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Date Reference
Number Action

09 December 2015 8440432 Removal of significant subcontractor, Smith & Nephew (Alberta).
02 March 2016 8480952 Extension to scope to include abdominal dressing kits for use with

NPWT. Addition of significant subcontractor for software
development of Renasys (Plexus).

17 June 2016 8487212 Addition of significant subcontractor, Steripack, Malaysia for
manufacture and control of sterilisation of Biobrane; extension to
scope to include wound dressings utilising animal derived
materials (porcine gelatin).

26 July 2016 8544325
8514831

Addition of Smith & Nephew, Inc as significant subcontractor for
manufacture and control of sterilisation of RENASYS soft port foam
dressing kits.
Extension to scope to include drain kits and accessory kits for use
with Negative Pressure Wound Therapy.
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Date Reference
Number Action

30 November 2016 8632203

8429534

Certificate Renewal.
Addition of significant subcontractors Flextronics Design S.r.l and
Flextronics International Inc for software and design of PICO.
Removal of significant subcontractors Chemviron, Biodaptive, Avail
Medical Products, Hardwood Products, Karl Otto Braun and
Flexmedical Dallas.
Gelita listed as crucial supplier.
Extension to scope to include superabsorbers. Addition of
Lohmann & Rauscher for manufacture and control of sterilisation
of Duramax.

16 February 2017 8676637 Addition of gamma sterilisation services for Synergy Health
Sterilisation, Daventry.

03 May 2017 8712342 Addition of Gelita USA as a crucial supplier.
16 June 2017 8647800 Addition of Aspen Medical Europe Limited as a significant

subcontractor.  Addition of Aspen Surgical Products and Specialist
Fibres and Materials Limited as a crucial supplier.
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Date Reference
Number Action

21 July 2017 8762343 Addition of Aspen Surgical Products as a Finished Device Supplier.
Removal of Aspen Europe Limited as a Finished Device Supplier.
Addition of Sterigenics US LLC (Gurnee) for gamma sterilisation.

04 January 2018 8857448 Addition of significant subcontractors Plexus (manufacture) and PA
Consulting (design and software).

03 April 2018 8887161 Addition of significant subcontractors Midwest Sterilisation
Corporation as ETO Sterilization, and Encube Ethicals Pvt. Ltd. For
Manufacture.
Amendment to scope to include ‘Those aspects of Annex II
relating to securing and maintaining sterility in the assembly of
procedure packs in accordance with Article 12 of the Medical
Device Directive.’

20 November 2018 8902999 Addition of Suzhou CNNC Huadong for sterilisation of Bactigras.
Removal of significant subcontractors Azelis Life Science Ltd,
Gelita Sweden AB and Smith & Nephew Inc.

23 February 2019 9666435 Addition of authorised representative Smith & Nephew
Orthopaedics GmbH.
Administrative corrections to address details for, Speciality Fibres
and Materials Ltd, Sterigenics UK Limited and Synergy Health
Sterilisation.

27 February 2019 7779270 Traceable to NB 0086.
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Date Reference
Number Action

31 January 2020 3054769 Certificate renewal
Addition of sub-contractors; Isomedix Operations Inc, Shanghai
JPY ION-TECH, Synergy Health (Suzhou), Sterigenics Shanghai
ETO, Synergy Health AST LLC, Synergy Health Ireland and Plexus
Corp. UK.
Removal of sub-contractors; Flextronics International, Plexus Corp.
USA, PA Consulting Services and Plexus Manufacturing SDN BHD.
Sub-contractor name change from Vention Medical, Inc. to Viant
Medical, Inc.
Administrative updates to correct address information for the
following sub-contractors; Avery Dennison, Chester Medical
Solutions, Derma Sciences, Flextronics (Shanghai), Lantor (UK)
Limited, Lohman & Rauscher, NPA de Mexico S. de R.L. de C.V.,
Perstorp Specialty Chemicals, Smith & Nephew Medical (Suzhou)
Limited, Sterigenics UK Limited, Suzhou CNNC, Synergy Health
Sterilisation UK Ltd in Daventry, Synergy Health Sterilisation UK
Ltd in Reading and Winner Medical Co., Ltd.
Inclusion of product supplementary information table
Removal of TIO NPWT system from scope of certification due to
discontinuation of product.

Non-significant changes approved after the 26th May 2021 as per the Transitional
Provisions of MDR Article 120.3
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Date Reference
Number Action

30 November 2021 3513597 Removal of references to CE 650269, CE 01409 and CE 521887
from supplementary information table, following cancellation of
these certificates.
Update to address for Flextronics Technology (Shenzhen) Co. Ltd.
Addition of Sterigenics US, LLC (California), Mediplast Israel Ltd.
and STERIS AST CZ s.r.o. (Velka Bites) as subcontractors for ETO
Sterilization.
Addition of Materion Corporation as a Crucial Supplier.
Addition of Zhongjin Irradiation WuHan Co., Ltd. as a
subcontractor for Radiation (Gamma Sterilization).
Addition of Isomedix Operations, Inc. (2 Nucifora Boulevard,
Chester) as a subcontractor for E Beam Sterilization.
Addition of Winner Medical (Chongyang) Co., Ltd. as a
subcontractor for Control of Sterilization and Manufacture.
Change of subcontractor name from Synergy Health (Suzhou)
Sterilization Technologies Ltd to STERIS Sterilization Technologies
(Suzhou) Ltd.
Removal of Aspen Surgical Products, Inc. as a Finished Device
Supplier.
Removal of SteriPack Asia (M) Sdn Bhd (Selangor) as a
subcontractor for Control of Sterilization and Manufacture.
Removal of Winner Medical Co., Ltd. as a subcontractor for Control
of Sterilization and Manufacture.
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Date Reference
Number Action

28 September 2022 3753998 Subcontractor name change from Flextronics Technology
(Shenzhen) Co. Ltd. to Flextronics Medical Device Manufacturing
(Shenzhen) Co., Ltd.
Subcontractor addition of Andover Healthcare Inc., 9 Faranas
Drive, Salisbury MA 01952, United States of America.

27 October 2023 3817443 Removal of reference to CE 01714 from supplementary
information table following cancellation of the certificate from:
- Antimicrobial Wound Dressings
- Wound Dressings containing porcine gelatine
Removal of Wound Preparation Devices from supplementary
information table following product discontinuation.
Addition of critical subcontractors for manufacture and ETO
sterilisation.

15 December 2023 30074443 Addition of a critical subcontractor for EtO sterilisation.




