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Introduction

This standard is drafted refer to the provision given in GB/T 1.1-2020.

This standard is proposed by Guangdong Medical Device Industry Association.

This standard is under the jurisdiction of Guangdong Medical Device Industry Association and
Guangdong Textile Organization standard Technical Commission(GDTEX).

The Drafting unit of this standard: Guangdong Medical Device Industry Association,
Guangdong Institute of Analysis(China National Analytical Center, Guangzhou), Guangdong
Textile Association(GDTA), Guangdong sigaolai Medical Device Technology Co., Ltd.,
Guangzhou Yuecheng medical device Co., Ltd., Guangzhou Kewei biomedical Industrial Park Co.,
Ltd., Guangzhou Fangzhouchuangyou Technology Co., Ltd., Chaozhou Huazu Food Co., Ltd., and
Guangdong chuangkekang Medical Technology Co., Ltd. , Guangdong Kant commerce and Trade
Co., Ltd., Shenzhen anchuangxin Technology Co., Ltd., Guangzhou Yiwei Electronic Co., Ltd.,
Guangdong Tongde Pharmaceutical Co., Ltd. Zhongshan Textile Industry Technology Research
Center of NACC. Zhongshan Textile Engineering Society

The Main drafters of this standard: fan Zewu, Min Wen, Huang Minghua, Liu Yingdan Mai
yigiang, Wu Quanhong, Peng Bixiang, Lian xijie, Lin Yini.

Please note that some contents of this standard may involve patents. The issuer of this standard
is not responsible for identifying these patents.

The standard text can be downloaded from the websites of Guangdong Medical Device
Industry Association and Guangdong Textile Association(GDTA).

The copyright of this standard belongs to Guangdong Medical Device Industry Association
and Guangdong Textile Association(GDTA). Any part of this standard can not be reproduced,
distributed, adapted, translated, compiled or used for any other commercial purpose in any form or
by any means without prior written permission.

Any ambiguity arising from languages used in standard, the Chinese language shall
prevail.



Disposable anti-epidemic mask

1 Scope

This standard specified the terms and definition,classification,requirements,test methods,test rule,
quality control,labelling,packing,transportation and storage for disposable anti-epidemic mask.

This standard is applicable for disposable anti-epidemic mask.

This standard is not applicable for respiratory protection use of oxygen-deficient
environment,underwater operation,escape,fire control,medical,industrial dust prevention and special
industry. This standard is not applicable to baby at the age of and/under 36 months .and this standard is not
applicable to masks which with respiratory value.

2 Normative references

The following referenced documents are indispensable for the application of this standard. For dated
references, only the edition cited applies, for undated references, the latest edition of the referenced
document (including any amendments) applies.

GB/T 2912.1 Textiles-Determination of formaldehyde-Part 1: Free and hydrolyzed formaldehyde

(water extraction method)

GB/T 7573 Textiles-Determination of pH of aqueous extract

GB/T 8170 Rules of rounding off for numerical values & expression and judgement of limiting values

GB/T 14233.1 Test methods for infusion, transfusion, injection equipments for medical use — Part 1:

Chemical analysis methods

GB/T 14233.2 Test methods for infusion, transfusion, injection equipment for medical use — Part 2:

Biological test methods

GB 15979 Hygienic standard for disposable sanitary products

GB/T 16886.5 Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity

GB/T 16886.10 Biological evaluation of medical devices — Part 10: Tests for irritation and skin

sensitization

GB/T 16886.12 Biological evaluation of medical devices — Part 12: Sample preparation and reference

materials

GB/T 17592 Textiles - Determination of the banned azo colourants

GB 18401 National general safety technical code for textile products

Y'Y 0469-2011 Surgical mask

T/GDTEX 11 Elastic band of Mask

3 Terms and definitions

For the purposes of this Standard, the following terms and definitions apply.
3.1 Anti-epidemic mask

Mask is for use to prevent respiratory tract infectious disease.
4 Classification

4.1 According to the sterilization function, classified into sterilized type and non-sterilized type.
4.2 According to the figuration of the mask, classified into planar and 3D shapes.

4.3 According to the specification of the mask,classified into small,middle and large size.



5 Requirements

5.1 Basic requirement

5.1.1 Masks should not be made of highly toxic, carcinogenic or potentially carcinogenic substances or

materials known to cause skin irritation or other adverse reactions. Residues of other restricted substances

should meet the relevant requirements.

5.1.2 The mask should cover the wearer's mouth and nose with good airtightness. There should be no obvious

sense of pressure or tenderness in the process of wearing, and it has little effect on head movement
5.1.3 Mask should come with nose clip, and the nose clip should be made of plastic materials.
5.1.4 The elastic belt used in the mask shall meet the requirements of T/GDTEX 11.

5.2 Technical requirements

Technical requirements are classified into Intrinsic quality and appearance quality. Intrinsic. quality
includes formaldehyde content, pH value, odor, AZO dyes, nose clip length, breaking strength at the
connection point between mask string and mask body, ethylene oxide residue, bacterial filtration efficiency,

pressure differential, microbial index, biological evaluation, etc. Appearance quality includes damage, stain,

integrity, specification, etc.

