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1 Introduction 

The mask consists of three layers of non-woven fabric. The outer layer is blue 

polypropylene spunbond non-woven fabric, the middle layer is polypropylene 

meltblown non-woven fabric with bacteria and particle filtering effect, and the inner 

layer is white polypropylene spunbond non-woven fabric. The masks are suitable for 

wearing in an ordinary medical environment, blocking the exhalation or spraying of 

pollutants from the oral or nasal cavities. Used in non-invasive operation, bacterial 

filtration efficiency is over 95%. 

2 Standard 

The mask products are based on standards: EN 14683: 2005 Type I (CE) 

3 Product appearance 

 

Fig.1 product appearance 

 

Fig.2 product appearance 

 

The nose-clip is at the top. 

The colour side faces outward 
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4 Specification  

4.1 Size and appearance requirements 

 

Fig.3 mask structure 

1. Mask length >170 mm  

2. Mask width: 165 mm, three stacks in the middle, the width of the mask after stacked 

is 95 mm, and the width of each stack ≥10 mm. The nose-clip side as the upper part 

and the dark colour as the outer side. After opening the stack, the opening side should 

face down 

3. The width of the pressing edge ≤ 10 mm, and the upper nose-clip ≤ 16 mm  

4. Nose-clip: Length>80 mm width is preferably 3mm  

5. Ear-loop: The length is 180 mm and diameter is 3 mm. The material is polyester 

spandex. The inner layer is welded and the distance from the mask edge is not more 

than 10 mm. 

Table 1 Parameters of single-use face masks 

Items Parameters 

Product name Single-use face mask 

Textures 
Polypropylene spunbond non-woven fabric, polypropylene melt-

blown non-woven fabric, metal core plastic nose-clip. 

Model Flat 

Size 175 mm * 95 mm 

Application 
Used mainly for respiratory protection of related personnel, which 

can filter particles in the air and block droplets and microorganisms. 

Expiration date 

The validity period is subject to the validity period promised by the 

non-woven fabric supplier, and the maximum period shall not 

exceed three years. 

Packaging size 5 pcs / bag, 50 pcs / box, 2000 pcs / carton 

1 Inner layer 

2 Middle layer 

3 Nose-clip 

5 Pressing edge 

4 Outer edge 

6 Ear loop 
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Items Parameters 

Sterilization type Non-sterile 

Usage 

1. Flatten the mask and hang both sides of the mask on your ears; 

2. Fix the nose-clip in the shape of the nose to prevent dirty air from 

entering; 

3. Pull the mask to the lower jaw so as to produce a good protective 

effect. 

Special storage 

conditions and methods 

Store in a relative humidity not exceeding 80%, non-corrosive gas, in 

a well-ventilated room and avoiding high temperatures. 

Remarks Epidemic emergency products 

4.2 Inner and outer spunbond non-woven fabrics  

The inner and outer layers are polypropylene spunbond non-woven fabrics. The outer 

layer is generally blue, the inner layer is white and the areal density is 25g / m². The 

width is based on the equipment width, the inner layer width is 200 mm, and the outer 

layer width is 180 mm. The packaging method is coil and the diameter of the coil 

cannot be greater than the equipment mounting limit. It requires sealed packaging. 

The technical requirements for the inner and outer spunbond nonwovens are shown in 

Table 2: 

Table 2 the technical requirements for the inner and outer spunbond 

nonwovens 

4.3 Interlayer meltblown non-woven fabric 

The meltblown non-woven fabric is made of high-speed hot air to draw polypropylene 

(PP) to form ultra-fine fiber agglomeration. Its specifications are white and its areal 

Items Index 

Areal density 25 g/m2 

Breaking strength 
Longitudinal 26 N/5cm 

Horizontal 18 N/5cm 

Fluorescence None 

Formaldehyde content ≤ 300 mg/kg 

pH 5.4-7.6 

Microbial index 

Total number of bacteria cfu/g ≤20 

Coliform None 

Pathogenic pyogenic bacteria None  

Total fungal colonies None 

Biological evaluation 

Cytotoxicity Not more than 2 levels 

Skin irritation 
Primary stimulation index 

does not exceed 0.4 

Delayed hypersensitivity None 
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density is 25 g / m². The packaging method is coil, the diameter of the coil cannot be 

larger than the equipment mounting limit and the package is sealed. 

