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Luhepa FICHA TECNICA

INTERNACIONAL, S.L. . d e p ro d u Cto

Member of

Uhealth Medical Group

Ref. 3500N
Mascarilla Quirurgica Con Gomas IIR

Mascarilla Quirdrgica Premium de maxima proteccion vy filtracion Tipo IIR , fabricada
en tres capas de tela no tejida y tejido filtrante, con tira nasal moldeable en acero

plastificado y dos gomas de ajuste suaves.

Caracteristicas

« Modelo Fabricante: LHKL-BA-1
« Materia Prima:
o 12 Capa-Tela No Tejida 25grs

o 22 Capa - MeltBlown 25grs Colores Disponibles
o 32Capa-TelaNo Tejida 22 grs

o ClipNasal: 11 cm '

« Elasticos de Ajuste 17,5¢cm

« Repelente a salpicaduras
« UNSOLOUSO
« Producto Hipoalergénico

« Producto Libre de Latex, Grafeno, Ftalatos y Fibra de Vidrio, no produce irritaciones.

Normativas

« Producto Conforme Reglamento UE 2017/745, relativo a los productos Sanitarios - Clase |

« Producto Conforme al Real Decreto 1591/2009 referido a la regulacion de productos sanitarios
« Producto Fabricado bajo los estdndares de la Norma ISO 13485:2016.

« Producto Fabricado bajo las exigencias de la Norma EN 14683:2019+AC2019

o Ensayo N°: GPL3J3K0O235235L1 - Laboratorio acreditado por CNAS con N°: L0412

« Ensayo N°: GPL3J3K0O235225L1 - Laboratorio acreditado por CNAS con N°: L0412

« Eficiencia de Filtracion Bacteriana >=98% « Limpieza Microbiana/Caga Biolégica <=30 UF/g

« Respirabilidad/Presion Diferencial <60% « Presion de Resistencia a Salpicaduras >=16

Instrucciones de uso

« Comprobar antes del uso es estado del embalaje y la fecha de caducidad del mismo.

« Lavese las manos antes de de utilizar el producto y aseglrese de tocas Unicamente la goma de las mascarilla
« Colocar la Mascarilla sobre la nariz/bocay pasar las gomas por detras de las orejas.

« Ajustar adecuadamente la tira nasaly zona del menton.

« Evitar en todo momento tocar o manipular la mascarilla durante su uso, que no debe exceder de un tiempo maximo de 4 horas

Almacenaje

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

« Caducidad - 5 aflos desde la fecha de Fabricacion
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Especificaciones Técnicas y Fotos Técnicas del Embalaje

0s17,5cm

Eldstic

17,5cm

Clip Nasal 11 cm

9,5cm

Informacion Logistica

« Etiguetado conforme a las diferentes normas de aplicacién en términos de descripciones y pictogramas.

« Presentacion:

Estuche Dispensador de 50 unidades
40 Dispensadores por embalaje
Embalaje master (Caja) con un total de 2.000 unidades
Indicaciones de Referencia, Descripcion de Producto, Lote, Fabricacion y Caducidad en embalaje interior y caja exterior.
Medidas de la Caja: 49,5x39x33,5
Peso de la Caja: 8,00 Kg
Euro Palets de 25 Cajas
o 5Filas por Palet - 5 Cajas por Fila.

o Coddigos informativos de los embalajes:

Referencia Color EAN-13 Dispensador GTIN-14 Caja Exterior

3500N

Negro 6974100420430 (01)169 741004 2043 7

Luhepa Internacional, S.L.

