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Packaging Information 

No. Unit Package Qty                   
（Pcs）
/Carton

Measurement N.W.                
(KGS)

G.W.              
(KGS)

Length 
(cm)

Width 
(cm)

Height 
(cm)

1 40pcs/box 1000 78.00 62.50 19.00 6.00 7.00
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LGAI TECHNOLOGICAL CENTER, S.A. CIF: A-63207492

ORGANISMO NOTIFICADO Nº                           

NOTIFIED BODY NUMBER
0370 - LGAI TECHNOLOGICAL CENTER (APPLUS)

SOLICITANTE / FABRICANTE                                          101,201, East of 301,401 &501, Building E, Junxuan Company,

APPLICANT / MANUFACTURER

SUNWAY (SHENZHEN) PRODUCTS LIMITED

No.16 Yinkui Road, Kuixin Community, Kuichong Street, Dapeng

New District,Shenzhen, 518119, China

PLANTA DE PRODUCCIÓN                                                101,201, East of 301,401 &501, Building E, Junxuan Company,
PRODUCTION SITE

SUNWAY (SHENZHEN) PRODUCTS LIMITED

No.16 Yinkui Road, Kuixin Community, Kuichong Street, Dapeng

New District,Shenzhen, 518119, China

REGLAMENTO DE APLICACIÓN PARA DAR LA CONFORMIDAD / APPLICABLE REGULATION TO GIVE CONFORMITY:

REGLAMENTO (UE) 2016/425 SOBRE LOS EQUIPOS DE PROTECCIÓN INDIVIDUAL
REGULATION (EU) 2016/425 PERSONAL PROTECTIVE EQUIPMENT

PROCEDIMIENTO DE EVALUACIÓN DE LA
CONFORMIDAD                                                          
CONFORMITY ASSESSMENT PROCEDURE

Módulo // Module:    B 

EXAMEN UE DE TIPO / EU TYPE EXAMINATION

IDENTIFICACIÓN DEL EPI (NÚMERO DE TIPO)            Ref.: SW-0615
IDENTIFICATION OF THE PPE (TYPE NUMBER) Filtering half masks

NIVEL O NIVELES DE RENDIMIENTO O LA CLASE

DE PROTECCIÓN DEL EPI / PERFORMANCE LEVEL 
OR PROTECTION CLASS OF THE PPE

FFP2 NR  

NORMAS ARMONIZADAS / HARMONISED STANDARDS marcado.

EN 149:2001 + A1:2009 Dispositivos de protección respiratoria. Medias

máscaras filtrantes de protección contra partículas. Requisitos, ensayos,

EN 149:2001 + A1:2009 Respiratory protective devices. Filtering half
masks to protect against particles. Requirements, testing, marking

FECHA DE EMISIÓN / ISSUE DATE 16/10/2020

VALIDEZ HASTA / VALIDITY UNTIL 16/10/2025

El presente certificado se mantendrá vigente durante 5 años siempre que el producto descrito no sea modificado y cumpla los requisitos esenciales de
salud y seguridad establecidos en el Reglamento (UE) 2016/425. Para asegurar dicho cumplimiento, este certificado deberá ir acompañado de la
documentación correspondiente a la Evaluación de Conformidad con el tipo según módulo C2, D (realizada por un Organismo Notif icado, según frecuencia

establecida).

This certificate will remain valid for 5 years as long as the indicated product is not modified and fulfills the essential requirements of health and safety
established in (EU) Regulation 2016/425. To ensure such compliance, this certificate must be accompanied by the documentation corresponding to the

Conformity Assessment to type according to C2, D(carried out by a Notified Body according, to the established frequency).

Xavier Ruiz Peña
Managing Director, Product Conformity B.U.

Este documento carece de validez sin su anexo técnico, cuyo número coincide con el del certificado.
This document is not valid without its technical annex, whose number coincides with the number of certificate.

Puede comprobarse la validez de este certificado en nuestra página web / You can check the validity of this certificate on our website:
www.appluslaboratories.com/certified_products

No.
0370-4603-PPE/B

LGAI Technological Center, S.A. (APPLUS)

Campus UAB - Ronda de la Font del Carme s/n 08193
Bellaterra (Barcelona)

T +34 93 567 20 00
www.appluslaboratories.com  

No.

.

