Ref. 3501A

Mascarilla Quirurgica Tipo IIR Con Gomas

Modelo Fabricante : LHKL-B-1-Ref;3501A

Mascarilla Quirurgica Tipo IIR , fabricada en tres capas de tela no tejida y tejido filtrante, con tira nasal moldeable en
Acero+PP y dos gomas de ajuste suaves.

Luhepa

INTERNACIONAL, S.L.

12 CAPA

22 CAPA

32 CAPA

Tela No Tejida 25g

Melt-Blown 22g

Tela No Tejida 20g

Clip Nariz: 11 cm
Elasticos de Ajuste: 17,5 cm

Medidas Mascarilla: 17,5 x 9,5 cm

Color: AZUL

Mascarilla y Gomas libres de Latex, Grafeno, Fibra de Vidrio y Ftalatos, no produce irritaciones.

Producto Conforme al Reglamento UE 2017/745 relativo a los productos sanitarios - Clase I
Producto Fabricado bajo los estandares de la Norma ISO 13485:2003+AC2007.
La Mascarilla responde ante las exigencias de la norma EN 14683:2019+AC2019
Ensayo N°: GSLAMDOA2205135L3
Laboratorio Acreditado por CNAS N°: L0412

Eficiencia de Filtracion Bacteriana

Respirabilidad/Presién Diferencial

Limpieza Microbiana/Carga Biolégica

Presion de Resi

>=98%

<60%

<=30 UF/g

>=1

Instrucciones de Uso:

Comprobar el estado de la mascarillay caducidad antes de su uso.
No utilizar la mascarilla por un tiempo superior a 4 horas
Lavese las manos antes de utilizar la mascarilla y toque Unicamente la goma de la mascarilla
Colocar la mascarilla sobre nariz/boca y pasar las gomas por detras de las orejas.
Ajustar adecuadamente la tira nasal y zona del mentén.
Evitar en todo momento tocar o manipular la mascarilla durante su uso.

Etiquetado Conforme a la Norma 14683:2019+AC:2019 y Producto Sanitario Clase I.

Presentacion:

e Estuche Dispensador de 50 unidades
o Embalaje Master de 2.000 unidades (40 dispensadores)

e Euro Palets de 32 Cajas

Cod EAN Caja Exterior: (01)16974100422011 - Made in China

Cod EAN Dispensador: 6974100422014
UDI-DI Bésico: 6974100423501AT7

Almacenar en un lugar seco, limpio y a temperaturas oscilantes entre 5°y 35°. No exponer de manera directa a la luz solar

Luhepa Internacional,S.L.

Camino de la Torre, Nave 2 - 45512 PORTILLO DE TOELDO (Toledo)

T.+34 925678 656 Mail: luhepa@luhepa.es

CIF: B-01985480
Licencia Sanitaria: 8468-PS
Registro Sanitario Alimentario: 39.006740/TO



Informacion de Producto Luhepa
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Embalaje Dispensador:

Informacion Logistica:

Estuche Dispensador de 50 unidades

w 50 unid

Embalaje Master de 2.000 unidades (40 dispensadores)

@ 2.000 unid

Euro Palets de 32 Cajas

;_E!g 32 Cajas

Luhepa Internacional,S.L. CIF: B-01985480
Camino de la Torre, Nave 2 - 45512 PORTILLO DE TOELDO (Toledo) Licencia Sanitaria: 8468-PS
T.+34 925678 656 Mail: luhepa@luhepa.es Registro Sanitario Alimentario: 39.006740/TO



® Uhealth Medical (Beijing) Products Co., LTD

. U health ROOM 703, No.19 Building, No.16, MA ZHU ROAD, ZHANG ZIYING TOWN,
L o® DAXING DISTRICT, BEIJING, CHINA
o "X T.0086-87927887 Email: sales@uhealthbj.com Web: www.uhealthbj.com

