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SHANDONG ZEDA MEDICAL PRODUCTS CO.,LTD 
 

 

YAOJIA VILLAGE, ZAOYUAN TOWN, LANSHAN DISTRICT, LINYI CITY, SHANDONG PROVINCE, CHINA 
 

 
 

THIS REPORT CANCELS AND SUPERSEDES THE TEST REPORT NO. SL52105257269701TX DATE:2021-
05-18 ISSUED BY SGS (Shanghai)                                    
UPDATED CLIENT’S INFORMATION/ SAMPLE INFORMATION. 

 

 

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

 

Sample Description : (A)Filtering half mask 
 

 
 

Sample Color : (A)White 
 

 

Composition : (A)40%non-woven fabric 30%hot air cotton 30%melt-blown fabric 
 

 

Style No. : K1210 
 

 
 

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

 
 

Sample Receiving Date : Apr 28, 2021 
 

 

Testing Period : Apr 28, 2021 - May 18, 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). 

 

 
 
Conclusion: 

Sample No. Recommendation Level 

(A) FFP2 NR 

 
 
 
 
 
 
 
 

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 
 
 

Personal Protective Equipment - Respiratory Protective Devices- Filtering Half Masks to Protect against 
Particles- Requirements, Testing, Marking 

 

   

 

EN 149:2001+A1:2009 
 

 
Clause 7.4 Packaging 
 (EN 149:2001+A1:2009 Clause 8.2) 
 

Test Requirement Results Comment 

Particle filtering half masks shall be offered for sale packaged in such a way 
that they are protected against mechanical damage and contamination  
before use. 

Comply Pass 

 
Clause 7.5 Material 
 (EN 149:2001+A1:2009, Clause 8.2 & 8.3.1 & 8.3.2) 
 

Test Requirement Results Comment 

Materials used shall be suitable to withstand handling and wear over the 
period for which the particle filtering half mask is designed to be used. 

Comply 

Pass 

After undergoing the conditioning described in 8.3.1 none of the particle 
filtering half masks shall have suffered mechanical failure of the facepiece 
or straps. 

Comply 

When conditioned in accordance with 8.3.1 and 8.3.2 the particle filtering 
half mask shall not collapse.  

Comply 

Any material from the filter media released by the air flow through the filter 
shall not constitute a hazard or nuisance for the wearer. 

Comply 

 
Clause 7.6 Cleaning and Disinfecting 
 (EN 149:2001+A1:2009, Clause 8.4 & 8.5 & 8.11) 
 

Test Requirement Results Comment 

If the particle filtering half mask is designed to be re-usable, the materials 
used shall withstand the cleaning and disinfecting agents and procedures to 
be specified by the manufacturer.  
With reference to 7.9.2, after cleaning and disinfecting the re-usable particle 
filtering half mask shall satisfy the penetration requirement of the relevant 
class. 

Not applicable 
(Not designed to 

be re-usable) 
N.A. 

 
Clause 7.7 Practical Performance 
 (EN 149:2001+A1:2009, Clause 8.4) 
 

Test Requirement Results Comment 

The particle filtering half mask shall undergo practical performance tests 
under realistic conditions. These general tests serve the purpose of 
checking the equipment for imperfections that cannot be determined by the 
tests described elsewhere in this standard. 

No imperfections Pass 
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Clause 7.8 Finish of Parts 
 (EN 149:2001+A1:2009, Clause 8.2) 

 

Test Requirement Results Comment 

Parts of the device likely to come into contact with the wearer shall have no 
sharp edges or burrs. 

No sharp edges 
or burrs   

Pass  

 
Clause 7.9.1 Total Inward Leakage 
 (EN 149:2001+A1:2009, Clause 8.5) 

 

Test Requirement Results Comment 

The total inward leakage consists of three components: face seal leakage, 
exhalation valve leakage (if exhalation valve fitted) and filter penetration. 
For particle filtering half masks fitted in accordance with the manufacturer’s 
information, at least 46 out of the 50 individual exercise results (i.e. 10 
subjects x 5 exercises) for total inward leakage shall be not greater than: 
25% for FFP1, 11% for FFP2, 5% for FFP3 
 
and, in addition, at least 8 out of the 10 individual wearer arithmetic means 
for the total inward leakage shall be not greater than: 
22% for FFP1, 8% for FFP2, 2% for FFP3 

Detail refer to  
Appendix 1 

Meet FFP1, 
Meet FFP2 

 
Appendix 1: Summarization of Test Data 
 
Inward Leakage Test Data 

Subject Sample 
No. 

