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HUIZHOU BOWEN MANUFACTURING LIMITED 

 

 

XINNAN 1ST ROAD, XIANAN VILLAGE, YUANZHOU TOWN, BOLUO COUNTY, HUIZHOU CITY, 
GUANGDONG PROVINCE,P.R.China 

 

 
 

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

 

Sample Description : Kaze Disposable Face Mask 

 

 
 

Style No. : KAZE-02 

 

 

Manufacture : Huizhou Bowen Manufacturing Limited 

 

 

Country of Destination : Europe,United States 

 

 

COLOR  Tile 
 

 

Composition   Non-woven fabric 67%; Melt blown cloth 21%; ear thread 8%,nose clip 4% 
 

 
 

Sample Receiving Date : Jun 25, 2021 

 

 

Testing Period : Jun 25, 2021 - Jul 05, 2021 

 

     

 

Test Result(s) : Unless otherwise stated the results shown in this test report refer only to the 
sample(s) tested, for further details, please refer to the following page(s). 

 

 
 

Test Performed : Selected test(s) as requested by applicant  
 

 
 

Overall Conclusion: PASS 
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Conclusion  Remark 
 

 

European Regulation POPs (EU) 
2019/1021 - Pentachlorophenol (PCP) 

PASS  

 

 

Entry 43 of Regulation (EC) No 552/2009 amending Annex 
XVII of REACH Regulation (EC) No 1907/2006 - Azo 
Dyes(Direct reduction approach) 

PASS  

 

 

Entry 23 of Commission Regulation (EU) No 835/2012, (EU) 
No 494/2011 and (EU) 2016/217 amending Annex XVII of 
REACH Regulation (EC) No 1907/2006 - Cadmium(Cd) 

PASS  

 

 

Entry 46a of Commission Regulation (EU) 2016/26 amending 
Annex XVII of REACH Regulation (EC) No  
1907/2006 - Nonylphenol Ethoxylates(NPEOs) 

PASS  

 

 

Entry 20 of Regulation (EC) No 276/2010 amending Annex 
XVII of REACH Regulation (EC) No 1907/2006 -  
Organotin Compounds 

PASS  

 

 

European Regulation POPs (EU) 2019/1021 - Short Chain 
Chlorinated Paraffins (SCCP) 

PASS  

 

 

Entry 51 of Commission Regulation (EU) 2018/2005 
amending Annex XVII Regulation (EC) No 1907/2006 -  
Phthalates 

PASS  

 

 
 

Signed for and on behalf of 
 

 

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

 

      

     

      

     

      

 

Ivan Xie (Technical Manager) 
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Sample Photo 
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COMPONENT LIST / List of Materials 

 

        

 

Sample 
No. 

Component 
No. 

Description Material Color Remark 

 

 

A 1 Outer non woven fabric Synthetic Fibers Dark grey  

 

 

A 2 Melt-blown non woven fabric Synthetic Fibers White  

 

 

A 3 Lining non woven fabric Synthetic Fibers White  

 

 

A 4 Round band Synthetic Fibers Dark grey  

 

 

A 5 Nose clip Plastics White  

 

 

A 6 Fabric interlining Synthetic Fibers Black  
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Test Result 
 
 

European Regulation POPs (EU) 2019/1021 - Pentachlorophenol (PCP) 
 
Test Method: Modified §64 LFGB, BVL, B 82.02.8-2001 Alkaline (KOH) digestion, analysis was performed  
 by GC-ECD or GC-MS. 
 
 Test Item(s) CAS NO. 1+2+3 4+6 
Pentachlorophenol (PCP) 87-86-5 ND ND 
Comment PASS PASS 
 
Notes : 
 RL (Reporting limit): 0.15 mg/kg 
 ND = Not Detected(< RL) 
 Requirement: Banned(< 0.5 mg/kg) 
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Entry 43 of Regulation (EC) No 552/2009 amending Annex XVII of REACH Regulation (EC) No 
1907/2006 - Azo Dyes(Direct reduction approach) 
 
Test Method : According to EN ISO 14362-1:2017, analysis was performed by GC-MS/ HPLC-DAD.  
 Determination of 4-aminoazobenzene (CAS No.:60-09-3) – EN ISO 14362-3:2017, analysis was  
 performed by GC-MS/ HPLC-DAD. 
 
 Test Item(s) CAS NO. 1+4 
4-Aminobiphenyl 92-67-1 ND 
 
Benzidine 92-87-5 ND 
 
4-chloro-o-toluidine 95-69-2 ND 
 
2-naphthylamine 91-59-8 ND 
 
o-aminoazotoluene 97-56-3 ND 
 
5-nitro-o-toluidine / 2-Amino-4-nitrotoluene 99-55-8 ND 
 
4-chloroaniline 106-47-8 ND 
 
4-methoxy-m-phenylenediamine /  615-05-4 ND 
2,4-Diaminoanisole 
4,4’-diaminodiphenylmethane, MDA 101-77-9 ND 
 
3,3’-dichlorobenzidine 91-94-1 ND 
 
3,3’-dimethoxybenzidine 119-90-4 ND 
 
3,3’-dimethylbenzidine 119-93-7 ND 
 
4,4'-methylenedi-o-toluidine/3,3'-Dimethyl-4,4'-di 838-88-0 ND 
aminodiphenylmethane 
p-cresidine 120-71-8 ND 
 
