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Xiamen Probtain Nonwoven Inc.
No. 6, Ji an Road, Tong An District,
Xiamen, Fujian, China 361100

Produttore: Importatore:

Via Giacomo Leopardi, 46/a - 41123 Modena MO

Mascherina chirurgica 3 strati
monouso / non-sterile

MASCHERINE CHIRURGICHE - TIPO IIR

MEDMy Benefit Mask  
T I P O  I I R

50 10



FUNZIONI

DETTAGLI TECNICI

CARATTERISTICHE

Mascherine chirurgiche ad uso medico, testate per assicurare specifici livelli di protezione nei confronti 
della penetrazione di saliva ed altri fluidi biologici attraverso le mucose di naso e bocca. Le mascherine 
forniscono una protezione nei confronti della diffusione dell’influenza 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 fluidi biologici raggiungano le mucose di naso e bocca.

Mascherine chirurgiche facciali ad uso medico - Tipo IIR non riutilizzabili, disponibili in confezione cartone 
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 fluidi corporei sulla superficia esterna 
rispetto al tipo I o II.

Confezionamento: Busta 10 pz. / Box 50 pz. / Imballo 2000 pz.

Materiale (3 strati):

1. Superficie esterna: Polipropilene tessuto-non-tessuto  25 g/m2

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

3. Superficie interna: Polipropilene tessuto-non-tessuto 20 g/m2

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 fiamme libere e fonti di inquina-
mento.
Shelf life: 3 anni dalla data di produzione

1
2

3

EN 14683: 2019+AC2019 Tipo IIR
Conforme al regolamento EU 2017/745

E’ un dispositivo medico.
Leggere le avvertenze e le istruzioni per l’uso.
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EN 14683: 2019+AC2019 Tipo IIR
Conforme al regolamento EU 2017/745

E’ un dispositivo medico.
Leggere le avvertenze e le istruzioni per l’uso.

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 fino ad un’indossatura 
confortevole.
Se, durante l’uso, dovesse rendersi necessario rimuovere la maschera, evitare contatto con mani / naso  / 
bocca e la superficie  esterna della maschera, per evitare possibili contagi. Quando la si getta, ripiegarla 
rivolgendo l’esterno verso il centro e disporne nei rifiuti indifferenziati 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 fiamme libere e fonti di inquinamento. 

La maschera è in grado di filtrare alcuni agenti contaminanti, ma un utilizzo scorretto può causare conta-
gio e conseguente malattia, fino alla morte. Materiali in diretto contatto con la pelle possono causare una 
reazione allergica in certi individui ipersensibili.

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 superficie interna della mascherina con le mani.

MASCHERINE CHIRURGICHE - TIPO IIR

My Benefit Mask  MED
T I P O  I I R



MASCHERINE CHIRURGICHE - TIPO IIR

My Benefit Mask  MED
T I P O  I I R

BLUE

Busta 10 pezzi

Conf. 50 pezzi

BLACK

Busta 10 pezzi

Conf. 50 pezzi

PINK

Busta 10 pezzi

Conf. 50 pezzi

WHITE

Busta 10 pezzi

Conf. 50 pezzi

5 COLORI ASSORTITI

Busta 10 pezzi

Conf. 50 pezzi



Scheda tecnica produttore







Certi�cazioni / Test report



22/10/2020 Elenco dei dispositivi medici

www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_RICERCA 1/1

Area tematica Dispositivi medici | Archivio banche dati

 Stampa |  Scarica il dataset

Elenco dei dispositivi medici 

Criteri di ricerca: 
Denominazione fabbricante: 
Codice fiscale fabbricante: 
Partita IVA / VAT number fabbricante: 
Codice nazione fabbricante: 
Denominazione mandatario: 
Codice fiscale mandatario: 
Partita IVA / VAT number mandatario: 
Codice nazione mandatario: 
Tipologia dispositivo: 
Identificativo di registrazione attribuito dal sistema BD/RDM: 
Codice attribuito dal fabbricante: mp9017-iir 
Nome commerciale e modello: 
Classificazione CND: 
Descrizione CND: 
Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD): 