Declaracion UE de Conformidad

Reglamento (UE)2017/745 Sobre Productos Sanitarios

Fabricante: Uhealth Medical (Beijing) Products Co., Ltd
Direccion: Room 703, No. 19 Bulding, No 16, Ma Zhu Road, Zhang Ziying Town, Daxing District, Beijing, China
SRN Fabricante: CN-MF-000010566

Representante Legal Autorizado en la Unién Europea: MedPath GmmH.
Direccion: Mies-van-der-Rohe-Strasse 8 - 80807 Munich, Germany

SRN: DE-AR-0000087

Informacién Sobre Producto

Descripcion: Mascarilla Quirtrgica Tipo IIR Con Gomas - Ref. 3501A
Color: Azul

Modelo: LHKL-B-1-Ref;3501A

Packing: Embalaje de 2.000 unidades (40 paquetes de 50 unidades)
Basic UDI-DI: 6974100423501AT7

Finalidad Prevista: Proteccion respiratoria utilizada para prevenir el contacto directo o contaminacion entre
pacientes y personal sanitario.

Clasificacion de Riesgo: Clase I segln la Regla 1 del anexo VIII del Reglamento sobre Productos Sanitarios UE
2017/745 del 5 de abril de 2017.

Procedimiento de Evaluacion de la Conformidad: Anexo I1 y III del Reglamento US 2017/745 del 5 de abril de 2017

Por la presente declaramos bajo nuestra exclusiva responsabilidad que los productos mencionados anteriormente
cumplen los requisitos del Reglamento sobre productos Sanitarios (UE) 2017/745 y las siguientes normas
armonizadas:

EN ISO 14971:2012

EN ISO 15223-1:2016

ENISO 1041:2008+A1:2013

Esta Declaracion esta respaldada por la aprobacién del Sistema de Calidad ISO 13485:2016 emitido por BCC Int -
(miembro de IAF y UKAS Management System 8631) con NUmero de Registro UKZB23MD30059R0S

For and on behalf of . )
Uhealth Medical (Beijing) products Co., Ltd.
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Authorized Signature(s)

Cybil Zhai / General Manager En Beijing/China a 01 de Septiembre de 2024




%o Uhealth Medical (Beijing) Products Co., LTD
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o "X N T.0086-87927887 Email: sales@uhealthbj.com Web: www.uhealthbj.com

Informacion Técnica

Fecha: 01 Septiembre de 2024

Nosotros, Uhealth Medical (Beijing) Products, Co., LTD. declaramos bajo nuestra absoluta responsabilidad que nuestra mascarilla quirtrgica
comercializada Luhepa Internacional, S.L. (B01985480), corresponde a nuestro modelo y especificaciones que sigue:

Modelo Ref. LHKL-B-1-Ref;3501A

¢ Medidas: 17,5 x 9,5 cm +/-0,5cm

« Composicion Capas: (Materias Primas Usadas) 20+22+25¢g
e Clip Nasal: 11cm

e Gomas:17,5cm

e Color: Azul

¢ BFE:=>99%

Certificates:
Declaracion de conformidad CE, acorde al reglamenteo (EU) 2017/745

Test Report:
EN14683 Type IIR - Adjunto

Representante Europeo

MedPath GmbH

Mies-van-der-Rohe-Strasse8

80807 Munich, Germany

CE Registrarion Number: DE/CA61/1M50/139

Declaramos que el producto no contiene entre sus materias primas, ni ha sido usado en su proceso de fabricacion, envasado y manipulacion
Grafeno, Latex y Fibra de Vidrio.
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Mascarilla Quirirgica
desechable con eldstigos

Mascarilla Quirdrgica
desechable con eldsticos

e m @ A

180mm 100mm 180mm 100mm

Fecha: 01 de Septiembrede 2024
General Manager: Cybil Zhai

For and on behaif of )
Uhealth Medical (Beijing) produets Coy, Ltd.
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Authorized Signature(s)

LA LITTEL]

Selloy Firma Legal de la Empresa 'y
Representante.
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Statement

L AR AR E R RS T R A S AL

This report is invalid without special seal for inspection and test, cross—page seal and signature of the approver.