4,4’-methylene-bis-(2-chloroaniline) 101-14-4 ND 
 
4,4’-oxydianiline 101-80-4 ND 
 
4,4’-thiodianiline 139-65-1 ND 
 
o-toluidine 95-53-4 ND 
 
4-methyl-m-phenylenediamine /  95-80-7 ND 
2,4-Toluylendiamine, TDA 
2,4,5-trimethylaniline 137-17-7 ND 
 
4-aminoazobenzene 60-09-3 ND 
 
O-Anisidine 90-04-0 ND 
 
Comment PASS 
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Notes : 
RL (Reporting limit): 5 mg/kg (for individual compound) 
ND = Not Detected(< RL) 
Requirement: 30 mg/kg (for individual compound) 
1. Direct reduction (Method A) refers to the extraction and reduction according to EN ISO 14362-1:2017 
clause 10.2 and relevant clauses.  Colorant extraction (Method B) refers to the colourant extraction and 
subsequent reduction according to EN ISO 14362-1:2017 Clause 10.1 and relevant clauses. 
2. 4-Aminodiphenyl (CAS No. 92-67-1), 2-Naphthylamine (CAS No. 91-59-8) and 2,4-Diaminoanisole 
(CAS No. 615-05-4) can be indirectly generated from some colorants which do not contain these amines 
azo bound. The use of banned azo colorants cannot be reliably ascertained without additional information. 
3. In case PU is used, e.g. PU Foams or coatings, it cannot be ruled out that MDA (CAS No. 101-77-9) 
and TDA (CAS No. 95-80-7) can be released from PU material, not from banned azo colorant. Similarly, 
for pigment prints, MDA will be released from a chemical fixing agent. 
4. EN ISO 14362-1:2017 will enable further cleavage of 4-AAB (CAS No. 60-09-3) to non-forbidden 
amines: aniline and p-phenylenediamine. If aniline and/or p-phenylenediamine is not found, 4-AAB is 
considered as “ND” (i.e. <5.0 mg/kg). Otherwise, EN ISO 14362-3:2017 will be employed to verify the 
presence of 4-AAB. 
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Entry 43 of Regulation (EC) No 552/2009 amending Annex XVII of REACH Regulation (EC) No 
1907/2006 - Azo Dyes(Colorant extraction approach) 
 
Test Method : According to EN ISO 14362-1:2017, analysis was performed by GC-MS/ HPLC-DAD.  
 Determination of 4-aminoazobenzene (CAS No.:60-09-3) – EN ISO 14362-3:2017, analysis was  
 performed by GC-MS/ HPLC-DAD. 
 
 Test Item(s) CAS NO. 1+4 
4-Aminobiphenyl 92-67-1 ND 
 
Benzidine 92-87-5 ND 
 
4-chloro-o-toluidine 95-69-2 ND 
 
2-naphthylamine 91-59-8 ND 
 
o-aminoazotoluene 97-56-3 ND 
 
5-nitro-o-toluidine / 2-Amino-4-nitrotoluene 99-55-8 ND 
 
4-chloroaniline 106-47-8 ND 
 
4-methoxy-m-phenylenediamine /  615-05-4 ND 
2,4-Diaminoanisole 
4,4’-diaminodiphenylmethane, MDA 101-77-9 ND 
 
3,3’-dichlorobenzidine 91-94-1 ND 
 
3,3’-dimethoxybenzidine 119-90-4 ND 
 
3,3’-dimethylbenzidine 119-93-7 ND 
 
4,4'-methylenedi-o-toluidine/3,3'-Dimethyl-4,4'-di 838-88-0 ND 
aminodiphenylmethane 
p-cresidine 120-71-8 ND 
 
4,4’-methylene-bis-(2-chloroaniline) 101-14-4 ND 
 
4,4’-oxydianiline 101-80-4 ND 
 
4,4’-thiodianiline 139-65-1 ND 
 
o-toluidine 95-53-4 ND 
 
4-methyl-m-phenylenediamine /  95-80-7 ND 
2,4-Toluylendiamine, TDA 
2,4,5-trimethylaniline 137-17-7 ND 
 
4-aminoazobenzene 60-09-3 ND 
 
O-Anisidine 90-04-0 ND 
 
Comment PASS 
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Notes : 
RL (Reporting limit):5 mg/kg (for individual compound) 
ND = Not Detected(< RL) 
Requirement: 30 mg/kg (for individual compound) 
1. Direct reduction (Method A) refers to the extraction and reduction according to EN ISO 14362-1:2017 
clause 10.2 and relevant clauses.  Colorant extraction (Method B) refers to the colourant extraction and 
subsequent reduction according to EN ISO 14362-1:2017 Clause 10.1 and relevant clauses. 
2. 4-Aminodiphenyl (CAS No. 92-67-1), 2-Naphthylamine (CAS No. 91-59-8) and 2,4-Diaminoanisole 
(CAS No. 615-05-4) can be indirectly generated from some colorants which do not contain these amines 
azo bound. The use of banned azo colorants cannot be reliably ascertained without additional information. 
3. In case PU is used, e.g. PU Foams or coatings, it cannot be ruled out that MDA (CAS No. 101-77-9) 
and TDA (CAS No. 95-80-7) can be released from PU material, not from banned azo colorant. Similarly, 
for pigment prints, MDA will be released from a chemical fixing agent. 
4. EN ISO 14362-1:2017 will enable further cleavage of 4-AAB (CAS No. 60-09-3) to non-forbidden 
amines: aniline and p-phenylenediamine. If aniline and/or p-phenylenediamine is not found, 4-AAB is 
considered as “ND” (i.e. <5.0 mg/kg). Otherwise, EN ISO 14362-3:2017 will be employed to verify the 
presence of 4-AAB. 
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Entry 23 of Commission Regulation (EU) No 835/2012, (EU) No 494/2011 and (EU) 2016/217 amending 
Annex XVII of REACH Regulation (EC) No 1907/2006 - Cadmium(Cd) 
 
Test Method : With reference to EN 1122: 2001, Method B, analysis was performed by AAS. 
 
