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NOMBRE DEL PRODUCTO: MASCARILLA FILTRANTE FFP2 NR

IMPORTADOR:
INCA PRODUCTS S.L.
C.I.LF. B-05115159

FABRICANTE:
ZHEUIANG QUZHOU RONGBO MEDICAL INSTRUMENT CO.,LTD
N2680 Century Road, Quzhou City, Zhejiang Province, China

CERTIFICACIONES Y DOCUMENTACION:
Ficha técnica del producto.
Fotos de la mascarilla y blister de venta.
EU declaracion de conformidad del fabricante.

Certificado CE mddulo B de CCQS n2 CE-PC-200511-364-01-9B
con referencia ON CE 2834.

Certificado CE mddulo C2 de CCQS n2 CE-PC-200511-364-FPC-B
con referencia ON CE 2834.

Test report emitido por: CASST N2 WLH0336-2020
CNAS L0118
Fecha: Mayo 8, 2020
Conforme la normativa: EN 149:2001+A1:2009

Test report colores por: PTC (Precise testing & Certification (Guangdong) Co., Ltd)
CNAS L5772
Fecha: Enero 4, 2021
Conforme la normativa: EN 149:2001+A1:2009

Informe de auditoria de capacidad y credibilidad del proveedor emitido por:
SGS Audit- SCCA
Report n2: SCCA220071801

Registrada en la cdAmara de comercio de China para la Importacion y exportacion de
medicina, productos de salud dispositivos médicos y EPI’'s con marcado CE en origen.

Adjuntamos documentacion
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D . e v 4
escripeion FICHA TECNICA
Mascarilla filtrante FFP2 NR. No estéril.
Tamanfo adulto. Con clip en la nariz. P RO D U CTO

Modelo del fabricante: RB-008

Mascarilla definida por EN 149:2001+A1:2009
Colores: negro, azul marino y rosa.

Dimensiones: 155 ( +-0,5cm) *10,5 cm ( +-0,5cm) s s R e, ‘

RONGBOKANG
RB-008 FFp) Ng
EN 149:2001+A1.2009
(€2834

Propiedades:

Peso base de los tejidos no tejidos (capas interiores): 30 g
Peso basico de los tejidos no tejidos (capas exteriores): 50 g
Peso base de las telas fundidas por soplado (2a capa): 25 g
Peso basico de las telas fundidas por soplado (3a capa): 25 g
Peso basico del algodon de aire caliente (4a capas): 45 g

Media mascara de filtrado de particulas segun la definicion de EN 149: 2001 + A1: 2009.

Indicaciones:

La mascara puede filtrar las particulas en el aire y bloquear las gotas, la sangre, los fluidos corporales y las
secreciones. Es seguro y confiable.

Producto de un solo uso.

NR- No reutilizable

Materiales:

Cuerpo de la mascarilla: PP de tela no tejida (capas interiores y exteriores)

Tejodo Melt blown de polipropileno (2a y 32 capa) y algoddn de aire caliente de poliéster (42 capa)
Clip de nariz: polietileno + alambre galvanizado

Orejera: Spandex

Esterilizacion: No estéril

Regulacion:
Nombre de la autoridad reguladora: CCQS con referencia de ON: 2834

Certificado CE mddulo B de CCQS n2 CE-PC-200511-364-01-9B
con referencia ON CE 2834.

Certificado CE mddulo C2 de CCQS n2 CE-PC-200511-364-FPC-B
con referencia ON CE 2834.

(Ver en documentacién adjunta)

Fabricacion:
Fabricado en China.

Caducidad:
3 afos a partir del mes de produccion.

Almacenamiento
Mantener el producto en una habitacion limpia con una humedad relativa no superior al 80%, sin gases
corrosivos, fresco, seco y bien ventilado.
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TECHNICAL
DATA SHEET

Particle Filtering Half Mask
FFP2 NR

Non-medical

Description

RB-008: FFP2, Non-medical, With nose clip
Black, navy blue, pink

Dimensions
Length Width
RB-008 155 mm 105mm
Properties-------- 5 layers

Basis weight of non-woven fabrics (inner layers): 30g

Basis weight of non-woven fabrics (outer layers): 50g

Basis weight of melt-blown fabrics (2nd layers): 25g

Basis weight of melt-blown fabrics (3rd layers): 25g

Basis weight of hot air cotton (4th layers): 45g

Particle Filtering Half Mask as defined by EN 149:2001+A1:2009.