ARETEITER “PONY” | “§R7 FHAAREGEMIIR, L2 (PRAREREANFE) /Y, ETRZALE
BT AR AT . ik, Bik PONY” | R BARH A RERRATA, AP TR

The words "PONY" and "5 2" used in this report page are the registered trademarks of the company, which are protected by the Trademark
Law of the Peaple's Republic of China. Any unauthorized use, counterfeiting, forging or altering of the trademarks of "PONY" and " e
without the authorization of the company is an illegal infringement, and the company will investigate their legal liabilitics according to law.

A PR M e A L, TR SR AR E B WA E SR TS 2 AR EA T B N)a AR
12 DA h P, R e R EARE R AR TR L L ) o i L 3

f the applicant has any objection to the report data, please submit a written application for retesting to PONY within 15 days after the
completion of the report (for the report of primary agricultural products, submit a written application for retesting to the unit within 5
working days after the receipt of the report), with the original report attached and the retesting fee prepaid.

L AR AR REA LT G, AR AR RN, e R N R S FEUA A AR, AR e 6 g

After the applicant completes the above procedures, PONY shall arrange the retesting as soon as possible. If the retest result is consistent with the
objection, PONY will refund the retest fees.

LR EE A AR AT AN 6 S8, REATAEM, B4R,

If the experiment cannor be repeated or cannot be retested, no retest shall be conducted, and the appliant shall waive the right of objection.

FFe i rtittedt Sy KA T A LW i 5, TR R R AT R ST E.
The applicant is responsible for the representativeness of the commissioned samples and the authenticity of the documents, otherwise PONY
does not assume any relevant responsibilities.

o AR AP A S 6 A AR B T, A 2 R AR K R L5 AR 3T BT A 5 A0 R4 B R AR AR B e dh e AR

o S THRERNBEABRERATH LS S SHEN, EAA = 20 AR ARRE A — R RER, AP RETE
HrAw i AE,

This report is only responsible for the test results of the tested samples, The test results and relevant conclusions reflect the evaluation of the tested
samples or only represent the emission status of pollutants during the test. The report and the contents contained in it cannot be used for
commercial advertising, and PONY does not assume any economic and legal labilities for direct or indirect losses and all legal consequences
arising from the use.

. R A RRAR S LR XA AT AR, PR P AF A B U O AR R, AT A AR AL B R e AR 2

TAE
PONY has the right to dispose the tested sample after approval of the test report. Unless the applicant specifically declares and pays the sample
management fee, all samples beyond the validity period specified in the standard will not be retained.

9. AELARIE DA BN B, ARG T AT B, RALMFH LT RTHRE LS
PONY assures objectivity and impartiality of the test, and fulfills the obligation of confidentiality for applicant’s commercial information, and
technique document.

10, RS A H4E BN, BA, RE, REALENEN LA (& LA RIP) S AL ST KXo LAY b Rk, AR4add
A AT P AR S e R A
Any unauthorized transter, appropnation, falsification, alteration, copying (except full text copying) or alteration in any other form of this report
without the approval of PONY shall be invalid. PONY shall strictly investigate the corresponding legal liability for the aforesaid behavior.

A % 450 (Anti — counerfeiting Instructions):

1 dmE a5 AfE—6g.
The report number is unique.

2. BERMEEE T T A, BT R .

Scan the QR code below the first page to check the authenticity ofthe report,
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400-819-5688 R

WWW.PONYTEST.COM %B}#ﬂaﬁ% EHMERSS

de 7 % B E : (010) 83055000 i1 95 82 %« (0371)69350670 sdifeitiszlas: (028) 87702708 7 2% 9 16 £ : (0574) 87736499
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FA g B E: (022) 23607888 5 524 4 E : (029) 89608785 HMiA A BASSE e AL A FERENER: (0755) 27673339
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(Test Report)
No. GSLAMDOA2205135L5 100, 3L 3 T (page 1 of 3)
FES 450 — U PEEEH A A P 5 RS LHKL-B-1-Ref;3501A
para e e Disposable Medical Face (Sample model .
(Sample Description) Mk spocitications) 17.53%9. 3¢
: :lt';'?'( HiAEEJJ =77 B 47 H
(Applicant) Medlcal (Beljlng) (Trade Mark) e
Protective Products Co.,Ltd.
T2 AL T M X SRR YA 15 5 2 e —