 Test Item(s) 5 
Cadmium (Cd) ND 
Comment PASS 
Notes : 
 RL (Reporting limit): 5 mg/kg 
 ND = Not Detected(< RL) 
 Requirement: 100 mg/kg 
 
 
Entry 46a of Commission Regulation (EU) 2016/26 amending Annex XVII of REACH Regulation (EC) No  
1907/2006 - Nonylphenol Ethoxylates(NPEOs) 
 
Test Method: With reference to  ISO 18254-1:2016, analysis was performed by LC-MS 
 
 Test Item(s) 1+2+3 4+6 
Nonylphenol Ethoxylate (NPEO) ND ND 
Comment PASS PASS 
 
Notes : 
 RL (Reporting limit) :30 mg/kg 
 ND = Not Detected(< RL) 
 Requirement: 100 mg/kg 
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Entry 20 of Regulation (EC) No 276/2010 amending Annex XVII of REACH Regulation (EC) No 1907/2006 -  
Organotin Compounds 
 
Test Method : SGS In-house method (GZTC CHEM-TOP-031, with reference to ISO 17353:2004), analysis was  
 performed by GC-MS. 
 
 Test Item(s) 1+2+3 
Dibutyl tin (DBT) by weight of Tin ND 
Dioctyl tin (DOT) by weight of Tin ND 
Tributyl tin (TBT) by weight of Tin ND 
Triphenyl tin (TPhT) by weight of Tin ND 
Tricyclohexyltin (TCyT) by weight of Tin ND 
Trioctyltin (TOT) by weight of Tin ND 
Tripropyltin (TPT) by weight of Tin ND 
Trimethyltin(TMT) by weight of Tin ND 
Σ of Tri substituted organotin compounds calculated as tin ND 
Comment PASS 
 
 Test Item(s) 4+6 
Dibutyl tin (DBT) by weight of Tin ND 
Dioctyl tin (DOT) by weight of Tin ND 
Tributyl tin (TBT) by weight of Tin ND 
Triphenyl tin (TPhT) by weight of Tin ND 
Tricyclohexyltin (TCyT) by weight of Tin ND 
Trioctyltin (TOT) by weight of Tin ND 
Tripropyltin (TPT) by weight of Tin ND 
Trimethyltin(TMT) by weight of Tin ND 
Σ of Tri substituted organotin compounds calculated as tin ND 
Comment PASS 
 
 Test Item(s) 5 
Dibutyl tin (DBT) by weight of Tin ND 
Dioctyl tin (DOT) by weight of Tin ND 
Tributyl tin (TBT) by weight of Tin ND 
Triphenyl tin (TPhT) by weight of Tin ND 
Tricyclohexyltin (TCyT) by weight of Tin ND 
Trioctyltin (TOT) by weight of Tin ND 
Tripropyltin (TPT) by weight of Tin ND 
Trimethyltin(TMT) by weight of Tin ND 
Σ of Tri substituted organotin compounds calculated as tin ND 
Comment PASS 
 
Notes : 
 RL (Reporting limit): 100 mg/kg (for individual compound) 
 ND = Not Detected (< RL) 
 Requirement: 
 Tri substituted Organotin compound (TBT,TPhT,TCyT,TPT,TOT,TMT): 1000 mg/kg by weight of 
tin  
 (sum) 
 DBT: 1000 mg/kg by weight of tin 
 DOT: 1000 mg/kg by weight of tin 
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European Regulation POPs (EU) 2019/1021 - Short Chain Chlorinated Paraffins (SCCP) 
 
Test Method : With reference to ISO 18219: 2015, analysis was performed by GC-NCI-MS / GC-ECD. 
 
 Test Item(s) 5 
Alkanes C10-C13, chloro (short-chain chlorinated paraffins) (SCCPs) ND 
Comment PASS 
 
Notes : 
 RL (Reporting limit): 50 mg/kg 
 ND = Not Detected(< RL) 
 Requirement: 1500 mg/kg 
 
  
  
 
Entry 51 of Commission Regulation (EU) 2018/2005 amending Annex XVII Regulation (EC) No 1907/2006 -  
Phthalates 
 
Test Method : With reference to EN14372: 2004. Analysis was performed by GC-MS. 
 
 Test Item(s) CAS NO. 5 
Dibutyl Phthalate (DBP) 84-74-2 ND 
 
Benzylbutyl Phthalate (BBP) 85-68-7 ND 
 
Bis(2-ethylhexyl) Phthalate (DEHP) 117-81-7 ND 
 
Diisobutyl Phthalate (DIBP) 84-69-5 ND 
 
Total (DBP + BBP + DEHP+DIBP) - ND 
 
Comment PASS 
 
Notes : 
 RL (Reporting limit): 30 mg/kg (each) 
 ND = Not Detected(< RL) 
 Requirement: Total (BBP+DBP+DEHP+DIBP) <1000 mg/kg 
 
 

The statement of conformity in this test report is only based on measured values by the laboratory and does not 
take their uncertainties into consideration. 
 

