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A prospective study on hard-to-heal wounds
demonstrated that ACTICOAT Dressing helped
achieve faster healing*'
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Applications
- ACTICOAT/ACTICOAT 7 Dressing: Partial and full

ACTI COATO thickness wounds such as pressure ulcers, venous
. . . 2 4__ ulcers, diabetic ulcers, burns, and recipient graft sites.
Antimicrobial Barrier Dressings
3y » ACTICOAT FLEX 3/7 Dressing: Partial and full
thickness wounds such as burns, surgical sites,
pressure ulcers, venous ulcers and diabetic ulcers
www.smith-nephew.com - ACTICOAT Dressing may be slit and used as a
wound contact layer in combination with negative }
pressure wound therapy (NPWT) l
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“Compared to Aquacel™ Ag, Comfeel™ and Biatain Ag™; n=75.




People suffering with infected wounds can see a reduction in the quality of their lives;

physically, socially and psychologically.*® Evidence indicates reducing total wound

healing time should lessen workload and associated healtixcare rgsource use and lead

to reductions in the cost of wound care.”

Features and benefits

Fast acting
ACTICOAT?® Dressing rapidly kills
bacteria in as little as 30 minutes.**-°

A
{
Broad spectrum 'J’
) ACTICOAT Dressing is effective
against over 150 pathogens.*1%-14

Proven effectiveness

Early intervention with ACTICOAT
Dressing has been shown to resolve
infection rapidly - within 2 weeks

in 60% of patients.™ *

Fewer dressing changes
T With ACTICOAT Dressings, fewer
dressing changes were required to
eliminate clinical signs of infection.*
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Mode of action

Within 30 minutes positively charged silver ions come into contact
with bacteria.**-*

Cost effective

Use of ACTICOAT Dressing
demonstrated a significant
reduction in length of stay, along
with estimated reductions in overall
treatment cost per patient.*'*

*As demonstrated in vitro. 'n=75. *Compared to Aquacel Ag™,
Comfeel™/Biatain Ag™; n=75. ‘Compared to Aquacel Ag™, Mepilex
Ag™ and SSD; USD 2017; LOS p<0.0001.
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ACTICOAT Antimicrobia : . N 17

Denaturing the protein and enzymes, resulting in cell death.’
S+N Code Size L J
ACTICOAT Dressing
66000808 S5cm x 5cm 5 = = —
. Bt = 1arr 5 ACTICOAT FLEX Antimicrobial Barrier Dressing
66000791 10cm x 10em 12 S+N Code Size Carton S+N Code Size Carton
66000792 10em x 20em 12 ACTICOAT FLEX 3 Dressing ACTICOAT FLEX 7 Dressing
66000793 ZQcm i 40em 6 66800396 Sem x 5em 5 66800395 Scm x 5cm 5
66000794 40em X-40em 6 66800398 10em x 10em 5 66800397 10cm x 12.5cm 5
56000795 10cm x 120cm ol 5 66800399 10cm x 10em 12 66800420 15cm x 15¢m 5
ACTICOAT 7 Dressing 66800409 10cm x 20cm 12 66800400 20cm x 40cm 6
66000809 Scm x 5cm 5 66800419 20cm x 40cm 6 66800401 40cm x 40cm 6
66000796 10cm x 12.5cm 5 66800432 40cm x 40cm 6 66800545 2.5¢cm x 60cm roll 5
66000797 15cm x 15ecm 5 66800435 10cm x 120cm roll 6

Advanced Wound Management  www.smith-nephew.com
Smith & Nephew Medical Ltd
Croxley Park Building 5
Lakeside, Hatters Lane, Watford

Hertfordshire WD18 8YE - UK

T+44(0) 1923 477100
F+44(0) 1923 477101
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Antimicrobial Barrier Dressing

ACTICOAT Flex 3 and Flex 7 are indicated as an antimicrobial
barrier layer over partial and full thickness wounds such as
burns, recipient graft sites, surgical sites, venous ulcers,
pressure ulcers and diabetic ulcers.

ACTICOAT Flex 3 and Flex 7 may be used on infected wounds.
Where the product is used on infected wounds the infection
should be inspected and treated as per local clinical protocal.

ACTICOAT Flex 3 and Flex 7 may be used as a wound contact

“Tayer in combination with Negative Pressure Wound Therapy

[NPWTJ for a period of up 1o 3 days.

Please refer o Instructions for Use for using the product.

Remove ACTICOAT Flex 3 or Flex 7 fromithe
package using a clean technigue.

To moisten the dressing, submerge in drinking
water and squeeze gently (DO NOT use saline).
Allow excess water to drain prior to application.

Alternatively a thin layer of a hydrogel product
e.g. INTRASITE® Gel can be applied directly to
the wound and/or the dressing.

Change the dressing depending on the amount of exudate
present and the condition of the wound. Dressing should
be changed every 3 to 7 days depending on wear time.




