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FUNZIONI

DETTAGLI TECNICI

CARATTERISTICHE

Mascherine chirurgiche ad uso medico, testate per assicurare speci�ci livelli di protezione nei confronti 
della penetrazione di saliva ed altri �uidi biologici attraverso le mucose di naso e bocca. Le mascherine 
forniscono una protezione nei confronti della di�usione dell’in�uenza sia bloccando le goccioline di 
secrezioni respiratorie emesse dalle persone malate che le indossano, sia impedendo che le medesime 
goccioline o spruzzi di secrezioni o altri �uidi biologici raggiungano le mucose di naso e bocca.

Mascherine chirurgiche facciali ad uso medico di Tipo II R, non riutilizzabili, dispoibili in confezione carto-
ne da 50 o in buste da 10 pezzi.
Il loro uso è consigliato laddove non sia possibile adottare la distanza minima di sicurezza anti-contagio:

• Nell’ambiente di lavoro;    • In ambiti sanitari ed ospedalieri;
• In ambienti a�ollati o ad uso pubblico;  

Utilizzate principalmente per creare una barriera tra la bocca e il naso di chi le indossa, le mascherine IIR 
possiedono una maggiore resistenza alla proiezione (spruzzi) di �uidi corporei sulla super�cia esterna 
rispetto al tipo I o II.
Una volta usate, le mascherine monouso debbono essere immediatamente smaltite in un sacchettino di 
plastica ben chiuso all’interno del bidone della raccolta di�erenziate.

Mascherine chirurgiche facciali
ad uso medico - Tipo IIR

monouso / non-sterile

Materiale (3 strati):

1. Super�cie esterna: Polipropilene tessuto-non-tessuto  25 g/m2

2. Filtro: Polipropilene melt-blown 25 g/m2

3. Super�cie interna: Polipropilene tessuto-non-tessuto 20 g/m2

Formato: Box (50 pezzi), Busta (10 pezzi);
Dimensioni: 17.5 * 9.5 cm
Tipo: Tipo II R - monouso / non sterile
Standard Filtrazione: EN 14683: 2019+AC2019
Progressivo di registrazione Dispositivo Medico: 1968967
Condizioni di conservazione: mantenere in condizione buie, 
secche e ben ventilate, lontano da �amme libere e fonti di inquina-
mento.
Shelf life: 3 anni dalla data di produzione

EN 14683: 2019+AC2019 Tipo IIR



INDICAZIONI

IMPORTANTE

ISTRUZIONI PER L’USO

Prima di utilizzare la mascherina, lavare le mani con disinfettante, alcool o sapone. Apporre alla radice del 
naso, spingere la mascherina sul mento e aggiustare gli elastici dietro alle orecchie �no ad un’indossatura 
confortevole.
Se, durante l’uso, dovesse rendersi necessario rimuovere la maschera, evitare contatto con mani / naso  / 
bocca e la super�cie  esterna della maschera, per evitare possibili contagi. Quando la si getta, ripiegarla 
rivolgendo l’esterno verso il centro e disporne nei ri�uti indi�erenziati richiudendola dentro un sacchetto 
di plastica.
La maschera è monouso, non riutilizzabile o reciclabile. Mantenere in condizione buie, secche e ben venti-
late, lontano da �amme libere e fonti di inquinamento. 

La maschera è in grado di �ltrare alcuni agenti contaminanti, ma un utilizzo scorretto può causare conta-
gio e conseguente malattia, �no alla morte. Materiali in diretto contatto con la pelle possono causare una 
reazione allergica in certi individui ipersensibili.

Mascherine chirurgiche facciali
ad uso medico - Tipo IIR

monouso / non-sterile

EN 14683: 2019+AC2019 Tipo IIR

1. Aprire la confezione ed estrarre la maschera, posizionando il clip nasale verso l’alto
2. Appoggiare la maschera sul volto, coprendo naso, bocca e mento, e tirare l’elastico alle orecchie
3. Aggiustare il clip nasale alla forma del naso
4. Aggiustare la posizione della mascherina per un’indossatura confortevole
5. Assicurarsi di Indossare la mascherina correttamente (lato esterno BLU, lato interno BIANCO)
     Non toccare la super�cie interna della mascherina con le mani.

