
~~~: mfflx#~~~#~~#~~o
.-""!

£~~~l

f~~
<,.....

.>-~a: A- v ~~
" ~.,

c":;--'-cII ~

China Co
of In

Signature:

13M: 2021fp01)11513
(Date: Jan. 15,2021)

~p1b No.

i.iE ~JI ~
CERTIFICATE

THIS IS TO CERTIFY THAT: the annexed photostated copy of
DOCUMENT is in conformity with the original.
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.c Certificate
Production Quality Assurance
MOD Annex V
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TUVRheinland

Registration No.:

Manufacturer:

00 2063008-1

Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road,
Suzhou,
215021 Jiangsu
P.R. China

Products: Nasal Oxygen Cannulae , Suction Catheters , Stomach Tubes, Feeding
Tubes, Suction Connecting Tubes with Yankau er, Sterile Latex Surgical
Gloves, Disposable Surgical Blades & Scalpels With Plast ic Handle , Sterile
Blood Lancets , Disposable Syringes, Disposable Infusion Sets, Disposable
Tran sfusion Sets, Intravenous Needles for Single Use , Sterile Hypodermic
Needles for Single Use, Disposable Tracheal Tubes (Standard &
Reinforced), Disposable Oxygen Masks, Non-Rebreathing Masks, Aerosol
Masks, Closed Suction Catheters , Tracheostomy Tubes, Laryngea l Mask
Devices, Disposable Air Cushion Face Masks, Disposable Breathing
Circuits , Oropharyngeal Airways, Ventur i Masks, Self-destruction Safety
Syringes, Blood Collecting Needles , Foley Catheters , Disposable
Acupuncture Needles , Three-way Stopcocks (with Extension Tube),
Nelaton Catheters, Insulin Needles for Single Use, Wou nd Drainage
System with and without Trocars, Needle Free Connectors, Digital
Thermometers, Humidifier Jar (Bubble Humidif ier Jar), Enteral Feeding
Sets (Bag);
Aspects of manufacture concerned with securing and maintaining sterile
conditions: Sterile Hemostasis Adhesive Dressing Series (Sterile Wound
Plaster, Liquid Transfusion Plaster and Adhesive Dressing), Disposable

The Notified Body hereby declares that the requirements of Annex V of the directive 93/421EEC have
been met for the listed products-.Theabove named manufacturer has established and applies a quality
assurance system, which is .subjec~ to periodic surveillance, defined by Annex V, section 4 of the
aforement ioned direct ive. f'orplaciii g on the milrket of class lib and class III devices covered by this
certificate an EC type-examination Certificate 'accordinq to Annex III is required.
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Report No.:

Effective date:

Expiry date:

Issue date:

15092074 009

2020-1 1-18

2024-05-26

2020-11-18

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/421EEC concerning medical
deviceswith the identification number 01 97.
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~ Certificate
'>roduction Quality Assurance
MOD Annex V

A
- ®TUVRheinland

Registration No.:

Manufacturer:

DD 2063008-1

Boen Healthcare Co., Ltd.
Unit 602, International Center, No. 535, Shenxu Road ,
Suzhou,
215021 Jiangsu
P.R. China

Medical Brushes, Disposable Vaginal Specu lums, Disposable
Gynecological Sets,
Disposable Dressing Kits, Disposable Colostomy Bags , Disposable
Umbilical Cord Clam ps, Disposable Urine Drainage Bags , Sterile Wooden
Tongue Depressors, Non Woven Surgical Drapes, Non Woven Surgical
Gowns , X-ray Detectable Gauze Swabs (Sponges) , Gauze Balls and Lap
Spo nges in Sterilization Packing, Gauze Swabs (Sponges) , Gauze Balls
Gauze Bandage s and Non Woven Wound Care Products, Medical Elastic
Bandages, First Aid Kits and Its Related Products, Disposable Nasal
Speculums, Disposable Ear Checkers, Disposa ble Oral Cavity Kits and
Implements, Ster ile Urine Meters;
Aspects of manufacture conce rned with conformity of products with
metrological requirements: Sphygmomanometers, Mercury-free Clinical
Thermometers

Rep laces Approval, Registration No.: DD 601422740001

Report No.:

Effective date:

Expiry date:

Issue date:

15092074 009

2020-11-18

2024-05-26

2020-11-18
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TQV Rheinlbnd LGA p'rci~/
Tillystral1e 2 . 90431 NUrnberg':-GeTl'iiany

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical
devices with the identification number 0197.
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