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EU Type Examination Certificate

This is to certify that:

Holds Certificate Number:

In respect of:

Meditrade GmbH
Medipark 1, Kiefersfelden
83088

Germany

CE 778347

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

on the basis that BSI carried out the relevant Type Examination procedures under the requirements with the
Regulation (EU) 2016/425 of the European Parliament and Council relating to Personal Protective Equipment
Regulation (PPE) Annex V (Module B) and meets the relevant health and safety requirements specified in Annex II

For and on behalf of BSI, a Notified
Body for the above Regulation
(Notified Body Number 2797):

First Issued: 2022-10-04
Latest Issue: 2022-10-04

RN
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A il

Drs. Dave Hagen'aars, Managing Director

Effective Date: 2022-10-04
Expiry Date: 2027-10-03
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EU Type Examination Certificate
No. CE 778347

Product Specification
Vertical Flat Fold Particulate Half Masks

Technical EN 149:2001+A1:2009 Respiratory protective devices — Filtering half masks to protect against
specification: particles.
Classification — Single shift NR D

FFP Class: FFP2
Model: 80-806 (Ear loops, without exhalation valve)

Certificate Administration Details
Products initially approved on BSI Certificate: CE 764011

Certificate Amendment Record

Issue date Comments BSI Project Number
October 2022 First issue. 2797:22:3754776

The Certificate holder is responsible for ensuring that the Notified Body is advised of changes to any aspect of the
overall process utilised in the manufacture of the product, failure to do so could invalidate the Certificate in respect of
product manufactured following the introduction of such changes.

The validity of the Certificate for the products is also dependent on the maintenance of the EU Conformity to Type
Based on Quality Assurance of the Production Process, Annex VIII (Module D), as referenced on BSI issued Certificate
CE 764012.

First Issued: 2022-10-04 Effective Date: 2022-10-04
Latest Issue: 2022-10-04 Expiry Date: 2027-10-03
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. . CE Declaration of Conformity
Zditrade In accordance with Regulation (EU) 2016/425 of the European
Parliamant and of the Council of 09 March 2016 Annex IX

CE Declaration of Conformity No. 154

Personal Protective Equipment
Respima FFP2 NR D, Filtering half masks, Ear loops, without exhalation valve,
REF 80-806

Name and Address of the Manufacturer

Meditrade GmbH
Medipark 1

83088 Kiefersfelden
Germany

This declaration of conformity is issued under the sole responsibility of the
manufacturer.

Object of the Declaration

The object of the declaration described above is in conformity with the relevant
Union harmonisation legislation:

« ENISO 149:2001 + A1:2009
e Regulation (EU) 2016/425

The notified body (BSI 2797) carried out the EU type examination and issued the
EU type examination certificate (2797:22:3754776, valid until 03.10.2027). The
PPE is subject to the following conformity assessment procedure by the notified
body (BSI 2797): Conformity to type based on quality assurance of the production
process (module D) according to Annex VIII.

Kiefersfelden, 05.10.2022

Wit Wotrking

Martin Unterberg
Regulatory Affairs/ Quality Management
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Adl: &HEET (RT) BRAHE Name: Kingstar Medical (Xianning) Co., LTD.

Hihk: WILE RS H AR k%K 79 & Address: No. 79 Yong'andong Road, Xian'an District 437100,
Xianning City, Hubei Province People’s Republic of China

iEés: 437000 P.C.: 437000
HiT: +86-0715-8912675 Tel: +86-0715-8912675
Pisk: wwwkingstarmedical.cn Website: www.kingstarmedical.cn

EU DECLARATION OF CONFORMITY

Personal Protective Equipment:

Brand: " | Meditrade ,

Name: Filtering half mask

Model: KSC001

Standard: EN 149:2001+A1:2009

Class: FFP2 NR

Manufacturer: Kingstar Medical (Xianning) Co., LTD.

Manufacturer Address: | No. 79 Yong'andong Road, Xian'an District 437100, Xianning City,
Hubei Province, People's Republic of China

_ This declaration of conformity is issued under the sole responsibility of the manufacturer:
Kingstar Medical (Xianning) Co., LTD.
The object of the declaration described above is in conformity with the relevant Union harmonization
legislation: Personal Protective Equipment Regulation (EU) 2016/425.
The fulfillment of the relevant health and safety requirements set out in Annex Il has been demonstrated.

