FICHA TECNICA

PROLIMAX HIGIENE INDUSTRIAL, S.L.

\ , Capuz de Polipropileno Con Mascarilla
‘*geoveg de 3 pliegues Integrada

GUANTES Y VESTUARIO DESECHABLE

CARACTERISTICAS DEL PRODUCTO

-Cubre cabezas completo Capuz) de Polipropileno + mascarilla de 3 capas con tira moldeable en la parte superior para
una mejor sujecion nasal y elastico de ajuste.

-Producto de proteccidon de uso general contra riesgos menores.

INSTRUCCIONES

-Producto de UN SOLO USO, no reutilizar.

-Almacenar siempre en el embalaje original, en un lugar seco y temperaturas oscilantes entre —2° y +50° (se aconseja
siempre entre +5° y +300°). No exponer directamente a la luz solar.

PROPIEDADES FISICAS
Mascarilla de protecciéon con 3 capa de filtracion:

Elasticos de ajuste suave para un ajuste confortable en ambos
pabellones auditivos.

COLORES DISPONIBLES e

Referencia Color Codigo EAN R = i g™
- 66702A Azul o 8 436045 024626 sl ,‘ﬁ

- 66702B Blanco O 8 436045 024619 s P

-k

Eldstico

PRESENTACION Y LOGISTICA:

- Presentacion: 10 paquetes (bolsas) con 50 capuz. Total Caja: 500 Capuz
- Caja exterior con descripcion completa, pictogramas informativos y codigo de barras
- Medidas Caja: 37x29x30 cm

Cajas por Palet | Paquetes por Palet
32 320

NORMATIVAS

-Reglamento (EU) 2016/425 Relativa a los equipos de proteccion personal.
Categoria EPI: Categoria I

-Reglamento UE 10/2011. Referido sobre los Materiales plasticos destinados a entrar en contacto con los
alimentos, estudiando sus limites de migracién. Constituyendo una medida a
efectos del articulo 5, apartado 1 del Reglamento (CE) n° 1935/2004.

-1SO 13485:2003 + ACE2007. Norma internacional especmca de calidad para productos sanitarios.

-Producto 100 % Libre de Latex
Il LIBRE
e @@
USoS

Capuz de proteccion para uso general, indicado especialmente para el uso en el sector Sanitario, Quimico, Alimentacion,
Limpieza, Pintura, Construccién, Automocién, Agricultura e Industria.

iy
GENERAL SANITARIO QUIMICO ALIMENTARIA LIMPIEZA PINTURA CONSTRUCCION AUTOMOCION AGRICULTURA INDUSTRIA
-
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PROLIMAX HIGIENE INDUSTRIAL,S.L. al cliente
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EU Declaration of Conformity

Regarding Regulation (EU) 2016/425 on Personal Protective Equipment

Customer:
Name: PROLIMAX HIGIENE INDUSTRIAL, S.L.
Address: C/Jardines N°7, Barciencie - 45525 (Toledo)

Manufacturer:

Name: Anhui Guohong Industry and Trading Co.,Ltd

Address: Room 2103, Blue Whale Mansion, Shengli Road, Hefei, Anhui,
P.R.China

Product Name:
Astro Cap: 66701, 66702B, 66702A, 66702V

Category: |

We confirm that the object of the declaration described above is in conformity
with the requirements of Regulation (EU) 2016/425 on Personal Protective
Equipment. This declaration of conformity is issued under the sole
responsibility of the manufacturer:

Signed for and on behalf of: Anhui Guohong Industry and Trading Co.,Ltd
Place of issue :  China

Date of issue <D 2021-7-28

Signature:
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File No: CEMDR-GHO6-01-02  Ver: AD

c € Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: ANHUI GUOHONG INDUSTRIAL AND TRADING CO.LTD

Address: Room 2103, Building 4, Blue Whale International Mansion, Shengli Road,
Hefei, Anhui, P.R.China

European Authorised Representative
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 10760DE Amsterdam, Netherlands

Product

Mame: Disposable Cap

Model: - Mob Cap PE Mob Cap Bouffant Cap
Doctor Cap Peaked Bouffant Cap Snood Cap
Astronaut Cap Mylon Hair Nets

SRN: -

uDI-DI: -

Classification: |

Rule: According to Rule 1, Annex VIll, Medical Device Regulation (EU) 2017/745
Conformity assessment procedure: Annex [+l

We confirm our product meets the requirements of Medical Device Regulation (EU)
2017/745 and the following harmonized standards.

EN ISO 14971: 2012
EN 150 15223-1: 2016
IS0 10993-1: 2018

EDeE

ST 1300 2B
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ANNEX CE DECLARATION CONFORMITY

Regarding Regulation Medical Device Regulation(EU) 2017/745

Customer
Name: PROLIMAX HIGIENE INDUSTRIAL, S.L.
Address: C/Jardines N°7, Barciencie - 45525 (Toledo)

Manufacturer:

Name: Anhui Guohong Industry and Trading Co.,Ltd

Address: Room 2103, Blue Whale Mansion, Shengli Road, Hefei, Anhui,
P.R.China

European Authorised Representative:
Name: SUNGO Europe B.V.
Address: Olympisch Station 24, 1076 DE Amsterdam, Netherlands

Product

Name: Disposable Cap

Model: Astronaut Cap

Codes: 66701, 66702B, 66702A, 66702V

Classification: |
Rule: According to Rule 1, Annex VIll,Medical Device Regulation (EU)
2017/745

Conformity assessment procedure: Annex Il+lll

We confirm our products meets the requirements of Medical Device
Regulation(EU) 2017/745 .

Signed for and on behalf of:  Anhui Guohong Industry and Trading Co.,Ltd
Place of issue :  China

Date of issue '
Signature:
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