Indication

The mask can filter the particles in the air, and block the droplets,
blood, body fluids and secretions. It is safe and reliable.
Single use product.

Counter indication

None in particular.

Main materials

Mask body: Made of PP non-woven fabrics (inner and outer
layers)and polypropylene melt- blown fabrics (2nd & 3rd
layers) and Polyester hot air cotton (4th layers)

Nose clip: Polyethylene + Galvanized wire

Ear loop: Spandex

Sterilization

Products are not sterilized.

Not to use latex either on the production line or on the masks.

CE 2834

RONGBOKANG
RB-008 FF g
EN 149:2001+A1 20
Manufacturing

Products are manufactured in China.
The factory is Quzhou Rongbo Medical Instrument Co Ltd.

Storage

Store the product in a clean room with a relative humidity of less
than 80% at room temperature, no corrosive gases, cool, dry, and
well ventilated.

temperature range of storage conditioons: -20C to +40°C

Shelf life

3 years after month of production.
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DECLARACION DE CONFORMIDAD-CASTELLANO E INGLES
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DECLARACION DE CONFORMIDAD — ENGLISH VERSION










Declaracion de cumplimiento de la UE

Anexo IX Reglamento PPE (UE) 2016/425

La declaracion de conformidad de la UE se refiere a los siguientes productos

1. La situacién basica es la siguiente:

Nombre del producto Modelo Categoria/Tipo Fecha de vencimiento CE
Mascara de filtro de RB-008 FFP2 NR 2025-06-08

particulas

2. El nombre y la direccion del fabricante son iﬁs siguientes:
Nombre: ZHEJIANG QUZHOU RONGBO MEDICAL INSTRUMENT CO.LTD. j

Direccion: No0.680 century road,quzhou city,zhejiang province china

3. Esta declaracién de conformidad es emitida exclusivamente por el fabricante.
4. Describa el PPE en detalle para permitir la trazabilidad/identificacién del PPE.
Meodelo: RB-008 15.5*10.5cm

FFP2 NR

Media mascara azul marino plegable sin valvula

Los términos establecidos en el (4) anterior estan en conformidad con el Reglamento Legislativo de Coordinacién de la
Alianza pertinente (UE) 2016/425.
Se hace referencia a las normas uniformes pertinentes utilizadas, incluidas las fechas estandar, o a otras especificaciones

técnicas, incluidas las fechas de las especificaciones, para declarar el cumplimiento:

No Nombre estandar uniforme

1 EN 149:2001+A1:2009

Servicios de certificacion CCQS Co., Ltd. (NB2834) realizé una prueba de tipo de la UE (Unidad B) y emitié un nimero de

certificado de tipo de prueba:

No r;!-L'Jmero de certificado de la prueba de tipo de la UE (Mddulo B)
1 CE-PC-200511-364-01-9B

Categoria de producto:

[ ] Este producto es clase IL.

.Este producto es la tercera categoria, por el médulo C2 control de produccién interno y supervision de la inspeccion del
producto intervalo aleatorio, y en la supervision de CCQS Certified Services Limited. (nb2834)

[_JEste producto es la tercera categoria, de acuerdo con la garantia de calidad del proceso de produccién, en linea con el tipo

de médulo D, y bajo la supervision de CCQS Certified Services Limited. (nb2834)" i?,_[.\f ;’({» N
&\ 17y

no usar latex ni en la linea de produccion ni en las mascaras

Firma: Jf ¥ Fecha: 2926+ | 2+ ?a Sello de la empresa y/o firma legal:




Declaracion de cumplimiento de la UE

Anexo IX Reglamento PPE (UE) 2016/425

La declaracién de conformidad de la UE se refiere a los siguientes productos

1. La situacion basica es la siguiente:

Nombre del producto Modelo Categoria/Tipo Fecha de vencimiento CE
Mascara de filtro de RB-008 FFP2 NR 2025-06-08

particulas

2. El nombre y la direccion del fabricante son los siguientes:
Nombre: ZHEJIANG QUZHOU RONGBO MEDICAL INSTRUMENT CO, LTD.
Direccién: No.680 century road,quzhou city,zhejiang province china

3. Esta declaracion de conformidad es emitida exclusivamente por el fabricante.
4. Describa el PPE en detalle para permitir la trazabilidad/identificacion del PPE.
Modelo: RB-008 15.5%10.5¢cm