Formato: Busta (10 pezzi) Formato: Box (50 pezzi)



Scheda tecnica produttore





10 PCS/PACK, 5 PACKS/BOX,
40BOXES/CTN,52x38x34CM

PACKAGE PHOTOS
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DICHIARAZIONE DI CONFORMITÀ 
Declaration of Conformity 

Dispositivo medico denominato: 
Medical device called:

 
Mascherina chirurgica facciale ad uso medico – Tipo IIR 

Single-use Medical mask – Type IIR 
 
 
 

La scrivente società MY BENEFIT S.R.L., con sede in Via G. Leopardi, 46/A – 41123 
Modena (MO) – Italia, importatore e distributore del Dispositivo Medico denominato: 
The writing company MY BENEFIT S.R.L., located in Via G. Leopardi, 46/A – 41123 Modena (MO) – Italy, 
importer and supplier of Medical Device called: 
 

Mascherina chirurgica facciale ad uso medico – Tipo IIR 
Single-use Medical mask – Type IIR 

 
In conformità all’allegato VII della direttiva 93/42/CEE sui Dispositivi Medici, recepita 
in Italia con D.Lgs 46/97 e della direttiva 2007/47/CEE recepita in Italia con D.Lgs 
37/10, dichiara, sotto la propria responsabilità, che il dispositivo medico di cui 
all’oggetto soddisfa tutte le disposizioni applicabili prescritte, ed è conforme ai 
“Requisiti Essenziali” di cui all’allegato I delle richiamate Normative; 
In accordance to annex VII of 93/42/EEC Directive regarding Medical Devices, put into effect in Italy by DLgs 
46/97, and of 2007/47/CEE Directive put into effect by D.Lgs 37/10, declare under its own responsibility that 
the Medical Device above mentioned satisfies all the required applicable provisions, and it is compliant to 
“Essential Requirements” mentioned in Annex I of the above mentioned Directives; 

A tale scopo la scrivente garantisce e dichiara sotto la propria responsabilità che:  
For this purpose, the writing guarantees and declares under its own responsibility that: 
 

- il Dispositivo è da considerarsi appartenente alla Classe I;  
- this medical device is to be considered belonging to “Classe I”  
- il Dispositivo NON E’ UNO STRUMENTO DI MISURA;  
- this medical device IS NOT A MEASURING INSTRUMENT  
- il Dispositivo NON E’ DESTINATO AD INDAGINI CLINICHE;  
- this medical device IS NOT INTENDED TO BE USED TO PERFORM CHEMICAL TESTS  
- il Dispositivo NON CONTIENE ALCUNA SOSTANZA che può essere considerata 
come specialità medicinale;  
- this medical device DO NOT CONTAIN ANY SUBSTANCE that can be considered as Medicine;  
- il Dispositivo viene commercializzato in confezione NON STERILE;  
- this medical device is provided in NON STERILE packaging 
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Il Fabbricante MY BENEFIT S.R.L. conserva a disposizione delle Autorità Sanitarie 
Competenti il Fascicolo Tecnico contenente tutta la documentazione di cui 
all’Allegato VII della direttiva 93/42/CEE e 2007/47/CEE per un periodo di cinque anni 
dall’ultima data di fabbricazione del Dispositivo in oggetto.  
The producer MY BENEFIT S.R.L keeps available of Relevant Health Authorities the “Technical File” 
containing all the documentation required in the Annex VII of 93/42/EEC and 2007/47/EEC Directives, for a 
period of 5 years from latest production date of mentioned Medical Device. 
 
Si dichiara pertanto che il dispositivo in oggetto è conforme a quanto prescritto dalla 
Direttiva 93/42/CEE e che viene immesso in commercio con la marcatura CE, secondo 
quanto disposto dall’Articolo 17 delle Direttive 93/42/CEE e 2007/47/CEE.  
Therefore we declare that the mentioned Medical Device is compliant to what prescribed by 93/42/EEC 
Directive and it is being marketed whit “CE Mark”, according to article 17 of 93/42/EEC and 2007/47/EEC 
Directives. 

La presente dichiarazione di conformità ha validità di 5 anni dalla data di emissione.  
This conformity declaration has validity for 5 years from the issue date.  

Data e firma: 
Modena, il 10/09/2020 

 
 
 

____________________________ 
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April 21st, 2020

XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.,LTD MR-MDR--02 ver.A/0

EC Declaration of Conformity

Manufacturer
Manufacturer:XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.,LTD

Address: 4th Floor,No.1 Building,No.6 Ji'an Road,Tong'an District,Xiamen,Fujian,China

EC Representative
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product

Type: 17.5cm×9.5cm,14.5cm×9.5cm,12cm×8.5cm

Classification:The medical device has been assigned to class I rule1 according to Annex

VIII of the Medical Device Regulation(EU 2017/745).

Conformity Assessment Route:Annex II+III

We confirm our product meet the requirement of Medical Device Regulation and the

following harmonized standards.

