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Results 

 

No.  Test Item  Test Result 

1 Bacterial Filtration Efficiency (BFE) Test 

Specimen 1#: 99.9%  

Specimen 2#: 99.9%  

Specimen 3#: 99.9%  

Specimen 4#: 99.9%  

Specimen 5#: 99.9% 

2 Differential Pressure Test 27.0 Pa/cm2 

3 Synthetic Blood Penetration Test Specimen 1#~32#: None seen 

4 Microbial Cleanliness Test 

   Specimen 1#: <1  CFU/g  

Specimen 2#: 2 CFU/g  

Specimen 3#: 3 CFU/g  

  Specimen 4#: <1 CFU/g  

Specimen 5#: 1 CFU/g 

 

Bacterial Filtration Efficiency (BFE) Test 

 

1. Purpose 

For evaluating the bacterial filtration efficiency (BFE) of mask. 
 

              
2. Sample description was given by client 

       Sample description          :   Disposable surgical mask 

Specification                    :   / 
Lot Number                     :   20200325 
Sample Receiving Date  :   2020-04-17 
 

3. Test Method 

            EN 14683:2019+AC:2019(E) Annex B 
 

4. Apparatus and materials 

4.1 Staphylococcus aureus ATCC 6538. 
4.2 Peptone water. 
4.3 Tryptic Soy Broth(TSB). 
4.4 Tryptic Soy Agar(TSA). 
4.5 Bacterial filtration efficiency test apparatus. 
4.6 Six-stage viable particle Anderson sampler. 
4.7 Flow meters. 

 
 

5. Test specimen 

5.1 As requested by client, take a total of 5 test specimens. 
5.2 Prior to testing, condition all test specimens for a minimum of 4 h at (21±5)°C and (85±5)% 

relative humidity. 
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6. Procedure 

6.1 Preparation of the bacterial challenge: Dilute the cultutre in peptone water to achieve a 
concentration of approximately 5×105 CFU/mL. 

6.2 Adjust the flow rate through the Anderson sampler to 28.3 L/min. 
6.3 Deliver the challenge to the nebulizer using a syringe pump. Purge tubing and nebulizer of air 

bubbles. 
6.4 Perform a positive control run without a test specime to determine the number of viable aerosol 

particles being generated. The mean particle size (MPS) of the aerosol will also be calculated 
from the results of these positive control plates. 
6.4.1 Initiate the aerosol challenge by turning on the air pressure and pump connected to the 

nebulizer. Immediaterly begin sampling the aerosol using the Anderson sampler. 
6.4.2 Time the challenge suspension to be delivered to the nebulizer for 1 min. 
6.4.3 Time the air pressure and Anderson sampler to run for 2 min. 
6.4.4 At the conclusion of the positive control ran, remove plates from the Anderson sampler. 

6.5 Place new agar plates into Anderson sampler and clamp the test specimen into the top of the 
Anderson sampler, with the inside of the specimen facing towards the bacterial challenge (test 
area: 77cm2). 

6.6 Repeat the challenge procedure for each test specimen. 
6.7 Repeat a positive control after completion of the sample set. 
6.8 Perform a negative control run by collecting a 2 min sample of air from the aerosol chamber. No 

bacterial challenge should be pumped into the nebulizer during the collection of the negative 
control. 

6.9 Incubate agar plates at (37±2)°C for (20 to 52) h. 
6.10 Count each of the six-stage plates of the Anderson sampler. 
 

7. Calculation 

Total the count from each of the six plates for the test specimens and positive controls, as specified 

by the manufacture of Anderson sampler. The filtration efficiency percentages are calculated as 

follows: 

          BFE=(C-T) / C × 100 

          T is the total plate count for the test specimen. 