FFP2 NR

Media méascara rosa plegable sin vélvula

Los términos establecidos en el (4) anterior estan en conformidad con el Reglamento Legislativo de Coordinacion de la
Alianza pertinente (UE) 2016/425.
Se hace referencia a las normas uniformes pertinentes utilizadas, incluidas las fechas estandar, o a otras especificaciones

técnicas, incluidas las fechas de las especificaciones, para declarar el cumplimiento:

No Nombre estandar uniforme
1 EN 149:2001+A1:2009
Servicios de certificacion CCQS Co., Ltd. (NB2834) realizé una prueba de tipo de la UE (Unidad B) y emitid un nimero de

certificado de tipo de prueba:

No Numero de certificado de la prueba de tipo de la UE (Madulo B)
1 CE-PC-200511-364-01-98

Categoria de producto:

[ | Este producto es clase I,
.Este producto es la tercera categoria, por el médulo C2 control de produccion interno y supervision de la inspeccién del
producto intervalo aleatorio, y en la supervision de CCQS Certified Services Limited. (nb2834)

[_JEste producto es la tercera categoria, de acuerdo con la garantia de calidad del proceso de produccién, en linea con el tipo
de modulo D, y bajo la supervision de CCQS Certified Services Limited. (nb2834)

no usar latex ni en la linea de produccién ni en las mascaras

\ ; 3 = -
Firma: V%g Fecha: 2020 . )2:]91_Sello de la empresa y/o firma legal:

—




Declaracion de cumplimiento de la UE

Anexo IX Reglamento PPE (UE) 2016/425

La declaracion de conformidad de la UE se refiere a los siguientes productos

1. La situacion basica es la siguiente:

Nombre del producto Modelo Categoria/Tipo Fecha de vencimiento CE
Méascara de filtro de RB-008 FFP2 NR 2025-06-08

particulas

2. El nombre y la direccion del fabricante son los siguientes:
Nombre: ZHEJIANG QUZHOU RONGBO MEDICAL INSTRUMENT CO, LTD.

Direccion: No.680 century road,quzhou city,zhejiang province china

3. Esta declaracion de conformidad es emitida exclusivamente por el fabricante.
4. Describa el PPE en detalle para permitir la trazabilidad/identificacion del PPE.
Modelo: RB-008 15.5*10.5¢m

FFP2 NR

Media mascara negra plegable sin valvula

Los términos establecidos en el (4) anterior estan en conformidad con el Reglamento Legislativo de Coordinacién de la
Alianza pertinente (UE) 2016/425,
Se hace referencia a las normas uniformes pertinentes utilizadas, incluidas las fechas estandar, o a otras especificaciones

técnicas, incluidas las fechas de las especificaciones, para declarar el cumplimiento:

No Nombre estandar uniforme
1 EN 149:2001+A1:2009
Servicios de certificacion CCQS Co,, Ltd. (NB2834) realiz6 una prueba de tipo de la UE (Unidad B) y emitié un nimero de

certificado de tipo de prueba:

No ’ * Numero de certificado de la prueba de tipo de la UE (Médulo B)
1 | CE-PC-200511-364-01-9B
Categoria de producto:

[_]Este producto es clase II.
.Este producto es la tercera categorfa, por el médulo C2 control de produccion interno y supervision de la inspeccion del
producto intervalo aleatorio, y en la supervision de CCQS Certified Services Limited. (nb2834)

[_] Este producto es la tercera categoria, de acuerdo con la garantia de calidad del proceso de produccion, en linea con el tipo
de modulo D, y bajo la supervisién de CCQS Certified Services Limited. [nb2834} ] ":" -

no usar latex ni en la linea de produccidn ni en las méscaras
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MASCARA MARCADA CON:
SR
*  Nombre de la fabrica/ marca comercial P ‘:0‘1_‘_
*  Modelo del fabricante ’6:."~,,‘.r’ N
e Tipo de mascara p ),*:.‘ » <
* NRde no reutilizable ,.;.%u‘ ‘t‘
*  Normativa que cumple ";:,"“} “‘
e CE con el cédigo del organismo notificador ‘;":ﬁ oF I o
,-".':»‘ * o
7~ ’.. - ‘0
a’:’. "4
0 *
e
O
4 b°’
A .. o
» 7 ’
P '::' %:‘ ',""”Oioanlllnccu.n-asu
- s
it
>
: ~-
Kl - —
/ = RUNGBO#‘IANG
: + RB-008 FFp2 NR :
2® . Q. 4 - -
i EN L49:2001+A1-2009 =
X piols ¥ =
i (€2834 =
A =7
Ve X