Do not use on patients with a known sensitivity to silver. ~ * Should the dressing dry or adhere to the wound,
moisten or soak the dressing to assist removal and

avoid disruption of the healing wound.

« Do not use on a patient undergoing MRI (Magnetic
Resonance Imaging) examination .

Prior to administering radiation therapy, remove
ACTICOAT Flex 3 or ACTICOAT Flex 7. A new dressing
can be applied following the treatment.

[r‘ SRR a . S v s
66800396 5cm x 5ecm 5
- For external use only, for example do not apply the
dressing to exposed organs. aElaG TR B 5
« ACTICOAT Flex is not compatible with oil-based products, GRRIBEES 10cm x 10cm 12
such as petrolatum. 66800409 10cm x 20cm 12
« Avoid contact with electrodes or conductive gels during 66800419 20cm x 40cm 6
electronic measurements e.g. EEG and ECG.
) . 66800432 40cm x 40cm 6
« The colour of the dressing may vary. This does not affect
the performance of the dressing. 66800435 10cm x120cm 6

There may be transient pain (or stinging) experience on
application of ACTICOAT Flex 3 or ACTICOAT Flex 7. This
can be minimised by carefully following the application
instructions. Should continuous pain be experienced

323 application remove the dressing and discontinue 66800395 Sem x 5em 5
« ACTICOAT Flex 3 or Flex 7 should only be used on GoRaDasY R >

premature infants (less than 37 weeks gestation) when 66800420 15¢cm x 15cm 5

the clinical benefit outweighs the potential risks. No

clinical data is available in this age group and only limited RaRRHER gt 6

data is available for use in neonates. 66800401 40cm x 40cm 6
» When using ACTICOAT Flex 3 or Flex 7 under 66800545 2.5cm x 60cm 5

compression, regularly check the entire dressing system
and changes only if strike through occurs. An additional
non-occlusive absorbent dressing may be required if the
levels of exudate is high.

TAKE CONTROL

- of the risk of infection

Supporting healthcare professionals for over 150 years

Wound Management T +44 (0}1482 225181 “Trademark of Smith & Nephew
Smith & Nephew F +44 (0}1482 328326 ©2016 January Smilh & Nephew
Medical Lid 56405

101 Hessle Road vww.smith-nephew.com

Hull HU3 2BN www.aclicoal.com

UK
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 ACTICOAT®

Antimicrobal Barrier Dressings
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Dressing

Oidering code

PIP code

\ WTOVAT

60300394 5S¢ X Aem elf 291 351-0781 5
86800393 10cm « 10cm - 5
56300399 10cm < 10em ELY292 351-0799 12
663004059 10cm x 20cm ELY293 351-0807 12
66300419 20cm % 40crn ELY295 351-0815
663004372 40cm ¢ 40cm ELY296 - )
20800435 10cim % 120cm ELY294 ~ )
66500395 5cm % 5em ELY297 351-0828
66800397 10cm ¢ 12.5¢cm ELY298 351-083
66300420 15cm x 15em ELY299 351-0849
66300400 20cm x 40cm ELY300 -

55300401 A0cm x 40cm ELY340 =
66300545 2.5cm x 60cm ELY370
66000808 5em ¢ S5em ELY14i 1!_‘.:]—32 24 o 5 N
65000789 10cm % 10cm - 294-3942 5
46000791 10cm  10am ELYO7 205-5732 17
56000792 10cm x 20cm ELYD72 292-5774 12
56000793 20cm 1 40cm ELY073 301-3232 6
66000794 40crm x 40crm ELY074 - b)
56000795 10cm x 120cm roll ELY075 - 6

66000809

5cm x 5em

ELN43

46000790

10cm x 12.5¢cim

ELY076

66000797

15cm x 15¢m

ELT077

Wound Managament

Smith & Mephow
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ACTICOAT®
FLEX 3

_EN) Silver-coated antimicrobial barrier dressing
#® Pansement recouvert dargent 8sirant e barfiare antimicroblenne
(@B Silberbeschichtete antimikrobielle Wundauflage
(ES) Aposito antimicrobiano impregando en plata
Medicazione barriera antimicrobica rivestita di argento
Zilvergecoal antimicrobieel barriérekompres
@B AVTIHIKpORIOKGC ETIBECHOC TPAUPATWY HE EMKAAUYN apyUpou
(@R Selvbelagt anlimikrobiel barriere-forbinding
(O Selvbelagl, antimikrobiell beskyltelsesbandasje
(FD Hopeapéillysteinen antimikrobinen estoside
(SB) Silverbelagt antimikrobiellt barriarférband
(P Penso barreira anlimicrobiana revestido por prata
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Smith 8 Nephew Medical Ltd.

101 Hessle Road
Hull, HU3 2BN
England

T44 (0) 1482 225 181
F 44 {0) 1482 328 326 :
www.smith-nephew.com

EUROPEAN DECLARATION OF CONFORMITY

This Declaration confirms that the product listed below meets the Essential Requirements set out in Annex | of
the Council Directive 93/42/EEC of 14" June 1993 (as amended) .