***End of Report*** 
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HUIZHOU BOWEN MANUFACTURING LIMITED 
XINNAN 1ST ROAD, XIANAN VILLAGE, YUANZHOU TOWN, BOLUO COUNTY, HUIZHOU CITY, 
GUANGDONG PROVINCE, P.R.CHINA 

The following sample(s) was/were submitted and identified on behalf of the client as: 
Sample Description : (A)Disposable face mask 

Composition : (A)67% Non-woven fabric + 33% Melt blown cloth 
Sample Color : (A)white 
Style No. : KAZE-02 
Lot No. : 202008 

Test Performed : Selected test(s) as requested by applicant  

Sample Receiving Date : Aug 24, 2020 
Testing Period : Aug 24, 2020 - Sep 07, 2020 
Test Result(s) : Unless otherwise stated the results shown in this test report refer only to the 

sample(s) tested, for further details, please refer to the following page(s). 

Signed for and on behalf of 
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center 

      

  
      

Sara Guo (Account Executive) Dongjing Liu / Hailian Xuan (Authorized Signatory) 
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Test Result

EN 14683:2019+AC:2019 Medical Face Masks-Requirements and Test Methods  

Clause 5.2 Performance Requirement 

Clause 5.2.2 Bacterial Filtration Efficiency (BFE)
(EN 14683:2019+AC:2019 Annex B)

Sample: A 
Test Side : Inside 
Test Area : Approximately 60 cm2

Flow Rate : 28.3 L/min 
Pre-Conditioning : Minimum of 4 hours at 21±5oC and 85±5% R.H. 
Dimensions of test specimen : ~175mm x 165mm 
Positive Control Average : 2744 CFU 
Negative Monitor Count : < 1 CFU 
Mean Particle Size : 3.0 0.3μm 
Test bacteria : Staphylococcus aureus ATCC 6538 

Test Item Specimen No. Result 

Bacterial Filtration Efficiency  
(BFE) 

1 99.9%
2 99.9%
3 99.9%
4 99.9%
5 99.9%

Remark:  
1) Performance Requirement: Type I 95%, Type II 98%, Type IIR 98% 
2) The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if 

necessary to allow for an AQL(Acceptable Quality Level) of 4%. 
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Clause 5.2.3 Breathability 
 (EN 14683 :2019+AC:2019 Annex C) 

Sample: A 
Test Side : Randomly test in different location (1 around and 4 away from the centric 

point) on each of the 5 masks 
Pre-Conditioning : Minimum of 4 hours at 21±5oC and 85±5% R.H. 
Test Area : 4.9 cm2

Flow Rate : 8 l/min 

Specimen No. Test Area No. Different Pressure for each 
tested area (Pa/cm2) 

The average value for each test 
specimen (Pa/cm2) 

1 

1-1 33.0 

37 
1-2 36.5 
1-3 39.2 
1-4 35.5 
1-5 39.9 

2 

2-1 34.4 

35 
2-2 32.4 
2-3 34.5 
2-4 37.3 
2-5 38.3 

3 

3-1 36.5 

36 
3-2 35.2 
3-3 33.6 
3-4 34.8 
3-5 38.7 

4 

4-1 39.0 

37 
4-2 33.8 
4-3 37.2 
4-4 36.5 
4-5 37.4 

5 

5-1 35.6 

37 
5-2 35.2 
5-3 39.6 
5-4 38.7 
5-5 36.4 

Remark:  
1) Performance Requirement: Type I<40 Pa/cm2, Type II<40 Pa/cm2, Type IIR<60 Pa/cm2

2) The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if 
necessary to allow for an AQL(Acceptable Quality Level) of 4%. 
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Clause 5.2.5 Microbial Cleanliness
(EN 14683:2019+AC:2019 Annex D and EN ISO 11737-1:2018) 

Sample: A  

Test Specimen# Mask Weight(g) Total Bioburden, 
(CFU/mask) 

Total Bioburden, 
(CFU/g) 

1# 3.31 57 17.22 
2# 3.27 33 10.09 
3# 3.27 57 17.43 
4# 3.30 75 22.73 
5# 3.29 27 8.21 

Remark: Performance Requirement: Type I 30 CFU/g, Type II 30 CFU/g, Type IIR 30 CFU/g 

Sample Photo

  
  

The statement of conformity in this test report is only based on measured values by the laboratory and does not 
take their uncertainties into consideration. 

***End of Report***
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. 

 
HUIZHOU BOWEN MANUFACTURING LIMITED 

 

 

XINNAN 1ST ROAD, XIANAN VILLAGE, YUANZHOU TOWN, BOLUO COUNTY, HUIZHOU CITY, 
GUANGDONG PROVINCE, P.R.CHINA 

 

 
. 

