Luhepa

Ref. 3500N INTERNACIONAL, S.L.
Mascarilla Quirurgica Tipo IIR Con Gomas

Modelo Fabricante : LHKL-BA-1

Mascarilla Quirdrgica 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.

1* CAPA 2° CAPA 3°CAPA

Tela No Tejida 25g Melt-Blown 25g Tela No Tejida 20g

Clip Nariz:11cm

Elasticos de Ajuste: 17,5 cm

Medidas Mascarilla: 17,5 x 9,5 cm

Color: NEGRO

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

Producto Conforme al Reglamento UE 2017/745 relativo a los productos sanitarios - Clase |
Producto Fabricado bajo los estdandares de la Norma ISO 13485:2003+AC2007.

La Mascarilla responde ante las exigencias de la norma EN 14683:2019+AC2019

Ensayo N°: GPL3J3KO235225L1

Laboratorio Acreditado por CNAS N°: LO412

Ensayo N°: GPL3J3K0O235235L1

Laboratorio Acreditado por CNAS N°: L0412

Eficiencia de Filtracion Bacteriana Respirabilidad/Presién Diferencial Limpieza Microbiana/Carga Biolégica | Presion de Resistencia a Salpicaduras

>=98% <60% <=30 UF/g >=16

Instrucciones de Uso:

Comprobar el estado de la mascarilla y 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 .

Presentacion:
¢ Estuche Dispensador de 50 unidades
o Embalaje Master de 2.000 unidades (40 dispensadores)
o Euro Palets de 25 Cajas

Cod EAN: 9 6974100420430 - Made in China
UDI-DI Basico: 6974100423500NTW

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. 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
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‘1' J’i Reglamento (UE)2017/745 Sobre Productos Sanitarios
s 5
§% Fabricante: Uhealth Medical (Beijing) Protective Products Co., Ltd. riN
gvé Direccion: Room 703, No. 19 Bulding, No 16, Ma Zhu Road E;Q*‘%
gA"; Zhang Ziyin Town, Daixing District, Beijing, China g"a
(% o e o ]
ﬁﬁﬁ SRN: CN-MF-000010566
b fwS
;‘_ 'h'_% Representante CE: MedPath GmbH. F%
ﬁ% *% Direccion: Mies-van-der-Rohe-Strasse 8 - 80807 Munich, Germany gqrg
(PO A
§'§§ SRN Rep UE: DE-AR-000000087 *t-’
%*ﬁ Informacion Sobre Producto ﬁ
’; Descripciéon: Mascarilla Quirurgica Tipo IIR Con Gomas
-
%"g Marca: Uhealth
'.sﬁ-% Color: Negro
E}dg Modelo: LHKL-BA-1
()
',EA-?‘; Packing: Embalaje de 2.000 unidades (40x50)
‘F}‘ﬁl Basic UDI-DI: 6974100423500NTW
()
§A?j Clasificaciéon: Clase |
ﬁ'! !ﬂ Norma: EN 14683:2019 + AC:2019
3
Yo % Procedimiento Evaluacién de la Norma: Anexo lI+lIl del Reglamento (EU) 2017/745
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ﬁl, 'ﬂ EN 1SO 14971: 2012
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: healin Uhealth Medical (Beijing) Protective Produts Co., Ltd.

Bt<E st Floor, Building 2, No. 15, Jingsheng South Fourth Street, Tongzhou District, Beijing, P.R. China
o° T.0086-87927887 Email: sales@uhealthbj.com Web: www.uhealthbj.com
o °
oo

Declaracion Técnica

Fecha: 01 de Enero de 2024

Nosotros, Uhealth Medical (Beijing) Protective Products Co., Ltd. declaramos bajo nuestra responsabilidad que la mascarilla comercializada por la
comercial Luhepa Internacional, S.L. (B01985480), corresponde a nuestro modelo y especificaciones que siguen:

Modelo Ref. LHKL-BA-1 = Ref. 3500N

¢ Medidas: 17,5x 9,5 cm +/-0,5cm

e Composicién Capas: (Materias Primas Usadas) 20+25+25g
e Clip Nasal: 11cm

e Gomas: 17,5cm

e Color: Negro

e 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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sechable con elasticos sechable con elasticos

50.. motion | CE 50,1

Fecha: 01 de Enero de 2024
General Manager: Cybil Zhai

For and on behalf of
Uhealth Medical (Beijing) Protective
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Selloy Firma Legal de la Empresay
Representante.




