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( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. Q6 050970 0016 Rev. 02

Holder of Certificate: Jiangsu Kangbao Medical

Equipment Co., Ltd.

78#, North Suzhong Road, Baoying
225800 Yangzhou

PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

A\ ENISO 13485

tuvsud.com/ps-cert

Scope of Certificate: Production and Distribution of Medical Devices
(For detail information see page 2)

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 and
certification regulation of TUV SUD Group have to be complied with. For details and certificate validity
see: www.tuvsud.com/ps-cert?g=cert:Q6 050970 0016 Rev. 02

Report No.: SH2227502
Valid from: 2023-03-21
Valid until: 2026-01-31

C@I‘-\/

Date, 2023-03-21 Christoph Dicks
Head of Certification/Notified Body

Digitally signed by Morozov Maria
Date: 2023.09.11 10:23:32 EEST
Reason: MoldSign Signature
Location: Moldova
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ZERTIFIKAT & CERTIFICATE ¢

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate
No. Q6 050970 0016 Rev. 02

Applied Standard(s):  EN SO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(1SO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Jiangsu Kangbao Medical Equipment Co., Ltd.
78#, North Suzhong Road, Baoying, 225800 Yangzhou, PEOPLE'S
REPUBLIC OF CHINA

See Scope of Certificate

Production and Distribution of Disposable IV Catheter, Infusion Set for Single Use, Scalp Vein
Needle for Single Use, Sterile Hypodermic Syringe for Single Use, Sterile Hypodermic Needle for
Single Use, Disposable Vaginal Speculum, Medical Lap Sponge, Gauze, Bandage, Medical
Cotton Pad, Medical Non-woven Cap/Coat/Shoes Covering, Medical Face Mask, Medical Cotton
Ball, Medical Cotton Applicator, Medical Absorbent Gauze, Medical Cotton Wool, Burette-Type
Infusion Sets for Single Use, Transfusion Sets for Single Use, Hemodialysis Care Kits, Sterile
Vaginal Examination Aids, Flexible Needles, Disposable DEHP Free Infusion Set, Sterile Safety
Scalp Vein Sets for Single Use, Sterile Safety Syringe for Single Use, Auto-disable Syringes for
Single Use, Sterile Dissolve Needle, Sterile Safety Dissolve Needles for Single Use, Safety
Hypodermic Needle for Single Use, Sterile Biopsy Needle for Single Use, Sterile Blood Lancet and
Safety Blood Lancet for Single Use, Luer Cap, General Surgical Kits, Gauze Swab, Gauze Balls,
Needle Counter and Safety Needle Counter, Disposable Dressing Kits, Operation Room Turnover
Kits, Sterile Oral/Enteral Syringe, Surgical Drapes, Insulin Syringe for Single Use, Alcohol
Disinfection Pad, Blood Collection Needle for Single Use, Needle Free Connector, Heparin Cap,
Single Use Connector(Three Way Stopcock, Intravenous Extension Tube, Connecting Tube),
Scalp Vein Sets DEHP Free for Single Use, Disposable Infusion Set(PVC Free), Sterile Scalp Vein
Sets for Single Use(PVC Free), Sterile Oral/Enteral Cap, Sterile Medical Bottle Adaptor, Solution
Administration Set for Infusion Pump, Disposable Medical Enteral Feeding Set Gravity Type,
Urine Bag, Irrigation Syringes, The Drawing Up Straw/Filter Needle.
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