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

 

Sample Description : (A)Kaze Disposable Face Mask 
 

 
 

Sample Color : (A)Tile 
 

 

Composition : (A)67%Non-woven fabric; 21%Melt blown cloth; 8%ear thread, 4%nose clip 
 

 

Style No. : KAZE 
 

 

Model No. : KAZE-02 
 

 

Lot No. : 2021.06 
 

 

Manufacturer : HUIZHOU BOWEN MANUFACTURING LIMITED 
 

 

Country of Destination : Europe, USA 
 

 

Sample Dimension : 175mm * 95mm 
 

 

Claimed Type/Level : Type IIR 
 

 
  

Test Performed : Selected test(s) as requested by applicant  
 

 
  

Sample Receiving Date : Jul 16, 2021 
 

 

Testing Period : Jul 19, 2021 - Jul 30, 2021 
 

     

 

Test Result(s) : Unless otherwise stated the results shown in this test report refer only to the 
sample(s) tested, for further details, please refer to the following page(s). 

 

 
  
  

Signed for and on behalf of 
 

 

SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center 
 

          

      

        

          

          
 

Sara Guo (Account Executive) 
 

Dongjing Liu / Hailian Xuan (Authorized Signatory) 
  

 
SGS does not verify authenticity of any Brand/Trademark of products. Buyers must check if the product 
is genuine with the Brand/Trademark owner directly.  
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Test Result 
 
EN 14683:2019+AC:2019 Medical Face Masks-Requirements and Test Methods  
 
Clause 5.2 Performance Requirement 
 
Clause 5.2.2 Bacterial Filtration Efficiency (BFE) 
(EN 14683:2019+AC:2019 Annex B) 
 
Sample: A 
Test Side : Inside 
Test Area : Approximately 60 cm2 
Flow Rate : 28.3 L/min 
Pre-Conditioning : Minimum of 4 hours at 21±5oC and 85±5% R.H. 
Dimensions of test specimen : ~176mm x 170mm 
Positive Control Average : 2782.5 CFU 
Negative Monitor Count : < 1 CFU 
Mean Particle Size : 3.0 ±0.3µm 

Test bacteria : Staphylococcus aureus ATCC 6538 
 

Test Item Specimen No. Result 

Bacterial Filtration Efficiency  
(BFE) 

1 99.9% 

2 99.9% 

3 99.9% 

4 99.9% 

5 99.9% 

 
Remark:  

1) Performance Requirement: Type I≥95%, Type II≥98%, Type IIR ≥98% 

2) The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if 
necessary to allow for an AQL(Acceptable Quality Level) of 4%. 
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Clause 5.2.3 Breathability 
 (EN 14683 :2019+AC:2019 Annex C) 
 
Sample: A 
Test Side : Randomly test in different location (1 around and 4 away from the centric 

point) on each of the 5 masks 
Pre-Conditioning : Minimum of 4 hours at 21±5oC and 85±5% R.H. 
Test Area : 4.9 cm2 
Flow Rate : 8 l/min 
 

Specimen No. Test Area No. Different Pressure for each 
tested area (Pa/cm2) 

The average value for each test 
specimen (Pa/cm2) 

1 

1-1 36.4 

37 

1-2 37.6 

1-3 33.4 

1-4 38.2 

1-5 39.7 

2 

2-1 38.6 

38 

2-2 39.7 

2-3 37.5 

2-4 33.4 

2-5 39.7 

3 

3-1 39.4 

38 

3-2 39.8 

3-3 36.5 

3-4 34.3 

3-5 38.7 

4 

4-1 35.8 

38 

4-2 38.6 

4-3 35.6 

4-4 38.6 

4-5 39.4 

5 

5-1 38.9 

38 

5-2 37.7 

5-3 38.5 

5-4 36.9 

5-5 35.9 

 
Remark:  
1) Performance Requirement: Type I<40 Pa/cm2, Type II<40 Pa/cm2, Type IIR<60 Pa/cm2 
2) The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if 

necessary to allow for an AQL(Acceptable Quality Level) of 4%. 
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Clause 5.2.5 Microbial Cleanliness 
(EN 14683:2019+AC:2019 Annex D and EN ISO 11737-1:2018) 
 
Sample: A  

Test Specimen# Mask Weight(g) 
Total Bioburden, 

(CFU/mask) 

Total Bioburden, 

(CFU/g) 

1 4.42 30.33 6.86 

2 4.39 34.67 7.90 

3 4.35 26.00 5.98 

4 4.41 39.00 8.84 

5 4.38 47.67 10.88 

 
Recovery Efficiency :  69.2 % 
Correction Factor : 1.4 
 
Remark: Performance Requirement: Type I≤30 CFU/g, Type II≤30 CFU/g, Type IIR≤30 CFU/g 
 
  

Sample Photo 
 

 
 

     

 

Product information is provided by applicant without verification of authentication of the brand.  
 

 
The statement of conformity in this test report is only based on measured values by the laboratory and does not 
take their uncertainties into consideration. 

***End of Report*** 
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HUIZHOU BOWEN MANUFACTURING LIMITED 

 

 

XINNAN 1ST ROAD, XIANAN VILLAGE, YUANZHOU TOWN, BOLUO COUNTY, HUIZHOU CITY, 
GUANGDONG PROVINCE, P.R.CHINA 

 

 
 

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

 

Sample Description : (A)Kaze Disposable Face Mask 
 

 
 

Sample Color : (A)Tile 
 

 

Composition : (A)67%Non-woven fabric 21%Melt blown cloth 8%ear thread 4%nose clip 
 

 

Style No. : KAZE 
 

 

Model No. : KAZE-02 
 

 

Lot No. : 2021.06 
 

 

Manufacturer : HUIZHOU BOWEN MANUFACTURING LIMITED 
 

 

Country of Destination : Europe, USA 
 

 

Sample Dimension : 175mm * 95mm 
 

 

Claimed Type : type IIR 
 

 
 

Test Performed : Selected test(s) as requested by applicant  
 

 
 

Sample Receiving Date : Jun 28, 2021 
 

 

Testing Period : Jul 01, 2021 - Jul 13, 2021 
 

     

 

Test Result(s) : Unless otherwise stated the results shown in this test report refer only to the 
sample(s) tested, for further details, please refer to the following page(s). 

