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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 01699

Issued To: Advanced Medical Solutions Ltd
Premier Park
33 Road One
Winsford Industrial Estate
Winsford
Cheshire
CW7 3RT
United Kingdom

In respect of:

The design, development and manufacture of sterile and non-sterile, medicated and non
medicated alginate, hydrocolloid, amorphous hydrogel, membrane, polyurethane foam wound
dressings and silicone wound contact layer.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

JS M J/ne—-;

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 1997-09-03 Date: 2018-01-22 Expiry Date: 2022-09-02

..making excellence a habit”
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

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

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 BPP. Tel: + 44 345 080 2000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



ES Certifikat — Systém komplexniho zajisténi kvality
Smérnice 93/42/EHS o Zdravotnickych prostfedcich, priloha Il kromé ¢asti 4

Cislo: CE01699
Vydano: Advanced Medical Soulutions Ltd
Premier Park
33 Road One
Wisnford Industrial Estate
Winsford
Cheshire
CW?7 3RT
United Kingdom

Ve vztahu k:

Navrhu, vyvoji a vyrobé sterilniho a nesterilniho, IéCivého a nelécivého alginatu, hydrokoloidu,
amorfniho hydrogelu, membrané, polyuretanového pénového kryti ran a silikonové ranové
kontaktni vrstvy.

Na zakladé naseho prosetreni zajisténi systému kvality dle poZadavkl Smérnice Rady 93/42/EHS,
prilohy Il kromé ¢asti 4, systém kvality splfiuje pozadavky smérnice. Pro umistovani na trh produktd
tridy rizika 1l je dle pfilohy Il ¢ast 4 vyZzadovan certifikat.

Pro a v zastoupeni BSI, Notifikovana osoba pro vySe zminénou Smérnici (Cislo notifikované osoby
0086):

[podpis]
Stewart Brain, Head of Compliance
and Risk-medical Devices

Prvni vydani:1997-09-03 Datum: 2018-01-22 Datum platnosti: 2022-09-02

Platnost tohoto certifikdtu je podminéna tim, Ze je systém kvality udrZzovan v souladu s pozadavky smérnice a prokazovan
prostfednictvim pozadovanych cinnosti dohledu notifikované osoby. Toto schvaleni vylucuje vSechny produkty navrzené
a/nebo vyrobené tfeti stranou jménem spolec¢nosti uvedené na tomto certifikatu, pokud nejsou vyslovné schvaleny BSI
Tento certifikat byl vydan elektronicky a je vazan podminkami smlouvy

Informace a kontakt: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP, Tel: + 44 345 080 9000
BSI Assurance UJ Limited, registrovan v Anglii pod ¢islem 7805321 v 389nChiswick High Road, London W4 4AL, UK.
Clen skupiny BSI Group