Camino de la Torre, Nave 2 - CP: 45512 Portillo de Toledo (Toledo) - Espana

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

SRN Representante UE Productos Sanitarios: ES-AR-000043668 // SRN Importador Productos Sanitarios UE: ES-IM-000042791
Tlf: +34 925 678 656 - Mail: luhepa@luhepa.es - www.luhepa.es



® .00 Uhealth Medical (Beijing) Products Co., LTD

® U health ROOM 703, No.19 Building, No.16, MA ZHU ROAD, ZHANG ZIYING TOWN,
" . DAXING DISTRICT, BEUING, CHINA
(] e °o® 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 Representante UE: DE-AR-00000087

Importador para la Unién Europea: Luhepa Internacional, S.L.
Direccion: Camino de la Torre, Nave 2 - CP: 45512 - Portillo de Toledo (Toledo)
SRN Importador: ES-IM-000042791

Informacién Sobre Producto

Descripcién: Mascarilla Quirudrgica Tipo IIR con Gomas - Ref. 3500N
Color: Negro

Modelo: LHKL-BA-1

Packing: Embalaje de 2.000 unidades (40 dispensadores de 50 unidadees)
Basic UDI-DI: 6974100423500AT4

Finalidad Prevista: Proteccion Respiratoria para uso de aislamiento general en pacientes, visitantes o personal sanitario en centros de
salud, laboratorios y hospitales.

Clasificacion de Riesgo: Clase | segun el Articulo 1 del anexo VIII del Reglamento sobre Productos Sanitarios UE 2017/745 del 5 de abril
de 2017.
Procedimiento de Evaluacién de la Conformidad: Anexo Il y Il 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) 2017/745y las siguientes normas armonizadas:

EN ISO 14971:2012

EN ISO 15223-1:2016

EN ISO 1041:2008+A1:2013

Esta Declaracién esta respaldada por la aprobacion del Sistema de Calidad ISO 13485:2016 emitido por BCC Int - (miembro de IAFy
UKAS Management System 8631) con Numero de Registro UKZB23MD30059R0S

For and on behalf af
Uhealth Medical (Bejing) Protective

E:’:}F/EE o]

Authorized Signaiture(s)
Cybil Zhai / General Manager En Beijing/China a 01 de Enero de 2025



Uhealth Medical (Beijing) Products Co.,LTD @

ROOM 703, No.19 Building, No.16, MA ZHU ROAD, ZHANG ZIYING TOWN, o health
DAXING DISTRICT, BEIING, CHINA PY .

T.0086-87927887 Email: sales@uhealthbj.com Web: www.uhealthbj.com o . °®
O

Informacion Técnica

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-BA-1

e Medidas: 17,5 x 9,5 cm +/-0,5cm

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

e Gomas:17,5cm

e Color: Negro

¢ 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, Ftalatos y Fibra de Vidrio.

- it
L albap jajed

ieto: LHHL8A1
EN 14683 Type IR (€ |E|

For and on behalf af
Uhealth Medzcal (Beumg) Pmlter‘t"\'e

Authorized Signaiture(s)
Cybil Zhai / General Manager En Beijing/China a 01 de Enero de 2025
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(Sﬂmﬁ:;fjﬁ” o) Medical Disposable Face mask
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Statement

LARE R R4 M, At fedt sl A R B

This report is invalid without special seal of inspection, cross-page seal and the approver's signatures.

LAARE T @ATHEM CPONY" . e SR A SEeEMEAR, LA (PREAREREMIRE)Y K, ETRER
Fadaeh i A R, thik, R PONY” . SRR SR AEEARATH, REEHRELELEEE,
The pattern and characters of "PONY" and "iif 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§ /" are the violations of the law.
The PONY has the right to pursueall legal liabilitics of the subject of the delict.

R i e ﬂiﬁ-*--i’tiﬂ-*ﬂf#ﬂ. W FiRE TR AA+TL A (RS SETTRERI a5 84 ) AL ED
Foh WAy, Eo R LS &*.’?#ﬁ-ﬁﬁ' # .
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).

4B AR TG, ARSI, RIS RS RN SADF, AR £ 40 eh R,
Afier 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.

T SLb A RAREEAT M0G0, AT LR, BIEEARAAEHURA,
Tests that can not be repeated and tested shall not be carried out again,

6. RALEALAT A O AR Ao A6 S G0t 0 O, F RIS AR FRIRAETAR R T fE
The applicant should undertake the responsibility for the provided samples’ representativeness and document authenticity. Otherwise,
PONY has not any relevant responsibilities.

AR AL B R b e g R B, RS SRR BT AT RIAE L 6 R £, 2 FARA AT EA SN . AT A
AR MBP|AR—ERE R, KA RRIEEITE F Aok £

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,

8. AL AT AL RAR B AU T K AL IR A,
PONY has the right to dispose the tested sample by rules, after approval of the test report.