 

 
 
 

Signed for and on behalf of 
 

 

SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center 
 

      

    

      

      
 

Sara Guo (Account Executive) 
  

 
SGS does not verify authenticity of any Brand/Trademark of products. Buyers must check if the product 
is genuine with the Brand/Trademark owner directly.  
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Test Result 
 
EN 14683:2019+AC:2019 Medical Face Masks-Requirements and Test Methods  
 
Clause 5.2 Performance Requirement 
 
Clause 5.2.4 Splash Resistance 
 (ISO 22609 :2004) 
 
Sample: A  
Test Blood Pressure : 16.0kPa 
Pre-Conditioning  : Minimum of 4 hours at 21±5oC and 85±5% R.H. 
Distance of the mask to the tip of cannula : 300±10mm 
 

Test 
Specimen# 

Penetration on 
inside surface 

Conclusion 
Test 

Specimen# 
Penetration on 
inside surface 

Conclusion 

1 None Seen Pass 17 None Seen Pass 

2 None Seen Pass 18 None Seen Pass 

3 None Seen Pass 19 None Seen Pass 

4 None Seen Pass 20 None Seen Pass 

5 None Seen Pass 21 None Seen Pass 

6 None Seen Pass 22 None Seen Pass 

7 None Seen Pass 23 None Seen Pass 

8 None Seen Pass 24 None Seen Pass 

9 None Seen Pass 25 None Seen Pass 

10 None Seen Pass 26 None Seen Pass 

11 None Seen Pass 27 None Seen Pass 

12 None Seen Pass 28 None Seen Pass 

13 None Seen Pass 29 None Seen Pass 

14 None Seen Pass 30 None Seen Pass 

15 None Seen Pass 31 None Seen Pass 

16 None Seen Pass 32 None Seen Pass 

Number of Pass: 32 

Overall result: Acceptable 

 
Remark:  
1) Performance Requirement Type I: N/A, Type II: N/A, Type IIR: ≥16.0kPa 
2) Test was conducted within 60s after removal from conditioning chamber. 
3) An acceptable quality limit of 4.0% is met for a single sampling plan when 29 or more of the 32 tested 

specimens show pass results. 
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Sample Photo 
 

  

 

  

     
  

 

  

     

 

Product information is provided by applicant without verification of authentication of the brand.  
 

 
The statement of conformity in this test report is only based on measured values by the laboratory and does not 
take their uncertainties into consideration. 
 

***End of Report*** 
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Applicant Information (客户信息) 
 Applicant Name(委托单位) : Huizhou Bowen Manufacturing Limited(惠州博文制造有限公司) 

 Applicant Address(委托单位地址) : Xinnan 1st Road, Xianan Village, Yuanzhou Town, Boluo County, Huizhou  

  City, Guangdong Province, P.R.China(广东省惠州市博罗县园洲镇下南村新南一路) 

 Manufacturer(生产单位) : Huizhou Bowen Manufacturing Limited(惠州博文制造有限公司) 

 

Sample Information (样品信息) 
 Sample Description(样品描述) :  Disposable Face Mask(一次性平面口罩) 

 Sample Quantity(样品数量) : 50 pieces(50 个) 

 Colour(颜色) : Blue white white(蓝色夹白色) 

 Size specification(号型规格) : KAZE01 

 Material Components(原料成分) : Non-woven fabric 50%;Melt-blown fabric 26%;Ear band 12.7%; 

   Nose clip 11.3%(50%无纺布,26%熔喷布,12.7%耳帶,11.3%鼻夹) 

 

 - Sample Receiving date (收到样品的日期) : 2020-06-03 

 - Report date (报告日期) : 2020-06-07 

 - The original sample is sticked on the last paper. (送检样品原样粘贴在本报告的末页) 

 

Test Performed (检验标准) 
 Judgement according to(评定依据): 

 GB/T 32610-2016 Technical Specification of daily protective mask  . 

  日常防护型口罩技术规范  . 

 - Selected test(s) as requested by applicants. (本实验室根据客户要求完成以下检测内容) 

 

Pronounce (声明) 
The results shown in this report refer only to sample(s) tested unless otherwise stated.All the items are performed 

in the standard conditions, except the noted cases.(除非特别说明，测试结果只对来样负责。所有测试项目均在标准

规定的环境下进行，有注明除外。) 

Except for the requirement of the client, the test results and the conformity judgement of this report do not take the 

uncertainty of the test results into account.(除非客户要求，本报告检测结果及符合性判定不考虑测量结果的不确定

度。) 

 

Signed for and on behalf of 

CNTAC Testing Service Co.,Ltd.(Foshan) 
  Approved by 

（批准） 
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---  Test Result (测试结果)  --- 
 

 Test Result(测试结果) Requirements(评定条件) Judgement(判定) 

1. Color Fastness to Rubbing(耐摩擦色牢度) GB/T 29865-2013 

Unit(单位): <grade(级)> 

 Dry(干摩擦) 4 

 Wet(湿摩擦) 4-5 

Dry friction ≥ 4(干摩擦 ≥ 4) 

