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D-ZM-11321-01-00

Certificate

Product Service

No. Q5 099261 0005 Rev. 01

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Ningbo Yingmed Medical

Instruments Co., Ltd.
Room 1201-9

No. 456 Tai'an Middle RD
Yinzhou District

315199 Ningbo, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

EN SO 3485

tuv-sud.com/ps-cert

Design, Development, Production and Distribution of
Silicone Foley Catheters, Foley Catheter Trays,
Latex Foley Catheters, Non-absorbable

Surgical Suture with and without Needles

Production and Distribution of Cervical Brushes,
Vaginal Speculum, Urine Bags,

Gauze Swabs (sponges) with X-ray Detectable
Sterile Packing, Gauze Balls Sterile Packing,
Non-woven Sponges (with X-ray)

(For detail information please see following pages)

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.:

Valid from:
Valid until:

Date, 2020-05-14
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SH20118901

2020-07-19
2023-07-18

C@IL\/

Christoph Dicks
Head of Certification/Notified Body

TV SUD Product Service GmbH - Certification Body * Ridlerstrafe 65 « 80339 Munich - Germany
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Product Service

Certificate

No. Q5 099261 0005 Rev. 01

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

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

Facilitv(ies): Ningbo Yingmed Medical Instruments Co., Ltd.
y( ) Room 1201-9, No. 456 Tai'an Middle RD, Yinzhou District, 315199
Ningbo, Zhejiang, PEOPLE'S REPUBLIC OF CHINA
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No. Q5 099261 0005 Rev. 01

Product Service

For the product(s) / product category(ies):

Design, Development, Production and Distribution of
Silicone Foley Catheters, Foley Catheter Trays,

Latex Foley Catheters,

Non-absorbable Surgical Suture with and without Needles

Production and Distribution of Cervical Brushes,

Vaginal Speculum, Urine Bags,

Gauze Swabs (sponges) with X-ray Detectable Sterile Packing,
Gauze Balls Sterile Packing, Non-woven Sponges (with X-ray),
Gauze Bandages, Suction Catheters, Feeding Tubes,
Stomach Tubes, Rectal Catheters, Oropharyngeal Airways,
Nasopharyngeal Airways, Gauze Rolls, Elastic Bandages,
Cotton Tip Applicators, Absorbent Cotton, Medical Tapes,
Surgical Drapes, Sterile Wound Plasters,

Sterile Wound Dressing, Infusion Plasters,

Gynecological Sets, Cervical Spatula,

Simple Oxygen Masks, Venturi Mask (Multi-vent Masks),
Tracheostomy Masks, Aerosol Masks,

Non-Rebreathing Masks, Nasal Oxygen Cannulas,
Yankauer Suction Sets, Laryngeal Masks,

Endotracheal Tubes, Reinforced Endotracheal Tubes,
Endotracheal Tube Introducer/Bougie, Intubating Stylets,
Endobronchial Tubes, Nelaton Catheters,

Anaesthesia Breathing System, Air Cushion Face Masks,
HMEF (heat and moisture exchanger filters),

Disposable Needle, Disposable Syringe, Insulin Syringe,
Intravenous Needles for Single Use, I.V. Cannulas,
Disposable Infusion Sets, Disposable Blood Transfusion Sets,
3-way Stop Cocks, Safety Syringes for Single Use,
Surgical Gloves, Disposable Surgical Blades,

Sterile Blood Lancets, Disposable Safety Lancets,
Umbilical Cord Clamps, Lap Sponge Sterile Packing,

Lap Sponge, Alcohol Swabs, I.D. Bracelets,

Ostomy Bags and Accessories,

Gauze Swabs (Sponges) without X-ray,

Gauze Balls, Vacuum Blood Collection Tubes, Face Mask,
Isolation Gown, Surgical Gown, Bed Sheets, Caps,

Medical Latex Gloves, Medical Finger Cover, Underpads,
Adult Diapers, Dental Cotton Roll, Spacer for Aerosol,
Auto disable Syringes for Single use,

Sterile Dental Needles for Single use,

Sterile Pad(Alcohol Pad), Wooden Tongue Depressors
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