Informacién de Producto Luhepc

Ref. 3500N INTERNACIONAL, S.L. @
Mascarilla Quirurgica Tipo IIR Con Gomas e e

Informacion Grafica:

Embalaje Master

Foto Producto

Embalaje Dispensador:

Informacion Logistica:

Estuche Dispensador de 50 unidades

-

50 unid

Embalaje Master de 2.000 unidades (40 dispensadores)

@ 2.000 unid

Euro Palets de 25 Cajas

—

o _|o_
o_[o H
B 25 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
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Statement

AR AAIRA R R . RS A et AR F R,
This report is invalid without special seal of inspection, cross-page seal and the approver's signatures.

CAIRE T AEATIEA CPONY” | R FH A RBLEZEMEAR, BT (P REAREREFE) R, ETAEA
Az ALGIE M A tr |, ik, ik PONY” | SRR BARMALEALAATS, R EEREL R LR E,
The pattern and characters of "PONY" and "i{% J&" used in this report are protected by the trademark law of the People's Republic of
China. Any unauthorized usage, counterfeit, forgery and alteration of trademarks of "PONY" and "i# JE" are the violations of the law.
The PONY has the right to pursueall legal liabilities of the subject of the delict.

R E R SR e A, P TIREARZ AT R A (AR SREFTREKZZOLEEA) ORLESD
R R P, FIE R LIRS RS FA SR
If the applicant has any questions about the results, shall provide a written retest application with the original report, and prepay the retest
fees to PONY within fifteen days since the approval date (as an exception, it shall be within five days since the date received for the
primary agriculture products report),

BRI L FGE, KPR R RN, RIS RE F A FARE, AR RIE R4 69 Um0
After the applicant finishes the procedure mentioned above, PONY shall arrange the retest as soon as possible. If the retest result
accords with the applicant dissent, PONY shall refund the retest fees.

AT E LSBT ARG 5, RHEATER, BB EAAFBURA
Tests that can not be repeated and tested shall not be carried out again.

AL AT A A R A T A L S G, T 0 AR R AR ERTAN X T IE,
The applicant should undertake the responsibility for the provided samples’ representativeness and document authenticity. Otherwise,
PONY has not any relevant responsibilities.

AR AR BRI S 6 A B T, AR SRR B AT S 69, TR AT R B R  ART BT 8
AR B RAAR—ERE R, REAx TRIZAEFTE FFo ik T E,
This report is only responsible for the test results of the tested sample. The test results only represent the evaluation of the tested
sample. PONY will not be responsible for any economical or legal liability generated from direct or indirect usage of the test report.

AT B T AR S AL Ay K AL 2P BT AR S
PONY has the right to dispose the tested sample by rules, after approval of the test report.

CAPAARIE ARG BB, R H AT AT W RAFEATRE LS
PONY assures objectivity and impartiality of the test, and fulfills the obligation of confidentiality for applicant's commercial information,
and technique document.

B RBAPEMENLE (AL AR SAReETBX G RICIRAK, ARG
Vrf B iR AT AP R AARE 6 R T E,

The report is invalid in case of illegal transfer, embezzlement, imposture, modification or any altering, reproducing except in full,
without approval of PONY. PONY shall investigate and affix the applicant’s legal liability accordingly.

R ORI R KK K R AOR KK R T e

A 349 (Anti-counterfeiting Description) :

s

@

WWW.PONYTEST.COM

(1) RE%F R4,
The test report has exclusive report code.