‘e TR Ny
== '.... 'lvllllllalu:,
‘_\ . St ssaana
s P
>
\’,, '\\
2 R
1" \\."\‘.
Ko o
$'4 =
> \'\"
.95 >
2 o
MO N
1’0’ Y
‘e )
» -
7.’. -
' N
* % &
* s o
Ll -
o
s 6



MASCARILLA FILTRANTE FFP2 NR COLORES - TAMANO ADULTO

REF.: 00145
EAN:8435142001455

REF.: 00144
EAN:8435142001448

REF.: 00143
EAN:8435142001431




MASCARILLA FILTRANTE FFP2 NR - TAMANO ADULTO

CERTIFICACIONES, TEST REPORTS Y COMPROBACIONES
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VERIFICACION DEL ORGANISMO NOTIFICADOR EUROPEO ACORDE
REGLAMENTO EPI (EU) 2016/425

LINK PARA VERIFICACION

Notification Found : 2

Body !

CCQS Certification Services Limited

Block 1 Slanchardstown Corparate Park, Ballycoolin Road, Blanchardstown, Dubdin 15 D15
AXK 1

Dulin

Courtry ! Ireland

Phone : 00 353 1 S88 6520
Fax : -

Emall | nfodcogs.
Website - wyww, cons ok

Notified Body rumber | 2834

Legisiations

[ — ——
» Regulation {EU} 2016/425 Personal protective aqupment MTML |EDE



https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=notifiedbody.notifiedbody&refe_cd=NANDO%5FINPUT%5F249325
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VERIFICACION DEL LABORATORIO QUE EMITE EL DOCUMENTO CONFORME
ESTA INCLUIDO EN LA LISTA DE ACREDITADOS POR LA ENTIDAD CHINA DE
ACREDITACION. CNAS L0118

Verificacion de certificados/informes que acompaian a los EPI
(06.04.2020) SEGUN MINISTERIO DE TRABAJO Y ECONOMIA SOCIAL.

LINK DE VERIFICACION



https://las.cnas.org.cn/LAS_FQ/publish/externalQueryL1En.jsp

MASCARILLA FILTRANTE FFP2 NR - TAMANO ADULTO

VERIFICACION DEL LABORATORIO QUE EMITE EL DOCUMENTO CONFORME
ESTA INCLUIDO EN LA LISTA DE ACREDITADOS POR LA ENTIDAD CHINA DE
ACREDITACION. CNAS L5772

Verificacion de certificados/informes que acompaian a los EPI
(06.04.2020) SEGUN MINISTERIO DE TRABAJO Y ECONOMIA SOCIAL.

LINK DE VERIFICACION



https://las.cnas.org.cn/LAS_FQ/publish/externalQueryL1En.jsp

MASCARILLA FILTRANTE FFP2 NR - TAMANO ADULTO

VERIFICACION

CAMARA DE COMERCIO CHINA PARA IMPORTACION Y EXPORTACION DE
MEDICINA Y PRODUCTOS DE SALUD

Lista de nombres de empresas de dispositivos y suministros médicos con
certificacion / autorizacion de otros paises

LINK DE VERIFICACION

Yantai Zhonglian Industry Co., Ltd
505 | REEZEETHRERAT 91120112MA06Y54Y58 CE
Tianjin Nuoze Medical Technology Co.,Ltd
506 | RKEWHFETRMERAS] 911201107833192446 CE
Tianiin Xinzhono Madical Davicas Ca_Ltd
507 | AMIEMRIBETBMERAR 913308007625355461 CE
Zhejiang Quzhou Rongbo Medical Instrument Co.,Ltd.
508 R T TR A S TI0O22 SNSRI NSO SE
Chongging Kangjiasen Medical Electronic Technology
Co., Ltd.