The technical requirements for the interlayer meltblown non-woven fabric are shown in 

Table 3 

Table 3 the technical requirements for the interlayer meltblown non-woven 

fabric 

Items Index 

Areal density 25 g/m2 

Fluorescence None 

Formaldehyde content ≤ 300 mg/kg 

pH 5.4-7.6 

Microbial 

index 

Total number of bacteria cfu/g ≤20 

Coliform None 

Pathogenic pyogenic bacteria None 

Total fungal colonies None 

Particle filtration efficiency ≥ 30 % 

Bacterial filtration efficiency ≥ 95 % 

4.4 Left and right reinforcing edges 

The left and right reinforcing edges are polypropylene spunbond non-woven fabrics, 

which are used to fix the ear-loop and three layers of non-woven fabrics together. 20 

mm wide, white, areal density 35 g / m², packed in rolls, sealed. 

4.5 Nose-clip 

Nose-clip is made of PP plastic with galvanized iron wire core, length ≥ 80 mm, width 

2.5 mm ~ 3 mm. It has plasticity and fits the nose shape by pressing down to increase 

the effective tightness of the mask. 

4.6 Ear loop 

The ear loop is generally made of polyester spandex which is connected to the mask 

body by ultrasonic welding. The ear-loop elasticity is designed to fit comfortably and 

to effectively fix the position of the mask in place. Generally, it is 180 mm. The 

package is sealed. 

5 Product testing requirements 

According to Article (8) of the ‘Guiding Principles for the Technical Review of 

Medical Mask Product Registration’： 

Product testing requirements: The testing of medical mask products includes factory 

inspection and type inspection. The factory inspection items should have at least the 

following items: appearance, structure and size, nose-clips, mask bands, 
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microbiological indicators, and ethylene oxide residue (if ethylene oxide sterilization is 

used). The type inspection shall be the full performance inspection of the product 

standard. Specific testing items and requirements are shown in Table 4. 

 

Table 4 Testing items and requirements for finished masks 

S.N. Test items Requirements 

1 Appearance Type inspection, factory inspection 

2 Structure and size Type inspection, factory inspection 

3 Nose-clip Type inspection, factory inspection 

4 Ear loop Type inspection, factory inspection 

5 Ventilation resistance Type inspection 

6 
Bacterial filtration 

efficiency (BFE) 
Type inspection 

8 
Sterilization 

requirements 

E.O. sterilization, irradiation sterilization is prohibited, 

non-sterile products are not required 

9 Skin irritation Type inspection, supplier raw material inspection report 

10 Cytotoxicity Type inspection, supplier raw material inspection report 

11 
Delayed 

hypersensitivity 
Type inspection, supplier raw material inspection report 

6 Requirements for production environment and process hygiene 

The production workshop should meet the requirements of ‘100,000 air cleanliness 

class’. 

Requirements: 

1. Maximum allowable number of dust particles: no more than 3.5 million particles 

≥ 0.5 μm; no more than 20,000 particles ≥ 5 μm; 

2. The maximum allowable number of microorganisms: the number of planktonic 

bacteria does not exceed 500 / m3; the number of sedimentary bacteria does not 

exceed 10 / culture dish; 

3. Pressure difference: The pressure difference between clean rooms of the same 

cleanliness level is the same. The pressure difference between adjacent clean 

rooms of different cleanliness levels should be ≥ 5 Pa, and the clean room and 

non-clean rooms should be ≥ 10 Pa (mainly to ensure that air from the clean area 

flow to non-clean areas to avoid airflow backwashing); 

4. Temperature and humidity. The temperature is generally controlled 20 ~ 22 ℃ in 

winter; 24 ~ 26℃ in summer; fluctuation ± 2 ℃. The humidity of clean room in 

winter is controlled at 30-50%, and the humidity of clean room which in summer 
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is controlled at 50-70%. When there are no special requirements for temperature 

and humidity, it is advisable to wear clean work clothes without discomfort. 

7 Labeling and packaging requirements 

According to regulatory requirements, product packaging should include the following 

information. 

