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Jiangxi Honda Medical Equipment Group Ltd.
39 South Shengli RD, Jinxian Country,

Nanchang City

Jiangxi Province, PR. China, 331700
Mascarilla quirdrgica para nifios

no estéril, de tres capas.
Con una eficacia de filtracion bacteriana
superior al 95%.
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MASCARILLAS QUIRURGICAS PARA NINOS

Nombre del producto Mascarilla Quirdrgica para nifios no estéril

Clasificacién Producto sanitario Clase |
segun directiva 93/42CEE

Descripcidn Mascarillas rectangulares de 3 capas
Tipo |, con distintos estampados infantiles. No estériles.

Composicién PP nonwoven + meltblown + PP nonwoven

Especificaciones Mascarilla quirdrgica tipo |
Eficacia de la filtracién bacteriana (EFB): = 95%

Presién diferencial < 40 Pa/cm?

Medidas 14,5%9,5cm

Normativa EN 14683: 2019 + AC:2019

Packaging 10u bolsa/ 60u caja

Vida util 2 afos

Fabricante Jiangxi Honda Medical Equipment Group Ltd.

39 South Shengli RD, Jinxian Country, Nanchang City
Jiangxi Province, P.R. China,331700



Represenante Europeo

Importador

Shanghai International Holding Corp. GmbH (Europe)
EiffestraBe,80, D-20537, Hamburg, Germany.

Mape Asesores,S.A
Parque Empresarial "O Campifio" P-69B
36158 Pontevedra

info@mapefarm.com









DECLARATION OF CONFORMITY
TO COUNCIL DIRECTIVE 93/42/EEC CONCERNING

MEDICAL DEVICES

u MANUFACTURER:

MEepicAL DEVICE:
SPECIFICATION:

CLASSIFICATION - ANNEX IX:

Jiangxi Hongda Medical Equipment Group Ltd.
39 South Shengli RD, Jinxian County, Nanchang City, Jlangxi
Province, P.R.China, 331700

Single-use medical face mask
Model: Ear hanging tyvpe

Specifications:20 % 18cm, 17X 1T7em, 17.5%9.5cm,

14.5X9,5cm, 14.5% 9¢m, 12.5 X %cm, 12X Tem

Class [, Rude |

WE, JIANGXI HONGDA MEDICAL EQUIPMENT GROUP LTD, HERE WITH DECLARE THAT THE STATED MEDICAL DEVICE

MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS oF CoUNCIL DIRECTIVE 93/42/EEC

CONCERNING MEDICAL DEVICES;

ALL SUPPORTING DOCUMENTATION 1S RETAINED AT THE PREMISES OF THE MANUFACTURER, AND THE MANUFACTURER
IS EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY.

STANDARD APPLIED: EN 14683: 2019

IDENTIFICATION NUMBER

C€

(EC) CERTIFICATE(S): /
EXp. DATE: /
Sturnghai (nternational Holding Corp. GaibH (Ewrope)
EC | REP EiffestraBe 80, D-20537, Hambury, Germany

EUROPEAN REPRESENTATIVE:

Tel: 0049-40-2513175.
Fax: (O49-40-2515724

START OF CE-MARKING:

PLACE, DATE OF DECLARATION:

SIGNATURE:

=Niv Chaves, 2020-0%26

Tand xiao hue

NAME: Ms. Yang X140 Hua

POSITION:
QUALITY MANAGEMENT,/ REPRESENTATIVE




