
EC Certificate Production Quality Assurance System: Certificate GB'12/85101

The management system of

:

i
E

Sinapi Biomedical (Pty) Ltd.
ARC lnfruitec North Campus, Lelie Road,

Stellenbosch, 7600, South Africa
has been assessed and certified as meeting the requirements of

Directive 93l42lEEC
on medical devices, Annex V

For the following products

Annex V Sterility aspects only' Restricted to the aspects of manufacture
concerned with securing and maintaining sterile conditions for sterile

single use chest drain, without catheter,

Annex V Sterility aspects only - Restricted to the aspects of manufacture
concerned with securing and maintaining sterile conditions for sterile

single use urine meter, without catheter.

Sterile and non sterile single use safety scalpel with blade

For pracins on the market or cn* 
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This certificate is valid from 01 March 2015 until 01 March 2020 and

remains valid subject to satisfactory surveillance audits.

Re certification audit due before 27 Odober 2017

lssue 5. Certified since 0'l March2012

Certification is based on reports numbered GBIPI 227447

Authorised by

SGS United Kingdom Ltd, Notified Body 0120
2028 Worle Parkway, Weston-super-Mare, BS22 6WA UK

I +44 (0)1 934 52291 7 f +44 (0) 1 93 4 522137 vwvw.sgs.com

sGS CE 13 031 I
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This document is issued by the Company subject lo its General Condilions of
Certification Seruices accessible at ww.sgs.com/terms and conditions.htm.

Attention is drawn lo the limitations of liability, indemnification and juilsdictional

issues established therein. The authenticity of thjs document may be verified at

httpl/ww.sgs.com/en/OutrCompany/Certified-ClienlDirectories/Certified-Client-
Dieclories.aspx. Any unaulhoized alteration, forgery or falsification ofthe
content or appearance ofthis document is unlawful and offendets may be

prosecuted to the fullest extent ofthe law.