509 | EABMETBRARIRELS 91500106MABOQNY173 CE
Chongging Xinglin Medical Supplies Co., Ltd
510 BNER T AR RIS A RN S Q13401N2R74218153G CF



http://en.cccmhpie.org.cn/Web/Content.aspx?queryStr=w7x08q7x15x15o3w8w1vS9z8w7x1X10x16x0X10x16o3w8w1u9v1u9vV6v7

Hongyi Lee

278518794@qqg.com
13205890555
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Test Report

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

particles. Requirements, testing, marking

Product: Particle Filtering half mask

Report No.: PTC20122101501C-ENO1V01

Client: YIWU COOLS ACCESSORIES CO., LTD

Client Address: NO.317 Huaxian Road, Niansanli street,Yiwu, Zhejiang, China
Manufacturer: ZHEJIANG QUZHOU RONGBO MEDICAL INSTRUMENT CO., LTD

Manufacturer Address: No0.680 Century Road, Quzhou City, Zhejiang Province, China

Contact: Apple

Model(s): RB-008

Classification: FFP2 NR

Date of Tests: 2020.12.23~2020.12.29

Signed for and on Behalf of PTC

Prepare by: Checked by:

This report is issued according to the general clauses in www. ptc—testing. com by PTC. Responsibility, guarantee and law restriction
are defined in the general service clauses. The report is only responsible for the submitted sample(s) except as otherwise noted.
The report could not be copied without permission

Precise Testing & Certification (Guangdong) Co., Ltd. (PTC)
Building 1, No. 6, Tongxin Road, Dongcheng Street, Dongguan, Guangdong, China.
Tel: 86-769-38808222 Fax: 86-769-38826111 http:// www.ptc-testing.com



Test Report

Report No.:PTC20122101501C-EN01V01 Issue Date: Jan.04, 2021 Page 2 of 19

Summary of assessment

Clause Assessment
7.3 Visual inspection NOT TESTED
7.4 Packaging PASS

7.5 Material PASS

7.6 Cleaning and disinfecting N/A

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 harness PASS
7.14 Field of vision PASS
7.15 Exhalation valve N/A

7.16 Breathing resistance PASS
7.17 Clogging N/A

7.18 Demountable parts PASS

9 Marking NOT TESTED

Remark:

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

This report is issued according to the general clauses in www. ptc—testing. com by PTC. Responsibility, guarantee and law restriction
are defined in the general service clauses. The report is only responsible for the submitted sample(s) except as otherwise noted.
The report could not be copied without permission

Precise Testing & Certification (Guangdong) Co., Ltd. (PTC)
Building 1, No. 6, Tongxin Road, Dongcheng Street, Dongguan, Guangdong, China.
Tel: 86-769-38808222 Fax: 86-769-38826111 http:// www.ptc-testing.com



Test Report

Report No.:PTC20122101501C-EN01V01 Issue Date: Jan.04, 2021 Page 3 of 19

Test Result:

Requirement Test Result Conclusion

7.3 Visual inspection
The visual inspection shall also include the marking and the information Not tested Not tested
supplied by the manufacturer.

7.4 Packaging

Particle filtering half masks shall be offered for sale packaged in such a
way that they are protected against mechanical damage and
contamination before use.

In accordance
with the Pass
requirement.

7.5 Material
Materials used shall be suitable to withstand handling and wear over the

N hanical
period for which the particle filtering half mask is designed to be used. Ognechapica

failure after

ing th
Any material from the filter media released by the air flow through the undergoing the

filter shall not constitute a hazard or nuisance for the wearer. condl’.uonm.g
described in
8.3 1 Pass
After undergoing the conditioning described in 8.3.1 none of the particle .
AN . . : No collapse when
filtering half masks shall have suffered mechanical failure of the facepiece s .
or straps conditioned in
iy accordance with
8.3.1 and 8.3.2.
When conditioned in accordance with 8.3.1 and 8.3.2 the particle filtering an
half mask shall not collapse.
7.6 Cleaning and disinfecting
If the particle filtering half mask is designed to be re-usable, the Single shift use only N/A

materials used shall withstand the cleaning and disinfecting agents and
procedures to be specified by the manufacturer.

7.7 Practical performance
The particle filtering half mask shall undergo practical performance tests No imperfections Pass
under realistic conditions

7.8 Finish of parts
Parts of the device likely to come into contact with the wearer shall have
no sharp edges or burrs.

This report is issued according to the general clauses in www. ptc—testing. com by PTC. Responsibility, guarantee and law restriction
are defined in the general service clauses. The report is only responsible for the submitted sample(s) except as otherwise noted.
The report could not be copied without permission

Precise Testing & Certification (Guangdong) Co., Ltd. (PTC)
Building 1, No. 6, Tongxin Road, Dongcheng Street, Dongguan, Guangdong, China.
Tel: 86-769-38808222 Fax: 86-769-38826111 http:// www.ptc-testing.com

No sharp edges or

Pass
burrs.