Wet friction ≥ 4(湿摩擦 ≥ 4) 

Pass(合格) 

 

2. Tensile Strength of the mask belt and the connection between the mask belt and the mask body(口罩带及口

罩带与口罩体的连接处断裂强力) GB/T 32610-2016 Section 6.9(条款 6.9) 

Unit(单位): <N> 

 Result(测试结果) 49 ≥ 20 Pass(合格) 

 

3. Filtration Efficiency(过滤效率(盐性介质)) GB/T 32610-2016 Appendix A(附录 A) 

Air flow: 85L/min，Aerosol: Nacl(气体流量：85L/min，气溶胶颗粒：NaCI) 

Unit(单位): <%> 

 Minimum value(最小值) 98.5 (Level Ⅱ) ≥ 95((Ⅱ级) ≥ 95) Pass(合格) 

 

4. pH Value(pH 值) GB/T 7573-2009 

Using KCl solution as the extracting solution.(萃取介质：氯化钾溶液) 

 Result(测试结果) 6.6 4.0~8.5 Pass(合格) 

 

5. Formaldehyde Content(甲醛含量) GB/T 2912.1-2009 

Water extraction method,lower limit of quantitation:20mg/kg(水萃取法，检出限：20mg/kg) 

Unit(单位): <mg/kg> 

 Result(测试结果) Not Detectable (未检出) ≤ 20 Pass(合格) 

Remark(备注):Not Detectable，Less than 20 mg/kg(“未检出”指小于 20 mg/kg。) 

 

6. Azo Colourants(可分解致癌芳香胺染料) GB/T 17592-2011 

Use GC/MSD method,limit of detection :5mg/kg(使用 GC/MSD 分析方法，检出限：5mg/kg) 

Unit(单位): <mg/kg> 

 Result(测试结果) Not Detectable (未检出) Forbidden (≤ 20)(禁用(≤ 20)) Pass(合格) 

Remark(备注):1) Not Detectable,Less than the Limit of detection.(“未检出”指小于方法检出限)  

            2) Banned arylamines substances are listed in Annex.(禁用芳香胺物质清单见附页)  
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 Test Result(测试结果) Requirements(评定条件) Judgement(判定) 

7. Appearance Requirement(外观要求) GB/T 32610-2016 Section 6.1(条款 6.1) 

 Result(测试结果) Accordance(符合) Mask surface should not be 

damaged, oil stains, deformation 

and other obvious defects(口罩表

面不应有破损、油污斑渍、变形及其

他明显的缺陷) 

Pass(合格) 

 

8. Basic Requirement(基本要求) GB/T 32610-2016 Section 5.1(条款 5.1) 

 Result(测试结果) Accordance(符合) 

 

 

 

Accordance(符合) 

 

 

 

 

 

 

 

 

 

 

 

 

Accordance(符合) 

 

 

 

 

 

Accordance(符合) 

 

The mask should be able to cover 

the mouth and nose securely(口罩

应能安全牢固地护住口、鼻。) 

Mask raw materials should not be 

reworked materials,not contain 

highly toxic or potentially 

carcinogenic substances and 

materials known to cause skin 

irritation or other adverse reactions, 

residues of other substances that 

are restricted in use should meet 

the relevant requirement, no 

odor(口罩原材料不应使用再生料，

含高毒性或潜在致癌性物质以及已

知的可导致皮肤刺激或其他不良反

应的材料，其他限制使用物质的残留

量应符合相关要求，无异味。) 

The mask should not have a 

palpable sharp angle or sharp edge 

and should not pose a hazard to 

the wearer(口罩不应存在可触及的

锐利角和锐利边缘，不应对佩戴者构

成危害) 

Masks should be easy to wear and 

remove, no obvious constriction or 

tenderness in the wearing process, 

the impact on the head movement 

is small(口罩应便于佩戴和摘除，在

佩戴过程中无明显压迫感或压痛现

象，对头部活动影响较小。) 

Pass(合格) 
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 Test Result(测试结果) Requirements(评定条件) Judgement(判定) 

9. Exhalation Resistance(呼气阻力) GB/T 32610-2016 Section 6.8(条款 6.8) 

Air flow: 85L/min(通气量 85 L/min) 

Unit(单位): <Pa> 

 Maximum value(最大值) 89.1 ≤ 145 Pass(合格) 

 

10. Inhalation Resistance(吸气阻力) GB/T 32610-2016 Section 6.7(条款 6.7) 

Air flow: 85L/min(通气量 85 L/min) 

Unit(单位): <Pa> 

 Maximum value(最大值) 96.9 ≤ 175 Pass(合格) 

 

11. Residual Ethylene Oxide(环氧乙烷残留量) GB/T 14233.1-2008 Section 9.4 Gas chromatography(Limit 

extraction)(条款 9.4 气相色谱法（极限浸提法）) 

Unit(单位): <μg/g> 

 Ethylene oxide relative content(环氧乙烷相对含量)

 <0.7 

≤ 10 Pass(合格) 

Remark(备注):1.Detection limit is 0.7μg/g(检出限为 0.7μg/g) 

             2.Sample not sealed(样品没有密封) 

 

Remark(备注):The inhalation resistance and exhalation resistance items are unauthorized  for CNAS. 

