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Kunden-Referenz-Nr.: 
Client Reference No.: 

 

N/A Auftragsdatum: 
Order date: 

 

May 13, 2020 

Auftraggeber: 
Client: 

Hunan EEXI Technology & Service Co., Ltd. 
No.6, North of Pingtou road, Liuyang Hi-tech industrial development zone, Hunan, 
China 

Prüfgegenstand: 
Test item: 

 

Surgical Face Mask (non-sterile) 

Bezeichnung / Typ-Nr.: 
Identification / Type No.: 

YX011, YX121 

Auftrags-Inhalt: 
Order content: 

 
Type test   

 

Prüfgrundlage: 
Test specification: 

EN 14683:2019+AC:2019 except for clause 5.2.6 

Wareneingangsdatum: 
Date of receipt: 

 

May 25, 2020 

Prüfmuster-Nr.: 
Test sample No.: 

 

20200522 

Prüfzeitraum: 
Testing period: 

 

N/A 

Ort der Prüfung: 
Place of testing: 

N/A 

Prüflaboratorium: 
Testing laboratory: 

 

TÜV Rheinland (Shenzhen) 
Co., Ltd. 

Prüfergebnis*: 
Test result*: 

Pass  

See Attachment: Photo documentation for details. 

geprüft von / tested by: 

  

                         

Jun. 02, 2020 Lucy Jiang / Assistant Project Engineer 

  

kontrolliert von / reviewed by: 
 

 

Jun. 02, 2020  Angela Chen / Department Manager 
 

 Datum 
Date 

Name / Stellung 
Name / Position  

Unterschrift 
Signature 

 Datum 
Date 

Name / Stellung 
Name / Position 

Unterschrift 
Signature 

 

 

Sonstiges / Other:  

-   The test report consists of EN 14683 test report including this cover page (6 pages) and attachment: Photo 
documentation (6 pages).  

-   This report is only valid in conjunction with previous report No. 60377902 001. 

Zustand des Prüfgegenstandes bei Anlieferung: 
Condition of the test item at delivery: 

Prüfmuster vollständig und unbeschädigt  
Test item complete and undamaged  

* Legende:  1 = sehr gut 2 = gut 3 = befriedigend 4 = ausreichend 5 = mangelhaft 

 P(ass) = entspricht o.g. Prüfgrundlage(n) F(ail) = entspricht nicht o.g. Prüfgrundlage(n) N/A = nicht anwendbar N/T = nicht getestet 

Legend:  1 = very good 2 = good 3 = satisfactory 4 = sufficient 5 = poor 

 P(ass) = passed a.m. test specification(s) F(ail) = failed a.m. test specification(s) N/A = not applicable N/T = not tested 

Dieser Prüfbericht bezieht sich nur auf das o.g. Prüfmuster und darf ohne Genehmigung der Prüfstelle nicht 
auszugsweise vervielfältigt werden. Dieser Bericht berechtigt nicht zur Verwendung eines Prüfzeichens. 

This test report only relates to the a. m. test sample. Without permission of the test center this test report is not permitted to be 
duplicated in extracts. This test report does not entitle to carry any test mark. 
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EN 14683:2019+AC: 2019 
Medical face masks — 

Requirements and test methods 
Report Reference No. .................... : 60377902 002 

Date of issue ................................... : See cover page  

Total number of pages .................. : See cover page  

  

Testing Laboratory ........................ : TÜV Rheinland (Shenzhen) Co., Ltd. 

Address ........................................... : 1F East & 2-4F, Cybio Technology Building No.1, No.16 Kejibei 2nd 
Road, High-Tech Industrial Park North Nanshan District, 518057, 
Shenzhen, China 

Applicant’s name ........................... : Hunan EEXI Technology & Service Co., Ltd. 

Address ........................................... : No.6, North of Pingtou road, Liuyang Hi-tech industrial development 
zone, Hunan, China 

Test specification:  

Standard ......................................... : EN 14683:2019+AC:2019 

Test procedure ............................... : Type test 

Non-standard test method………..: N/A 

Test Report Form No. .................... : EN 14683:2019+AC:2019_A 

Test Report Form Originator ........ : TÜV Rh (SZ) 

Master TRF ..................................... : 2020-03 

Test item description ..................... : Surgical Face Mask (non-sterile) 

Trade Mark ...................................... : 

 

Manufacturer .................................. : Same as the applicant 

Model/Type reference .................... : YX011, YX121 

Classification .................................. : Type IIR 
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List of Attachments (including a total number of pages in each attachment):  

Attachment – Photo Documentation (6 pages) 

Summary of testing: 

Tests performed (name of test and test clause): 

Construction check according to: 

Clause 5.1.1 Materials and construction 

Clause 5.1.2 Design 

 

Testing location: 

TÜV Rheinland (Shenzhen) Co., Ltd. 