Test Report

Report No.:PTC20122101501C-EN01V01 Issue Date: Jan.04, 2021

7.9.1 Total inward leakage
For particle filtering half masks fitted in accordance with the
manufacturer’s information, at least 46 out of the 50 individual exercise
results (i.e. 10 subjects x 5 exercises) for total inward leakage shall be
not greater than 25 % for FFP1, 11 % for FFP2, 5 % for FFP3

and, in addition, at least 8 out of the 10 individual wearer arithmetic
means for the total inward leakage shall be not greater than 22 % for
FFP1, 8 % for FFP2, 2 % for FFP3.

7.9.2 Penetration of filter material
The penetration of the filter of the particle filtering half mask shall meet
the requirements of Table 1.

Sodium chloride test Paraffin oil test 95
95 I/min I/min
FFP1 <20% <20%
FFP2 <6% <6%
FFP3 <1% <1%

7.10 Compatibility with skin
Materials that may come into contact with the wearer’s skin shall not
be known to be likely to cause irritation or any other adverse effect to
health.

7.11 Flammability
When tested, the particle filtering half mask shall not burn or not to
continue to burn for more than 5 s after removal from the flame.

7.12 Carbon dioxide content of the inhalation air

The carbon dioxide content of the inhalation air (dead space) shall not
exceed an average of 1,0 % (by

volume)

7.13 Head harness
The head harness shall be designed so that the particle filtering half mask

can be donned and removed easily.

The head harness shall be adjustable or self-adjusting and shall be

FFP2, Test
results are
shown in Annex
A Table
7.9.1-A&B

FFP2 , Test
results are
shown in Annex
ATable 7.9.2.

No irritation or
any other
adverse effect to
health.

Test results are
shown in Annex A
Table 7.11.

Test results are
shown in Annex A
Table 7.12.

Head harness can
be donned and
removed easily,

adjustable or
self-adjusting and

Page 4 of 19

Pass

Pass

Pass

Pass

Pass

Pass

This report is issued according to the general clauses in www. ptc—testing. com by PTC. Responsibility, guarantee and law restriction
are defined in the general service clauses. The report is only responsible for the submitted sample(s) except as otherwise noted

The report could not be copied without permission

Precise Testing & Certification (Guangdong) Co., Ltd. (PTC)
Building 1, No. 6, Tongxin Road, Dongcheng Street, Dongguan, Guangdong, China.
Tel: 86-769-38808222 Fax: 86-769-38826111 http:// www.ptc-testing.com



Report No.:PTC20122101501C-EN01V01

sufficiently robust to hold the particle filtering half mask firmly in position
and be capable of maintaining total inward leakage requirements for the
device.

7.14 Field of vision
The field of vision is acceptable if determined so in practical performance
tests.

7.15 Exhalation valve
A particle filtering half mask may have one or more exhalation valve(s),
which shall function correctly in all orientations.

If an exhalation valve is provided it shall be protected against or be
resistant to dirt and mechanical damage and may be shrouded or may
include any other device that may be necessary for the particle filtering
half mask to comply with 7.9.

Exhalation valve(s), if fitted, shall continue to operate correctly after a
continuous exhalation flow of 300 I/min over a period of 30 s.

When the exhalation valve housing is attached to the faceblank, it shall
withstand axially a tensile force of 10 N applied for 10 s.

7.16 Breathing resistance

Maximum permitted resistance (mbar)
Classification Inhalation Exhalation
30 I/min 95 I/min 160 I/min
FFP1 0.6 2.1 3.0
FFP2 0.7 2.4 3.0
FFP3 1.0 3.0 3.0
7.17 Clogging

7.17.2 Breathing resistance

Valved particle filtering half masks:

After clogging the inhalation resistances shall not exceed:

FFP1: 4 mbar, FFP2: 5 mbar, FFP3: 7 mbar at 95L/min continuous flow
The exhalation resistance shall not exceed 3 mbar at 160 L/min

Test Report

Issue Date: Jan.04, 2021

have sufficiently
robust to hold the
particle filtering half
mask firmly.

Pass the practical
performance tests.

No exhalation valve

FFP2. Test results
are shown in Annex
ATable 7.16.

Single shift use
only.

Page 5 of 19

Pass
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continuous flow
Valveless particle filtering half masks
After clogging the inhalation and exhalation resistances shall not exceed:

FFP1: 3 mbar, FFP2: 4 mbar, FFP3: 5 mbar at 95L/min continuous flow

7.17.3 Penetration of filter material

Sodium chloride test Paraffin oil test 95
95 I/min I/min
FFP1 <20% <20%
FFP2 <6% <6%
FFP3 <1% < 1%

7.18 Demountable parts
All demountable parts (if fitted) shall be readily connected and secured, Comply Pass
where possible by hand

9 Marking

9.1 Packaging

The following information shall be clearly and durably marked on the
smallest commercially available packaging or legible through it if the
packaging is transparent.