EN ISO13485:2016

EN ISO 14971:2012

EN ISO 15223-1:2016

EN 1041:2008+A1:2013

EN ISO 10993-1:2009/AC:2010

EN ISO 10993-5:2009

EN ISO 10993-10:2013

IEC 62366-1:2015

EN 14683:2019+AC:2019

Date Legally binding signature, FunctionLegally binding signature, Function

  Name: Disposable Surgical Mask, Model number MP9017 

UMDNS-Code: 12447



CIBG REGISTRATION
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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) 
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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 
 
Conditioning Parameters : Minimum of 4 hours at 21±5oC and 85±5% R.H. 
Dimensions of test specimen : ~145 mm x 150 mm 
Test Area : ~60 cm2 
Test Side : Inside 
Flow Rate : 28.3 l/min 
Positive Control Average : 2242.5 CFU 
Negative Monitor Count : < 1 CFU 
 
 1# 2# 3# 4# 5#  
(BFE), % 99.9 99.8 99.9 99.9 99.9  
 
Remark: Performance Requirement: Type I≥95%, Type II≥98%, Type IIR ≥98% 
 
 
Clause 5.2.3 Breathability   
 (EN 14683 :2019+AC:2019 Annex C) 
 
Sample: A 
Test number and location : 5 random areas for each specimen (face mask) 
Conditioning Parameters : Minimum of 4 hours at 21±5oC and 85±5% R.H. 
Test Area : 4.9 cm2 
Flow Rate : 8 l/min 
 
 1# 2# 3# 4# 5#  
Differential pressure  
P (Pa/cm2) 30 30 30 29 29  

 
Remark: Performance Requirement: Type I<40 Pa/cm2, Type II<40 Pa/cm2, Type IIR<60 Pa/cm2 
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Clause 5.2.4 Splash Resistance 
 (ISO 22609 :2004, Pressure 16.0 kPa) 
 
Penetration on inside surface 

1# 2# 3# 4# 5# 6# 7# 8# 
Pass Pass Pass Pass Pass Pass Pass Pass 
9# 10# 11# 12# 13# 14# 15# 16# 

Pass Pass Pass Pass Pass Pass Fail Pass 
17# 18# 19# 20# 21# 22# 23# 24# 
Pass Pass Pass Pass Pass Fail Pass Pass 
25# 26# 27# 28# 29# 30# 31# 32# 
Pass Pass Pass Pass Pass Pass Pass Pass 

Number of Pass: 30 
Overall result: Acceptable 
 
Remark:  
1) Performance Requirement Type I: N/A, Type II: N/A, Type IIR: ≥16.0kPa 
2) Distance of the medical face mask target area surface to the tip of cannula is 300±10mm. 
3) Condition and Test temperature (21±5)°C, relative humidity (85±10)% 
4) 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 
 
 
Clause 5.2.5 Microbial Cleanliness   
(EN 14683:2019+AC:2019 Annex D and EN ISO 11737-1:2018) 
 
 Mask Weight(g) Total Bioburden, 

(CFU/mask) 
Total Bioburden, 

(CFU/g) 
Sample Number    

1# 2.74 3 1.09 
2# 2.76 3 1.09 
3# 2.79 <3 <1.08 
4# 2.79 3 1.08 
5# 2.70 6 2.22 

 
Remark: Performance Requirement: Type I30 CFU/g, Type II30 CFU/g, Type IIR30 CFU/g 
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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. 
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4TH FLOOR, BUILDING 1, NO.6 JI’AN ROAD TONGAN DISTRICT, XIAMEN, CHINA

Bacterial filtration efficiency (BFE) M
Differential pressure M
Resistance to penetration by synthetic blood M
Flammability M

Date Received/Date Test Started: 2020-08-04

Information confirmed by applicant:
Disposable surgical mask      
Quantity: 80 pieces
Type: MP9017
------------------------------

Conclusion:

Note:  "M"-Meet the standard's requirement  "F"-Fail to meet the standard's requirement  "---"-No comment
Remark:
All the tested items are tested under the standard condition (except for indication).    
Copies of the report are valid only re-stamped.  
The experiment was carried out at No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P.R.China.
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No:

Test Method:

Dimensions of the test specimens: 15cm×15cm
Flow rate: 28.3 l/min

The medical face mask in contact with the bacterial challenge: inside

Test bacteria : staphylococcus aureus ATCC 6538

Mean particle size: 3.0 μm

Electronic balance

Bacterial filtration efficiency (BFE)