() éﬁfiﬁiﬁ]#%%d&?ﬁbﬂ&ﬁiﬁP%d,f&%ﬁiidﬁﬁ%XT“PONY"ﬁ#{ﬁéﬁﬂ& , BT AT P, B LA R A F A "PONY"
B A 436
The test report is printed by anti-copying paper whose surface shows "PONY " security print with specific anticounterfeiting
technique. Security print will disappear after copying. Duplicates are not expected to give "PONY " security print under any
circumstances.
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(Test Results)
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(Main Instruments)
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(Sample Description) Medical Disposable Face mask | (Sample Specification)
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(Applicant) Uhealth Medical (Beijing) (Trade Mark)
Protective Products Co.,Ltd.
B A= H I a5
FREE
fJJ‘rr 9 2021-09-26 (Manufacturing Date 2021/9/5 /USP-011
(Received Date)
or Lot No.)
‘é‘\“ﬂl % t e 1 Ay Q!
il NS Bt 2021-09-26~2021-10-08 ETRE vRsex
(Test Date) (Sample Grade)
FE iR i e 24 31 ZFeA
1E% Normal T
(Sample Status) (Test Type) Commissioning Test
a0 135 X a5 I B4 15 A SR
(Test Items) (Test Environment) To meet the requirements
For il 77 i
AN y
(Test Methods) JL T B See next page
IR | ORI %

Mask bacteria filtration efficiency detector etc.

ik

(Note)

1.78%5: LHKL-BA-1
Model: LHKL-BA-1

2R A/ SEAS AL BRI HE TR B4 F A PR A ]

Manufacturer/ Tested company: Uhealth Medical (Beijing) Protective Products
Co.,Ltd.

3.DA BRI B B A iR

The information of sample was provided by the applicant

4R PRI ik R A AL TR 5E .

The testing methods mentioned in this report were designated by the applicant.
S.MRAEHRAE: EN 14683:2019+AC:2019(E) (IIR &)

Limit Standard: EN 14683:2019+AC:2019(E) (Type IIR)
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(Test Results)
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No. GPL3J3K0235235L1
FFe oRIUBIIRE| AL i3 [E] fo 2 R HINEE I R LAk
(S/N) (Test Item) (Unit) (Limit) (Test Result) (Evaluation) (Test Method)
>09.99
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Statement

L AdRE RS 4 A . REMETPIUEART LU,
This report is invalid without special seal of inspection, cross-page seal and the approver's signatures.

LARGRET @AM PONY” | SRR FHHAREERTAF, LT (PEAREREHFE) Ry, EIREA
WIS R AAE B N At F . Mhak. Ak CPONYT . SRR RARMH REARAAT A, AR R L AT,
The pattern and characters of "PONY" and "i% J£" used in this report are protected by the trademark law of the People's Republic of
China. Any unauthorized usage, counterfeit, forgery and alteration of trademarks of "PONY" and " /&" are the violations of the law.
The PONY has the right to pursueall legal liabilities of the subject of the delict.

R S e A B, TS AARZERTAD A (MBRESREITTREKSZARADA) AAEESG
R by, FoTR_EARS R L md.
If the applicant has any questions about the results, shall provide a written retest application with the original report, and prepay the retest
fees to PONY within fifteen days since the approval date (as an exception, it shall be within five days since the date received for the
primary agriculture products report).

(7S]

EREPEARLEAEFEE, APEAAREHLN, R IANEREFUA AN, AREHRERICEEG LAY,
After the applicant finishes the procedure mentioned above, PONY shall arrange the retest as soon as possible. If the retest result
accords with the applicant dissent, PONY shall refund the retest fees.

4

AR E LSRR HEAT 6 288, REATER, R A B
Tests that can not be repeated and tested shall not be carried out again.

B R B 09 R A A Y S R R T, B A4S R AR ATAR X AT,
The applicant should undertake the responsibility for the provided samples’ representativeness and document authenticity. Otherwise,
PONY has not any relevant responsibilities.

RARA AR R S 0402 R T, AR SR SUR BT FTRAE B 60, FIRE AR A RO . A AT A4
HAERFBMEAA—WEEE R, AP FARIEATE G0k 1.

This report is only responsible for the test results of the tested sample. The test results only represent the evaluation of the tested
sample. PONY will not be responsible for any economical or legal liability generated from direct or indirect usage of the test report.

