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

Arplus®

\1.) | 0370-5713-PPE/B

ORGANISMO NOTIFICADO N°
NOTIFIED BODY NUMBER

0370 - LGAI TECHNOLOGICAL CENTER (APPLUS)

SOLICITANTE / FABRICANTE

Guangzhou Comet Medical Products Co., Ltd
Room 405, No 154-8 Beigiao Road, Shatou Street, Panyu District,

APPLICANT / MANUFACTURER

CANT / MANUFACT! Guangzhou City.
PLANTA DE PRODUCCION Guangzhou Comet Medical Products Co,, Ltd
i ool it Room 405, No 154-8 Beigiao Road, Shatou Street, Panyu District,

Guangzhou City.

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

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

PROCEDIMIENTO DE EVALUACION DE LA
CONFORMIDAD
CONFORMITY ASSESSMENT PROCEDURE

Médulo // Module: B
EXAMEN UE DE TIPO / £U TYPE EXAMINATION

IDENTIFICACION DEL EPI (NUMERO DE TIPO)
IDENTIFICATION OF THE PPE (TYPE NUMBER)

Ref.: HX-005
Filtering half mask

NIVEL O NIVELES DE RENDIMIENTO O LA CLASE
DE PROTECCION DEL EPI / PERFORMANCE LEVEL OR
PROTECTION CLASS OF THE PPE

FFP2 NR

NORMAS ARMONIZADAS / HARMONISED STANDARDS

EN 149:2001 + A1:2009 Dispositivos de proteccion respiratoria. Medias
mascaras filtrantes de proteccion contra particulas. Requisitos, ensayos,
marcado.

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

FECHA DE EMISION / ISSUE DATE

10/05/2021

VALIDEZ HASTA / VALIDITY UNTIL

10/05/2026

establecida).

El presente certificado se mantendra vigente durante 5 afios 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 deberd ir acompafiado de la
documentacion correspondiente a la Evaluacion de Conformidad con el tipo segtin médulo C2, D (realizada por un Organismo Notificado, segin frecuencia

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).

-- 'AEblus

Gal Technologienl Center, S.4.

avier Ruiz Pefia
Managing Director, Product Conformity B.U. NrrRie

CERTIFICACION

LY

Este documento carece de validez sin su anexo técnico, cuyo nimero 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 pagina web / You can check the validity of this certificate on our website:

www.applusiaboratories.comycertified_products

Darina 4 A: o
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www.appluslaboratories.com

Technical Annex Ed. 1
10/05/2021

ANEXO TECNICO
TECHNICAL ANNEX
0370-5713-PPE/B

I. MODELOS INCLUIDOS EN EL CERTIFICADO

REFERENCES INCLUDED IN THIS CERTIFICATE

MARCA

BRAND elough

IDENTIFICACION DEL EPI (NUMERO DE TIPO) | Ref.: HX-005
IDENTIFICATION OF THE PPE (TYPE NUMBER) Filtering half mask

NIVEL O NIVELES DE RENDIMIENTO O LA
CLASE DE PROTECCION DEL EPI

PERFORMANCE LEVEL OR PROTECTION CLASS OF | FTP3 NR

THE PPE
MEDIA MASCARA FILTRANTE SIN VALVULA, DE TIPO PLEGABLE
FISH, DE 3 CAPAS, DE COLOR BLANCO, CON LAZOS DE OREJA
CON GANCHO Y CLIP NASAL INTERIOR. TAMANO: Cuerpo:

DESCRIPCION 210mm*80mm Panels: 48mm&52mm

DESCRIPTION VALVELESS FILTERING HALF MASK, FISH FOLDING TYPE, 3
LAYERS, WHITE COLOUR, WITH EAR STRAPS WITH HOOK AND
INTERIOR NOSE CLIP. SIZE: Main body: 210mmx80mm Panels:
48mm*52mm

INFORME DE ENSAYO PTC21040203901C-ENO1 issued by Precise Testing &

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

Pagina 2 di 2



LGAI Technological Center, S.A. (APPLUS)

Campus UAB - Ronda de la Font del Carme s/n
08193 Bellaterra (Barcelona) us
T+34 93 567 20 00

www.appluslaboratories.com

1., 0370-5868-PPE/C2

o
s 0370 - LGAI TECHNOLOGICAL CENTER (APPLUS)
SOLICITANTE / FABRICANTE Guangzhou Comet Medical Products Co., Ltd
APPLICANT / MANUFACTURER Room 405, No 154-8 Beigiao Road, Shatou Street, Panyu District,
Guangzhou City.
PLANTA DE PRODUCCION Guangzhou Comet Medical Products Co., Ltd
PRODUCTION SITE Room 405, No 154-8 Beigiao Road, Shatou Street, Panyu District,
Guangzhou City.