Page 3 of 10

Negative monitor count: ＜1 CFU

Culture temperature: 37℃，Culture time: 48h

Test Report
20R005210

Test equipment: 

ASTM F 2101-2019

Test principle: 
The medical face mask material is clamped between a six-stage cascade impactor and an aerosol chamber. The
bacterial aerosol is introduced into the aerosol chamber using a nebulizer and a culture suspension of Staphylococcus
aureus.The aerosol is drawn through the medical face mask material using a vacuum attached to the cascade impactor.
The six-stage cascade impactor uses six agar plates to collect aerosol droplets which penetrate the medical face mask
material. Control samples are collected with no test specimen clamped in the test apparatus to determine the upstream
aerosol counts.The agar plates from the cascade impactor are incubated for 48 h and counted to determine the number
of viable particles collected. The ratio of the upstream counts to the downstream counts collected for the test specimen
are calcu lated and reported as a percent bacterial filtration efficiency.

Autoclave

Test environment temperature: 24.5℃, Relative humidity: 56.0%
Culture Medium: TSA agar medium 

Experimental system for bacterial filtration efficiency (BFE) of mask

The environmental conditions of the laboratory and test condition:
Total bacteria: 0 CFU/plate 

Incubator

Total fungi: 0 CFU/plate 
Blank experiment: Aseptic growth

Pretreatment:  Condition each specimen for 4 h by exposure to a temperature of (21±5)℃ and a relative humidity of
(85±5)%
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The environmental conditions of the laboratory and test condition:
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Test environment temperature: 24.5
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The environmental conditions of the laboratory and test condition:
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The environmental conditions of the laboratory and test condition:
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Blank experiment: Aseptic growth
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Dimensions of the test specimens: 15cm×15cm

Pretreatment:  Condition each specimen for 4 h by exposure to a temperature of (21±5)
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Pretreatment:  Condition each specimen for 4 h by exposure to a temperature of (21±5)
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The environmental conditions of the laboratory and test condition:
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T is the total plate count for the test specimen.

B = (C − T) / C × 100

B is bacterial filtration efficiency (BFE), %;
where

For each test specimen calculate the bacterial filtration efficiency B, as a percentage, using the following formula:
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No:

Test method:

Pretreatment:  Condition each specimen for a minimum of 4 h by exposure to a temperature of (21±5)℃ and a relative
humidity of (85±5)%
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Test principle:

Test equipment:

The environmental conditions of the laboratory and test condition:

GTTC-YLC-1 Apparatus for measuring differential pressure

This procedure was performed to evaluate the differential pressure of the medical face mask material by measuring the
air exchange pressure through a measured surface area at a constant air flow rate.

Air flow: 8 l/min

Test Report
20R005210

EN 14683:2019+AC:2019 Annex C
Differential pressure

Test location: Top left, Bottom left, Middle, Top right and Bottom right
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air exchange pressure through a measured surface area at a constant air flow rate.
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air exchange pressure through a measured surface area at a constant air flow rate.

Test location: Top left, Bottom left, Middle, Top right and Bottom right
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The environmental conditions of the laboratory and test condition:

GTTC-YLC-1 Apparatus for measuring differential pressure
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GTTC-YLC-1 Apparatus for measuring differential pressure

differential

Th
is 

file
 is

 o
nly

 fo
r c

om
pan

y q
ua

liti
fic

at
ion, 

no
t f

or o
th

er
 p

ur
pose

s.

differential pressure

Th
is 

file
 is

 o
nly

 fo
r c

om
pan

y q
ua

liti
fic

at
ion, 

no
t f

or o
th

er
 p

ur
pose

s.

pressure
air exchange pressure through a measured surface area at a constant air flow rate.
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air exchange pressure through a measured surface area at a constant air flow rate.

Test location: Top left, Bottom left, Middle, Top right and Bottom right
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Pretreatment:  Condition each specimen for a minimum of 4 h by exposure to a temperature of (21±5)
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Pretreatment:  Condition each specimen for a minimum of 4 h by exposure to a temperature of (21±5)
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Test equipment:

The environmental conditions of the laboratory and test condition:
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The environmental conditions of the laboratory and test condition:

GTTC-YLC-1 Apparatus for measuring differential pressure
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GTTC-YLC-1 Apparatus for measuring differential pressure

performed
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air exchange pressure through a measured surface area at a constant air flow rate.
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air exchange pressure through a measured surface area at a constant air flow rate.