9.1.1 The name, trademark or other means of identification of the
manufacturer or supplier.

9.1.2 Type-identifying marking.

9.1.3 Classification

The appropriate class (FFP1, FFP2 or FFP3) followed by a single space
and then: "NR" if the particle filtering half mask is limited to single shift use
only. Example: FFP3 NR, or "R" if the particle filtering half mask is
re-usable.

Example: FFP2 R D.

9.1.4 The number and year of publication of this European Standard.
9.1.5 At least the year of end of shelf life. The end of shelf life may be
informed by a pictogram as shown in Figure 12a, where yyyy/mm
indicates the year and month.

9.1.6 The sentence ‘see information supplied by the manufacturer’, at
least in the official language(s) of the country of destination, or by using

This report is issued according to the general clauses in www. ptc—testing. com by PTC. Responsibility, guarantee and law restriction
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the pictogram as shown in Figure 12b.

9.1.7 The manufacturer’'s recommended conditions of storage (at least the
temperature and humidity) or equivalent pictogram, as shown in Figures
12c and 12d.

9.1.8 The packaging of those particle filtering half masks passing the
dolomite clogging test shall be additionally marked with the letter "D". This
letter shall follow the classification marking preceded by a single space.

9.2 Particle filtering half mask

Particle filtering half masks complying with this European Standard shall
be clearly and durably marked with the following:

9.2.1 The name, trademark or other means of identification of the
manufacturer or supplier.

9.2.2 Type-identifying marking.

9.2.3 The number and year of publication of this European Standard.
9.2.4 Classification

The appropriate class (FFP1, FFP2 or FFP3) followed by a single space
and then: "NR" if the particle filtering half mask is limited to single shift use
only. Example: FFP3 NR, or "R" if the particle filtering half mask is
re-usable. Example: FFP2 R D.

9.2.5 If appropriate the letter D (dolomite) in accordance with clogging
performance. This letter shall follow the classification marking preceded by
a single space.

9.2.6 Sub-assemblies and components with considerable bearing on
safety shall be marked so that they can be identified.

Page 7 of 19
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Annex A: Summarization of Test Data
Table 7.9.1-A: Inward Leakage Test Data
Test specification: EN 149:2001+A1:2009 Clause 8.5
Subject sa;:;‘f"e Condition Vx,Z')k Si;lg/loas)?de u:/(%%‘v’m If;:')‘ VX,Z')" “’:oe/;"
Lv 1 AR 3.5 34 3.0 3.1 3.0 3.2
Li 2 AR 4.3 4.2 4.2 4.0 4.4 4.2
Zhong 3 AR 5.9 6.4 6.2 6.5 6.5 6.3
Xu 4 AR 49 4.7 45 5.0 5.1 4.8
Ma 5 AR 5.4 4.1 3.5 4.2 4.3 4.3
Chen 6 TC 3.5 4.2 3.6 4.0 43 3.9
Chen 7 TC 5.3 5.6 49 5.2 4.2 5.0
Zhuo 8 TC 3.7 3.8 3.6 3.9 4.0 3.8
Chen 9 TC 3.7 3.8 3.7 4.1 3.1 3.7
Zhang 10 TC 4.0 4.7 4.4 4.2 3.7 4.2
Table 7.9.1-B: Facial dimension
Subject Face Length Face Width Face Depth Mouth Width
Lv 113 139 104 53
Li 120 135 112 55
Zhong 108 135 106 56
Xu 120 150 120 70
Ma 130 170 130 80
Chen 110 160 90 40
Chen 115 145 110 50
Zhuo 103 146 100 50
Chen 110 145 95 40
Zhang 144 141 101 54
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Table 7.9.2: Penetration of filter material
Test specification: EN 149:2001+A1:2009 Clause 8.11

Aerosol Condition Sample No. Peni(t)/ra;tlon Assessment
(1)
11 0.2
As received 12 0.2
13 0.2
14 0.2
Sodium chloride test| Simulated wearing treatment 15 0.2
16 0.2
17 0.2
Mechanical strength + 18 0.2
Temperature conditioned ’
19 0.2
Pass
20 1.0
As received 21 0.6
22 0.8
23 0.7
Paraffin oil test Simulated wearing treatment 24 0.8
25 0.5
26 1.0
Mechanical strength +
Temperature conditioned 21 0.9
28 0.7
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Table 7.11: Flammability

