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Registration Form for Foreign Trade Business
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NB 0370 CE PPE/ MODULE B

'ORGANISMO NOTIFICADO N°®

REGLAMENTO (UE) 2016/425 SOBRE

NOTIFIED BODY NUMBER 0370 - LGAT TECHNOLOGICAL CENTER (APPLUS)
D Mayo Medical Technology Co., Ltd.
I AIE No. 4 Dongxin 2 Road, Humen Town, Dongguan, Guangdong
Province, China
FABRICANTE Dongguan Mayo Medical Technology Co., Ltd.
MANUFACTLURER Mo. 4 Dongxin 2 Road, Humen Town, Dengauan, Guangdong

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

REGULATION (EU) 2016/425 PERSONAL PROTECTIVE EQUIPMENT

| Province, China

LOS EQUIPOS DE PROTECCION INDIVIDUAL

PROCEDIMIENTO DE EVALUACION DE LA
CONFORMIDAD
CONFORMITY ASSESSMENT PROCEDURE

Médulo /f Modue B
EXAMEN UE DE TIPO / £/ TYPE EXAMINATION

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

Ref.: MY-001
Particle 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 Dispositivas de proteccion respiratoria. Medias.
miscaras fitrantes de proteccion contra particulas. Requisitos, ensayos,

marcado.
EN 149:2001 + AIL:2009 Respiratory protective devices. M haf
agast partictes.

masks to protect. Requirements, testing,
FECHA DE EMISION | JSSUE DATE 27/07/2020
'VALIDEZ HASTA | VALIDITY UNTIL 27/07/2025

Bl presente certificado se man
<lud y segurdad estal

tended e p
blecidos. en el Reglamento (UE) 20167425, Para il dicho cmwm.mm, Lk crticads doterd ¥ acompanado de la
formidad

cumpla los requisitos esenciales de-

‘Gocumentacion correspondiente & Evaiuacin de Cort
sﬂhlaadi)

rermain vadd for
pistroisry (w) Regulation FDIGHZ5, To e0sure such
Conformity Assessment to type according to G2,

smawsmmmammmmmmmummm
conplance, thes certificate must the
Dicarried out by & Notifed Body agcording, (o the established froquency).

Ruiz Pefia
Managing Director, Product Conformity B.U.
Este dacumento canece de validez sin s aneo bécnico, cuyo nimera coincide con o del certificado,
mithout wihose pumber eoincties

Thvs documient is not vafd it technical annex,

®

with the mumber of certificate.

en nuestea pging web / ¥ou can check the valiiy of o certiicate into our website at

Pueoke comprabarse 8 certiicads
itsfagyes ks commicrsies irosies FECTP/oan

P12
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NB 0370 CE PPE/ MODULE B

Arplus®

aboratories

Terhaical Annex Fd. |
P ]

ANEXO TECNICO
TECHMICAL AVNEX
0370-4106-PPE/B

I. MODELOS INCLUIDOS EN EL CERTIFICADO
REFERENCES INCLUDED {V THIS CERTIFICATE

MARCA
BRAND

or, I7C

IDENTIFICACION DEL EPI (NUMERD DE TIPO) | Ref.: My-1I1
[DENTIFICA TICW OF THE FOE (THPE HUMBER) Particke Fikering Half Mask

NIVEL O NIVELES DE RENDIMIENTO O LA
CLASE DE PROTECC] DEL EPT

PERFOFRMANCE LEVEL OR PROTECTTON CLASS GF FLNE

THE FPE
INFORME DE ENSAYQ PTC20061506501C-ENDLYR isued by Precise Testing &
TEST REFORT Certficabian {Guangdeng) Co., Lt (PTC)

a2 2
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NB 0370 CE PPE/ MODULE C2

Arplus

;) 0370-416 PPE/C2

ORGANISMO NOTIFICADO N°
NOTIFIED BODY MUMBER 0370 - LGAI TECHNOLOGICAL CENTER (APPLUS)

Dongguan Mayo Medical Technology Co., Ltd.

e, tio. 4 Dangsin 2 Road, Humen Town, Dongguan, Guangdong
Province, China

FABRICANTE Dongguan Mayo Medical Technology Co., Ltd.

MANUFACTURER No. 4 Dangin 2 Road, Humen Town, Dongguan, Guangdang

Province, China

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
Madula /] Mocie: €2
BASADA EN EL CONTROL INTERNO DE LA PRODUCCION MAS EL

PROCEDIMIENTO DE EVALUACIGN DE LA CONTROL SUPERVISADO DE LOS PRODUCTOS A INTERVALOS
CONFORMIDAD CON EL TIPO ALEATORISE
ASSESSMENT PROCEDURE TO TYPE

BASED ON INTERNAL PRODUCTION CONTROL PLLS SUPERVISED
CONTROL OF PRODUCTS AT ALEATORY INTERVALS

IDENTIFICACION DEL EPI (NUMERO DE TIPO) | Ref.: MY-001

IDENTIEICATION OF THE PPE (TYPE NUMBER) Partick Filtering Haif Mask
NIVEL O NIVELES DE RENDIMIENTO O LA