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

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

Mddulo // Module: €2

< BASADA EN EL CONTROL INTERNO DE LA PRODUCCION MAS EL
EROCEDIMIENTO DE EVALUACION DE LA CONTROL SUPERVISADO DE LOS PRODUCTOS A INTERVALOS
CONFORMIDAD CON EL TIPO A EATORIDS

CONFORMITY ASSESSMENT PROCEDURE TO TYPE
BASED ON INTERNAL PRODUCTION CONTROL PLUS SUPERVISED
CONTROL OF PRODUCTS AT ALEATORY INTERVALS

IDENTIFICACION DEL EPI (NUMERO DE TIPO) | Ref.: HX-005
IDENTIFICATION OF THE PPE (TYPE NUMBER) Filtering half mask

NIVEL O NIVELES DE RENDIMIENTO O LA
CLASE DE PROTECCION DEL EPI

PERFORMANCE LEVEL OR PROTECTION CLASS OF Tl E

THE PPE

FECHA DE EMISION / ISSUE DATE 23/06/2021
VALIDEZ HASTA / VALIDITY UNTIL: 23/06/2022

El presente certificado se mantendra vigente durante 1 afio siempre que no se modifiquen las condiciones establecidas en el Certificado de
Examen UE de Tipo referenciado en el Anexo.

This certificate will remain in force for 1 year as long as the conditions established in the EU Type certificate referenced in the annex are not

modified.
plus®
E E | Technological Center, S.A. ()
el a%e/r Ruiz Pefia \l A
=l Managing Director, Product Conformity B.U. e T o

Este documento carece de validez sin su anexo técnico, cuyo niimero coincide con el del certificado. Ptk B

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 pagina web / You can check the validity of this certificate on our website:
www.appluslaboratories.comy/certified_products

Pégina 1 de 2
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Arplus®

Technical Annex Ed. 1
23/06/2021

ANEXO TECNICO
TECHNICAL ANNEX
0370-5868-PPE/C2

I. MODELOS INCLUIDOS EN EL CERTIFICADO

REFERENCES INCLUDED IN THIS CERTIFICATE

N° CERTIFICADO DE EXAMEN UE DE TIPO

NR. EU TYPE EXAMINATION CERTIFICATE A70-BTAMEPE[B

EMITIDO POR LGAI TECHNOLOGICAL CENTER S.A. (APPLUS)

ISSUED BY (Organismo notificado n°® 0370 / Notified Body nr. 0370).
FECHA EMISION

ISSUE DATE 10/05/2021

VALIDEZ HASTA

VALIDITY UNTIL 10/05/2026

MARCA

BRAND elough

IDENTIFICACION DEL EPI (NUMERO DE TIPO) | Ref.: HX-005
IDENTIFICATION OF THE PPE (TYPE NUMBER) Filtering half mask

NIVEL O NIVELES DE RENDIMIENTO O LA
CLASE DE PROTECCION DEL EPI

PERFORMANCE LEVEL OR PROTECTION CLASS OF | FFP2NR

THE PPE
MEDIA MASCARA FILTRANTE SIN VALVULA, DE TIPO PLEGABLE
FISH, DE 3 CAPAS, DE COLOR BLANCO, CON LAZOS DE OREJA
CON GANCHO Y CLIP NASAL INTERIOR. TAMARNO: Cuerpo:

DESCRIPCION 210mm*80mm Panels: 48mm&52mm

DESCRIPTION VALVELESS FILTERING HALF MASK, FISH FOLDING TYPE, 3
LAYERS, WHITE COLOUR, WITH EAR STRAPS WITH HOOK AND
INTERIOR NOSE CLIP. SIZE: Main body: 210mmx80mm Panels:
48mm*52mm

INFORME DE ENSAYO PTC21060806001C-ENO1 issued by Precise Testing & Certification

TEST REPORT (Guangdong) Co.,Ltd.(PTC).
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Module B EU Type-Examination Certificate

For the requirements of PPE Regulation 2016/425
Certificate No.: CE-PC-200620-513-01-9B

Certificate Guangdong Golden Leaves Technology Development Co., Ltd.
holder: 5/F, Building 2, No.8, Qiaolonghe East Road, Tangxia Town,
Dongguan City, Guangdong Province, 523730, China
Product: Particle Filtering Half Mask
Detailed product description listed in the Annex
Model(s): 8861
Standard(s): EN 149:2001+A1:2009

Respiratory protective devices - Filtering half masks to protect against
particles - Requirements, testing, marking

Issue date: 2020-07-20
Revision date: 2021-01-18
Expiry date: 2021-07-19

The product(s) on this certificate and the Technical File have been assessed and found to be in
conformance with the applicable Essential Health and Safety Requirements in Annex Il of the
PPE regulation 2016/425.

