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Product Service

CERTIFICATE

No. Q2N 12 01 78540 001

Holder of Certificate: Changzhou Standard Medical
Devices Co., Ltd.

Tongjiang Road

Xinbei District

213022 Changzhou, Jiangsu
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

A\ ENI5013485
\

Scope of Certificate:  Production and Distribution of
Endotracheal Tubes, Suction Catheters,
Tracheostomy Tubes, Oxygen Masks,
Silicone Foley Catheters,
Nelaton Catheters, Nasal Oxygen Cannulaes,
Feeding Tubes, Stomach Tubes,
Urine Drainage Bags,
Paediatric Urine Collectors, Rectal Tubes,
Vaginal Speculums, Umbilical Cord Clamps,
Medical Latex Gloves, Gauze Pads,
Gauze Sponges, Absorbent Cotton Rolls,
Non-woven Sponges,
Disposable Intravenous Needles,
Sterile Syringes for Single Use,
Hypodermic Needle for Single Use,
Sterile Infusion Sets for Single Use,
Transfusion Set, I.V. Cannula for Single Use,
Sterile Dental Needles for Single Use,
Latex Foley Catheter
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality system which meets the requirements of the
listed standard(s). See also notes overleaf.

Report No.: SH1170201
Valid from: 2012-03-07 v—
Valid until: 2015-03-06

#-&

Hans-Heiner Junker

Date, 2012-03-09
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Product Service

CERTIFICATE
No. Q2N 12 01 78540 001

Applied Standard(s): EN ISO 13485:2003/AC:2009
ISO 13485:2003
Medical Devices - Quality Management Systems -
Requirements for regulatory purposes

Facility(ies): Changzhou Standard Medical Devices Co., Ltd.
Tongjiang Road, Xinbei District, 213022
Changzhou, Jiangsu, PEOPLE'S REPUBLIC OF

CHINA
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