America

CERTIFICATE

The Certification Body of
TUV SUD AMERICA INC.

hereby certifies that

EDAN Instruments, Inc.
3/F - B, Nanshan Medical Equipments Park,

Nanhai Rd 1019#, Shekou,
Nanshan Shenzhen, 518067 P.R. China

(see page 2 for additional locations)

has implemented a Quality Management System
in accordance with:

ISO 13485:2003

The scope of this Quality Management System includes:

—
<
(&
bl
f—
oc
LA
(&}
o
(am]
<T
(&
Lb.
o
=t
(BN
(]
[ ]
—
<L
x=
=
©
-
[
o.
kL
o
[ ]
o
i

Design and Development, Production and Distribution of Transcranial
Doppler System, Fetal Monitor, Fetal & Maternal Monitor, Ultrasonic
Pocket Doppler, Patient Monitor, Electrocardiograph, Ultrasound Scanner,
Pulse Oximeter, Digital Ultrasonic Diagnostic Imaging System, PC ECG,
Stress ECG, Vital Signs Monitor, Finger Oximeter, Ultrasonic TableTop
Doppler, Trolley (for medical use), ECG Electrode, Holter System,
Treadmill (for medical use), Diagnostic Ultrasound System,
Ultrasonic Imaging Management System
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Certificate Expiry Date: December 1, 2013
Certificate Registration No: S 951 08 4647

Effective Date: December 2, 2010

SCC Accredited

Gary \WV. Minks OCSsM Recognized
VP, Regulatory Affairs Accrédité CON Registrar
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3/F-B, Nanshan Medical Equipments Park,
Nanhai Rd 1019#, Shekou,
Nanshan Shenzhen, 518067 P. R. China

Design and Development, Production and Distribution

2/F, block A/B, Unit 8,
Xing Hua Building (6th Industrial Road,Shekou), Nanhai Rd,
Nanshan Shenzhen, 518067 P.R. China
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Certificate Expiry Date: December 1, 2013
Certificate Registration No: S 951 08 4647

Effective Date: December 2, 2010

VA

Gary W. Minks
VP, Regulatory Affairs

SCC Accredited
CB-MS

©

OCsSM
Accrédité CCN

Health
Canada
CMDCAS
Recognized
™ Registrar
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