Any changes to the design, manufacturing location or manufacture of the PPE product certified
here must be advised to CCQS Certification Services Limited for review.

CE marking shall not be applied until the requirements of all the PPE Regulation 2016/425 and
relevant EN Harmonised standards and/or Technical specifications have been met.

If the certified product is Category Il then this certificate is only valid if used in conjunction with
Conformity Assessment against Module C2 or Module D.

This certificate remains the property of CCQS and maybe withdrawn at any time if it is
considered that the equipment is no longer in conformity with the requirements of the PPE
Regulation 2016/425.

Approved by Ireland ‘ “I 150 17065
Government I N AB

as a Notified Body ACCREDITED

for CE Marking No.2834

OETAILED I Scope peG NO.6028

CCQS Certification Services Limited
Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccgs.co.uk E-mail: verify@ccqgs.ie Page 1 of 2
If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-017, Rev.2)
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Module B EU Type-Examination Certificate

Annex

For the requirements of PPE Regulation 2016/425

Certificate No.: CE-PC-200620-513-01-9B

Applicable standards and specification:
EN 149:2001+A1:2009 Respiratory protective devices - Filtering half masks to protect
against particles - Requirements, testing, marking

Model reference

Product description

8861

Folding filtering half mask fitted with ear loops with head harness
clip, no valves, internal metal nose clip

Mask body color: White or Black variant

Classification: FFP2 NR

Test report No.: 2020(F) - 0013

Certificate Revision Revision date Revision details
A 2020-07-20 Initial issue
B 2021-01-)18(\3 Ir 9/3 ition of mask variant color: Black
O x*x B

CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccgs.co.uk E-mail: verify@ccgs.ie Page 2 of 2
If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-017, Rev.2)
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Certificate of Module C2 production monitoring for
equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category Il

FPC Certificate No.: CE-PC-200602-458-FPC-D

Certificate Guangdong Golden Leaves Technology Development Co., Ltd.

holder: 5/F, Building 2, No.8, Qiaolonghe East Road, Tangxia Town,
Dongguan City, Guangdong Province, 523730, China

Manufacturing 5/F, Building 2, No.8, Qiaolonghe East Road, Tangxia Town,

Location: Dongguan City, Guangdong Province, 523730, China

The scope of the The manufacture of respiratory protective device

certification for: See annex for articles covered by this certificate

Validity from: 2020-07-08

Revision date: 2021-01-19

To: 2021-07-07

CCQS Certification Services Limited in its role as a Notified Body for PPE Regulation, is monitoring that the
manufacturer is producing PPE in conformity with the type described in the EU type-examination certificate and
associated technical file and which satisfies the Essential Health and Safety Requirements of the Regulation.

The equipment covered by this certificate is listed in the accompanying schedule. This certificate is not complete and
has no validity without the accompanying schedule and revision index.

The manufacturer is hereby authorized to affix our Notified Body number, 2834, to each item of PPE mentioned in the
schedule which accompanies this certificate whilst this certificate remains valid.

This certificate and the accompanying schedule remain the property of CCQS and maybe withdrawn or revised at
any time if CCQS considers that the equipment is no longer in conformity with the requirements of the Regulation.

Approved by Ireland
Government
as a Notified Body
for CE Marking No.2834

PRODUCT CERTIFICATION

OETAILED IN SC0PE REG N0.6078

CCQS Certification Services Limited
Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccgs.co.uk  E-mail: verify@ccgs.ie Page 1 of 2
If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-015, Rev.2)
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Schedule of Module C2 production monitoring for
equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category Il

Schedule to CCQS FPC Certificate No.: CE-PC-200602-458-FPC-D

Product reference and description

Reference standard

Particle Filtering Half Mask Model: 8862 EN 149:2001+A1:2009
Particle Filtering Half Mask Model: 8861 EN 149:2001+A1:2009
Particle Filtering Half Mask Model: 8865 EN 149:2001+A1:2009
Particle Filtering Half Mask Model: 8861V EN 149:2001+A1:2009

Certificate Revision

Revision date

Revision details

A 2020-07-08 Initial issue

B 2020-07-21 Addition of model: 8861

C 2021-01-11 Addition of model: 8865

D 2021-01-19 Addition of model: 8861V

This schedule has no validity without the accompanying certificate.
This schedule and the accompanying certificate remain the property of CCQS and
maybe withdrawn or revised at any time if CCQS conside @H"@p entis no

longer in conformity with the requirements of the Regulaig

CCQS Certification Services Limited
Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,

D15 AKK1, Ireland

Tel: +00 353 1 588 6920 Website: www.ccgs.co.uk

E-mail: verify@ccags.ie Page 2 of 2

If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. (Fm 220-015, Rev.2)