(CNAS 未授权吸气阻力和呼气阻力项目。) 
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Appendix(附页)： 

No. CAS No. Forbidden Arylamine 

（编号） （化学文摘编号） （化学名称） 

1 92-67-1 4-aminobiphenyl（4-氨基联苯） 

2 92-87-5 benzidine（联苯胺） 

3 95-69-2 4-chloro-o-toluidine（4-氯邻甲苯胺） 

4 91-59-8 2-naphthylamine（2-萘胺） 

5 97-56-3 o-aminoazotoluene（邻氨基偶氮甲苯） 

6 99-55-8 5-nitro-o-toluidine（5-硝基-邻甲苯胺） 

7 106-47-8 p-chloroaniline（对氯苯胺） 

8 615-05-4 2,4-diaminoanisole（2,4-二氨基苯甲醚） 

9 101-77-9 4,4’-diaminobiphenylmethane（4,4’-二氨基二苯甲烷） 

10 91-94-1 3,3’-dichlorobenzidine（3,3’-二氯联苯胺） 

11 119-90-4 3,3’-dimethoxybenzidine（3,3’-二甲氧基联苯胺） 

12 119-93-7 3,3’-dimethylbenzidine（3,3’-二甲基联苯胺） 

13 838-88-0 3,3’-dimethyl-4,4’-diaminobiphenylmethane（3,3’-二甲基-4,4’-二氨基二苯甲烷） 

14 120-71-8 p-cresidine（2-甲氧基-5-甲基苯胺） 

15 101-14-4 4,4’-methylene-bis-（2-chloroaniline）（4,4’-亚甲基-二-（2-氯苯胺）） 

16 101-80-4 4,4’-oxydianiline（4,4’-二氨基二苯醚） 

17 139-65-1 4,4’-thiodianiline（4,4’-二氨基二苯硫醚） 

18 95-53-4 o-toluidine（邻甲苯胺） 

19 95-80-7 2,4-toluylenediamine（2,4-二氨基甲苯） 

20 137-17-7 2,4,5-trimethylaniline（2,4,5-三甲基苯胺） 

21 90-04-0 o-anisidine（邻氨基苯甲醚） 

22 60-09-3 4-aminoazobenzene （4-氨基偶氮苯） 

23 95-68-1 2,4-xylidine（2,4-二甲基苯胺） 

24 87-62-7 2,6-xylidine（2,6-二甲基苯胺） 
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Original (送检样品原样) 
  

  

 

=======  End of Report (检测报告结束) ====== 
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CMC MEDICAL DEVICES & DRUGS SL 
NO. CMC/CE/2020/16062020.20 

 
 
 

 

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the European Authorized 
Representative of 

 

 Huizhou Bowen Manufacturing Limited 

Xinnan 1st Road, Xianan Village, Yuanzhou Town, Boluo County, 
Huizhou City, Guangdong Province, P.R.China 

 
The certificate remains valid until the expiration agreement of EC REP, manufacturing 
conditions, the quality system or relevant legislation are changed. The validity is conditioned 
by positive results of periodic surveillance audits. 
The product liability rests with the manufacturer in accordance with applicable directive and 
standard, after fulfilling of the relevant EU legislation requirements, the manufacturer shall 
affix relevant CE marking to all above mentioned models of the medical device. 

 
Complies with the applicable essential requirements of the council directive 93/42/EEC on 

medical devices as amended. 

 
 

The products in Annex I was registered in Spanish MOH with number RPS/1437/2020 

 
 
 
 
 
 

Issued on: 16/06/2020  Valid until: 24/05/2022 

Authorized Signatory 
CMC Medical Devices & Drugs SL 

http://www.cmcmedicaldevices.com/
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Kaze Disposable Face Mask 

 
 
 
 
 
 
 

 

ANNEX I Medical Device Products 
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EU Declaration of Conformity 

Classification (MDR, Annex VIII): Class I, Rule 1.
Conformity Assessment Route: EU DECLARATION OF CONFORMITY following the Annex
II + Annex III + Article 19 of MDR (EU) 2017/745. 

We herewith declare that the above mentioned products meet the transposition into national 
law, the provisions of the following EU Regulation and Standards. All supporting
documentations are retained under the premises of the manufacturer.
Huizhou Bowen Manufacturing Limited.is exclusively responsible for the declaration of
conformity.

General applicable regulations, directives:
Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on
medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and
Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC. 

Applied standards, common specification, guidance:
EN 14683:2019+AC:2019, EN ISO 15223-1:2016, EN 1041:2008, EN ISO 14971:2012, EN
62366-1:2015+AC:2015, ISO 10993-1:2018, ISO 10993-5:2009, ISO 10993-10:2010, ASTM

D4169-2016,MDCG 2019-15.

Signature:

Name:                      Wun Chun Hung

Position:                    General Manager

Place/date                 26th may, 2020   

   

    

Manufacturer:

SRN:  

Huizhou Bowen Manufacturing Limited
Xinnan 1st Road, Xianan Village, Yuanzhou Town, Boluo County,
Huizhou City, Guangdong Province, P.R.China
Tel:+86-752-5895333
CN-MF-000009940 

CMC Medical Devices & Drugs S.L.
Horacio Lengo Nº 18, CP 29006, Málaga, Spain 

Kaze Disposable Face Mask
17.5cm×9.5cm 
12-458    

European
Representative:
SRN: 

Product Name: 

Specification:
UMDN Code: 
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