Condition Walk(%) Head 
Side/side(%) 

Head 
up/down(%) 

Talk(%) Walk(%) Mean(%) 

Zhou 1 A.R. 4.32 3.97 3.57 4.70 4.40 4.19 

Luo 2 A.R. 5.50 5.44 5.19 5.56 4.10 5.16 

Lu 3 A.R. 4.20 4.81 4.67 4.85 3.39 4.38 

Wang 4 A.R. 3.12 3.43 3.16 3.53 3.34 3.32 

Bao 5 A.R. 5.26 5.45 5.51 5.73 4.83 5.36 

Ding 6 T.C. 3.57 3.74 3.32 3.89 3.20 3.54 

Li 7 T.C. 5.15 5.58 5.11 6.24 5.27 5.47 

Chen 8 T.C. 3.79 3.38 3.41 4.34 3.95 3.77 

Song 9 T.C. 4.89 4.46 4.28 4.94 4.53 4.62 

Ye 10 T.C. 5.31 5.90 5.53 6.52 5.05 5.66 

 
Facial Dimension 
 

Subject Face length Face Width Face Depth Mouth Width 

Chen 125 150 120 58 

Lu 115 132 107 48 

Zhou 115 135 106 52 

Li 125 130 107 46 

Luo 125 136 100 43 

Zheng 128 140 112 55 

Wang 120 147 103 48 

Song 120 140 100 50 

Bao 130 134 104 50 
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Ding 134 150 110 52 

Liu 120 135 117 50 

Ye 126 137 105 52 

 
Note: A panel of ten clean-shaven persons (without beards or sideburns) were selected covering the 
spectrum of facial characteristics of typical users of the filtering half masks submitted by applicant (excluding 
significant abnormalities). It is to be expected that exceptionally some persons cannot be satisfactorily fitted with 
a particle filtering half mask. Such exceptional subjects shall not be used for testing particle filtering half masks. 
 
Clause 7.9.2 Penetration of Filter Material 
 (EN 149:2001+A1:2009, Clause 8.11 & EN 13274-7:2019) 
 

Test Requirement Results Comment 

The penetration of the filter of the particle filtering half mask shall meet the 
requirements of the following table. 

Classifica
tion 

Maximum penetration of test aerosol 

Sodium chloride test 95 
l/min 

Paraffin oil test 95 l/min 

% % 

max. max. 

FFP1 20 20 

FFP2 6 6 

FFP3 1 1 
 

Detail refer to  
Appendix 2 

Meet FFP1, 
Meet FFP2 

 
Appendix 2: Summarization of Test Data 
 
Penetration of filter material 
 

Aerosol Condition Sample No. 
Penetration 

(%) 

Sodium chloride test 

As received 

1 0.129 

2 0.153 

3 0.137 

Simulated wearing treatment 

4 0.182 

5 0.120 

6 0.165 

Mechanical strength +Temperature 
conditioned 

7 0.376 

8 0.433 

9 0.391 

Paraffin oil test 

As received 

10 0.237 

11 0.265 

12 0.341 

Simulated wearing treatment 

13 0.253 

14 0.264 

15 0.259 

Mechanical strength +Temperature 
conditioned 

16 1.497 

17 1.337 

18 1.465 

Flow conditioning：Single filter: 95.0 L/min 
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Clause 7.10 Compatibility with Skin  
 (EN 149:2001+A1:2009, Clause 8.4 & 8.5) 
 

Test Requirement Results Comment 

Materials that may come into contact with the wearer’s skin shall not be 
known to be likely to cause irritation or any other adverse effect to health. 

No irritation or 
any other adverse 

effect to health  
Pass 

  

Clause 7.11 Flammability  

 (EN 149:2001+A1:2009, Clause 8.6) 

 

Test Requirement Results Comment 

The material used shall not present a danger for the wearer and shall not be 
of highly flammable nature 

When tested, the particle filtering half mask shall not burn or not to continue 
to burn for more than 5 s after removal from the flame. 

Detail refer to  

Appendix 3 
Pass 

Appendix 3: Summarization of Test Data 

Flammability 

 

Condition Sample No. Result 

As received 
1 NIL 

2 NIL 

Temperature conditioned 
3 NIL 

4 NIL 

 
Clause 7.12 Carbon Dioxide Content of The Inhalation Air  
 (EN 149:2001+A1:2009, Clause 8.7) 
 

Test Requirement Results Comment 

The carbon dioxide content of the inhalation air (dead space) shall not 
exceed an average of 1,0 % (by volume) 

Detail refer to  
Appendix 4 

Pass 

 
Appendix 4: Summarization of Test Data 
 
Carbon Dioxide Content of The Inhalation Air 
 

Condition Sample No. Result 

As received 

 

1 
0.5825 

Mean value:0.58 
 

2 
0.5811 

 

3 
0.5834 
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Clause 7.13 Head Harness  
 (EN 149:2001+A1:2009, Clause 8.4 & 8.5) 
 

Test Requirement Results Comment 

The head harness shall be designed so that the particle filtering half mask 
can be donned and removed easily. 