Elenco dispositivi individuati 

Dati aggiornati al:18/10/2020 

DISPOSITIVO MEDICO/ASSEMBLATO FABBRICANTE/ASSEMBLATORE

TIPOLOGIA

DISPOSITIVO

IDENTIFICATIVO

DI

REGISTRAZIONE

BD/RDM

ISCRITTO AL

REPERTORIO

CODICE ATTRIBUITO DAL

FABBRICANTE/ASSEMBLATORE

NOME

COMMERCIALE

E MODELLO

CND
CLASSE

CE

DATA PRIMA

PUBBLICAZIONE

DATA FINE

IMMISSIONE

IN

COMMERCIO

RUOLO

AZIENDA
DENOMINAZIONE

CODICE

FISCALE

PARTITA

IVA/VAT

NUMBER

NAZIONE

Dispositivo 1968967 N MP9017-IIR

MASCHERINE

CHIRURGICHE

FACCIALI AD

USO MEDICO -

TIPO IIR

T020601 -

MASCHERINE

CHIRURGICHE

STANDARD

I -

Classe I

non

sterile

e senza

funzioni

di

misura

01/07/2020  

FABBRICANTE

XIAMEN

PROBTAIN

MEDICAL

TECHNOLOGY

CO., LTD.

    CN

MANDATARIO
SUNGO EUROPE

B.V.
  857821659B01 NL

<< < Pagina:1 > >> Num. Pagine:1 Num. Dispositivi:1

http://www.salute.gov.it/portale/temi/p2_4.jsp?lingua=italiano&tema=Dispositivi%20medici%20e%20altri%20prodotti&area=dispositivi-medici
http://www.salute.gov.it/portale/documentazione/p6_2_8_1.jsp?lingua=italiano
http://www.salute.gov.it/
http://www.dati.salute.gov.it/dati/dettaglioDataset.jsp?menu=dati&idPag=1
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_PAGE_FIRST
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_PAGE_DEC
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_PAGE_INC
http://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION_PAGE_LAST










White list of Chamber Commerce





> Retouradres Postbus 16114 2500 BC Den Haag Farmatec 

SUNGO Europe B.V. 
T.a.v. de heer R. Luo 
Olympisch Stadion 24 
1076 DE Amsterdam 

T 070 340 6161 

htto://hulonniddelen.farmatec.n1 

Bezoekadres: 
Hoftoren 
Rijnstraat 50 
2515 XP Den Haag 

CIBG 
Ministerie van Volksgezondheid, 
Welzijn en Sport 

Inlichtingen via: 
medische hulpmiddelen@ 
minvws.nl 

Datum: 26 april 2021 
Betreft: notificatie medische hulpmiddelen klasse I 

Geachte heer Luo, 

Hierbij bevestig ik de ontvangst op 22 april 2021 van de notificatie van de 
medische hulpmiddelen klasse I, die bedrijf XIAMEN PROBTAIN MEDICAL 
TECHNOLOGY CO.,LTD , met Europees gemachtigde SUNGO Europe B.V., als 
fabrikant overeenkomstig Verordening (EU) 2017/745 (MDR) op de markt wenst 
te gaan brengen. 
De producten zijn onder volgend kenmerk geregistreerd. Ik verzoek u om in alle 
verdere correspondentie over een of meer van deze producten het bijbehorende 
kenmerk te vermelden en het bij telefoongesprekken bij de hand te houden. 

Disposable Isolation Gown 
(geen merknaam) (NL-CA002-2021-58431) 

Disposable Medical Face Mask 
(geen merknaam) (NL-CA002-2021-58430) 

Ons kenmerk: 
CIBG-20212218 

Bijlagen 

Uw aanvraag 
22 april 2021 

Correspondentie uitsluitend 
richten aan het retouradres met 
vermelding van de datum en het 
kenmerk van deze brief. 