CLASE DE PROTECCION DEL EPI / PR
PERFORMANCE LEVEL OR PROTECTION CLASS OF

THE PPE

FECHA DE EMISION / [SSUE DATE 06/08/2020

UNTIL: 0
ik vigente durants 1 i siem)

Enmen UE de Tvporferendade en & Anexo.
This certiicate wil. i force for I year as Jong as the conitions established in the EU Type certificate referenced in the annex are not

DEZ HAST)

madifiquen las condiciones establecidas en el Certificado de

. O
Xavier Ruiz Pefia
Managing Director, Product Conformity B.U.
oo, cuyo nlmero caincide con e del certificao.

sinsu
Thvs document is not vald without its technical annex, whose nemiber canodes with the rumber of cerbiicate:

Puede comprabarse la validez de este cortificado en nuestra pdgina web / You can check e vty of this certificate into cur webste ot
W applusiabioratories. comycertifed products

Piginadda 2
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NB 0370 CE PPE/ MODULE C2

SA (APPLUS)
el Cam

Arplus

aboratories

Technical Annex Ed. 1
05/08/2020

ANEXO TECNICO
TECHNICAL ANNEX
0370-4160-PPE/C2

I. MODELOS INCLUIDOS EN EL CERTIFICADO
REFERENCES INCLUDED IN THIS CERTIFICATE

'N° CERTIFICADO DE EXAMEN UE DE TIPO

R, EU TYPE EXAMINATION CERTIFICATE kel

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

ISSUED BY (Organismo notificado n® 0370 | Aotified Body . 0370).
FECHA EMISION

TSsUE CATE | 2770772020

VALIDEZ HASTA

VALIDITY LIVTIL | 2072025

MARCA

BRAND L

IDENTIFICACION DEL EPI (NUMERO DE Ref.: MY-001

TIPO)
IDENTIFICATION OF THE PPE (TYPE NuMggr) | Pardide Filtering Half Mask

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

PERFORMANCE LEVEL OR PROTECTION CLass | e MR

OF THE PPE

CONEL Tipg SAYO DE CONFORMIDAD | p1c50072001501C-ENO1 issued by Precise Testing &
L Certification (Guangdong) Co., Lid.(PTC).

Pagina 2 de 2



Test Reportw

Test Requirement:

TEAA
WE

According to the requirement of the Module G2 (SPC CE-062_EN M3 PPE Jof Applus+, the test
ftem(s) of the sample is according to the standard EN149:2001+A1:2008.

Product: Particle filtering half mask
Report No.: PTC20072001501C-END1
APPLUS +With ID 2032301328
number:
Client: g! Mayo Medical Co.Ltd
5 No. 4 Dongxin 2 Road, Humen Town, Dongguan, Guangdong
Glint Adckses: Province, China
Mayo Medical Co.Ltd
G L P No. 4 Dongxin 2 Road, Humen Town, Dongguan, Guangdong
Province, China
Contact: i
Model(s): My-001
Classification: FFPZ NR
Date of Tests: 2020.07.23~2020.07.31
Signed for and on Behalf of PTC
Prepare by: Checked by:

B we

This repart i

(i

st avcard|ng to the gonaral slauses (n wen Bto-testing dom by PIC. Aesporsinliity. puirantss and law rastristion
e general asrvice clases The repart i enly rasponsibla for the

R L T
Tra raport cisld net e copied itheut permisdien

Pracise Testing & Certification (Guangdong) Co., Ltd. (PTC)
Buikiing 1, No. 6, Tangxn Read, Dongeheng Street. Dongguan, Guangdong, China,
Tel: B6-750-38808222 Fax: B6-760-38826111 hitp: ! weww pic-testing com
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NBO0370 FFP2 TEST REPORT

Test Report

Report No.:PTC20072001 501C-ENO1 Issue Date: Aug.03, 2020 Page 2 of 11

Summary of assessment

Clause Assessment
7.3 Visual inspection PASS
7.5 Material PASS
7.9.1 Total inward leakage PASS
7.9.2 Penetration of filter material PASS
7.12 Carbon dioxide content of the inhalation air PASS
7.16 Breathing resistance PASS
Remark:

PASS: comply with requirement of standard
NIA: not application
Not tested: the clause were not required

Earantan and lam restr istisn
nncot a3 otheraise nated

This remart ia insad ascarding v tha geearal slmases i e ek
are defined in the peneral service lasta. The repos
Ton v

Precise Testing & Certification (Guangdong) Co., Ltd. (PTC)
Building 1, No.. 8, Tongusn Road, Dangoheng Stréet, Dongguan, Guangdong, China,
Tol- 86-769-38808222 Fax: BG-769-38826151 it www,pic-testing som
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NBO0370 FFP2 TEST REPORT

Test Report

Report No.:PTC20072001501C-ENO1 Issue Date: Aug.03, 2020 Page 6 of 11

Table 7.9.2: Penetration of filter material
Test specification: EN 14%:2001+A1:2008 Clause 811

Asrosol Condition Sample No. P'“‘I’;Tb" Assessment

11 0.04
As received 12 1.15
13 0.04
14 0.02
Sodium chleride tes{ Simulated wearing treatment 15 0.02
16 0.12
17 0.35
Mechanical strength + 18 047

18 0.05 FFP2

20 0.42 Pass
As recaived 21 0.70
22 0.57
23 1.37
Paraffin oil test Simulated wearing treatment 24 0.97
25 0.25
F 2 0.3
Mecharical strength + > TET
28 0.37

Table 7.12: Carbon dioxide content of the inhalation air
Test specification: EN 149:2001+A1:2009 Clause 87
‘Condition Sample No. Result (%) Assessment
29 0.0096
Mean value:
As received a0 0.0121 Pass
0.012
31 0.0142

ran and Lo
on 83 cthernine natad

Tha it sad ot b ind
Testing & Certification (Guangdong) Co., Ltd.