Comply 

Pass The head harness shall be adjustable or self-adjusting and shall be 
sufficiently robust to hold the particle filtering half mask firmly in position and 
be capable of maintaining total inward leakage requirements for the device. 

Comply 

 
Clause 7.14 Field of Vision  
 (EN 149:2001+A1:2009, Clause 8.4) 
 

Test Requirement Results Comment 

The field of vision is acceptable if determined so in practical performance 
tests. 

Comply Pass 

 
Clause 7.15 Exhalation Valve(s)  
 (EN 149:2001+A1:2009, Clause 8.2 & 8.9.1 & 8.3.4 & 8.8) 
 

Test Requirement Results Comment 

(a) A particle filtering half mask may have one or more exhalation valve(s), 
which shall function correctly in all orientations. 

Not applicable 
due to No 

exhalation valve 

N.A. 

(b) If an exhalation valve is provided it shall be protected against or be 
resistant to dirt and mechanical damage and may be shrouded or may 
include any other device that may be necessary for the particle filtering half 
mask to comply with 7.9. 

Not applicable 
due to No 

exhalation valve 

(c) Exhalation valve(s), if fitted, shall continue to operate correctly after a 
continuous exhalation flow of 300 l/min over a period of 30 s. 

Not applicable 
due to No 

exhalation valve 

(d) When the exhalation valve housing is attached to the faceblank, it shall 
withstand axially a tensile force of 10N applied for 10 s. 

Not applicable 
due to No 

exhalation valve 
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Clause 7.16 Breathing Resistance 
 (EN 149:2001+A1:2009, Clause 8.9) 
 

Test Requirement Results Comment 

The breathing resistances apply to valved and valveless particle filtering 
half masks and shall meet the requirements of the following table. 
 

Classification Maximum permitted resistance (mbar) 

Inhalation Exhalation 

30 l/min 95 l/min 160 l/min 

FFP1 0.6 2.1 3.0 

FFP2 0.7 2.4 3.0 

FFP3 1.0 3.0 3.0 
 

Detail refer to  
Appendix 5 

Meet FFP1, 
Meet FFP2, 
Meet FFP3 

 
Appendix 5: Summarization of Test Data 
 
Breathing resistance (mbar) 
 

As received 

Flow rate(l/min) 
1 2 3 

A B C D E A B C D E A B C D E 

Inhalation 
30 0.5 0.4 0.4 0.5 0.5 0.5 0.5 0.5 0.5 0.5 0.4 0.4 0.4 0.5 0.5 

95 1.8 1.8 1.8 1.8 1.9 1.9 1.9 1.9 1.8 1.8 1.8 1.8 1.9 1.8 1.8 

Exhalation 160 2.7 2.7 2.7 2.8 2.8 2.8 2.8 2.8 2.8 2.7 2.7 2.7 2.8 2.8 2.8 

Simulated 
wearing 

treatment 

Flow rate(l/min) 
4 5 6 

A B C D E A B C D E A B C D E 

Inhalation 
30 0.5 0.5 0.4 0.4 0.5 0.5 0.5 0.5 0.4 0.4 0.4 0.5 0.5 0.5 0.5 

95 1.8 1.9 1.9 1.9 1.8 1.8 1.8 1.8 1.9 1.9 1.9 1.9 1.8 1.8 1.8 

Exhalation 160 2.7 2.8 2.8 2.8 2.7 2.7 2.7 2.7 2.8 2.8 2.8 2.8 2.7 2.7 2.8 

Temperature 
conditioned 

Flow rate(l/min) 
7 8 9 

A B C D E A B C D E A B C D E 

Inhalation 
30 0.4 0.4 0.5 0.5 0.5 0.5 0.4 0.4 0.5 0.5 0.5 0.5 0.4 0.4 0.4 

95 1.9 1.9 1.8 1.8 1.9 1.9 1.9 1.9 1.8 1.8 1.8 1.9 1.9 1.9 1.9 

Exhalation 160 2.8 2.8 2.8 2.7 2.7 2.7 2.7 2.8 2.8 2.8 2.8 2.7 2.7 2.8 2.8 

 
A: facing directly ahead; B: facing vertically upwards; C: facing vertically downwards; D: lying on the left side; E: 
lying on the right side 
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Clause 7.17 Clogging 
 (EN 149:2001+A1:2009, Clause 8.9 & 8.10)   
 

Test Requirement Results Comment 

Clause 7.17.2 Breathing resistance 
Valved particle filtering half masks: 
After clogging the inhalation resistances shall not exceed: 
FFP1: 4 mbar, FFP2: 5 mbar, FFP3: 7 mbar at 95L/min continuous flow 
The exhalation resistance shall not exceed 3 mbar at 160 L/min continuous 
flow. 
 