Ik wijs u erop dat medische hulpmiddelen die op de markt gebracht worden 
volgens de MDR over een systeem voor hulpnniddelindicatie (UDI) moeten 
beschikken)  en dat fabrikanten, gemachtigden en importeurs in de Europese 
databank voor Europese hulpmiddelen (Eudamed) moeten worden geregistreerde. 
Bijlage VI van de MDR bevat de bij de registratie te verstrekken gegevens. 
Op dit moment is Eudamed nog niet in gebruik, zodat het wat betreft het 
bovenstaande voldoende is dat u uw producten overeenkomstig de huidige wet-
en regelgeving hebt genotificeerd. 

Zodra Eudamed volledig in gebruik is, wordt de fabrikant of diens gemachtigde 
geacht binnen achttien maanden bovenstaande hulpmiddelen te registreren in 
Eudamed.3  

1 O.g.v. art. 29 MDR. 
2 O.g.v. art. 31 MDR. 

3 www.camd-europe.eu/wp-content/uploads/2018/05/FAO  MDR 180117 V1.0-1.pdf. Zie vraag en 
antwoord nummer 20. 
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Tevens wijs ik u er voor de goede orde nog op dat de registratie van uw mededeling 
betreffende de aflevering van de bovengenoemde producten slechts een 
administratieve handeling betreft. Deze ontvangstbevestiging behelst dan ook geen 
besluit betreffende de kwalificatie van de desbetreffende producten als medisch 
hulpmiddel in de zin van art. 1 WMH, noch betreffende de indeling in risicoklasse I. 

De Minister voor Medische Zorg en Sport, 
namens deze, 

Afdelingshoofd 
Farmatec 

Dr. M.3. van de Velde 
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XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.,LTD 

 

 

NO.6 JI’AN ROAD, TONG’AN DISTRICT, XIAMEN, FUJIAN, CHINA 
 

 
 

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

 

Sample Description : (A-G)Mask 
 

 
 

Sample Color : (A)light blue;(B)green;(C)dark blue;(D)black;(E)red;(F)pink;(G)yellow 
 

 

Composition : (A-G)Spunbonded nonwovens, melt blown nonwovens 
 

 

Style No. : 
(A)MP9017-Lt.blue (B)MP9017-G (C)MP9017-DB (D)MP9017-BK (E)MP9017-R 
(F)MP9017-P (G)MP9017-Y 

 

 

Model No. : MP9017 
 

 

Lot No. : M21-0282 
 

 

Manufacturer : XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO.,LTD 
 

 

Other Info. : Sample Dimension: 17.5*9.5 / Type/ Level: IIR 
 

 
 

Proposed Care Instruction : - 
 

 
 

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

 
 

Sample Receiving Date : Jun 04, 2021 
 

 

Testing Period : Jun 04, 2021 - Jun 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). 

 

 
 
 

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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COMPONENT LIST / List of Materials 
 

        

 

Sample 
No. 

Component 
No. 

Description Color Remark 

 

 

A 1 face cover light blue  
 

 

B 3 face cover green  
 

 

C 5 face cover dark blue  
 

 

C 6 ear loop dark blue  
 

 

D 7 face cover black  
 

 

D 8 ear loop black  
 

 

E 9 face cover red  
 

 

E 10 ear loop red  
 

 

F 11 face cover pink  
 

 

G 13 face cover yellow  
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Test Result 
 
 

pH Value 
  

     
 

(ISO 3071:2020; 0.1mol/L KCL extraction) 

  

     
     

 

- Unit 
 

1 3 5  

pH Value - 6.4 6.3 6.3  
 

 

     

 

- Unit 
 

6 7 8  

pH Value - 6.6 6.4 6.4  
 

 

     

 

- Unit 
 

9 10 11  

pH Value - 6.4 6.4 6.4  
 

 

     
 

- Unit 
 

13  

pH Value - 6.3  
 

   

     

 

Note: 
1) pH value of extraction medium: 5.7 
2) Temperature of the extraction solution: 20.3ºC 
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Azo Dyes (Direct Reduction & Colorant Extraction) 
  

 

Textile: According to EN ISO 14362-1:2017 – Analysis was conducted with GC-MS/HPLC-DAD. 
  