CERTIFICADO DE EXAMEN UE DE TIPO
EU-TYPE EXAMINATION CERTIFICATE

CE Certificate
EN 149:2001 +A1:2009



Technical Annex Ed. 1
16/10/2020

ANEXO TÉCNICO
TECHNICAL ANNEX

0370- 4603- PPE/B

Page 2 of 2

LGAI Technological Center, S.A. (APPLUS)

Campus UAB - Ronda de la Font del Carme s/n
08193 Bellaterra (Barcelona)

T +34 93 567 20 00
www.appluslaboratories.com  

I. MODELOS INCLUIDOS EN EL CERTIFICADO 

REFERENCES INCLUDED IN THIS CERTIFICATE 

MARCA

BRAND
SUNWAY

IDENTIFICACIÓN DEL EPI (NÚMERO DE TIPO)              SW-0615
IDENTIFICATION OF THE PPE (TYPE NUMBER) 

Ref.:

Filtering half masks

NIVEL O NIVELES DE RENDIMIENTO O LA

CLASE DE PROTECCIÓN DEL EPI 
PERFORMANCE LEVEL  OR PROTECTION CLASS OF

THE PPE

FFP2 NR 

INFORME DE ENSAYO

TEST REPORT

PTC20081301301C-EN01V01 issued by Precise Testing &

Certification (Guangdong) Co.,Ltd.(PTC).

CE Certificate
EN 149:2001 +A1:2009

http://www.appluslaboratories.com/
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Shanghai POSI Certification Co., Ltd.

Room 1002A, No.1500, Century Avenue, Pudong New Area, Shanghai ,China.Email:info@posicert.com

General Manager

CERTIFICATE
This is to certify that the Quality Management System of

SUNWAY (SHENZHEN) PRODUCTS LIMITED

Business license number: 91440300799201478B

Registered Address:  101, 201, East of 301，401 &501, Building E, Junxuan Company, No.16 Yinkui Road,

Kuixin Community, Kuichong Street, Dapeng New District, Shenzhen, Guangdong Province, China

Audit Address: 101, 201, East of 301，401 &501, Building E, Junxuan Company, No.16 Yinkui Road, Kuixin

Community, Kuichong Street, Dapeng New District, Shenzhen, Guangdong Province, China

applicable to

Production and sales of disposable medical isolation clothing, medical isolation face

shield, medical isolation eye mask, disposable medical coverall isolation clothing，medical

isolation shoe cover(in the filing certificate)；Production and sales of daily protective face

masks；Production and sales of disposable protective clothing(export only)

has been assessed and registered by POSI against the provisions of

ISO13485:2016

This registration is subject to the company maintaining a quality management system,

to the above standard, which will be monitored by POSI.

Please consult the website: www.posicert.com
The certificate information is also available on the CNCA official website: http://cx.cnca.cn.

Certificate Registration No：381200045R0M

Initial issue date：2020.06.11    Issue date：2020.06.11     Valid until: 2023.06.10
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Test Report
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Fabric Test Report
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FDA

SUNWAY (SHENZHEN) PRODUCTS LIMITED



FDA

SUNWAY (SHENZHEN) PRODUCTS LIMITED



FDA

SUNWAY (SHENZHEN) PRODUCTS LIMITED

Business Trade 
Name : sunway 
(shenzhen) 
Establishment 
Registration or FEI 
Number : 3014331592  

  
New Search6  

Establishment 
Name 

7 
8  

Registration 
Number 

Current 
Registration 

Yr 

SUNWAY (SHENZHEN) 

PRODUCTS LIMITED9  
CHINA  

 

3014331592  2020  

• accessory, surgical apparel - Accessory,Surgical Apparel; SUN-V 

Blocklite/ Sunvia/ Sun Valley, Disposable Medical Protective Gowns, 

size 165/175/185/190/195; SUN-V Blocklite/ Sunvia/ Sun Valley, 

Disposable Protective Clothing, size 165/175/185/190/195; SUN-V 

Blocklite/ Sunvia/ Sun Valley, Medical Disposable Goggles 10  

Manufacturer  
 

• respirator, surgical - SUN-V Blocklite/ Sunvia/ Sun Valley, 

Disposable Medical Face Mask 11  Manufacturer  
 

• cap, surgical - Cap,Surgical 12  
Manufacturer  

 

• cover, shoe, operating-room - Cover,Shoe,Operating-Room 13  
Manufacturer  

 

• dress, surgical - Dress,Surgical 14  
Manufacturer  

 

• non-surgical isolation gown - Non-Surgical Isolation Gown 15  
Manufacturer  

 

• suit, surgical - Suit,Surgical 16  
Manufacturer  

 

• mask, scavenging - Face mask; Protective mask KN95 17  
Manufacturer  

 

 

 



FDA

Acknowledgment  

Letter
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FDA
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FDA

SUNWAY (SHENZHEN) PRODUCTS LIMITED



FDA
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Instructions
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Instructions
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