Valveless particle filtering half masks: 
After clogging the inhalation and exhalation resistances shall not exceed: 
FFP1: 3 mbar, FFP2: 4 mbar, FFP3: 5 mbar at 95L/min continuous flow 

Optional for single 
shift device only 

N.A. 

Clause 7.17.3 Penetration of filter material 
All types (valved and valveless) of particle filtering half masks claimed to 
meet the clogging requirement shall also meet the requirements. 
 

Classificatio
n 

Maximum penetration of test aerosol 

Sodium chloride test 95 l/min Paraffin oil test 95 l/min 

% % 

max. max. 

FFP1 20 20 

FFP2 6 6 

FFP3 1 1 
  

Optional for single 
shift device only 

N.A. 

 
Clause 7.18 Demountable Parts 
 (EN 149:2001+A1:2009, Clause 8.2) 
 

Test Requirement Results Comment 

All demountable parts (if fitted) shall be readily connected and secured, 
where possible by hand 

No demountable 
parts  

N.A.  

 
 
 
 

Test Uncertainty 

Total inward leakage 3.4% 

Penetration of filter material 4.8% 

Carbon dioxide content of the inhalation air 3.9% 

Breathing resistance (30L/min) 5.9% 

Breathing resistance (95L/min) 4.9% 

Breathing resistance (160L/min) 4.3% 
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Sample Photo 
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Product information is provided by applicant without verification of authentication of the brand.  
 

 
***End of Report*** 

 







   2163 
EN 149:2001+ A1:2009 

FFP2 NR K1210 

 

Media Máscara Facial Filtrante FFP2 NR 
Modelo: K1210 

 
Antibacteriana e hipoalergénica. Inodora. No estéril. Libre de látex, 
DEHP y fibras de vidrio. Apta para uso sanitario. Con 3 capas de tejido 
no tejido y 2 de tejido de polipropileno fundido soplado. Diseño 3D que 
aumenta el espacio para boca y nariz y mejora el ajuste al contorno de 
la cara. Material poroso conformado para ajuste facial completo. 
Uso previsto: Proteger de la inhalación de aerosoles, sólidos y líquidos a 
la persona que la lleva puesta. 

 
 

Cinco Capas de Protección 

 
3 capas de: 

Color Blanco 
Talla única adulto 

 
 

2 capas de : 

Tejido no tejido 
 
 

Tejido de polipropileno fundido soplado 
 
 
 

 

 

Especificaciones 
Eficiencia de filtración de partículas PFE 0.3 µm ≥ 97% 
Propiedades de las gomas: Elásticas y sujeción tras las orejas 
Ajuste facial: Sellado facial total 
Exenta de ingredientes tóxicos, látex, silicona, PVC, DEHP, fibra de 
vidrio, grafeno, etc. 
Hidrofóbica. Resistente a salpicaduras 

Recomendaciones uso 
Mascarilla filtrante no reutilizable, usable hasta 12 horas o un 

Material 
Melt Blown: 

Polipropileno 
Poliuretano-Ácido poliláctico 

Resto de capas: 
Tejido no tejido (PP) 

turno de trabajo. 
No deben compartirse. 
Vidal útil: 3 años desde fecha de fabricación. 

Gomas:  
Elastano 

Clip nasal: 
Aluminio 

 
 

 

Embalaje Certificados 
 

55 uds (55 bolsas x 1ud) Peso: (5gr/ud) 

Dimensiones-peso caja 
130x115x175mm – 400gr 
Caja master 
30 cajas (1650uds) 670x360x380mm (13,5Kg) 

Norma EN 149:2001+A1:2009 
 

Dispositivos de protección respiratoria. Medias máscaras 
filtrantes para proteger contra partículas 

       Módulo B 2163-PPE-684/R1  
       Módulo C2 2163-PPE-684/02 

 
 

 

Fabricante 

SHANDONG ZEDA MEDICAL PRODUCTS CO., LTD 
Yaojia Village, Zaoyuan Town, Lanshan District, Linyi City, Shandong Province, China 

 

Importador 

SOLFIX ENGINEERING, S.L. 