Manufacturer's Name :

Business Address :

Medical Devices :

Classification :

GMDN Code and Term :

Scope of Application :

Declaration :

Verification
Certificate(s) :

Design Examination
Certificate:
Standards Applied :

Authaorised Signatory :

Name :
Position :
Signed :

Dated :
Certificate Reference :

Smith and Nephew Medical Limited
101 Hessle Road

Hull

HU3 2BN

United Kingdom

ACTICOAT Flex 3
Class il
47042 Wound Non-adherent dressing, absorbent, antimicrobial

All batches supplied to which the Declaration of Conformity Procedure has been
applied.

Conformity of the product has been assessed in accordance with Annex Il of the
Directive. A dossier of technical documentation, as required by the Directive is
available. The product listed is designed, manufactured and tested in accordance
with the information set out in the dossier.

EC Certificate No. CE 00356 Full Quality Assurance.

Notified Body No. 0086 (British Standards Institute)

British Standards Institute Certificate No. MD 76718 Quality Management System
(BS EN ISO 13485)

British Standards Institute. Certificate No. FM 24676 Quality Management System
(BS EN ISO 9001)

CE 547893

BS EN ISO 13485:2012

BS EN ISO 14971:2012

BS EN 1SO 9001:2008

BS EN 13726-4:2003

BS EN ISO 15223-1:2012

BS EN ISO 780:2015

BS EN 980:2008

BS EN 1041:2008

BS EN ISO 10993-1:2009 Oct 2009/AC:2010
BS EN ISO 10893-2:2006

BS EN ISO 10993-3:2014
BS EN I1SO 10993-5:2009
BS EN ISO 10893-10:2013
BS EN I1SO 10993-18:2009
BS EN 556-1:2001/AC:2006
BS EN ISO 11137-1:2015
BS EN ISO 11137-2:2015
BS EN ISO 11607-1:2009
BS EN ISO 14644-1:2015

Susan McLoughlin
Director Regulatory Pgalrs

'//I i
) \r;ts-‘{’ J2e,\C “)

DC 012 issue 12

Registered No 605496 in England and 'Wales al the above address

smith&nephew
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ACTICOAT FLEX 3 and FLEX 7 dressings are
indicated as antimicrobial barrier dressings
for use over partial and full thickness wounds
such as burns, surgical sites, pressure injuries,
venous ulcers and diabetic ulcers.

ACTICOAT FLEX 3 and FLEX 7 dressings

may be used on infected wounds. Where
the product is used on infected wounds,

the infection should be inspected

and treated as per local clinical protocol.

ACTICOAT FLEX 3 and FLEX 7 dressings

may be used as wound contact layers in
combination with Negative Pressure Wound
Therapy (NPWT) for a period of up to 3 days."”

Please refer to Instructions for Use for using
the product.

When in use with NPWT, the wound filler
material should be moistened and changed
according to manufacturer’s instructions.

0 806




SPECIFICATION REF: 485/05

Page 1 of 2

N = ‘ M//LML) Date Effective: 05/03/13
e 00/
REGULATORY SPECIFICATION /9 o1 /@C&q

\4 ACTICOAT FLEX 3 i

ANTIMICROBIAL BARRIER DRESSING

An anti-microbial barrier dressing consisting of one layer
-:> e e e ——— —_— .
of a knitted, extensible fabric comprised of 100%

GENERAL DESCRIPTION:

polyester yarn and is coated with nanocrystalline silver.
7 A—— Q—
Dressings are individually packaged in Tyvek peel-apart

pouches and are terminally sterilised by gamma
irradiation, in accordance with the requirement of ISO
11137 — Validation and routine control of sterilisation by

irradiation.
GENERAL APPEARANCE: A single layer dressing, uniform in colour.

DIMENSIONS (cm):

5cm x Scm
10cm x 10ecm
10cm x 20cm
20cm x 40cm
40cm x 40cm
10cm x 120cm
4cm x 15cm
4cm X 25¢m
4cm x 35¢cm
20cm x20cm

EXTENSION: The dressing can be extended by a minimum of 20% its

_original length. AN .
| s Homgplrecos
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A silver barrier dressing with a unique silver technolo ‘4 i
. . e . . . . 4 y
ACTICOAT Dressings contain a nanocrystaline silver technology designed to rapidly deliver silver 2 - e i
to a wound and maintain an antibacterial effect for up to 7 days*1-8 A TIER G e
o of silver - 140 x magnification

Unique nanocrystalline silver structure provides a large surface area which allows a sustained
release of silver?

With its high wet tensile strength,® ACTICOAT Dressings conform to anatomical areas to allow
patient movement 11,12

Less dense coating of silver -
140 x magnification

*This reference refers to ACTICOAT 7 and Flex 7 Dressings
**This reference refers to ACTICOAT and ACTICOAT 7 Dressings (ACTICOAT Absorbent is no longer available)

/M



