File No.: | HN-CEO1-Annex-05
Revision: | A/0
CE Technical file of Disposable Vinyl Gloves Effective: | 2020.09.25

Instruction for Use

C€

Instruction for Use

[Product Name]
Disposable Vinyl Gloves
[Model]

C603

[Material]
PVC

[Intended use]

This glove is a non-sterile disposable medical glove worn by medical personnel in the

medical environment.
[ Contraindications)

People who are allergic to product materials.
[Directions for use)

® How to put on gloves

1. Select the appropriately sized gloves.

2. Check the validity period of the gloves on the package and the tightness of the
package.

3. Wash hands or sanitize before wearing gloves.

Open the glove package. Lift the opening of the package with one hand, and take
out the gloves with the spread fingers and insert hand into glove.

5. Lift the opening of anther package by the same way above. Hold another glove with
the gloved hand and insert the other hand into the glove. Put your hands together,
and adjust the wearing of gloves by crossing your fingers.

® How to remove the gloves

Grab the end of the outsaid of glove with gloved fingers and pull the glove down.

2. Hold the removed glove with the gloved hand, and grab the end of the inside of

glove with the non-gloved hand to pull the glove down.

3. Hold the removed gloves inside out. Throw away the gloves in a medical waste

place and wash your hands.
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[ Warnings]

1) This product is disposable and destroyed after use.

2) It is forbidden to use if the package is damaged.

3) This product does not have flame retardant performance.

4) If any adverse event occurs, it should be reported to the manufacturer and

competent authority of the Member State where the user and/or patient is located.
[Package]

The inner packaging uses plastic packaging bags, the medium package is a carton and

100 pcs per box.
[Expiry]
5 years
[Production Date]
Refer to the package label.
[Storage conditions]
The product shall be stored in a room without corrosive gas and with good ventilation.
[Sterilization]
Non-sterile

[Symbol Description]

Caution, Indicates the need for the user to consult the instructions for use for
A important cautionary information, such as warnings and precautions that
cannot, for a variety of reasons, be presented on the medical device itself.
c € CE Mark: conforms to essential requirements of the Medical Device
Regulation 2017/745 (EU)
UK UKCA Mark: conforms to essential requirements of the Medical Device
c n Regulation Part II of the UK MDR 2002
Date of manufacture, Indicates the date when the medical device was
&I manufactured
Manufacturer, Indicates the medical device manufacturer, as defined in
“ Medical Device Regulation 2017/745 (EU)
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Use-by date, Indicates the date after which the medical device is not to be used

Do not re-use, indicates a medical device that is intended for one use, or for

use on a single patient during a single procedure

Do not use if package is damaged, indicates a medical device that should not

be used if the package has been damaged or opened

Non-sterile

UDI-DI UDI-DI code of product identification
LOT Batch code, Indicates the manufacturer's batch code so that the batch or lot can
be identified.

Keep away from sunlight, indicates a medical device that needs protection

from light sources.

Keep dry, indicates a medical device that needs to be protected from moisture.

Medical Device mark

Qingdao Hainuo Biological Engineering Co., Ltd.
No.1 Guangdong Road, Jiangshan Industrial Park, Laixi, Qingdao, China.

EC | REP CMC Medical Devices & Drugs S.L
C/Horacio Lengo N° 18 CP 29006, Malaga-Spain
Kingsmead Service Limited

UK | REP

19 Mezzanine Floor 19-21 Crawford Street London England W1H 1PJ
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