          C is the mean of the total plate counts for the two positive controls. 
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8. Test results* 

        

   P Value 

Stage 

Number 

Positive 

Control (A) 

Positive 

Control (B) 

Negative 

Control 

Specimen 

1# 

Specimen 

2# 

Specimen 

3# 

Specimen 

4# 

Specimen 

5# 

1 19 45 0 0 0 0 0 0 

2 41 78 0 0 0 0 0 0 

3 101 131 0 0 0 0 0 0 

4 206 256 0 0 0 0 0 0 

5 1179 1371 0 0 0 0 0 0 

6 739 513 0 0 0 0 0 0 

Total (T), CFU 2285 2394      <1 <1 
 

<1 
 

<1 
 

<1 
 

<1 

Average (C), 
CFU 

2.3 x103= (PA+PB) / 2  

BFE ,%  99.9 99.9 99.9 99.9 99.9 

Requirements 

 
≥ 98 

Remarks 

P is the value of corresponding corrected particle counts as specified by the manufacturer of the 
cascade impactor.  
T is the total of P value for the test specimen.  
C is the mean of the total of P value of the two positive controls.  
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Differential pressure Test 

 

1.Purpose 
 

The purpose of the test was to measure the differential pressure of masks. 

 

2.Sample description was given by client  
 
    Sample description          :   Disposable surgical mask 
    Specification                    :   / 
    Lot Number                     :   20200325 
    Sample Receiving Date  :   2020-04-17 
    

3.Test Method 

 
EN 14683:2019+AC:2019(E) Annex C 

 

4. Apparatus and materials 

 
     Differential pressure testing instrument 

 

5.Test specimen 
 
     5.1 Test specimen are complete masks or shall be cut from masks. Each specimen shall be able to        
           provide 5 different circular test areas of 2.5 cm in diameter. 
     5.2 Prior to testing, condition all test specimens for a minimum of 4 h at (21±5) oC and (85±5)% relative 

humidity. 
 

6. Procedure 

 
     6.1 Without a specimen in place, the holder is closed and the differential manometer is zeroed. The 

pump is started and the flow of air adjusted to 8 L/min. 
     6.2 The pretreated specimen is placed across the orifice (total area 4.9cm2, test area diameter 25mm) 

and clamped into place so as to minimize air leaks. 
     6.3 Due to the presence of an alignment system the tested area of the specimen should be perfectly in 

line and across the flow of air. 
     6.4 The differential pressure is read directly.  
     6.5 The procedure described in steps 6.1-6.4 is carried out on 5 different areas of the mask and readings 

averaged. 
 

Results: 

Specimen 
Test  Results* 

(Pa/cm2) 

Average 

（Pa/cm2） 
Requirements Judgement 

1# 27.7 

27.0 < 60 Pass 

2# 25.6 

3# 27.4 

4# 28.0 

5# 26.5 
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Synthetic Blood Penetration Test  

1.Purpose 
 

For evaluation of resistance of masks to penetration by a fixed volume of synthetic blood at a high 

velocity. 

 

2.Sample description was given by client  

   

Sample description          :   Disposable surgical mask 

Specification                    :   / 

Lot Number                     :   20200325 

Sample Receiving Date  :   2020-04-17 

 

3.Test Method 
 

ISO 22609:2004 

 

4.Apparatus and materials  
 

4.1 Synthetic blood. 

4.2  Tensiometer. 

4.3  Synthetic blood penetration test apparatus; 

4.4  Targeting plate. 

4.5  Air pressure source. 

4.6  Ruler. 

4.7  Balance. 

4.8  Controlled temperature and humidity chamber. 

 

5.Test specimen 
  

5.1 As requested by client, take a total of 32 test specimens. 

5.2 Prior to testing, condition all test specimens for a minimum of 4h at (21±5)°C and (85±5) % relative  

      humidity. 
 

6.Procedure 
 

6.1 Prepare the synthetic blood (40~44 mN/m) for the test. 

6.2 Determine the density of the synthetic blood. 

6.3 Fill the reservoir with new synthetic blood. 

6.4 Position the test specimen 30.5 cm (12 in.) from the exit of the canula. 

6.5 Set the reservoir pressure to the approximate pressure. 

6.6 Place the targeting plate approximately 1 cm away from the mask. 

6.7 Set the valve timer to 0.5 s. Collect and weigh the amount of fluid delivered (before the targeting  
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      hole). 

