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C E R T l F I C A T E Product Service

No. Q2N 14 10 77823 007

Holder of Certificate: Jiangsu Kaishou
Medical Apparatus Co., Ltd.

Sanhekou Street, Zhenglu Town
213115 Changzhou City
PEOPLE'S REPUBLIC OF CHINA

Certification Mark: y 4

EN ISO 13485

Scope of Certificate: Production and Distribution of Rectal Tube,
Vaginal Speculum, Silicone Suction Reservoir
and Flat Drain (Round Drain), Connection Cannula,
Laryngeal Mask, Endotracheal Tube,

Preformed Nasal and Oral Tracheal Tube,
Reinforced Endotracheal Tube,

Suction Catheter, Mucus Extractor,
Tracheostomy Tube,Oxygen Mask,

Nelaton Tube, Silicone Foley Catheter,

Nasal Oxygen Cannula, Feeding Tube,
Abdominal/ Thoracic Drain Tube, Stomach Tube,
Disposable Colostomy Collection Bag
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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 management system (excluding subclause
7.3), which meets the requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1471004
Valid from: 2015-02-17
Valid until: 2020-01-09

Date, 2015-02-25
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CERTIFICATE Product Service
No. Q2N 14 10 77823 007

Applied Standard(s): EN iSO 13485:2012 + AC:2012
Medical devices - Quality management systems -
Requirements for regulatory purposes
(1SO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

Facility(ies): Jiangsu Kaishou Medical Apparatus Co., Ltd.
Sanhekou Street, Zhenglu Town, 213115
Changzhou City, PEOPLE'S REPUBLIC OF CHINA
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