1F East & 2-4F, Cybio Technology Building 
No.1, No.16 Kejibei 2nd Road, High-Tech 
Industrial Park North Nanshan District, 518057, 
Shenzhen, China 
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Copy of marking plate 

The artwork below may be only a draft. The use of certification marks on a product must be 
authorized by the respective NCBs that own these marks. 

             
See attachment for other information. 
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Testing  

Date of receipt of test item(s) ....................................: See cover page 

Dates of tests performed ...........................................: See cover page 

Possible test case verdicts:  

- test case does not apply to the test object ................ : N/A 

- test object does meet the requirement ...................... : P (Pass) 

- test object was not evaluated for the requirement .... : N/E (collateral standards only) 

- test object does not meet the requirement ................ : F (Fail) 

 

General remarks: 

"(See Attachment #)" refers to additional information appended to the report. 
"(See appended table)" refers to a table appended to the report. 
The tests results presented in this report relate only to the object tested. 
This report shall not be reproduced except in full without the written approval of the testing laboratory. 
List of test equipment must be kept on file and available for review. 
Additional test data and/or information provided in the attachments to this report. 
 
Throughout this report a  comma /  point is used as the decimal separator. 

 

Name and address of factory (ies) .......................... : Same as the applicant 

General product information: 

1, This report is only valid in conjunction with previous report No. 60377902 001. Refer to previous 
test report No. 60377902 001 for more details. 
2, The change is to add one model YX121 which is same as previous model YX011 except for 
manner of wearing, YX121 uses tie-on belts and YX011 uses ear loops. 
3, Clause 5.1.1 & 5.1.2 have been checked accordingly, no more test deem necessary after review. 
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5 Requirements P 

5.1 General P 

5.1.1 Materials and construction  P 

 The medical face mask is a medical device, generally 
composed of a filter layer that is placed, bonded or 
moulded between layers of fabric.  

The Surgical Face Masks are 
made of blank mask, nose clip 
and tie-on belts. The outer and 
inner layers of the mask are 
made of non-woven fabrics, and 
the middle layer is made of melt-
blown polypropylene. 

P 

 The medical face mask shall not disintegrate, split or 
tear during intended use.  

 P 

 In the selection of the filter and layer materials, 
attention shall be paid to cleanliness. 

 P 

5.1.2 Design  P 

 The medical face mask shall have a means by which it 
can be fitted closely over the nose, mouth and chin of 
the wearer and which ensures that the mask fits closely 
at the sides. 

 P 

 Medical face masks may have different shapes and 
constructions as well as additional features such as a 
face shield (to protect the wearer against splashes and 
droplets) with or without anti-fog function, or a nose 
bridge (to enhance fit by conforming to the nose 
contours). 

With nose clip P 

6 Marking, labelling and packaging  P 

 Annex I, §13, of the Medical Devices Directive 
(93/42/EEC) or Annex I, §23, of the Medical Device 

Regulation (EU) 2017/745 specifies the information that 
should be specified on the packaging in which the 
medical face mask is supplied. 

See page 4 and attachment. P 

 The following information shall be supplied:  P 

 a)  number of this European Standard;  P 

 b)  type of mask (as indicated in Table 1).  P 

 EN ISO 15223-1:2016 and EN 1041:2008+A1:2013 
should be considered. 

 P 

 
 
 

End of EN 14683 test report 
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Figure 1 Front / Back view of packaging box (Model: YX121) 
 

 
 

Figure 2 Top view of packaging box (Model: YX121) 
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Figure 3 Side view of packaging box (Model: YX121) 
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Figure 4 Side view of packaging box (Model: YX121) 
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Figure 5 Bottom view of packaging box (Model: YX121) 
 

 
 

Figure 6 View of packaging bag (Model: YX121) 
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Figure 7 View of face mask (Model: YX121) 
 

 
 

Figure 8 View of face mask (Model: YX121) 
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Figure 9 View of face mask (3-ply, Model: YX121) 
 

END OF THE PHOTO DOCUMENTATION 
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                 Registrazione ministero della Salute repertorio No. CND T020601 - RDM 1989363 

 

Descrizione prodotto: 

Mascherina chirurgica monouso a tre starti, in tessuto non tessuto TNT in polipropilene PP opaco, inodore, con filtro ad elevata efficienza, priva di 

fibra di vetro, ipoallergenico, con ottima permeabilità all’aria. La mascherina è dotata di lacci privi di lattice. Sistema di rifinitura termosaldata. 