The notify body:

LGAI TECHNOLOGICAL CENTER (APPLUS),

Campus UAB, Ronda de la Font del Carme s/n, E-08193 Bellaterra (Barcelona), Spain,
Notified Body Number:0370

performed the EU type-examination (Module B) and issued the EU type-examination certificate with
notified body number 0370.

The PPE is subject to the eonformity to type assessment procedure based on internal production control
plus supervised product checks at random intervals (Module C2) set out in the Regulation (EU)
2016/425,under surveillance of the notified body LGAI TECHNOLOGICAL CENTER (APPLUS), NB 0370.

PPE certificate number of

ificate No.: 0370-5547-PPE/B



LGAI Technological Center, S.A. (APPLUS)
Campus UAB - Ronda de la Font del Carme s/n

08193 Bellaterra (Barcelona) A Ius
T +34 93 567 20 00

www.appluslaboratories.com

\1s) | 0370-5547-PPE/B

ORGANISMO NOTIFICADO N°

NOTIFIED BODY NUMBER 0370 - LGAI TECHNOLOGICAL CENTER (APPLUS)

SOLICITANTE / FABRICANTE Kingstar Medical (Xianning) Co., LTD.

APPLICANT / MANUFACTURER No. 79 Yong'andong Road, Xian'an District 437100, Xianning City,
Hubei Province, People's Republic of China

PLANTA DE PRODUCCION Kingstar Medical (Xianning) Co., LTD.

PRODUCTION SITE No. 79 Yong'andong Road, Xian'an District 437100, Xianning City,
Hubei Province, People's Republic of China

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 Médulo // Module: B

CONFORMIDAD

CONFORMITY ASSESSMENT PROCEDURE EXAMEN UE DE TIPO / £U TYPE EXAMINATION
IDENTIFICACION DEL EPI (NUMERO DE TIPO) Ref.: KSC001

IDENTIFICATION OF THE PPE (TYPE NUMBER) Filtering half mask

NIVEL O NIVELES DE RENDIMIENTO O LA CLASE
DE PROTECCION DEL EPI / PERFORMANCE LEVEL OR | FFP2 NR
PROTECTION CLASS OF THE PPE

EN 149:2001 + A1:2009 Dispositivos de proteccion respiratoria. Medias
mascaras filtrantes de proteccion contra particulas. Requisitos, ensayos,
NORMAS ARMONIZADAS / HARMONISED STANDARDS | marcado.

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

FECHA DE EMISION / ISSUE DATE 08/04/2021
VALIDEZ HASTA / VALIDITY UNTIL 08/04/2026

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 debera ir acompafiado de la documentacion correspondiente a la Evaluacion
de Conformidad con el tipo segiin médulo C2, D (realizada por un Organismo Notificado, segun 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).

Agplus®

(Op=I0)
T / LGAI Technological Center, S.A.
O] ; avier Ruiz Pefia
Managing Director, Product Conformity B.U. E C
Este documento carece de validez sin su anexo técnico, cuyo nimero coincide con el del certificado. ety
This document is not valid without its technical annex, whose number coincides with the number of certificate. N®12/C-PROSSA

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
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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

Technical Annex Ed. 1
08/04/2021

ANEXO TECNICO
TECHNICAL ANNEX
0370-5547-PPE/B

I. MODELOS INCLUIDOS EN EL CERTIFI CADO

REFERENCES INCLUDED IN THIS CERTIFICATE

MARCA
BRAND POMPOM LIFE

IDENTIFICACION DEL EPI (NUMERO DE TIPO) Ref.: KSC001
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 | FTPZNR

THE PPE
MEDIA MASCARA FILTRANTE SIN VALVULA, DE TIPO PLEGABLE
3 VERTICAL, DE 5 CAPAS, DE COLOR BLANCO, CON LAZOS DE
DESCRIPCION OREJA Y CLIP NASAL INTERIOR. TAMANO: 105mm*155mm. //
DESCRIPTION VALVELESS FILTERING HALF MASK, VERTICAL FOLDING TYPE,
5 LAYERS, WHITE COLOUR, WITH EARLOOPS AND INTERIOR
NOSE CLIP. SIZE: 105mmx155mm
INFORME DE ENSAYO PTC21012500501C-EN01V01 issued by Precise Testing &
TEST REPORT Certification (Guangdong) Co.,Ltd.(PTC).
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