Instruction for Use ( €

Product name

Neonatal Phototherapy Eye Mask
Intened use:

The product is intended to protect the eyes during the phototherapy treatment.

Materials:

Nonwoven fabric, composite bonding fabric, spandex bandage, Velcro tab, medical silicone gel.
Product description

It consists of mask body and shield pad. It is made up of nonwoven fabric, composite bonding
fabric, spandex bandage, Velcro tab, medical silicone gel.The mask body is divided into fixed and
movable types according to the forehead fixing method.The product is non-sterile, for single use
only.

Models and Specifications

Type | Large / Type | Medium / Type | Small

Type Il Large / Type Il Medium / Type Il Small

Type lll Large / Type IIl Medium / Type Il Small

Type IV Large / Type IV Medium / Type IV Small

Type IV-N Large / Type IV-N Medium / Type IV-N Small

Type V Medium / Type V Small

Type V-N Medium / Type V-N Small

Type VII Large / Type VIl Medium/Type VIl Small

Large specification is applicable to the neonate with head circumference of 30-38 cm.
Medium specification is applicable to the neonate with head circumference of 24-33cm.
Small specification is applicable to the neonate with head circumference of 20-28cm.

Shelf time: 3 years

Duration of time: Less than 24 hours

Intended patient population: Neonate

Intended users: The user shall be trained medical staff

Contraindications:

1. Neonate with allergic constitutions is prohibited from using this product, should use it with

caution or follow the doctor's advice.
2. Neonate with eye infections or unhealed infections should use this product after recovery and
follow the doctor's advice.
Warnings:
1.Please read this instruction for use and the contraindications, precautions and usage
methods carefully before using this product.
2. The mask body and shield pad of this product should be used together.
3. This product is for one-time use only by a single patient. Do not cross-use or reuse.

4.Do not pull hard before use. Pay attention to adjusting the position and tightness of the
product to ensure that the protective position is correct and the tightness is appropriate.

5. Please pay attention to the use of this product and strengthen the inspection during use. If you



find that the mask body is loose or loses its stickiness and cannot be used continuously, please
replace it with a new eye mask immediately; if you find that the shield pad is contaminated by
the neonate's eye secretions, please replace it with a new eye mask.

6. During the use of this product, slight marks, local redness or red spots may appear. These are

normal phenomena and will heal or disappear quickly after discontinuation of use.

Instruction for use:

1.Select appropriate specification according to the neonate’s head circumference.

2.When using, please ask the medical staff to gently place the product on the neonate's head and
fix it, and at the same time apply the shield pad to the neonate's eyes, and then adjust it to a
reasonable and appropriate position.

3.When using Type II,Type lll,Type IV,Type IV-N,Type VI, medical staff should press the fixed mask
body and the Velcro tab as tightly as possible at the contact part with Velcro tab. During use, please
avoid the Velcro tab from contacting the neonate's skin to avoid rubbing the neonate's skin.

4, When using Type V and Type V-N, please ask the medical staff to clean the skin around the
neonate's eyes and keep the skin dry; when using, please ask the medical staff to first remove the
release paper on the back of the product, apply the shield pad to the neonate's eyes, and press
the medical silicone gel patch except the shield pad with your fingers to make it completely adhere
to the skin; during use, please pay attention to observation. If the neonate is found to have severe
spontaneous sweating, turn off the phototherapy device first, remove the product, clean the sweat
and sebum on the neonate's skin surface, and then put on the product again.

Storage and Transportation

1.The packaged product can be transported by the means of transportation. During
transportation, they should be protected from sunlight, rain, harmful gases and liquid
contamination.

2. The packaged product should be stored at -10°C~40°C, in a dry, cool and clean room without

corrosive substances.

Production date:

See package
LOT No:
See package

Manufacturer Information

Ontecklong(Nanjing) Medical Supply Corporation Limited
Address:Bldg 5,No.2 Future Road,Park Zhongshan,Liuhe district,Nanjing,210048
Jiangsu,P.R China

Tel:86-25-51552233 Fax:86-25-84233533

European
Authorized
Representative

EU |REP SUNGO Europe B.V.
Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan den IJssel, The
Netherlands
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