R A TR B A HLE T K Ak P A o
PONY has the right to dispose the tested sample by rules, after approval of the test report.
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A AARIE ARG b, A B 0y T A5 AU F W kA BATIRE LS
PONY assures objectivity and impartiality of the test, and fulfills the obligation of confidentiality for applicant's commercial information,
and technique document.

10, AdREA6 A dkik, HBA. A, R RZAREROEG LS (&TEHRL) S0t eEaH ey K Ak, Afa
feat Bk AT A T A AR & e kA fE,
The report is invalid in case of illegal transfer, embezzlement, imposture, modification or any altering, reproducing except in full,
without approval of PONY. PONY shall investigate and affix the applicant’s legal liability accordingly.
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A 7 H 3% (Anti-counterfeiting Description) :
(1) &7 —ah;

The test report has exclusive report code.

(2) 4R AN 4B BT AR IREP ), AR AT A "PONY " B th4id | B thesk R A S0P, BP SLAIHH R4 A "PONY”
PR EES
The test report is printed by anti-copying paper whose surface shows "PONY " security print with specific anticounterfeiting
technique. Security print will disappear after copying. Duplicates are not expected to give "PONY" security print under any
circumstances.
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(Test Results)
(LR — MR D E FE SRR el
(Sample Description) | Medical Disposable Face mask | (Sample Specification) N
] BT JE T 297 B 4 FH o
ZEHEAL AR 2 A
(Applicant) Uhealth Medical (Beijing) (Trade Mark)
Protective Products Co.,Ltd.
5 e H
| it J
EJ# S 2021-09-26 (Manufacturing Date 2021/9/5 /USP-011
(Received Date)
or Lot No.)
S 3 3 T Afe g
Rl 2021-09-26~2021-10-01 i 52 Pt
(Test Date) (Sample Grade)
FE iR A % Normal gl Erail ZFE Al
(Sample Status) ) (Test Type) Commissioning Test

e T H & e ER FFEER

i T :
(Test Items) AT Seenent page (Test Environment) To meet the requirements
or il 5 % I

LR o1 y
(Test Methods) Kb L See next page
fiv Fl £ B SR F AN I B R R A I &

(Main Instruments)

Mask bacteria filtration efficiency detector etc.

C W =%

1.5 : LHKL-BA-1

Model: LHKL-BA-I

2AE PR/ SR AL BRI BE ST BRI B3 F di AT FR 22 )
Manufacturer/ Tested company: Uhealth Medical (Beijing) Protective Products
Co.,Ltd.

3.LL ERE (S B & e it

The information of sample was provided by the applicant

4R PRI 7 ik R FE LR 5

The testing methods mentioned in this report were designated by the applicant.
5.0RMEARME: EN 14683:2019+AC:2019(E) (IIR &)

Limit Standard: EN 14683:2019+AC:2019(E) (Type IIR)
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(Test Results)

No. GPL3J3K0235225L1 552 00, L3 T (page2of3)
8 o 0 B | R Reilgh R WIS | K
(S'N) (Test Item) (Unit) (Limit) (Test Result) (Evaluation) (Test Method)

A B C
1-1 =)
1-2 41.4
1-3 557, 50.1
1-4 50.4
1-5 47.1
2-1 45.7
2-2 47.3
2-3 42.0 47.9
2-4 54.1
2-5 50.6
’ 200 EN 14683:2019+

I | EAE TYRE R P v i e e )

Differential pressure 3.3 49.4 51.6 Pass Pt C
34 A58 Appendix C
3-5 48.0
4-1 58.0
4-2 58.8
4-3 46.9 512
4-4 45.9
4-5 46.3
5-1 58.2
5-2 46.1
5-3 57.8 52.7
5-4 50.0
5-5 51.6
FBbIE A : = TRE>16.0 o | 180226002004
2 Splash resistance kPa | =160 %?2;;:?;2503 E,is;]lre l:fa & EN lfggzs(;lzgm
preagle greater than 16.0 ;
%1% Note: A-if Pl - FiR X 545 2 Test Specimen number-Test arca number: B-fii />l i X 3 () /I /1% Differential pressure for cach test area; C-RE4~IUF:1 T
Y % The averaged differential pressure for each test specimen .
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