Air flow: 8 l/min
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air exchange pressure through a measured surface area at a constant air flow rate.
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No:

Test method: ASTM F1862/F1862M-2017   

Test principle:  

Test equipment:  
Test apparatus for synthetic blood penetration LFY-227
Air compressor 
Graduated cylinder
Electronic balance
Targeting plate  

The environmental conditions of the laboratory and test condition:  

Test Report
20R005210

Condition each specimen for a minimum of 4 h by exposure to a temperature of (21±5)℃ and a relative humidity of
(85±5)%

A volume of synthetic blood is disbursed at a specimen mask by a pneumatically controlled valve from a set distance to
simulate the impact (splatter) of blood or other body fluid onto the specimen. The velocity and volume of fluid are set
to simulate a given healthcare scenario. Any evidence of synthetic blood penetration on the inner facing of the medical
face mask (side contacting the wearer’s face) constitutes a failure. Results are reported as pass/fail. Specimen medical
face masks are evaluated at velocities of 450, 500, and 635 cm/s. These correspond to the velocityexiting a small
arterial puncture at human blood pressures of 10.7, 16.0, and 21.3 kPa (80, 120, and 160 mmHg). Test results are
reported at each velocity or corresponding pressure, and the medical face mask is rated at the highest corresponding
blood pressure for which medical face mask specimens demonstrate an acceptable quality limit of 4.0.

Resistance to penetration by synthetic blood
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No:

Test method:    16 CFR Part 1610

Test principle

Flammability apparatus
Drying oven 
Brushing device

Type of gas: tetrane

Flammability

Each specimen cut from the textile shall be inserted in a frame, brushed if it has a raised-fiber surface, and held in a
special apparatus at an angle of 45°. A standardized flame shall be applied to the surface near the lower end of the
specimen for 1 second, and the time required for the flame to proceed up the fabric a distance of 127 mm (5 in) shall be
recorded.  A notation shall be made as to whether the base of a raised-surface textile fabric ignites or fuses.
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These results apply to the samples as received and relate only to the test article listed in this report.  Reports may not be reproduced except in their entirety.  Subject to NL terms and conditions at www.nelsonlabs.com. 

Bacterial Filtration Efficiency (BFE) 
and Differential Pressure (Delta P) GLP Report 

 
 

Test Article: Product Name: Disposable Surgical Mask  
Model: MP9017  
Lot No.:20200319 

Study Number: 1291233-S01 
Study Received Date: 21 Apr 2020 

Testing Facility: Nelson Laboratories, LLC 
6280 S. Redwood Rd. 
Salt Lake City, UT 84123 U.S.A. 

Test Procedure(s): Standard Test Protocol (STP) Number: STP0004 Rev 18
Deviation(s): None  

 
 
Summary:  The BFE test is performed to determine the filtration efficiency of test articles by comparing 
the bacterial control counts upstream of the test article to the bacterial counts downstream.  A suspension 
of Staphylococcus aureus was aerosolized using a nebulizer and delivered to the test article at a constant 
flow rate and fixed air pressure.  The challenge delivery was maintained at 1.7 - 3.0 x 103 colony forming 
units (CFU) with a mean particle size (MPS) of 3.0 ± 0.3 μm.  The aerosols were drawn through a six-
stage, viable particle, Andersen sampler for collection.  This test method complies with ASTM F2101-19 
and EN 14683:2019, Annex B.
 
The Delta P test is performed to determine the breathability of test articles by measuring the differential 
air pressure on either side of the test article using a manometer, at a constant flow rate.  The Delta P test 
complies with EN 14683:2019, Annex C and ASTM F2100-19.   
 
All test method acceptance criteria were met.  
 

Test Side: Inside  
BFE Test Area:

 

~40 cm2  

BFE Flow Rate: 28.3 Liters per minute (L/min)  
Delta P Flow Rate: 8 L/min 

Conditioning Parameters: 85 ± 5% relative humidity (RH) and 21 ± 5°C for a minimum of 4 hours 
Test Article Dimensions: ~166 mm x ~160 mm 

Positive Control Average:
 

2.2 x 103 CFU
Negative Monitor Count: <1 CFU 

MPS: 2.7 µm 
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Results:   
Test Article Number Percent BFE (%) 

1 99.9 

2 >99.9 

3 >99.9 

4 99.9 

5 >99.9a 

a There were no detected colonies on any of the Andersen sampler plates for this test article.  
 

 Test Article Number Delta P (mm H2O/cm2) Delta P (Pa/cm2) 

1 5.2 50.5 

2 5.1 50.4 

3 4.9 48.2 

4 5.4 53.0 

5 5.5 54.0 
 
The filtration efficiency percentages were calculated using the following equation:  

% 𝐵𝐹𝐸 =  
𝐶 − 𝑇

𝐶
 𝑥 100 

C = Positive control average 
T = Plate count total recovered downstream of the test article 
      Note: The plate count total is available upon request 

 
 
Test Article Preparation:  The test articles were conditioned for a minimum of 4 hours at 21 ± 5°C and 
85 ± 5% RH, prior to BFE and Delta P testing. 
 
