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ZERTIFIKAT & CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 049047 0010 Rev. 01

Product Service

Holder of Certificate: = Zhejiang Kawamoto
Health Care Products Co., Ltd.
No. 508, Xiuxin Road
Xiuzhou Industrial Park
314032 Jiaxing, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

. ENISD 185 /8

tuv-sud.com/ps-cert

Scope of Certificate: = Design and Development,
Production and Distribution of

Sterile Alginate Dressing,

Hydrocolloid Dressing,

Foam Dressing

Production and Distribution of

Sterile Surgical Gauze Swabs,

Sterile Non-wovern Swabs,

X-ray Detectable Lap Sponges,

X-ray Detectable Surgical Gauze Swabs,
X-ray Detectable Yarn,

Sterile Tracheal Compresses (Drain Sponges),
Gauze Balls,

Transparent Semi-permeable Dressing,
Surgical Films, Surgical Packs, Surgical Drapes,
Surgical Gowns, Sterile Instrumental Cover,
Nonwoven Masks

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned above
has established and is maintaining a quality management system, which meets the requirements of the
listed standard(s). See also notes overleaf.

Report No.: . SH2014301
Valid from: 2020-04-07
Valid until: 2023-03-31
C. ;| ,L\/
Date, 2020-04-07 P -
Christoph Dicks
Head of Certification/Notified Body
Page 1 of 2 TON ,®

TUV SUD Product Service GmbH = Certification Body = Ridlerstralte 65 « 80339 Munich = Germany
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ZERTIFIKAT e CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 049047 0010 Rev. 01

Product Service

Applied Standard(s): EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(ISO 13485:2016)

DIN EN ISO 13485:2016

Facilitv(ies): Zhejiang Kawamoto Health Care Products Co., Ltd.
ty( ) No. 508, Xiuxin Road, Xiuzhou Industrial Park, 314032 Jiaxing,
Zhejiang, PEOPLE'S REPUBLIC OF CHINA
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