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APPROVAL OF CONFORMITY CERTIFICATE

In accordance with the requirements of the In Vitro Diagnostic
Medical Devices Directive 98/79/EC and the Medical Devices
Regulations 2002, UK Statutory Instrument 2002 No. 618

This is to certify that the Quality Management System of:

Abbott Diabetes Care Limited
Range Road, Witney, Oxon, OX29 0YL
United Kingdom

has been assessed against the requirements of Annex IV of the In Vitro Diagnostic
Medical Devices Directive 98/79/EC, and the Medical Devices Regulations 2002
and conforms to the requirements for the products shown on the attached
certificate schedule.

Approval is subject to the maintenance of the quality system in accordance with
the requirements of the above Directive and Regulations.

Authorisation is hereby given to use the LRQA Notified Body Registration Number
in accordance with the requirements of the specified Directives/Regulations in
relation to the products as identified.

Certificate No: LRQ 0930736/C
Original Approval: 25 May 2001
Current Certificate: 25 September 2007
Certificate Expiry: 30 April 2010

LRQA Notified Body Number 0088

Issued by: Lloyd™ Register Quality Assurance Limited

This document is subject to the provision on the reverse

\'ﬂ 71 Fenchurch Street, London EC3M 4BS, United Kingdom. Registration Number 1879370 /J,I




APPROVAL OF CONFORMITY CERTIFICATE
CERTIFICATE LRQ 0930736/C SCHEDULE

has been assessed against the requirements of Annex IV of the
In Vitro Diagnostic Medical Devices Directive 98/79/EC, and the
Medical Devices Regulations 2002 and conforms to the
requirements for the products shown below:

Abbott Diabetes Care Limited
Range Road, Witney, Oxon, 0X29 0YL
United Kingdom

Annex |l List B / Self Test Products

Soft-Sense Diabetes Management System, consisting of:
Soft-Sense Sensor
Soft-Sense Blood Glucose Test Strips

Also sold as-

Sof-Tact Diabetes Management System, consisting of:
Sof-Tact Sensor

Sof-Tact Blood Glucose Test Strips

MediSense Glucose and Ketone Control Solutions

Precison Xtra Blood Glucose Monitoring System, also called

Precison Xtra Advanced Diabetes Management System, consisting of
Precision Xtra Blood Glucose and 3-Ketone Monitoring Sensor
Precision Xtra Plus Blood Glucose Test Strips

Precision Xtra p-Ketone Test Strips

Also sold as-

Optium Blood Glucose Monitoring System, also called

Optium Advanced Diabetes Management System, consisting of
Optium Blood Glucose and [3-Ketone Monitoring Sensor
Optium Plus Blood Glucose Test Strips

Optium Blood Glucose Test Strips

Optium [i-Ketone Test Strips

And
Precision Xtra OK Blood Glucose Monitoring System, consisting of
Precision Xtra OK Blood Glucose Monitoring Sensor
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APPROVAL OF CONFORMITY CERTIFICATE
CERTIFICATE LRQ 0930736/C SCHEDULE

has been assessed against the requirements of Annex IV of the
In Vitro Diagnostic Medical Devices Directive 98/79/EC, and the
Medical Devices Regulations 2002 and conforms to the
requirements for the products shown below:

Abbott Diabetes Care Limited
Range Road, Witney, Oxon, 0X29 0YL
United Kingdom

Annex Il List B / Self Test Products

Precision Xtra Combo Blood Glucose and (-Ketone Test Strips
Also sold as-

Optium Combo Blood Glucose and B-Ketone Test Strips

Precison Easy Blood Glucose Monitoring System, consisting of
Precision Easy Blood Glucose Sensor
(to be used with Precision Xtra Plus Blood Glucose Test Strips)

Also sold as-

Optium Easy Blood Glucose Monitoring System, consisting of
Optium Easy Blood Glucose Sensor

(to be used with Optium Plus Blood Glucose Test Strips)

Precision QID Blood Glucose Monitoring System, consisting of:
Precision QID Sensor

G2 Sensor Electrodes

Precision Plus Test Strips

Precis Electrodes

Sensor Electrodes Plus

Sensor Electrodes

Precision Xceed Blood Glucose Monitoring System, also called
Precision Xceed Diabetes Monitoring System, consisting of:
Precision Xceed Blood Glucose Sensor

Precision Xtra Plus Blood Glucose Test Strips
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APPROVAL OF CONFORMITY CERTIFICATE
CERTIFICATE LRQ 0930736/C SCHEDULE

has been assessed against the requirements of Annex IV of the
In Vitro Diagnostic Medical Devices Directive 98/79/EC, and the
Medical Devices Regulations 2002 and conforms to the
requirements for the products shown below:

Abbott Diabetes Care Limited
Range Road, Witney, Oxon, 0X29 0YL
United Kingdom

Annex Il List B / Self Test Products

Also sold as-

Optium Xceed Blood Glucose Monitoring System, also called
Optium Xceed Diabetes Monitoring System

Optium Xceed Blood Glucose Sensor

Optium Plus Blood Glucose Test Strips

And
Optium Xido Blood Glucose Monitoring System, also called
Optium Xido Diabetes Monitoring System

Optium Xido Blood Glucose Sensor
Optium Xido Blood Glucose Test Strips

Schedule Issue: 1
Date of Schedule Issue: 25 September 2007

LRQA Notified Body Number 0088

Issued by: Lloyd's aegister Quality Assurance Limited
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