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(( DAKKS e @

Deutsche E

Akkreditierungsstelle

D-ZM-11321-01-00 —
Product Service

Certificate

No. Q6 120215 0001 Rev.

Holder of Certificate: = Dansu-China Health Care Co., Ltd.

No. 2, Hengxin Road, Linkong Economic Zone
432000 Xiaogan City, Hubei Province
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Production and Distribution of Medical Devices
(for detail information see attachment)

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). All applicable requirements of the Testing,
Certification, Validation and Verification Regulations TUV SUD Group have to be complied with. For
details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:Q6 120215 0001 Rev.

Draft From CB 2. - Production System (Buld 20241214.1

Report No.: SH2443602
Valid from: 2024-10-15
Valid until: 2027-06-30
Date, [#ISU_DT#] Christoph Dicks
Head of Certification/Notified Body
o 7 ®
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TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q6%20120215%200001%20Rev.
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Product Service

Certificate

No. Q6 120215 0001 Rev.

Applied Standard(s): SO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Dansu-China Health Care Co., Ltd.
No. 2, Hengxin Road, Linkong Economic Zone, 432000 Xiaogan
City, Hubei Province, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

Production and Distribution of Sterile Medical Gauze Dressings, Sterile Tongue Depressors,

Sterile Medical Gloves, Sterile Medical Non-woven Products and Medical Cotton Products for
Wound Care, Sterile Disposable Dressing Packs and Procedure Packs, Sterile Drape /Surgical
Drapes, Surgical Packs /Kit, Sterile Disposable Medical Bedsheets, Sterile Surgical Gown, Steril
First Aid Kit, Sterile Disposable Medical Basin, Sterile Disposable Medical Tray, Sterile
Disposable Medical Forceps, Sterile Dialysis Kit/Haemodialysis Fistula ON/OFF Kit, Sterile Baby €=
Delivery Kit, Sterile Catheterization Pack/Catheter Pack, Sterile Male Circumcision Kit, Sterile
Suture Removal Kit, Sterile Suture Kit, Sterile Tracheostomy Pack, Sterile Umbilical Catheter Trayi=—>

stem (Buld 20241214.1)
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Kit, Sterile Chest Tube Tray Kit, Sterile PICC Catheter Insertion Dressing Care Kit, Sterile %
Scissors, Sterile Dissecting & Tissue Forceps, Sterile Haemostatic Forceps, Sterile Needle -
Holders. Sterile Retractors, Sterile Curets, Non-sterile Protection Cap, Sterile Foam Swabstick, P
Sterile Adhesive Fixation Clip, Non-Sterile Isolation Gowns/Medical Coverall, Non-sterile Medical S
Isolation Face Shield, Non-sterile Medical Isolation Boot-Cover, Non-sterile Medical Cap, Non- [ om T
sterile Sponge Holder, Non-sterile Apron [ |
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