 
Test Method Acceptance Criteria:  The BFE positive control average shall be maintained at 1.7 –
 3.0 x 103 CFU.   
 
The MPS control average of the challenge aerosol shall be maintained at 3.0 ± 0.3 µm. 

The Delta P test flow rate shall be maintained at 8 L/min throughout the testing.
 
 
Procedure:   
BFE:  A culture of S. aureus, ATCC #6538, was diluted in peptone water (PEPW) to yield challenge level 
counts of 1.7 – 3.0 x 103 CFU per test article.  The bacterial culture suspension was pumped through a 
nebulizer at a controlled flow rate and fixed air pressure.  The constant challenge delivery, at a fixed air 
pressure, formed aerosol droplets with a MPS of approximately 3.0 µm.  The aerosol droplets were 
generated in a glass aerosol chamber and drawn through a six-stage, viable particle, Andersen sampler 
for collection.  Test articles, positive controls, and reference material received a one minute challenge 
followed by a one minute vacuum cycle.   
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The Andersen sampler, a sieve sampler, impinged the aerosol droplets onto six soybean casein digest 
agar (SCDA) plates based on the size of each droplet.  The agar plates were incubated at 37 ± 2°C for 
48 ± 4 hours and the colonies formed by the bacteria laden aerosol droplets were then counted and 
converted to probable hit values using the positive hole conversion chart provided by Andersen.  These 
converted counts were used to determine the average challenge level delivered to the test articles.  The 
distribution ratio of the colonies on each of the six agar plates was used to calculate the MPS of the 
challenge aerosol. 
 
Delta P:  The Delta P test simply measured the differential air pressure on either side of the test article 
using an incline, "U" tube, or digital manometer.  Testing was conducted at a flow rate of 8 L/min 
(volumetric).  At least one reference material is included with each set of test articles. 
 
The Delta P values were reported in mm water/cm2 and Pa/cm2 of test area and calculated using the 
following equation:  

𝐷𝑒𝑙𝑡𝑎 𝑃 =
𝑀

A
 

Where: 𝑀 = Average mm of water of the test replicates per test article 
 A = Area of the test article holder (cm2) 

 
The test article holder used in the Delta P test has a test area of 4.9 cm2.  
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These results apply to the samples as received and relate only to the test article listed in this report.  Reports may not be reproduced except in their entirety.  Subject to NL terms and conditions at www.nelsonlabs.com. 

Latex Particle Challenge GLP Report 
 

 
Test Article: Product Name: Disposable Surgical Mask  

Model: MP9017  
Lot No.:20200319 

Study Number: 1291232-S01 
Study Received Date: 21 Apr 2020 

Testing Facility:  Nelson Laboratories, LLC 
6280 S. Redwood Rd. 
Salt Lake City, UT 84123 U.S.A. 

Test Procedure(s): Standard Test Protocol (STP) Number: STP0005 Rev 07 
Deviation(s): Quality Event (QE) Number(s): QE22125

 
 
Summary:  This procedure was performed to evaluate the non-viable particle filtration efficiency (PFE) of 
the test article.  Monodispersed polystyrene latex spheres (PSL) were nebulized (atomized), dried, and 
passed through the test article.  The particles that passed through the test article were enumerated using 
a laser particle counter. 
 
A one-minute count was performed, with the test article in the system.  A one-minute control count was 
performed, without a test article in the system, before and after each test article and the counts were 
averaged.  Control counts were performed to determine the average number of particles delivered to the 
test article.  The filtration efficiency was calculated using the number of particles penetrating the test 
article compared to the average of the control values. 
 
The procedure employed the basic particle filtration method described in ASTM F2299, with some 
exceptions; notably the procedure incorporated a non-neutralized challenge.  In real use, particles carry a 
charge, thus this challenge represents a more natural state.  The non-neutralized aerosol is also specified 
in the FDA guidance document on surgical face masks.  All test method acceptance criteria were met. 
 