Il Prodotto è monouso ed altamente professionale con elevato potere filtrante maggiore del 98%,  

la particolarità costruttiva rende la mascherina particolarmente confortevole per l’uso professionale e  

proteggono dalla contaminazione di naso e bocca e dalla inalazione di particelle di dimensioni inferiori al micron aero disperse; Inoltre 

la loro bassissima resistenza permette di indossarla per molto tempo. 

Le mascherine, come tutti gli indumenti monouso devono essere indossati una sola volta chiaramente si raccomanda dopo l’uso di 
gettarle nel contenitore per rifiuti speciali. 
Dopo la rimozione della mascherina eseguire sempre l’igiene delle mani lavaggio con sapone antisettico specifico. 
Le mascherine devono essere personali e utilizzate al massimo per la durata di un turno lavorativo. 
Inoltre devono comunque essere sostituite immediatamente quando risultano danneggiate, o visibilmente contaminate 

 

Normative di riferimento: 

Direttiva CEE 93/42, Direttiva 47/2007 
Mascherina chirurgica tipo IIR/EN14683 
 
 

CODICE PRODOTTO: YX121 Mascherina Chirurgica tipo IIR  
Produttore: : Hunan EEXI Technology & Service Co.,Ltd. No.6, North of Pingtou road, Liuyang Hi-tech industrial development zone, 
Hunan, China. 
Luogo di Produzione: No.6, North of Pingtou road, Liuyang Hi-tech industrial development zone, Hunan, China 

 

Mascherina chirurgica tipo IIR CODICE. YX121 

MISURA UNICA 

DIMENSIONI 17,5 cm x 9,5 cm. 

 

Il prodotto è classificato CLASSE I-Direttiva 93/42 CEE – Dlgs n. 47/2007 

Le mascherine chirurgiche tipo II R YX 121 sono realizzate con le seguenti caratteristiche identificative: 

▪ Monouso 
▪ Con Lacci in tessuto 
▪ Tipo IIR 
▪ A tre strati 
▪ Latex free 
▪ Stringinaso modellabile nichel free 
▪ Assenza fibre di vetro 
▪ TNT tipo (SMS) 
▪ La mascherina chirurgica crea una barriera fisico meccanica eludendo il passaggio di agenti infettivi rilasciati dalla bocca e 

dal naso dell’utilizzatore verso l’esterno. La mascherina impedisce il passaggio di essudati mantenendo la permeabilità 
dell’aria. 

 

SCHEDA TECNICA MASCHERINA CHIRURGICA TIPO IIR CON LACCI CODICE: YX121 

mailto:neverland.hrbuje@gmail.com
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➢ Capacità filtrante:                   > 98% 
 

La mascherina tipo I Cod.YX121 è conforme alle seguenti norme: 

➢ UNI EN 14683:2019 
➢ UNI ISO 10993:2010 

 
Dimensioni e tolleranze +/- 5% 

Materiale filtrante n. 3 strati di SMS – Thermobonded Nonwoven Hydrophobic 100% polipropilene 
Resistenza allo strappo come da test effettuati 
Nasello: Incapsulato extra – leggero per la conformazione al viso 
Lacci: Lunghi Lacci atraumatici in cotone resistente anallergico 
La mascherina è interamente saldata ad ultrasuoni, non contiene collanti, agenti chimici o resine, totale assenza di fibre di vetro e completamente 
Latex free, è idrorepellente esternamente. 
L’articolo qui descritto non è sterile, la sterilizzazione può essere eseguita su richiesta del Committente. 

Confezionamento: Confezioni standard in buste da Pz.10, le buste a loro volta saranno inserite in una scatola contenente n.50Pz. (5 buste). L’imballo 

nel cartone sarà composto da n. 40 scatole per un totale di 2.000 Pz. Dimensioni imballo: 52x40x37 cm. / 0,0762 mc. – 9,1 Kg./cartone 

Le mascherine chirurgiche della serie YX hanno lo scopo di evitare che chi le indossa contamini l’ambiente, in quanto limitano la trasmissione di 

agenti infettivi e ricadono nell'ambito dei dispositivi medici di cui al D.Lgs. 24 febbraio 1997, n.46 e s.m.i..  

Possono essere utilizzate in ambiente ospedaliero e in luoghi ove si presti assistenza a pazienti (ad esempio case della salute, ambulatori, ecc). 
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