EC Certificate Full Quality Assurance System: GB05/63842

The management system of

Afri Medical Company
13, Obour Buildings, Salah Salem Street,
Box 215, Heliopolis, Cairo, Egypt

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4) and Annex V
Forthe following products
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 26 February 2011 until 10 January 2014 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 10 January 2014

Issue 7. Certified since 10 January 2005

Certiication is based on reports numbered GBIPI 211410
This is a multi-site certification.

Additional site details are listed on the subsequent page.
Authorised by

e —

SGS United Kingdom Ltd, Notified Body 0120
SGS United Kingdom Ltd Systems & Services Certification

2028 Worle Parkway, Weston-super-Mare, BS22 6WA UK

444 (0)1934 522917 f+44 (0)1934 522137 www.sgs.com

SGS CE 011210 M2
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EC Certificate Full Quality Assurance System: GB05/63842, continued

Afri Medical Company

Directive 93/42/EEC

on medical devices, Annex Il (excluding section 4) and Annex V

Issue 7

Detailed scope

Annex Il (excluding Section 4)

Dialysers.

Annex V

Blood line, Fistula needle, infusion sets, transfusion sets,
tubes, Suction cath sterile oxygen masks, sterile
irrigators, Sterile Surgical Dressing and sterile Incise Drape.

For placing on the market of Class Il devices covered by this certicate, an EC Design Examination
Certificate according to Annex Il (Section 4) s required.

Additional facilities

Industrial Area C3, 10th of Ramadan City, Egypt
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