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ZERTIFIKAT & CERTIFICATE

(( DAKKS ek @ |
Deutsche " OV

Akkreditierungsstelle R e 3

D-ZM-11321-01-00

Certificate

No. Q5 092826 0005 Rev. 00

Product Service

Holder of Certificate: Surgimed Medical Supplies Co., Ltd
Rm602, Beichen International Plaza, Dear Town New City
312000 Shaoxing, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

ENISO 13485

tuv-sud.com/ps-cert

Scope of Certificate:  Design Development,

Production and Distribution of

Sterile Paraffin Dressing

Production and Distribution of

Gauze Swab With/Without X-Ray, Gown,

Gauze Bandage, Non-Woven Sponge, Surgical Drape,
Sterile Urinary Drainage Bag, Gauze Roll,

Disposable Umbilical Cord-Clamp,

Wound Plaster, Disposable I.D. Bracelet,

Face Mask, Patients Gown, Medical Tape,

Alcohol Ball/Pad, Wound Dressing, First Aid Kit,

PVC Examination Gloves, Cotton Wool Roll,

Cotton Wool Ball, Lap Sponge, Nurse Cap,

Syringe, Gauze Ball With/Without X-Ray,

Infusion Set For Single Use,

Transfusion Set For Single Use,

Sterile Autodisable Syringe For Single Use,

Wire Scalp Set For Single Use,

Single-Use Sterile Rubber Surgical Glove,
Single-Use Medical Rubber Examination Glove,
Disposable Suture Needle,

Disposable Surgical Blade & Scalpel With Plastic Handle,
Sterile Blood Lancet, Medical Nasal Oxygen Cannula,
Sterile Nelaton Catheter,

Disposable Mucus Extractor,

Sterile Insulin Syringe For Single Use,

Sterile Hypodermic Needle For Single Use,

Sterile And Non-Sterile Oxygen Mask,

Sterile And Non-Sterile Nebulizer Mask, Bandage

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.: SH1899004
Valid from: 2019-01-04
Valid until: 2021-12-06

Date, 2019-01-04 w

Stefan Preil®
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'ZERTIFIKAT & CERTIFICATE

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092826 0005 Rev. 00

Product Service

Applied Standard(s): ENISO 1348522016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Surgimed Medical Supplies Co., Ltd
Rm602, Beichen International Plaza, Dear Town New City,
312000 Shaoxing, Zhejiang, PEOPLE'S REPUBLIC OF
CHINA
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