7.1 Labeling requirements 

1. Product name, size and model type; 

2. Production date / lot number, manufacture date or expiration date; 

3. Manufacturer name, address and contact information; 

4. Name, address, and contact information of the registrant or recorder; 

5. Implementation of standard number, product registration certificate number, 

production license number / production filing certificate number; 

6. The record number of the equipment urgently needed for the epidemic situation;  

7. Instructions for use (at least including front and back identification and wearing 

methods); 

8. Storage conditions, special storage, operating conditions or instructions; 

9. ‘Single use’ words or symbols; 

10. If it is a sterilised product, it should have a corresponding sterilisation mark, and 

indicate the sterilisation method used and the sterilisation period 

11. Product Usage; 

12. The ‘emergency product’ is marked clearly; 

13. If the medical device can be marketed as sterile or non-sterile, the packaging or 

labelling of the product should be distinguished; 

14. According to product characteristics, graphics, symbols and other related content 

should be marked; 

15. Necessary warnings, precautions; 

7.2 Specification requirements： 

1. Product name, model, specifications; 

2. Applicant / manufacturing company name, residence, production address, contact 

information and after-sales service unit; 

3. Recording certificate number of urgently needed equipment for prevention and 

control; 

4. Product performance, main structural composition or composition, scope of 

application; 

5. Contraindications, precautions, warnings and tips; 



 

8 BYD Electronics Company 

6. Installation and use instructions or diagrams, medical devices used by consumers 

themselves should also have special instructions for safe use; 

7. Product maintenance and maintenance methods, special storage and transportation 

conditions and methods; 

8.  Production date or expiration date; 

9.  List of spare parts, including parts, accessories, replacement cycle of consumables, 

and instructions for replacement methods; 

10. Explanation of graphics, symbols, abbreviations, etc. used in medical device labels; 

11. Date of preparation or revision of the manual; 

12. The ‘emergency product’ must be marked prominently. 

7.3 Packaging requirements 

The PE bag should be sealed and packed in a carton. Use as soon as possible after the 

sealed bag is opened to prevent contamination. 















 

 _______________________________________________________________________________  

Test Report Report No.: GZES200401421704 

Date: 2020-04-24 

 

TRF No.: EN 14683_2019_a Page 1 of 4 

The following sample(s) was/were submitted and identified on behalf of the applicant as: 
 

Applicant: BYD Precision Manufacture Co., Ltd. 

 NO.3001 Baohe Road, Baolong Industrial Area, Longgang,Shenzhen 

Manufacturer: The same as the applicant  

Sample Name: Single-use face mask 

Lot No.  : / 

Quantity: 50 PCS 

Model/Type Reference: Flat/17.5×9.5cm 

Date of Sample 
Received: 

2020-03-19 

Date of Testing: 2020-03-19 to 2020-04-06 

The Standards: EN 14683:2019 

Test Items: Bacterial filtration efficiency (BFE), Differential pressure and Microbial 
cleanliness as required by applicant 

Test Result: -Please refer to next page(s)- 

Remark: The test was carried out by external laboratory which assessed as competent. 

 
 
 
 
 
 
 
 _________________________   

Jova Lan  

Technical Manager   

Medical Laboratory 

SGS-CSTC Standards Technical Services Co., Ltd. Guangzhou Branch 

Table 1 
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Test Report Report No.: GZES200401421704 

 Date: 2020-04-24 

 

TRF No.: EN 14683_2019_a Page 2 of 4 

Test Items Result - Remarks Test Methods 

Differential Pressure  

(Pa/cm2) 

1 24.8 

EN 14683:2019 Annex C 

2 24.4 

3 26.5 

4 25.2 

5 26.0 

 
 
 
 
 

Table 2 

Test Items Result - Remarks Test Methods 

Bacterial Filtration 
Efficiency (BFE)(%)  

Staphylococcus aureus  
ATCC 6538 

1 99.1 

EN 14683:2019 Annex B 

2 99.5 

3 99.5 

4 99.2 

5 99.1 

Note: Control average: 2196 CFU. 
Note: Mean particle size: 2.8 μm. 
Note:  Testing side: outside of specimen. 

Note:  Testing area: 39.5 cm2. 
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Test Report Report No.: GZES200401421704 

 Date: 2020-04-24 
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Table 3 

Test Items Result - Remarks Test Methods 

Microbial Cleanliness 

(cfu/g) 

1 8.2 

EN 14683:2019 

EN ISO 11737-1:2018 

2 18.2 

3 24.0 

4 4.6 

5 13.8 
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Test Report Report No.: GZES200401421704 

 Date: 2020-04-24 
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 Photo documentation: 
 

 

 

Sample description 

Single-use face mask 

 
-- End of this report-- 
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