C/ Fco. Medina Mendoza, nº 10A, Puerta 29 19171 Cabanillas del Campo (Guadalajara) 
Web: www.solfixair.es – Email: comercialcovid19@sol-fix.es 

 
 
 
 
 
 
 
 
 

Made In China. 
Fabricado en China 

5 
4 

3 
2 

1 
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INSTRUCCIONES DE LAS MASCARILLAS 
 

IMPORTANTE: 
Antes de leer la información que se detalla a continuación compruebe qué tipo de 

mascarilla tiene intención de utilizar. Es responsabilidad del usuario elegir el modelo de 

mascarilla que le proporcione el nivel de protección adecuado frente al tipo y 

concentración del contaminante o contaminantes presentes en la zona de trabajo en la 

que va a desarrollar su actividad. Las máscaras filtrantes cumplen con la siguiente 

certificación EN 149:2001+A1:2009. 
 

INSTRUCCIONES DE USO: 

• Coloque la mascarilla y verifique la estanquidad antes de entrar en el área contaminada. 

• Lleve la mascarilla puesta durante todo el tiempo de exposición a los contaminantes. 

• Use la mascarilla de acuerdo a las regulaciones aplicables de salud y seguridad. 

• Deseche la mascarilla y sustitúyala por una nueva si: la mascarilla se retira mientras está en el área 

contaminada, si la obstrucción excesiva de la mascarilla causa dificultad o incomodidad para respirar, si la 

mascarilla se daña (para mascarillas que protegen contra vapores, el olor del vapor se vuelve detectable). 

• Salga del área contaminada si se marea, nota irritación u otro malestar. 

• Válida sólo para un uso. No se necesita mantenimiento. No lo almacene/reutilice después de cada uso. 

• Deseche la mascarilla después de cada uso (1 turno de trabajo como máximo). 

• No apto para niños. Solo uso en adultos. 

 
INSTRUCCIONES DE COLOCACIÓN : 

1. Coloque la mascarilla en la mano, permitiendo que las bandas cuelguen libremente. 

2. Sostenga la mascarilla debajo de la barbilla con la pieza metálica de aluminio nasal mirando hacia afuera. 

3. Coloque las bandas por detrás de las orejas. 

4. Moldee la pieza metálica de aluminio nasal a la forma de la cara, pasando las puntas de los dedos de ambas 

manos desde la parte superior de la nariz hacia ambos lados mientras presiona hacia adentro. 

5. Verifique la estanqueidad (ajuste facial), como sigue: Coloque ambas manos sobre la mascarilla y exhale. 

Debe haber presión positiva dentro de la mascarilla. Si siente que el aire escapa alrededor de los bordes 

vuelva a ajustar el respirador apretando en la nariz. 

 
LIMITACIONES DE USO: 

No use las mascarillas, ni entre o permanezca en la zona de riesgo si: 

• La mascarilla está deteriorada 

• La concentración de oxígeno es inferior al 19,5% (en volumen) 

• Desconoce la naturaleza y/o concentración del agente contaminante o si ésta es inmediatamente peligrosa 

para la salud y/o la vida. 

• La concentración de partículas supera los límites fijados por la legislación aplicable o si ésta es superior a 12,5 

veces el valor TLV/MAC/OEL del contaminante(s). 

• Detecta la presencia de gases o vapores en la zona de riesgo, en cuyo caso deberá emplear una mascarilla 

con carbón activo y en ese caso la concentración del contaminante deberá ser inferior a su valor 

TL/MAC/OEL. 

 

AVISO IMPORTANTE: 
 

No usar en caso de incendio. Estos EPI no aportan oxígeno. No usar en atmósferas con baja concentración de 

oxígeno, por ejemplo, en tanques o zonas poco ventiladas. No utilizar en atmósferas explosivas. En caso de usuarios 

con alguna característica física especial o vello facial abundante (barbas, bigotes o patillas) es muy probable que no 

se alcancen los requisitos necesarios para conseguir un correcto ajuste de la mascarilla. Durante el transporte 

mantener el equipo en su embalaje original y alejado de riesgos mecánicos y químicos. 

ALMACENAMIENTO: 

Mantenga las mascarillas sin usar en su embalaje cerrado y guárdelas en un área seca no contaminada entre 0 y 

+50ºC a una humedad relativa por debajo del 50%. 

 
SHANDONG ZEDA MEDICAL PRODUCTS CO., LTD 
Yaojia Village, Zaoyuan Town, Lanshan District, Linyi City, Shandong Province, China 