Precise ) (T
Bulld\ng1 No. 6, Tongain Road, Dongeheng Streel, Dongguan, Guangdang, China.
86-769-38808222 Fax: B6-769-38826111 ilt:f wewwe ple-testing. com
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NBO0370 FFP2 TEST REPORT

Test Report

Report No.:PTC20072001501C-EN01 Issue Date: Aug.03, 2020 Page 7 of 11

Table 7.16: Breathing resistance (mbar)

Test specification: EN 148:2001+A1:2009 Clause 8.9
FlowRate | 32 33 3
0 |
| 0.50 048 046
inhalation |-Um40
As received =] 139 137 139

w|al8[c[o]e[a[s]c[o]e]ala]c]o]E

i oy [21]21]21]21]21]20]21[21] 21| 22[22]22] 22] 22
Flowkae | 3 3 a7
LAl 040 040 043
ey | e :‘E:‘ 136 137 138
w|Aals[c[o[e[a[s]c]o]e[ala]c]o]E
Exhalation | | L T
20[20] 19 19]20]19]19] 19| 20[20]20]20]20
FlowRate | 38 39 40
e 038 038 039
conditioned i | 138 139 136
S ,W‘A|a|c!n|5 alslc|ofe|ala]c]o]e
" [20]20]20[20[ 18] 20 20] 20] 20] 20] 20] 20 [20[ 20] 20|
Assessment FFP2, Pass

A: Facing direclly shead  B: Facing vertically upwards  C: facing vertically downwards.

D:Lyingon the left side  E: Lying on the right side

R b Pt et Fir 98 A Bkt et [ it
are deflned n the general service clauses T 5 enly reapen
st Bl et b
Precise Testing & Certification (Guangdang) Co., Ltd. (PTC)
Buikding 1, No. 8, Tongxin Road, Dongeheng Street, Dongguan, Guangdang, China.
Tol: 85-760-39308222 Fax: B6-763-38326111 hitp!i www pc-testing.com

enperd 8141 1. g
ted samelels) encapt a3 othes
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NBO0370 FFP2 TEST REPORT

Test Report

Report No.:PTC20072001501C-EN01 Issue Date: Aug.03, 2020 Page 7 of 11

Table 7.16: Breathing resistance (mbar)

Test specification: EN 148:2001+A1:2009 Clause 8.9
FlowRate | 32 33 3
0 |
| 0.50 048 046
inhalation |-Um40
As received =] 139 137 139

w|al8[c[o]e[a[s]c[o]e]ala]c]o]E

i oy [21]21]21]21]21]20]21[21] 21| 22[22]22] 22] 22
Flowkae | 3 3 a7
LAl 040 040 043
ey | e :‘E:‘ 136 137 138
w|Aals[c[o[e[a[s]c]o]e[ala]c]o]E
Exhalation | | L T
20[20] 19 19]20]19]19] 19| 20[20]20]20]20
FlowRate | 38 39 40
e 038 038 039
conditioned i | 138 139 136
S ,W‘A|a|c!n|5 alslc|ofe|ala]c]o]e
" [20]20]20[20[ 18] 20 20] 20] 20] 20] 20] 20 [20[ 20] 20|
Assessment FFP2, Pass

A: Facing direclly shead  B: Facing vertically upwards  C: facing vertically downwards.

D:Lyingon the left side  E: Lying on the right side

R b Pt et Fir 98 A Bkt et [ it
are deflned n the general service clauses T 5 enly reapen
st Bl et b
Precise Testing & Certification (Guangdang) Co., Ltd. (PTC)
Buikding 1, No. 8, Tongxin Road, Dongeheng Street, Dongguan, Guangdang, China.
Tol: 85-760-39308222 Fax: B6-763-38326111 hitp!i www pc-testing.com

enperd 8141 1. g
ted samelels) encapt a3 othes
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MASK TYPE

1000-+ASERTF
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MATERIALS

40,54% 32,43% 27,03%
NON-WOVEN | ESHOTAIR | MELT-BLOWN
FABRIC COTTON FABRIC

INDIVIDUALLYASJUSTABLE ALUMINUM
MOSE CLIP E)CI';ZELLENT FIT
ULTRASONIC WELDED j

EAR - STRAPS F;]R SECURE SEAL

S 3
-

EXCEPTIONAL INSIDE FILTER FOR LOW™ ~ .

BREATHING RESISTANCE . =



