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QUALITY SYSTEM

EC-CERTIFICATE

Directive 98/79/EC

Manufacturer: ~ Tyson Bioresearch Inc.
5F No 22 Ke E. Road III Science-Based
Industrial Park, Chu-Nan 300, Taiwan, R.O.C

Coverage of Certificate: Design, manufacture and final inspection

Product category: Blood glucose test devices for self-testing

Valid until: 15" October, 2013

The manufacturer's quality system for the design, manufacture and final inspection
of the aforesaid product category has been evaluated and meets the provisions of
Council Directive 98/79/EC as set out in Annex IV Section 3. This approval is valid
until the expiry date provided that the manufacturer fulfils the obligations imposed
by Annex IV in Directive 98/79/EC. This Certificate is based on decision no VTT-
C-3325-02-1073-339-08-PO.

Tampere, 15" October, 2008
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Notified Body no. 0537:

VTT Technical Research Centre of Finland
VTT-C-3325-02-1073-339-08 P.O. Box 1300 (Tekniikankatu 1)

FI-33101 TAMPERE
Tel+358 20722 111

Certificate no.







Annex 1
to the Decision no VI T-C-3325-02-1073-339-08-P3 related to the
Council Directive 98/79/EC on In vitro diagnostic medical devices

Products covered by the Certificate no. VIT-C-3325-02-1073-339-08:

EZ Scan Blood Glucose Monitoring System
EZ Scan Blood Glucose Meter

EZ Scan Test Strip

EZ Scan Control Solution

EZ Smart Blood Glucose Monitoring System
EZ Smart Blood Glucose Meter

EZ Smart Blood Glucose Test Strip

EZ Smart Glucose Control Solution

EZ Smart-168 Blood Glucose Monitoring System
EZ Smart-168 Blood Glucose Meter

EZ Smart-168 Blood Glucose Test Strip

EZ Smart-168 Glucose Control Solution

Gluco Vida Blood Glucose Monitoring System
Gluco Vida Blood Glucose Meter

Gluco Vida Blood Glucose Test Strip

Gluco Vida Glucose Control Solution

EZ Smart-606 Blood Glucose Monitoring System
EZ Smart-606 Blood Glucose Meter
EZ Smart-606 Blood Glucose Test Strip

EZ Smart-608 Blood Glucose Monitoring System
EZ Smart-608 Blood Glucose Meter
EZ Smart-608 Blood Glucose Test Strip

Diachex Blood Glucose Monitoring System
Diachex Blood Glucose Meter

Diachex Blood Glucose Test Strip

Diachex Glucose Control Solution

Smartchex Blood Glucose Monitoring System
Smartchex Blood Glucose Meter

Smartchex Blood Glucose Test Strip
Smartchex Glucose Control Solution

EZ Scan Plus Blood Glucose Monitoring System
EZ Scan Plus Blood Glucose Meter

EZ Scan Plus Test Strip

EZ Scan Plus Control Solution

Ultimate EZ Smart " Blood Glucose Monitoring System
Ultimate EZ Smart ™™ Blood Glucose Meter

Ultimate EZ Smart ™ Blood Glucose Test Strip

Ultimate EZ Smart ™ Glucose Control Solution

Diachex Superb Blood Glucose Monitoring System
Diachex Superb Blood Glucose Meter

Diachex Superb Blood Glucose Test Strip
Diachex Superb Glucose Control Solutiogf
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Diachex Vigor Blood Glucose Monitoring System
Diachex Vigor Blood Glucose Meter

Diachex Vigor Blood Glucose Test Strip

Diachex Vigor Glucose Control Solution

Diachex+ Determine Blood Glucose Monitoring System
Diachex+ Determine Blood Glucose Meter

Diachex+ Determine Blood Glucose Test Strip
Diachex+ Determine Glucose Control Solution
Diachex+ Evolve Blood Glucose Monitoring System
Diachex+ Evolve Blood Glucose Meter

Diachex+ Evolve Blood Glucose Test Strip

Diachex+ Evolve Glucose Control Solution

Diachex+ Infinity Blood Glucose Monitoring System
Diachex+ Infinity Blood Glucose Meter

Diachex+ Infinity Blood Glucose Test Strip
Diachex+ Infinity Glucose Control Solution

Rossmax CB 100 Blood Glucose Monitoring System
Rossmax CB 100 Blood Glucose Meter

Rossmax CB 100 Blood Glucose Test Strip
Rossmax CB 100 Glucose Control Solution

TysonBio EVOLVE Blood Glucose Monitoring System
TysonBio EVOLVE Blood Glucose Meter

TysonBio EVOLVE Blood Glucose Test Strip
TysonBio EVOLVE Glucose Control Solution

TysonBio SUPERB Blood Glucose Monitoring System
TysonBio SUPERB Blood Glucose Meter

TysonBio SUPERB Blood Glucose Test Strip
TysonBio SUPERB Glucose Control Solution

TysonBio VIGOR Blood Glucose Monitoring System
TysonBio VIGOR Blood Glucose Meter

TysonBio VIGOR Blood Glucose Test Strip
TysonBio VIGOR Glucose Control Solution

TysonBio TB 100 Blood Glucose Monitoring System
TysonBio TB 100 Blood Glucose Meter

TysonBio TB 100 Blood Glucose Test Strip
TysonBio TB 100 Glucose Control Solution

Dr. G Glucometer Blood Glucose Monitoring System
Dr. G Glucometer Blood Glucose Meter

Dr. G Glucometer Blood Glucose Test Strip

Dr. G Glucometer Glucose Control Solution

EKS Codefree Blood Glucose Monitoring System
EKS Codefree Blood Glucose Meter

EKS Codefree Blood Glucose Test Strip

KS Codefree Glucose Control Solution
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