
Mascarilla Polipropileno Quirúrgica  
Con Gomas. 

CARACTERÍSTICAS DEL PRODUCTO 
 

 Mascarilla de Polipropileno Rectangular de 3       
capas, con 3 pliegues que provocan un mejor 
acople anatómico. Con tira moldeable en la   
parte superior para una mejor sujeción nasal y 
con elástico de ajuste para un mejor acople en 
ambos pabellones auditivos. 

 
 Producto de un solo uso, NO REUTILIZAR 
 
 Tiempo máximo de uso 4 horas.  
 
 Mascarilla Quirúrgicas Tipo IIR 

PROPIEDADES FÍSICAS 
 

 Materia prima 
 Primera Capa: Polipropileno (PP) con una densidad de 25 grs/m3. 
 Segunda Capa: MeltBlown con una densidad de 25 grs/m3. 
 Tercera Capa: Polipropileno (PP) con una densidad de 25 grs/m3. 
 
 Medidas: 17,5 x 9,5 cm 
 
 Elástico de ajuste suaves para un ajuste confortable en ambos pabellones         

auditivos.  

COLORES DISPONIBLES 
 
Referencia  Color         Código EAN Caja        Código EAN  Envase 
  
64702  Azul   8 436045  02743 6  8 436045  02744 3 
 
 



Mascarilla Polipropileno Quirúrgica  
Con Gomas. 

ALMACENAJE Y LOGÍSTICA: 
 
 Almacenar siempre en el embalaje original, en un lugar seco y a temperaturas 

oscilantes entre –2º y +50º (se aconseja siempre entre +5º y +30º). No exponer 
directamente a la luz solar. 

 
 Caja exterior con descripción completa, pictogramas informativos y código de 

barras 
 
 Presentación: 40 envases de 50 unidades. Caja de 2000 mascarillas 
 
 Medidas Caja: 52x38x30 cm 

NORMATIVAS 
 
 Reglamento  (EU) 2017/745  Relativa a Productos sanitarios (MDR).  
        Producto Sanitario Clase I 
 
 EN-14683:2019+AC:2019  Norma mascarillas Quirúrgica de  
       Eficacia de Filtración Bacteriana >=98% 
       Respirabilidad/Presión Diferencial: < 60% 
       Presión de Resistencia a las Salpicaduras: >=16 
       Limpieza Microbiana/Carga Biológica <= 30 UFC/g 
       Certificado SGS: SL52115296627601TX 
       Laboratorio Acreditado por CNAS Nº: L0599 
 
 
 Producto 100 % Libre de Látex 

PROLIMAX HIGIENE INDUSTRIAL,S.L. 
CIF: B-45632767 
C/ Jardines, 7   -   CP:45525 — BARCIENCE (Toledo) 
Tlf: 925 779 507   
mail:  gestion@prolimax.es 

R.G.S.A Importador fuera de la CEE 39.03909/TO 
Licencia Importador Producto Sanitario 5971-PS 

Envase:  
50 unidades. 

Caja: 
40 envases 

Palet: 
36 cajas. 

ULTIMA ACTUALIZACION: 16/02/2023 
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FEIXI HONGWEI MEDICAL DEVICES CO., LTD 

 

 

2ND FLOOR, BUILDING 6, ANHUI ANHENG PAPER AND PLASTIC PRODUCTS CO., LTD.,JUNCTION OF 
CHUANGXIN AVENUE AND CHANGGU ROAD, ECONOMIC DEVELOPMENT ZONE, FEIXI COUNTY, HEFEI 
CITY, ANHUI PROVINCE 

 

 
  

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

 

Sample Description : (A)Disposable Medical Face Mask 
 

 
 

Sample Color : (A)blue 
 

 

Claimed Type : TYPE IIR 
 

 

Lot No. : HW202108002 
 

  
  

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

 
  

Sample Receiving Date : Aug 18, 2021 
 

 

Testing Period : Aug 24, 2021 - Sep 07, 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). 

 

 
Comment: 
EN 14683:2019+AC:2019 Medical Face Masks-Requirements and Test 
Methods 
 
Clause 5.2 Performance Requirement 

 (A) 

Clause 5.2.2 Bacterial filtration efficiency (BFE) M 
Clause 5.2.3 Breathability M 
Clause 5.2.4 Splash Resistance M 
Clause 5.2.5 Microbial Cleanliness M 
Clause 5.2.6 Biocompatibility EXCLUDED 
 
Remark: M=Meet EN 14683:2019+AC:2019 Performance Requirement (Type IIR) 

F=Below EN 14683:2019+AC:2019 Performance Requirement (Type IIR) 
 
  

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 158mm 
Positive Control Average : 2473 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 99.8% 
3 99.9% 
4 99.8% 
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 48.4 

46 
1-2 49.5 
1-3 43.6 
1-4 43.3 
1-5 43.6 

2 

2-1 45.9 

45 
2-2 43.4 
2-3 42.3 
2-4 46.7 
2-5 44.8 

3 

3-1 46.7 

47 
3-2 42.6 
3-3 43.1 
3-4 51.9 
3-5 48.8 

4 

4-1 55.1 

49 
4-2 45.3 
4-3 41.0 
4-4 54.7 
4-5 46.8 

5 

5-1 46.9 

46 
5-2 48.1 
5-3 41.9 
5-4 43.5 
5-5 47.8 

 
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 5.2.4 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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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 2.91 18.60 6.39 
2 2.88 22.32 7.75 
3 2.92 29.76 10.19 
4 3.00 22.32 7.44 
5 2.98 26.04 8.74 

 
Recovery Efficiency : 80.4 % 
Correction Factor : 1.2 
 
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*** 




