% MEDIQ

Product Specifications Sheet

Specification Sheet No | SSN-FT1357-010
Product Name Wound Care .
Product Description Tr'ansparent Island Dressings (film dressings > -
with pads) T
Range 365 Healthcare -
- A -
Manufacturer Shanghai ISO Medical Products Co Ltd (SIMP) < — c o T
PU pad laminated with PE film, PE film ( e ‘A
Material thickness, PET tape Solvent adhesive & |Tear edge :: :: B
Release paper ‘Nl‘hk «—| |D
— d—
Sterilisation EO Sterile L e *
i - Y
Issue Date 29th August 2024 Version No | RO1a

Intended use

Film dressings with non-adherent pad indicated for low to moderate exuding acute,
chronic, and surgical wounds, superficial cuts, burns and abrasions.

Packaging

Product Items per Qty — Shipper
code Colour A(mm) | B(mm) | C(mm) | D(mm) Pack Qty - Inner Carton
36590019 72 £3 50 £3 36 £2 25 +2 90 450
36590021 120+£3 | 100+3 | 75«2 50 £2 24 1200
36590022 155+3 | 853 | 1163 38 £2 12 600
36590023 | Transparent | 200#3 | 10043 | 150+3 | 53 2 12 600

. 50
36590024 | &White | 25043 | 100+3 | 2006 | 552 12 600
36590025 300+3 | 100 £3 | 250 +6 55 +2 12 600
36590026 95 +3 85 +3 68 2 38 £2 24 1200
36590027 350 +3 | 100 £3 | 300 +5 50 +£2 12 600
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Quality Certification ISO 13485:2016

Device Classification Class Is Rule 4

Medical Devices Regulation (EU) 2017/745
Medical Devices Regulations 2002 (SI 2002 No 618, as amended) (UK MDR 2002)

Conformity Route

Storage conditions Store in a cool dry place away from heat and direct sunlight.

Shelf life 5 years if stored as recommended

Contraindications/Warnings | None

365 Healthcare, Ref, Product name in 11 languages, Size, Image, Quantity,
Barcodes, Lot, Manufacturing date, Expiry date, CE Mark, Single use, Latex free,
Markings EO Sterile, Medical device, Do not use if package is damaged, consult instruction
for use, keep dry, keep away from sunlight, EC-REP, Manufacturer Name and
Address, Distributor Name and Address

Itis shower proof, and impenetrable to liquids, bacteria, and viruses to reduce the
Additional information risk of wound infection. Itis breathable allowing effective oxygen and moisture
vapour exchange.

Medical Device and Reporting System: Incidents caused by this device must be reported immediately to our offices.

The information provided within this Specification Sheet is correct as of last revision but it is subject to change without notice.

365 Healthcare Mediq House
T:+44 (0) 1332413 700 Arundel Avenue, Castle Donington
W: https://medig.co.uk/ Derby, DE74 2H)

365 Healthcare is a trading division of Mediq Healthcare UK Ltd
Registered in England No. 62537

Amendment Record

This procedure is reviewed to ensure its continuing relevance to the system and process that is describes. A record of contextual
additions or omissions is given below. This revision history lists all changes to this document, the date of each revision, and the
reason for each revision.

Revision Revision Date Reason for Revision Updated by
Number

RO1a 29/08/2024 | Update to Mediq Healthcare UK brand replacing DSN664 | Elizabeth Ogunkolade

This document is uncontrolled when printed. The master document is controlled electronically, and document users are responsible for ensuring

printed copies are valid prior to use to ensure it represents current practice within Mediq Healthcare UK Ltd.

Document Reference Document Name Reviewed By Approved By Revision Number Issue Date

DMS 04-004 Product Specification Sheet Jack Wong Racheal Begg R0O2 03 April 2024
2 0f2




	Amendment Record

