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A RENASYS - F Foam Dressing with Soft Port, L ’

Small/Medium/Large Kit Il\
GENERAL DESCRIPTION: RENASYS-F Foam Dressing Kit with Soft Port:

Small sized kit (10 x 8 x 3cm)

Medium sized kit (20 x 12.5 x 3C”L)

Large sized kit (25 x 15 x 3cm)

with the components sealed inside a single sterile

4 lei /;()(@ A¢ ke /(/0 7

barrier. An IFU is placed outside the sterile barrier in the

shipper carton.

Visual Seal & Pouch Verify pouches are not damaged and have no evidence of contamination /
Assessment (General particles. Verify pouch seals are clean and continuous with no channels or
Appearance) voids.
Heat Seal Width Minimum Seal width 1/4”
Seal strength Minimum seal strength of 1 Pound per Inch Width (PIW) or Burst Strength
to be at least 7 inches of water
Package integrity No visible streams of bubbles from defects (Bubble test)
or
No Dye penetration through entire seal (Dye penetration)
Shelf life 24 months

DocuSigned by:
Arns Brus

@ Signer Name: Anna Berus
Signing Reason: | have reviewed this document
Signing Time: 22-Mar-2024 | 09:29:33 GMT
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Smith & Nephew Medical Ltd.

101 Hessle Road
Hull, HU3 2BN
England

T+44 (0) 1482 225181
F +44 (0) 1482 328326
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 (as amended).

Manufacturer’s
Name :

Smith & Nephew Medical Limited

Business
Address:

101 Hessle Road,
Hull,

HU3 2BN,

United Kingdom.

Authorised
Representative

Smith & Nephew Orthopaedics GmbH,
AlemannenstraBe 14, 5

78532 Tuttlingen, /)WW% |
Germany [‘«Q(/(/Oé@;é

Medical
Devices:

Z
RENASYS-F Foam Dressing kit with Soft Port i
RENASYS Soft Port
Foam Wound Dressing for use with PICO and RENASYS NPWT Systems

Class IIb

Classification:
C/ GMDN Code

and Term:

34059 — Wound dressing kit, medicated, sterile

Scope of
Application:

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

Declaration:

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.

Verification
Certificate(s):

EC Certificate No. CE 00356 Full Quality Assurance.e-

Notified Body No. 2797 (British Standards Institution)

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

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

Standards
Applied:

BS EN ISO 9001:2015

BS EN ISO 13485: 2016/A11:2021
EN ISO 10993-1:2020

BS EN ISO 10993-3:2014

BS EN ISO 10993-5:2009

BS EN ISO 10993-7:2008/AC:2009
BS EN ISO 10993-10:2023

BS EN ISO 10993-11:2018

BS EN ISO 10993-12:2021

BS EN ISO 10993-17: 2009

BS EN ISO 10993-18:2020

BS EN ISO 10993-23:2021

BS EN 556-1:2001/AC:2006

BS EN ISO 20417:2021

‘BS EN ISO 780:2015

BS EN ISO 15223-1:2016

BS EN ISO 11135:2014/A1:2019
BS EN ISO 11607-1:2020

1ISO 11607-2:2019

BS EN ISO 11737-1:2018+/A1:2021
BS EN ISO 11737-2:2020

Registered No. 605496 in England & Wales st PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, acting as agent for T.J.Smith and Nephew,

Limited.
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Smith & Nephew Medical Ltd.

101 Hessle Road

T +44 (0) 1482 225181

F +44 (0) 1482 328326

Hull, HU3 2BN www.smith-nephew.com
England
BS EN ISO 14644-1:2015
BS EN ISO 14971: 2019/A11:2021
ISTA 2A
Product Codes: Code Size ! ]
(s (I, IR )% l‘l/{’l‘v{ /Cﬂ (/pWJ
66800794 Small Kit Ot rodonei 7
/ A Kit contains: a) 1 Soft Port dressing, b) 1 foam dressing 10cm x 8cm
x 3cm/3.9in x 3.1in x 1.2in, c) 1 Drape 8in x 12in or 20cm x 30cm
MO Jo ne-pluely
66800795 Medium Kit
A kit contains: a) 1 Soft Port dressing, b) 1 foam dressing 20cm x 12.5
cmx 3cm/ 7.9in x 4.9in x 1.2in, c) 2 Drape 8in x 12in or 20cm x 30cm
66800799 N/A — one size
66800796 Large Kit
A kit contains: a) 1 Soft Port dressing, b) 1 foam dressing 25cm x
i 15cm x 3cm, ¢) 3 Drape 8in x 12in or 20cm x 30¢m _
66800797 X-Large Kit
A kit contains: a) 1 Soft Port dressing, b) 1 foam dressing 50cm x
63cm x 1.5cm, ¢) 6 Drape 8in x 12in or 20cm x 30cm
66801021 10cm x 12.5cm
66801668 Small Kit. Kit component sealed inside a pouch. 5 pouches inside a
bag
66801669 Medium Kit. Kits component sealed inside a pouch. 5 pouches inside a
bag.
66801670 Large Kit. Kits component sealed inside a pouch. 5 pouches inside a
bag
66801671 X-Large Kit. Kits component sealed inside a pouch. 5 pouches inside a
bag
66801673 Soft Port kits component sealed inside a pouch. 5 pouches inside a

bag

Authorised Signatory:

Name:

Position:

Signed:

Dated:

Certificate Reference:

Andrew Daglish

Regulatory Affairs Manager

DocuSigned by:
147@1

U Signer Name: Andrew Daglish

Signing Reason: | approve this document
Signing Time: 10-Apr-2024 | 19:11:00 BST

303C90DE9S17A4F32AA0ABF5C275816BC

10-Apr-2024 | 19:11:17 BST

HU/135 issue 017

Registered No. 605496 in England & Wales at PO Box 81, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, acting as agent for T.J.Smith and Nephew,

Limited.



Smith & Nephew Medical Limited
101 Hessle Road

Hull T: + 44 (0)1482 225181
HU3 2BN F: + 44 (0)1482 328326
England www.smith-nephew.com

RENASYS™ FOAM Dressing

This is to confirm that RENASYS™ Foam Dressings are Hydrophobic
reticulated polyurethane foam dressing: 100% by weight Polyurethane
Foam.

(&)

Registered No. 605496 in England and Wales, registered Office: PO Box 81, 101 Hessle Road, Hull, HU3 2BN, England
Smith & Nephew Medical Limited, acting as agent for T.J. Smith and Nephew, Limited.
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