9 AP R TR AL A EE, AR EATLFL. BALFFH LS ASFRE LS,
PONY assures objectivity and impartiality of the test, and fulfills the obligation of confidentiality for applicant’s commercial information,
and technigue document.

10 AdR&fe fgbik, B/, WM. ik, REAREMEG T (AL T4 S teaEmBXe Rl i, Aifs
Aot L AT A 5 LA dg kA I 4E,
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 B f43L 5 (Anti-counterfeiting Description) ;
(1) BE#5 2 E—h9;

The test report has exclusive report code.
Qlmg%m%%&mmmWMjmhﬁ@%ﬁwwww%&m.ﬁﬁﬁﬁﬁxiﬁiw,wgﬂﬁm%%ﬁwww

FREE &

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 expecied to give "PONY " security print under any

circumstances,
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No. GPL3J3K0235235L1
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(Test Results)
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(Sample Description)
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(Sample Specification)
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7.5%9.
Medical Disposable Face mask 17.5%9.5cm

Je st A BE S BT B
ZHERAL A IR 57
(Applicant) Uhealth Medical (Beijing) (Trade Mark)
Protective Products Co..Ltd.
Fal A H ekt 5
FEE
ijhi i 2021-09-26 (Manufacturing Date 2021/9/5 /USP-011
(Received Date)
or Lot No.)
S0l 3R _.‘fe
S H 2021-09-26~2021-10-08 Fhins —
(Test Date) (Sample Grade)
FEa IR e s 00 2 1) ZIer
1E"% Normal s
(Sample Status) (Test Type) Commissioning Test
Kol i R K IR 8 HAER
W F I See next page : :
(Test Items) (Test Environment) To meet the requirements
i 7 %

(Test Methods)

LR U1 See next page

P FH 2 B3 48

ELE BURES & R I

(Main Instruments) Mask bacteria filtration efficiency detector etc.
.85 LHKL-BA-1
Model LHKL-BA-1
24 P A SRS e b RIS HE A EEIT B A PR 2 W)
Manufacturer/ Tested company: Uhealth Medical (Beijing) Protective Products
&3 Co.,Ltd. ks
Lot 3.0 E ARG (5 R BT AR A
(Note)

The information of sample was provided by the applicant

4. 3ZAR 2 R 75 32 Bl B G B E .

The testing methods mentioned in this report were designated by the applicant.
5.PR{E+5rHE: EN 14683:2019+AC:2019(E) (IIR )

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

5 s 0 5 g 45r PRAE i 0] 2 S H IS R i
(S/N) (Test Item) (Unit) (Limit) (Test Result) (Evaluation) (Test Method)
>09.99
A i i AR 99.95 EN14683:
(BFE) ! 2 & 2019+AC: 2019(E)
| 0 =08 >99.99
Bacterial filtration 2 293 Pass [+ B
efficiency(BFE) 99.95 Appendix B
09.89 [
12
10 EN14683:
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Statement

L AR Al 5 M RENRE R A ST LR,
This report is invalid without special seal of inspection, cross-page scal and the approver's signatures.

CASRE @AM CPONY” | “ERT FARA AR EMTAR, LR (P REARERERRED £, ETRER
WA A A . ik, Ei CPONYT . iR BRMAEEARIT, AR TR,
The pattern and characters of "PONY" and "i{% J2" 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 o pursucall legal liabilities of the subject of the delict.

3 R4 SR Fi, T TIRERAZARTEAN (MARASREFTREKIZALAAN) AXLEHED
Pk i, B 0T AR R A F TR LR
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 fifieen days since the approval date (as an exception, it shall be within five days since the date received for the
primary agriculture products report).

LERPEAREEAEFHE, APEARGERIN, R LRERSFIUATME, ARERRERIePEeLRE.
After the applicant finishes the procedure mentioned above, PONY shall arrange the retest as soon as possible. IT the retest result
accords with the applicant dissent, PONY shall refund the retest fees.