Test Side: Inside 
 

Area Tested: 
 

91.5 cm2 
Particle Size: 0.1 µm  

Laboratory Conditions: 22°C, 23% relative humidity (RH) at 0815; 22°C, 23% RH at 0920  
Average Filtration Efficiency: 99.62%  

Standard Deviation: 0.151  
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Deviation Details:  Controls and sample counts were conducted for one minute instead of an average of 
three one minute counts. This change shortens the total test time for each sample but will still provide an 
accurate determination of the particle counts. An equilibrate is a dwell period where the challenge is being 
applied to the test article for a certain period of time before test article counts are counted. The equilibrate 
period was reduced from 2 minutes to a minimum of 30 seconds which is sufficient time to clear the 
system of any residual particles, and establish a state of stable equilibrium before sample counts are 
taken. Test method acceptance criteria were met, results are valid.  
 
 
Results:   
Test Article Number Test Article Counts Average Control Counts Filtration Efficiency (%) 

1 45 14,454 99.69 

2 40 13,515 99.70

3 41 13,442 99.69

4 44 13,435 99.67 

5 87 13,471 99.35 
 
 
Test Method Acceptance Criteria:  Ambient background particles detected through the test system 
must be below 1% of the challenge total (<100 particles). 
 
 
Procedures:   
Test Set-up:  Testing was conducted in an ISO Class 5 (class 100) HEPA filtered hood.  The inlet air to 
the test system was filtered through a 0.2 µm rated air filter.  The particle generator outlet was clamped 
off and the number of background particles within the test system was verified to be <100 particles at 
1 cubic foot per minute (CFM).  The flow rate through the test system was maintained at 1 CFM ± 5%. 
 
An aliquot of the PSL was aerosolized using a particle generator, mixed with additional filtered air, dried 
and passed through the test system.  The particles delivered were enumerated using a laser based 
particle counter. 
 
Test Procedure:  A test article was placed into the holder and the system was allowed to stabilize.  The 
number of particles being delivered to the test article was determined (no medium in air stream) as one-
minute control readings were taken prior to and after every test article.  Control count averages were 
maintained at a level of 10,000-15,000 particles per cubic foot.  One-minute counts were recorded for the 
test article between the control counts.   
 
The PFE of each test article was determined by using the following equation:
 

% 𝑃𝐹𝐸 =  
𝐶 − 𝑇

𝐶
 𝑥 100  

 
Where: C = Combined average of the control counts 

T = Average test article counts  
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These results apply to the samples as received and relate only to the test article listed in this report.  Reports may not be reproduced except in their entirety.  Subject to NL terms and conditions at www.nelsonlabs.com. 

Synthetic Blood Penetration Resistance GLP Report 
 

 
Test Article: Product Name: Disposable Surgical Mask  

Model: MP9017  
Lot No.:20200319 

Study Number: 1291234-S01 
Study Received Date: 21 Apr 2020 

Testing Facility:  Nelson Laboratories, LLC 
6280 S. Redwood Rd. 
Salt Lake City, UT 84123 U.S.A. 

Test Procedure(s): Standard Test Protocol (STP) Number: STP0012 Rev 09 
Deviation(s): None  

 
 
Summary:  This procedure was performed to evaluate surgical facemasks and other types of protective 
clothing materials designed to protect against fluid penetration.  The purpose of this procedure is to 
simulate an arterial spray and evaluate the effectiveness of the test article in protecting the user from 
possible exposure to blood and other body fluids.  The distance from the target area surface to the tip of 
the cannula is 30.5 cm. A test volume of 2 mL of synthetic blood was employed using the targeting plate 
method.  
 
This test method was designed to comply with ASTM F1862 and ISO 22609 (as referenced in  
EN 14683:2019 and AS4381:2015) with the following exception: ISO 22609 requires testing to be 
performed in an environment with a temperature of 21 ± 5°C and a relative humidity of 85 ± 10%. Instead, 
testing was performed at ambient conditions within one minute of removal from the environmental 
chamber held at those parameters.  
 
All test method acceptance criteria were met.  
 

Number of Test Articles Tested: 32 
Number of Test Articles Passed: 32 

Test Side: Outside 
Pre-Conditioning: Minimum of 4 hours at 21 ± 5°C and 85 ± 5% relative humidity (RH) 
Test Conditions: 20.0°C and 23% RH  

 

Results:  Per ASTM F1862 and ISO 22609, an acceptable quality limit of 4.0% is met for a normal single 
sampling plan when ≥29 of 32 test articles show passing results.   
 

Test Pressure: 120 mmHg (16.0 kPa) 
Test Article Number Synthetic Blood Penetration 
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Test Method Acceptance Criteria:  The output of synthetic blood passing through the targeting hole 
before and after every set of test articles must be ≤5% (±0.10 g) in difference from the theoretical output 
of 2 mL. 
 
