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\[}| 0370-4932-PPE/B
'ORGANISMO NOTIFICADO N°©

NOTIFIED BODY NUMBER 0370 - LGAI TECHNOLOGICAL CENTER (APPLUS)

SOLICITANTE / FABRICANTE RDonggg;laq relgrggus:al Teclrr;oloeg Co.,Ltd.
APPLICANT / MANUFACTURER oom 901,unit 1,n0.3 Huaide Songgang Industrial
Zone,Humen Town,Dongguan,Guangdong Province

PLANTA DE PRODUCCION Dongghuan M:lo Meql:cal Technolqu Co.,:.td.
PRODUCTION SITE 20.7_, Fazhan Road, Mowu village, Dongguan City, Guangdong
rovince

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 / EU TYPE EXAMINATION
IDENTIFICACION DEL EPI (NUMERO DE TIPO) Ref.: MY-002

IDENTIFICATION OF THE PPE (TYPE NUMBER) Fish-shaped Filtering half mask

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

EN 149:2001 + A1:2009 Dispositivos de proteccion respiratoria. Medias
méscaras 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 14/12/2020

VALIDEZ HASTA / VALIDITY UNTIL 14/12/2025

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 certficado deberd ir acompafiado de la
documentacién correspondiente a la Evaluacién de Conformidad con el tipo segtin médulo C2, D (realizada por un Organismo Notificado, segiin frecuencia
establecida).

This certificate will remain valid for 5 years as long as the indicated product s not modiied and fukills the essenml requirements of health and safety
established in (EU) Regulation 2016/425. To ensure such compliance, this certificate must be
Contomity Assessment to type according o 2, Damiod out oy s oo 5ocy sccording, 1o the esablsne ioqsendy

Applus®

Dt ElfAE
Mangirfg Director, Product Conformity B.U.

Este documento carece de validez sin su anexo técnico, cuyo nlimero 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 valdity of this certificate on our website:
. appluslaboratories.comycertified_products
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Technical Annex Ed. 1
14/12/2020

ANEXO TECNICO
TECHNICAL ANNEX
0370-4932-PPE/B

1. MODELOS INCLUIDOS EN EL CERTIFICADO

REFERENCES INCLUDED IN THIS CERTIFICATE

MARCA

BRAND MEDISUN

IDENTIFICACION DEL EPI (NﬂMERO DE TIPO) Ref.: MY-002

IDENTIFICATION OF THE PPE (TYPE NUMBER) Fish-shaped Filtering half mask

NIVEL O NIVELES DE RENDIMIENTO O LA

CLASE DE PROTECCION DEL EPT FFP2 NR

PERFORMANCE LEVEL OR PROTECTION CLASS OF

THE PPE

INFORME DE ENSAYO PTC20110406301C-ENO1VO2 issued by Precise Testing &
TEST REPORT Certification (Guangdong) Co.,Ltd.(PTC).
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Test Report

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

Product: Fish-shaped Filtering half mask

Report No.: PTC20110406301C-ENO1VO1

Client: Dongguan Meio Medical Technology Co. Ltd

Client Address: Room 801,unit 1,n0.3 Huaide Songgang Indusirial Zone Humen

Town Dongguan,Guangdong Pravince

Manufacturer: Dongguan Melo Medical Technology Co. Ltd

Manufacturer Address: No.7, Fazhan Road, Mowu village, Dangguan City, Guangdong Province

Contact: Mrs. Abby

Madel(s): MY-002
Classification: FFPZ NR

Date of Tests: 2020.11.17-2020 11.24

Signed for and on Behalf of PTC

Prepare by:

B awe

Thia rapers. is sausd aszerding ta the guneesd slaurs i me ste-terting. cm by PTG Bespensibility, muarantes s lon restriceion
ara afines in tna gmaral carvice olousss The e0ort (s only repAEiDls far the cubiTtad sualele] eacedt ag otharwiee nited.
Tha rapers cuuld net ba copind a itheus. permisaion

Precise Tmlmﬂm(w@cmm (PTC)
Bullr.llng 1. No. 6, Tongsin Road, Dongcheng Street, Dengguar, Guangdong. China,
86-769-38808222 Fax: 86-769-36526111 hltzi] wee. ple-lesting eom
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NB 0370 FFP2 TEST REPORT

Test Report

Report No.:PTC20110406301C-EN0O1V01 Issue Date: Nov.30, 2020 Page 2 of 15

‘Summary of assessment

Clause Assessment
7.3 Visual inspection NOT TESTED
7.4 Packaging PASS

7.5 Material PASS

7.6 Cleaning and disinfecting NIA

7.7 Practical performance PASS

7.8 Finish of parts PASS
7.9.1 Total inward leakage PASS
7.9.2 Penetration of filter material PASS
7.10 Compatibility with skin PASS
7.11 Flammability PASS
7.12 Carbon dioxide content of the inhalation air PASS
7.13 Head hamess PASS
7.14 Field of vision PASS
7.15 Exhalation valve WA

7.16 Breathing resistance PASS
7.17 Clogging NIA

7.18 Demauntable parts PASS

9 Marking NOT TESTED

-oomply with requirement of standard
N/A: not application
NOT TESTED: the clause were not required

This repset in issusd ssosroing to the general olouses n we: Sto-testing sem by PIC Respsasiblity, puarantss ant las resteiotion
e daTined in W gwaral Gerviee olauass The remart id sly respensibla far the cudmi TLad i lalel eacmt 00 SDreise Hote
Tha rapert Gl d net b capind a theut perniwion

Testing & Certification (Guangdong) Co.. Ltd. (PTC)

Building 1, No. 6, Tongxin Road, Dongcheng Street, Donggan, Guangdang, China,
Tel: 86-769-30808222 Fax: B6-760-38826111 hitg! www.plc-ssting.com
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NB 0370 FFP2 TEST REPORT

% Test Report

P T— st 0 300
pr— R
e et e p e s ot
it
th'i-m-rmhmm-wh e
P —
N et v sy v s
e s e e Yo
SEETSIIIIIIIIIE T e

B rr—
[tk St et ey

et s 31 33 e g 112

78 e sty

i i

Test Report

B it e 38 380
eyt
oottt e -

e e ot Congy
g

g P12 P it s s
e e e
ppg s

Pttt

% Test Report

s s v N

e b 1 e et e
fmi e ] ot

e

e e i i it

jgeramr} 2 e

718 camprineny s o
s o ot ot o i sty o)

711 P et
B e bk ke ek b

Tt o e e g LR

e mn

[ rr— ey "
e

e e )

R TR R e

La Test Report

Burm vt

[V

s
it iy

% Test Report

o e oot o e,
s e et pry e e ey
o s o et e b oY
b= )
PO et timbetrai reeesnees

- ot et e
Ao e ot o vt e it
freeebrus et
et e i e
Yot s e e et 2

o

s

Test Report

ottt

Teleelel g

Hi




Dr.(DITC :

NB 0370 FFP2 TEST REPORT
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MATERIALS
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MASK PACKAGE(BAG)
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FFP2 NR

Atemschutzmaske
Particle Filtering Half Mask

FUR KINDER GEEIGNET

(€0370

FFP2 NR MY-002
EN 149:2001+A1:2009
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