 

Test Item(s) Cas No 
 

Result (mg/kg) 

13 1+3+5 

Direct 
Reduction 

Colorant 
Extraction 

Direct 
Reduction 

Colorant 
Extraction 

4-Aminobiphenyl 92-67-1 ND ND ND ND 

Benzidine 92-87-5 ND ND ND ND 

4-Chlor-o-toluidine 95-69-2 ND ND ND ND 

2-Naphthylamine 91-59-8 ND ND ND ND 

o-Aminoazotoluene 97-56-3 ND ND ND ND 

5-Nitro-o-Toluidine/2-Amino-4-Nitrotoluene 99-55-8 ND ND ND ND 

4-Chloroaniline 106-47-8 ND ND ND ND 

4-Methoxy-m-Phenylenediamine/2,4-
Diaminoanisole 

615-05-4 ND ND ND ND 

4,4'-Diaminodiphenylmethane, MDA 101-77-9 ND ND ND ND 

3,3'-Dichlorobenzidine 91-94-1 ND ND ND ND 

3,3'-Dimethoxybenzidine 119-90-4 ND ND ND ND 

3,3'-Dimethybenzidine 119-93-7 ND ND ND ND 

4,4'-methylenedi-o-Toluidine/3,3'-Dimethyl-
4,4'-Diaminodiphenylmethane 

838-88-0 ND ND ND ND 

p-Cresidine 120-71-8 ND ND ND ND 

4,4'-Methylene-bis-(2-chloroaniline) 101-14-4 ND ND ND ND 

4,4'-Oxydianiline 101-80-4 ND ND ND ND 

4,4'-Thiodianiline 139-65-1 ND ND ND ND 

o-Toluidine 95-53-4 ND ND ND ND 

4-Methyl-m-Phenylenediamine/2,4-
Toluylendiamine, TDA 

95-80-7 ND ND ND ND 

2,4,5-Trimethylaniline 137-17-7 ND ND ND ND 

4-Aminoazobenzene 60-09-3 ND ND ND ND 

O-Anisidine 90-04-0 ND ND ND ND 

Conclusion  
 

Pass 
 

Pass 
 

Pass 
 

Pass 
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Test Item(s) Cas No 
 

Result (mg/kg) 

6+7+8 9+10+11 

Direct 
Reduction 

Colorant 
Extraction 

Direct 
Reduction 

Colorant 
Extraction 

4-Aminobiphenyl 92-67-1 ND ND ND ND 

Benzidine 92-87-5 ND ND ND ND 

4-Chlor-o-toluidine 95-69-2 ND ND ND ND 

2-Naphthylamine 91-59-8 ND ND ND ND 

o-Aminoazotoluene 97-56-3 ND ND ND ND 

5-Nitro-o-Toluidine/2-Amino-4-Nitrotoluene 99-55-8 ND ND ND ND 

4-Chloroaniline 106-47-8 ND ND ND ND 

4-Methoxy-m-Phenylenediamine/2,4-
Diaminoanisole 

615-05-4 ND ND ND ND 

4,4'-Diaminodiphenylmethane, MDA 101-77-9 ND ND ND ND 

3,3'-Dichlorobenzidine 91-94-1 ND ND ND ND 

3,3'-Dimethoxybenzidine 119-90-4 ND ND ND ND 

3,3'-Dimethybenzidine 119-93-7 ND ND ND ND 

4,4'-methylenedi-o-Toluidine/3,3'-Dimethyl-
4,4'-Diaminodiphenylmethane 

838-88-0 ND ND ND ND 

p-Cresidine 120-71-8 ND ND ND ND 
 

 