5.2.1 Intrinsic quality requirements

Table 1 performance quality requirements

Item

Requirements

Formaldehyde content / (mg/kg)

pH Value

Odor

AZO dyes / (mg/kg)

Carry out according to GB 18401 A

Nose clip length /cm > 5.0
Breaking strength at the connection point between mask 10
string and mask body /N >
Ethylene oxide residue %/ (pg/g) < 10
Primary > 95.00
Bacterial filtration efficiency )
Intermediate > 99.00
(BFE) (%)
Senior > 99.97
Pressure differential /(Pa/cm?) < 49
Coliform Not detected
Microbial content Pathogenic Pyogenic bacteria® Not detected
(non-sterilized type) Fungal colony counts / (CFU/g)< 100
Bacterial colony counts (CFU/g)< 200
Microbial index (terilized type) Not detected




Table 1(continued)

Cytotoxixity /grade < 2
Biological
. Skin irritation < The score should not exceed 0.4
evaluation
Delayed hypersensitivity /grade < 1

a Only test mask which have treated ethylene oxide.

b Refer to Pseudomonas aeruginosa, staphylococcus aureus and hemolytic streptococcus

5.2.2 Appearance quality requirements

5.2.2.1The appearance of the mask should be clean, intact, the surface should not be damaged, stained and
have other obvious defects.

5.2.2.2 The inner layer of the mask shall not be made of dyed or printed fabric. The outer layer of the planar
mask shall have color, pattern or other distinguishing marks.

5.2.2.3 the recommended sizes of mask in table 2.

Table 2 the recommended size of mask

Unit:mm
Type of Mask Size Length x Width
Small 125%75
Planar Middle 145%90
Large 175%95
Small 120%x60
3-D shape Middle 135%70
Large 150%90

6 Test methods

6.1 Intrinsic quality

6.1.1 pH Value test shall be carried out according to GB/T 7573.
6.1.2 Formaldehyde content shall be carried out according to GB/T 2912.1.
6.1.3 Odor test shall be carried out according to GB 18401.
6.1.4 AZO dyes test shall be carried out according to GB/T 17592.
6.1.5 The length of the nose clip

Take any three samples of the same specification, take out the nose clip and lay it flat on the measuring
table. Measure the nose clip with a steel ruler or a steel tape (dividing value is 1mm), and take the lowest
value as the final result.
6.1.6 Breaking strength at the connection point between mask string and mask body

Take 3 masks randomly as test specimen, and carry out the test according to YY 0469-2011 5.4.2.
6.1.7 Ethylene oxide residue

The masks treated with ethylene oxide shall be tested according to GB/T 14233.1. Take 2 masks and cut
out from the mask body as test specimen. If one of the test results is qualified and the other one is unqualified,
it shall not be calculated using the average, It shall be retest with another test specimen, and take the highest
value as the test result. The result is expressed in terms of relative content, with one decimal place reserved.
6.1.8 Bacterial filtration efficiency (BFE)

Take 3 masks randomly and carry out the test according to YY 0469-2011 Appendix B.



6.1.9 Pressure differential

Take 5 masks and carry out test according to YY 0469-2011 5.7.
6.1.10 Microbial index

Choose test method according to the labeling on the mask, the test of non-sterilized mask shall be
carried out according to GB 15979 appendix B, and the test of sterilized mask shall be carried out according
to GB/T 14233.2 chapter 3 sterility test method .
6.1.11 Biological evaluation

For the cytotoxicity, the extraction solution shall be prepared under the condition according to GB/T
16886.12, shall be carry out the test according to GB/T 16886.5.

For the skin irritation, the extraction solution shall be prepared under the condition according to GB/T
16886.12, shall be carried out the test of the animal skin stimulation according to GB/T 16886.10.

For the delayed type hypersensitivity, the extraction solution shall be prepared under the conditions
according to GB/T 16886.12, and shall be carried out the test of maximum dose according to GB/T 16886.10.

6.2 Appearance quality

6.2.1 take 10 masks randomly as test specimen, use visual inspection. Examine light shall be normal natural
light, if use illuminated with fluorescent lamp, illuminance shall not be lower than 6001x.
6.2.2 Dimensional measurement, take 5 masks ramdomly,place it flat on the measuring table, use steel ruler

or steel tape(dividing value is Imm) for measurement.
7 Inspection rule
7.1 Sampling inspection

Products of the same variety and specification (model) of the delivery batch number shall be taken as the
inspection batch, and the corresponding number of samples shall be randomly selected from each inspection
batch according to the test requirements. When the number of products in the same batch is more than 10000,
the inspection quantity shall be doubled accordingly.

7.2 Judgement

If products fail to meet any of the quality requirement in chapter S(except 5.2.2.3), The batch of
products is determined as unqualified.

8 Production quality control

This standard requires an effective quality control on products, all performance quality testing specified
on this standard will be provided by the third party testing laboratory which is approved by drafting
committee.Sample inspection and random quality inspection of daily production can be conducted by the
third-party laboratory or the second party laboratory which approved by a third party authorized laboratory,
such inspection to be conducted no less than once aseason, no less than five times a year.And such inspection
by the third party shall not be less than once a year.

9 Labeling

There shall be necessary information on the individual package of the mask, and it shall be clear. If the
package is transparent, the necessary information shall be visible through the package. The necessary
information shall at least include the followings:

Manufacturer’s name, address and contact information;



a) Product name

b) Main raw materials (inner layer, outer layer, filter layer);

¢) The implementation of standards;

d) the sizes of product;

e) Instructions for use (at least including front and back identification, wearing method, etc.)

f) Production date and/or lot number;

g) Words or symbols of "disposable use";

h) If it is a sterilized product, there should be corresponding sterilization mark and the sterilization
method used should be indicated.

10 Packing, transportation and storage

10.1 The mask should be sealed and packed to prevent damage and contamination before use.

10.2 In the process of product transportation and loading and unloading, do not drag or hook to avoid
damaging the package and product.

10.3 Products shall be store in a ventilated, dry and clean warehouse, and protected from moth and mildew.
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