R E S A TR EAT SLR6Y S8k, AT, R FBURA
Tests that can not be repeated and tested shall not be carried out again,

L B b b 69 A Fe A 69 JL M O, T AR AR E AT AR K I 4.
The applicant should undertake the responsibility for the provided samples’ representativeness and document authenticity. Otherwise,
PONY has not any relevant responsibilitics,

AR A RIS AR R RS R G O, AR A0S {2 B 2t BT R4 Sh a4, dFFARE A AN e m . R BT R
NS ek AR —dn e R, AR da FRARMEAT 22 550 fu e AR T {2,
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.

B, AR AT AT AE AR S AR T AL 3T AR A
PONY has the right to dispose the tested sample by rules, after approval of the test report,
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AEARRIE AR R B, AT RAEA R LT, AL R LRERATRE LS
PONY assures objectivity and impartiality of the test, and fulfills the obligation of confidentiality for applicant’s commercial information,
and technique document.

10, AdR&4L Ak, BA. B/, Bk, REAREMEN T (STELMERL ) At be s e R h A, A¥a
Aot b id Fr b = A0 S A0 A 80 A 1E,
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 B 3L 8 (Anti-counterfeiting Description) :

(1) B i —ah;
The test report has exclusive report code.

(2) 1&%# AR o B O SRR P ), SR A TPONY B A LG | R R AL A AL, B R A AT T PORY "
Br {4 3s.
The test report is printed by anti-copying paper whose surface shows "PONY" security print with specific anticounterfeiting
technique. Security print will disappear afier copying. Duplicates are not expected to give "PONY " security print under any
circumstances.
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(Test Results)
No. GPL3J3K0235225L1 W1, 3£3 T (pagelof3)
FEn 2455 — UM B B RS 17.5%0.5
(Sample Description) | Medical Disposable Face mask | (Sample Specification) e
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ZHEEA A PR ] SR
(Applicant) Uhealth Medical (Beijing) (Trade Mark)
Protective Products Co.,Ltd.
AAE = H IR S
T EE H
EH.T s 2021-09-26 (Manufacturing Date 2021/9/5 /USP-011
(Received Date)
or Lot No.)
a0 ) ), At gy
Y 2021-09-26~2021-10-01 o —
(Test Date) (Sample Grade)
(Sample Status) (Test Type) Commissioning Test
kil R 5T See next page R RS LIRSS
(Test Items) e (Test Environment) To meet the requirements
R 5% R
n = g
(Test Methods) AT I See next page

e

(Main Instruments)

AN BRI, 2

Mask bacteria filtration efficiency detector etc.

2 W =l
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(Note)

1.f1%5: LHKL-BA-I
Model: LHKL-BA-1

2. PR SR B . ARSI HE I BRIT B A i AT BR A A
Manufacturer/ Tested company: Uhealth Medical (Beijing) Protective Products
Co.,Ltd.

3. UL _FRE 1 L BT R AR

The information of sample was provided by the applicant

4. %40 G AR 7 ik B FE TR 5E .

The testing methods mentioned in this report were designated by the applicant.
S.PR{EHFRAE: 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 52 9, 353 U (page2of3)
e 035 By PR fé iy 2 S BTkt o ik
(S/N) (Test Item) (Unit) (Limit) (Test Result) (Evaluation) (Test Method)

A B C
1-1 55.7
1-2 41.4
1-3 55:.F 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
il i EN 14683:2019+

1 | maE Paem? | <60 ol B RG] AC JULHE)

Differential pressure 3.3 49.4 51.6 Pass fit 3% C
34 488 Appendix C
35 48.0
4-1 58.0
4-2 58.8
43 | 469 | 51.2
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
FisIE /1 i 2}}1\@\,#15] hee s | 15022609:2004
2 Splash resistance kPa | =16.0 i?;zﬁ'{f:l';’:;if;;m b EN ?3‘32351231%
P greater than 16.0 ;
#iE Note: A-iUFESR 301X BR824 Test Specimen number-Test area number; B-TE 5038 < 31 JE /) %% Differential pressure for each test area: C-HEPil PR T
I % The averaped differentinl pressure for each test specimen.
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(End of Report)
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