(Applicant Address)

Building 2, Ist Floor, No. 15 Jingsheng South Fourth Street, Tongzhou District,

Beijing
N ! - Pz ﬁvp_" =
BIHEH Y 004:05-06 %If ]? ﬂﬁé i 2024-04-26
(Received Date) ARG e USP-215/2024
or Lot No.)
sl A
3l 53 2024-05-06~2024-05-16 F a2 —
(Test Date) (Sample Grade)
FE RS s lf o 8 931 ZEFEAT I
(Sample Status) Intact (Test Type) Commissioning Test
oy g T T o R 5% AR SN
(Test Items) See next page (Test Environment) To meet the requirements

e 7 v
(Test Methods)

HR I
See next page

JIT ) 2 A s

(Main Instruments)

PSRN e B R AT A S5
Mask bacteria filtration efficiency detector etc.

LA =B 52k B s ACBTHEE R T B4 F it A PR 2 ]
Manufacturer/ Tested company: Uhealth Medical (Beijing) Protective Products Co.,Ltd.
2.6 EFE G B B e A s it

(Approved by)

ik

(Issued Date)

e The information of sample was provided by the applicant
(Note) 3 %A ORI 7 s R TR R AL A .
The testing methods mentioned in this report were demgnated by the applicant.
4 [RAEARHE: EN 14683:2019+AC:2019(E) (IIR %)
Limit Standard: EN 14683:2019+AC:2019(E)(Type IIR)
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(Test Report)
No. GSLAMDOA2205135L5 552 51, £ 3 BT (page 2 of 3)
*ﬁiﬂﬂ?*gﬁﬁest Results):
e fa i 5 LiX s PR{E A 45 LERTTEAR A 77 72
(S/N) (Test Item) (Unit) (Limit) (Test Result) (Evaluation) (Test Method)
99.95
MBI B3 (BFE) R85 T EF ]4_683:2019
1 Bacterial filtration % =98 99.82 i AGEOLAE)
efficiency(BFE) 99.86 S n igﬁ%? B
ppendix
99.86
A B C
1-1 32.6
1-2 41.8
1-3 40.8 374
1-4 37.9
1-5 33.8
2-1 38.6
2-2 40.9
2-3 38.7 38.1 \
gl g o ﬁﬁ
2-5 36.8 ‘
22 EN 14683:2019 \;’“
IE 2 32 35.1 ey +AC:2019(E) ?;%
Differential pressure Raion Y 3-3 453 38.0 Pass Ff 3% C gﬂy
Appendix C
3-4 332
3-5 35.8
4-1 38.6
4-2 36.5
4-3 34.8 35.5
4-4 333
4-5 34.1
5-1 42.9
5-2 393
5-3 36.9 37.5
5-4 355
5-5 32.8

@ Hotline 400-819-5688

www.ponytest.com
PONY-BG186-01A-002-3-2023A
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(Test Report)

No. GSLAMDOA2205135L5 FIW, L3W (page 3 of 3)
5 Rz i 5 LKA MRAE fari 5 1 BBIREER K 7 i
&'N) (Test Item) (Unit) (Limit) (Test Result) (Evaluation) (Test Method)

PLlkE /1 A
: EN 14683:2019+
3 Splash resistance kPa =16.0 >16.0 f‘:; AC:2019(E)
pressure
4
7 EN 14683:2019
ALt v & +AC:2019(E)
& MibtoHialoleanliness. | s e 2 Pass 4% D
6 Appendix D
8

A-RFEY - JIAIX 325 5 Test Specimen number-Test area number; B-5¢ IR X #f11F: /1 2 Differential pressure for each test area; C-F5 A FE 0 T30/ 2 The averaged

differential pressure for each test specimen.

& A Photo:
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(End of Report)
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