6.8 Set the valve timer to 1.5 s. Collect and weigh the amount of fluid delivered (before the targeting  

      hole). 

6.9 Calculate the difference in weight of the two spurts. For a test fluid with a density of 1.003, Table 1  

      gives the target difference in weight plus lower and upper limits for a velocity range within 2% of the  

      target. 

Table 1 Target weight difference 
  

Fluid Pressure 
(mmHg) 

Weight difference for 1s difference in spurt duration (g) 

Min. Target Max. 

120 3.002 3.063 3.124 

 

6.10 Adjust the reservoir pressure and repeat steps 6.7 to 6.9 until the weight difference is within the  

        target range. 

6.11 Record the weight difference for the spurts exiting the nozzle. 

6.12 Record the pressure in the reservoir. 

6.13 Set the valve time to 0.5 s. Collect and weigh the amount of fluid passing through the targeting hole. 

6.14 Set the valve time to 1.5 s. Collect and weigh the amount of fluid passing through the targeting hole. 

6.15 The difference in weight between the 0.5 s and 1.5 s spurts through the targeting plate shall be  

        within +2 % ~ -5 % of the difference in weight from the nozzle. 

6.16 If the differential weight is less than 95 % of the weight difference exiting the nozzle, check the aim  

        of the stream to make sure it is passing cleanly through the targeting hole. 

6.17 If the differential weight is more than 102 % of the weight difference exiting the nozzle, repeat the  

        weight measurements exiting the nozzle (steps 6.7 to 6.11). 

6.18 For standard synthetic blood, the timer duration can be estimated using the formula:  

       (p is the density of the test fluid.) t = 0.5 + (2× p - g at 0.5 s) / (g at 1.5 s - g at 0.5 s). 

6.19 Record the timer setting to use as the starting point for subsequent testing. 

6.20 Mount a test specimen on the specimen holding fixture. If the mask contains pleats, spread the   

       pleats out when mounting the mask onto the fixture to present a single layer of material as the target     

       area. 

6.21 Squirt the synthetic blood onto the test specimen for the calculated time. Ensure that the synthetic  

        blood hits the target area of mask. 

6.22 Inspect the inside surface for synthetic blood penetration within 10 s of squirting the synthetic blood  

        against the target area. 

6.23 Report the results (none / penetration) for each test specimen at the test pressure. 
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Results: 

 

 

 

 

 

 

 

 

Specimen Test  Results* Requirements Judgement 

1# None Seen 

Pass Pressure at 16.0 kPa 
(120mmHg) 

Pass 

2# None Seen Pass 

3# None Seen Pass 

4# None Seen Pass 

5# None Seen Pass 

6# None Seen Pass 

7# None Seen Pass 

8# None Seen Pass 

9# None Seen Pass 

10# None Seen Pass 

12# None Seen Pass 

13# None Seen Pass 

14# None Seen Pass 

15# None Seen  Pass 

16# None Seen Pass 

17# None Seen Pass 

18# None Seen Pass 

19# None Seen  Pass 

20# None Seen Pass 

22# None Seen  Pass 

23# None Seen Pass 

24# None Seen Pass 

25# None Seen Pass 

26# None Seen  Pass 

27# None Seen Pass 

28# None Seen Pass 

29# None Seen Pass 

30# None Seen  Pass 

31# None Seen Pass 

32# None Seen Pass 
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Microbial Cleanliness Test 

1. Purpose 

The purpose of the test was to measure microbial cleanliness of mask. 
           

2. Sample description was given by client 

Sample description          :   Disposable surgical mask 
Specification                    :   / 
Lot Number                     :   20200325 
Sample Receiving Date  :   2020-04-17 
 

3. Test Method 

According to EN ISO 11737-1:2018 to determine the microbial cleanliness of mask material, and 
refer to the procedure as described in EN 14683:2019+AC:2019(E) Annex D 
 
 

4. Apparatus and materials 

4.1 Orbital shaker. 
4.2 0.45 um filter.  
4.3 Tryptic Soy Agar (TSA). 
4.4 Sabouraud Dextrose Ager (SDA) with chloramphenicol. 
4.5 Formula of Extraction Liquid: 1g/L peptone, 5g/L NaCl and 2g/L Tween 20. 
4.6 Extraction apparatus. 
 