 
Procedure:  A clean cannula was fixed onto the front of the valve and the reservoir was filled with 
synthetic blood.  The reservoir pressure and timer were set to allow a differential weight of 95-102%.  This 
was achieved by setting the valve timer to 0.5 seconds and 1.5 seconds, collecting and weighing the 
amount of fluid before and after the targeting hole, and then calculating the weight differences for the 
deliveries.  After the reservoir pressure and timer duration had been adjusted, the 2 mL spray was verified 
by dispensing three spurts in a row through the targeting hole into a graduated cylinder and weighing.  
After every 16 test articles, synthetic blood was delivered into a graduated cylinder and weighed to 
ensure the test apparatus was still delivering 2 mL of synthetic blood.   
 
Each test article was tested within one minute of removal from the conditioning chamber.  The facemask 
was mounted on the test article(s) holding fixture and positioned 305 mm (12 in) from the cannula.  The 
mask was then subjected to the 2 mL volume spray, which moved from the cannula in a horizontal path 
perpendicular to the facemask.  This procedure used a targeting hole that blocked the initial, high-
pressure portion of the synthetic blood stream and allowed only the fluid traveling at the target velocity to 
hit the center of the mask.  Each test article was observed for penetration within 10 seconds of dispensing 
the synthetic blood against the target area. 
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These results apply to the samples as received and relate only to the test article listed in this report.  Reports may not be reproduced except in their entirety.  Subject to NL terms and conditions at www.nelsonlabs.com. 

Flammability of Clothing Textiles GLP Report 
 

 
Test Article: Product Name: Disposable Surgical Mask  

Model: MP9017  
Lot No.:20200319 

Study Number: 1291235-S01 
Study Received Date: 21 Apr 2020 

Testing Facility: Nelson Laboratories, LLC 
6280 S. Redwood Rd. 
Salt Lake City, UT 84123 U.S.A. 

Test Procedure(s): Standard Test Protocol (STP) Number: STP0073 Rev 06 
Deviation(s): None

 
 
Summary:  This procedure was performed to evaluate the flammability of plain surface clothing textiles 
by measuring the ease of ignition and the speed of flame spread.  The parameter of time is used to 
separate materials into different classes, thereby assisting in a judgment of fabric suitability for clot hing 
and protective clothing material. The test procedure was performed in accordance with the test method 
outlined in 16 CFR Part 1610 (a) Step 1 - testing in the original state. Step 2 - Refurbishing and testing 
after refurbishing, was not performed.  All test method acceptance criteria were met. 
 

Test Article Side Tested: Outside Surface 
Orientation: Machine 

 
Test Criteria for Specimen Classification (See 16 CFR Part 1610.7): 

Class Plain Surface Textile Fabric 
1 Burn time ≥3.5 seconds 
2 Not applicable to plain surface textile fabrics 
3 Burn time <3.5 seconds 

 
The 16 CFR Part 1610 standard specifies that 10 replicates are to be tested if, during preliminary testing, 
only 1 test article exhibits flame spread and it is less than 3.5 seconds or the test articles exhibit an 
average flame spread less than 3.5 seconds.  Five replicates are to be tested if no flame spread is 
observed upon preliminary testing, if only 1 test article exhibits flame spread and it is equal to or greater 
than 3.5 seconds, or if the average flame spread is equal to or greater than 3.5 seconds.  In accordance 
with the standard, 5 replicates were tested for this study. 
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Results:   
Replicate Number Time of Flame Spread 

1 DNI 
2 DNI 
3 DNI 
4 DNI 
5 DNI 

DNI = Test Article did not ignite 
 
 
Test Method Acceptance Criteria:  Flame length must be approximately 16 mm (~⅝ in) from the flame 
tip to the opening in the gas nozzle. 
 
 
Procedure:  Test articles were prepared by cutting the material into approximately 50 x 150 mm 
swatches.  Preliminary testing to establish the orientation and side of the test article to test was 
performed.  The side and orientation that burned the fastest was used to test the test articles.  Each test 
article was clamped into the specimen holder and placed in an oven maintained at 105 ± 3°C 
for 30 ± 2 minutes.  The test articles were then placed in a desiccator for a minimum of 15 minutes prior to 
testing. 
 
The flame length of the flammability tester was adjusted to approximately 16 mm prior to testing.  Test 
articles were placed on the flammability rack and the stop cord was strung through the guides.  The 
flammability timer was zeroed and testing was started.  When the flame reached the stop cord, the timer 
stopped, and the results were recorded.  Testing was terminated for test articles that did not exhibit flame 
spread beyond the initial application of the flame.    
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