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EC Certificate - Full Quality Assurance System

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

MNo.
Issued To:

In respect of:

The design, development and manufacture of natural rubber latex lubricated, flavoured and
coloured condoms.

on the basis of our examination of the quality assurance system under the requirements of Coundl 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 I 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):

J M Jﬁe—;

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 2016-11-21 [Date: 2018-07-06 Bxpiry Date: 2023-04-25
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Validity of this cestificate is conditional an the quality system being maintained o the requirements of the Directive as demonsirated through the requined
surveillance activities of the Notified Body. This approval esacudes all products gesigned and/or manufachured by a thind party on behall of the: company
named on this certificate, unkess spedfically sgresd with BSL.

This certificate was issued elactronically and & bound by the conditions of the conlrac

Information and Contact: BSI, Kitemark Court, Devy Avenue, Knowhill, Milton Keynes MKS BPF. Ted: + 44 345 0BD 9000
BSI Assurance UK Limited, registered in England under number FEI5321 at 389 Chiswick High Road, Lonoon W 4al, UK.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

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

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: ]

Date: 2018-07-06
Issued To: I
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Information and Contact: BSL, Kemark Court, Denvy Avamue, Knowihill, Millon Esnes MES BPE. Tel: + 44 345 0BD 5000
BS1 Assurance LUK Limited, registered in England under number TEOS321 2t 389 Chiswick High Road, London W Al UK.
A member of BSI Group of Companies,
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Certificate History

Certificate No:
Date: 2018-07-06
Issued To:

Reference

=T
Number gpon

Date

21 November 2016 First issue. Transferred from Another Notified Body.

[
Current [ Certificate Renewal
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Validity of this cestificate s condithonal on the quality system Deing maantained 1o e requiements of e Diredtive as demonsirated hrough the reguined
surveiliance activiies of the Notified Body. This approval esciudes all products dgesigned and/or manufachured Dy a thind party on behall of the company
amed on this certificate, unless specifically agresd with BSL.

This certificate was issued esctronically and B bound by the conditions of he conbract

Information and Contact: B5I, Kitemark Court, Davy Avenue, Knowhill, Milton Ezynes MKS BPR. Tel: + 44 345 080 9000
BE] Assurance UK Limited, registered in England under number FEOS321 at 389 Chiswick High Road, London Wi AL, LE.
A member of B2 Group of Companiss,