5. Test specimen 

5.1 As requested by client, take a total of 5 mask samples. 
5.2 Mask samples for testing are provided in the original primary packaging. 

5.3 Condition at (18 to 26)℃ and (45 to 65)% relative humidity during testing. 

 
              

6. Procedure 

6.1 Five test specimens are selected from the top, bottom and 3 randomly chosen marks. 
6.2 The mask is aseptically removed from the packaging and placed in a sterile 500 mL bottle 

containing 300 mL of extraction liquid. 
6.3 The bottle is laid down on an orbital shaker and shaken for 5 min at 250 rpm. 
6.4 After extracting, 100mL of the extraction liquid is filtered through a 0.45 um filter and laid down 

on a TSA plate for the total viable aerobic microbial count. Another 100 mL aliquot of the same 
extraction liquid is filtered in the same way and the filter plated on SDA for fungi enumeration. 

6.5 The plates are incubated for 3 days at 30oC and 7 days at (20 to 25)oC for TSA and SDA plates 
respectively. 

6.6 Calculate the colonies of each agar plate. 
 

7. Calculation 
 
For each test specimen calculate the microbial cleanliness as follows by counting the total colonies 
of the TSA and SDA plates. 
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Results*: 
 

Specimen 
Colonies of 

the TSA 
Plate 

Colonies of 
the SDA 

Plate 

Microbial 
Cleanliness, 

(CFU/g) 
Requirements Judgement 

1# 0 0 <1 

EN14683:2019+AC:2019(E)  
Annex D 

 
EN ISO 11737-1:2018 

≤ 30 CFU/g 

Pass 

2# 0 2 2 

3# 0 3 3 

4# 0 0 <1 

5# 0 1 1 

Note: 

1.*denotes this test was carried out by external laboratory assessed as competent. 

2.This report  is for internal use only such as internal scientific research ,education, quality control, product 
R&D. 

 

-END OF THE TEST REPORT- 
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BFE≥98% Pa/cm2<60

Type IIR according to EN 14683:2019, YY/T0969-2013

DISPOSABLE SURGICAL
MASK IIR

Size : 17.5*9.5cm

DISPOSABLE SURGICAL
MASK        

MASCARILLA QUIRÚRGICA IIR DESECHABLE

INSTRUCCIONES DE USO

USO PREVISTO

Disposable Surgical Mask IIR

F. Y. Z. C. CO.,LTD

C/ Sofía, 3-5 - Pol. Ind. Cabezo Beaza
30353 Cartagena (Spain)

Chengxiyuan, economic development zone, Youxi 
County, Fujian Province

Caretechion GmbH
Niederrheinstr 71, 40474 Duesseldorf, 
Germany

Not be
used twice

Prevent exposure 
to the sun

Prevent exposure 
to l iquids

CV-25

®

Precauciones:

• Protección de fluidos a pacientes y usuarios
• Suave y fácil de respirar
• No fabricado con látex de caucho natural

Mascarilla médica quirúrgica IIR desechable

CV-25

®

1. Lavarse las manos con agua y jabón o frotarlas con una 
solución hidroalcohólica antes de manipular la mascarilla.
2. Identificar la parte superior de la mascarilla.
3. Colocar la mascarilla en la cara y ajustar la pinza nasal 
en la nariz.
4. Sostener la mascarilla desde el exterior y pasar el arnés 
de cabeza o anudarlo detrás de la misma, a ambos lados de 
las orejas, sin cruzarlos.
5. Bajar la parte inferior de la mascarilla a la barbilla y 
verificar que la mascarilla cubre la barbilla.
6. Pellizcar la pinza nasal con ambas manos para ajustarla 
a la nariz y verificar que está colocada correctamente.
7. Una vez ajustada, no tocar la mascarilla con las manos.

1. 2/3.

4. 5.

6. 7.