 

4,4'-Methylene-bis-(2-chloroaniline) 101-14-4 ND ND ND ND 

4,4'-Oxydianiline 101-80-4 ND ND ND ND 

4,4'-Thiodianiline 139-65-1 ND ND ND ND 

o-Toluidine 95-53-4 ND ND ND ND 

4-Methyl-m-Phenylenediamine/2,4-
Toluylendiamine, TDA 

95-80-7 ND ND ND ND 

2,4,5-Trimethylaniline 137-17-7 ND ND ND ND 

4-Aminoazobenzene 60-09-3 ND ND ND ND 

O-Anisidine 90-04-0 ND ND ND ND 

Conclusion  
 

Pass 
 

Pass  
 

Pass  
 

Pass 
 

 

 

     

 

Requirement: 30mg/kg 
  

     

 

Note: 
ND = Not Detected  
Reporting Limit = 5 mg/kg (for individual compound)  
Remark: 
+Direct reduction refers to the extraction and reduction according to EN ISO 14362-1:2017 clause 10.2 and 
relevant clauses.  
+Colorant extraction refers to the colourant extraction and subsequent reduction according to ISO 14362-1:2017 
Clause 10.1 and relevant clauses  
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.  
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.  
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 “n.d.” (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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Sample Photo 
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Product information is provided by applicant without verification of authentication of the brand.  
 

 
***End of Report*** 

 
 



 

 

Test Report          SL52035298987601TX        Date:October 14,2020         Page 1 of 5 

 

 

 
XIAMEN PROBTAIN MEDICAL TECHNOLOGY CO., LTD. 

 

 

NO.6, JI AN ROAD, TONG AN DISTRICT, XIAMEN, FUJIAN, CHINA 
 

 
 

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

 

Sample Description : (A)Disposable surgical mask 
 

 
 

Sample Color : (A)Blue 
 

 

Lot No./Batch Code : M20-0112 
 

 
 

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

 
 

Sample Receiving Date : Sep 24, 2020 
 

 

Testing Period : Sep 24, 2020 - Oct 14, 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 : ~170mm x 170mm 
Positive Control Average : 2374.5 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 31.8 

30 
1-2 25.7 
1-3 24.8 
1-4 36.0 
1-5 33.2 

2 

2-1 31.8 

34 
2-2 29.1 
2-3 36.6 
2-4 38.6 
2-5 32.1 

3 

3-1 26.9 

28 
3-2 29.5 
3-3 28.3 
3-4 27.0 
3-5 30.6 

4 

4-1 39.4 

32 
4-2 27.2 
4-3 30.7 
4-4 31.7 
4-5 29.6 

5 

5-1 32.3 

29 
5-2 26.1 
5-3 27.3 
5-4 29.5 
5-5 28.6 

 
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# 3.31 3 0.91 
2# 3.28 3 0.91 
3# 3.28 18 5.49 
4# 3.32 18 5.42 
5# 3.30 <3 <0.91 

 
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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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±5

o
C and 85±5% R.H. 

Dimensions of test specimen : ~145 mm x 150 mm 
Test Area : ~60 cm

2
 

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±5

o
C and 85±5% R.H. 

Test Area : 4.9 cm
2
 

Flow Rate : 8 l/min 
 
 1# 2# 3# 4# 5#  
Differential pressure  
△P (Pa/cm

2
) 

30 30 30 29 29  

 
Remark: Performance Requirement: Type I<40 Pa/cm

2
, Type II<40 Pa/cm

2
, Type IIR<60 Pa/cm

2 
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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 I≤30 CFU/g, Type II≤30 CFU/g, Type IIR≤30 CFU/g 
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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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