MASCARILLA QUIRÚRGICA I IR DESECHABLE 

50 pcs

CV-25

®

50 pcs/box

20200708

2020.07.08

18 MONTHS

Medical Device
Production License:  

Fujian Pharmaceutical Supervision Machinery
Production No. 20200574 (provisional)

3Ply, Inner layer: PP non-woven (28%)
Middle layer: meltblown non-woven (34%)
Outer layer: PP non-woven (38%)

Material Composition:

a. Solamente para un único uso. La reutilización del
 dispositivo puede causar infección cruzada o protección
 insuficiente.
b. No lo reutilice después de secar o desinfectar.
c. Distinga correctamente la parte delantera y trasera antes
 de usar.
d. Por favor, preste atención a la fecha de vencimiento del
 producto antes de su uso
e. Deseche adecuadamente las mascarillas usadas de
 acuerdo con la política local de eliminación de desechos
 médicos.
f. El dispositivo no debe usarse durante más de 24 horas.
g. Manténgalo  alejado del fuego.
h. No usar si es alérgico a telas no tejidas

Las máscaras faciales médicas deben usarse para proteger 
principalmente contra la propagación o transmisión de 
gérmenes infecciosos y agentes patógenos. El objetivo 
principal es proteger al paciente, y una de las características 
diferenciadoras de la máscarilla IIR es la protección adicional 
del usuario, que en ciertas situaciones se ve expuesto a 
salpicaduras de líquidos y microgotas potencialmente 
contaminantes y partículas viables.



CV-25

®

Caretechion GmbH
Niederrheinstr 71, 40474 Duesseldorf, 
Germany

F. Y. Z. C. CO.,LTD
Chengxiyuan, economic development zone, Youxi 
County, Fujian Province

生产厂商： 福建省尤溪县正泉布业有限公司
生产地址：福建尤溪经济开发区城西园

Instrucciones de uso
1. 2/3.

4. 5.

6. 7.

1. Lavarse las manos con agua y jabón o frotarlas con una 
solución hidroalcohólica antes de manipular la mascarilla.
2. Identificar la parte superior de la mascarilla.
3. Colocar la mascarilla en la cara y ajustar la pinza nasal 
en la nariz.
4. Sostener la mascarilla desde el exterior y pasar el arnés 
de cabeza o anudarlo detrás de la misma, a ambos lados de 
las orejas, sin cruzarlos.
5. Bajar la parte inferior de la mascarilla a la barbilla y 
verificar que la mascarilla cubre la barbilla.
6. Pellizcar la pinza nasal con ambas manos para ajustarla 
a la nariz y verificar que está colocada correctamente.
7. Una vez ajustada, no tocar la mascarilla con las manos.

DISPOSABLE SURGICAL MASK

Not be
used twice

Prevent exposure 
to the sun

Prevent exposure 
to l iquids

Tipo IIR según EN 14683:2019, YY/T0969-2013

BFE≥98% Pa/cm2<60Tamaño : 17.5*9.5cm

10 uds

Precauciones:
a. Solamente para un único uso. La reutilización del
 dispositivo puede causar infección cruzada o protección
 insuficiente.
b. No lo reutilice después de secar o desinfectar.
c. Distinga correctamente la parte delantera y trasera antes
 de usar.
d. Por favor, preste atención a la fecha de vencimiento del
 producto antes de su uso
e. Deseche adecuadamente las mascarillas usadas de
 acuerdo con la política local de eliminación de desechos
 médicos.
f. El dispositivo no debe usarse durante más de 24 horas.
g. Manténgalo  alejado del fuego.
h. No usar si es alérgico a telas no tejidas

Dispositivo médico
Licencia de producción:  

Fujian Pharmaceutical Supervision Machinery
Production No. 20200574 (provisional)

3 Capas, Capa interna: PP non-woven (28%)
Capa intermedia: meltblown non-woven (34%)
Capa exterior: PP non-woven (38%)

Composición:

Fecha de
producción

Plazo de
validez

MASCARILLA DESECHABLE QUIRÚRGICA IIR