Test specification: EN 149:2001+A1:2009 Clause 8.6

Condition Sample No. Result Assessment
29 No burn

As received
30 No burn

Pass
31 No burn
Temperature conditioned

32 No burn

Table 7.12: Carbon dioxide content of the inhalation air

Test specification: EN 149:2001+A1:2009 Clause 8.7

Condition Sample No. Result (%) Assessment
33 0.02
Mean value:
As received 34 0.02 Pass
0.02
35 0.02
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Table 7.16: Breathing resistance (mbar)
Test specification: EN 149:2001+A1:2009 Clause 8.9

Flow Rate 36 37 38
30. 0.16 0.14 0.14
. I/min
Inhalation 95
As received Umin 0.73 0.73 0.73
A B C D E A B C D E A B C D E
. 160
Exhalation I/min
142 | 142 | 139 | 1.36 | 1.37 | 1.35 | 143 | 1.38 | 144 | 1.37 | 140 | 1.35 | 1.37 | 1.31 | 1.35
Flow Rate 39 40 41
30
Simulated | | Umin 0.20 0.20 0.21
wearing nhaiation 95
min 0.82 0.77 0.79
treatment
A B C D E A B C D E A B C D E
. 160
Exhalation Umin
144 | 140 | 142 | 148 | 144 | 141 | 141 | 136 | 144 | 142 | 1.38 | 1.36 | 1.37 | 1.35 | 1.37
Flow Rate 42 43 44
30
Umin 0.19 0.17 0.17
Temperature | Inhalation 95
conditioned I/min 075 0.74 073
A B C D E A B C D E A B C D E
. 160
Exhalation U/min
135|134 | 136 | 1.34 | 134 | 131 | 132 | 1.31 | 1.31 | 1.33 | 1.32 | 1.31 | 1.32 | 1.32 | 1.32
Assessment Pass

A: Facing directly ahead B: Facing vertically upwards C: Facing vertically downwards

D: Lying on the left side E: Lying on the right side
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Test Uncertainty
Total inward leakage 3.8%
Penetration of filter material(NaCl) 3.5%
Penetration of filter material(Paraffin oil) 4.2%
Carbon dioxide content of the inhalation air 4.5%
Breathing resistance(30L/min) 5.2%
Breathing resistance(95L/min) 5.4%
Breathing resistance(160)L/min) 6.0%

Remark: This report supersedes all previous documents bearing the test report number

PTC20122101501C-ENO1. Report number PTC20122101501C-ENO1 was invalid.

Amendments to report

Version

Date of issue

Changes

PTC20122101501C-ENO1V01

2021.01.04

Photo(s) of Sample
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Photo(s) of Sample:
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***End of Report***
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Report No.: SCCA2020071801

Supplier Creditability & Capacity Audit Report

Report:

Supplier Name Zhejiang Quzhou Rongbo Medical Instrument Co., Ltd. T M 2 2 7 283475 BR 2

Supplier Address No. 680, Century Road, Quzhou Economic Development Zone, Zhejiang, China

Client Information | /

Name of Assessor | Seven Song Reviewed by Roger Wang

Audited Date 2020/07/18 Expiry Date 2021/07/17

Assessment Scope:

Section 1: Company Profile
Section 2: Certificate

Section 3: Child Labor Review
Section 4: Sampling

Section 5: Attachment

Comments

Zhejiang quzhou rongbo medical instrument Co., LTD. was established in 1997. It is a professional
company registered in the state food and drug administration for the production of sterile medical devices.
The company registered capital of 5.28 million yuan, the company mainly production and sales of various
specifications of disposable sterile syringes, disposable infusion with needle, one-time blood blood with
needles, disposable vacuum blood vessels, one-time use of sterile needles, disposable surgical masks
and other products. The company has a wide distribution network of products all over the country, and
extends abroad to the Middle East, Pakistan, Syria, Argentina, Singapore and other countries and
regions.

Important Notes:

This report is issued by the SGS —CSTC under its General Terms and Conditions of Service accessible at
http://www.sgs.com/terms and conditions.htm. Attention is drawn to the limitation of liability,
indemnification and jurisdiction issues defined therein.

Any holder of this document is advised that information contained hereon reflects the Company’s actual
findings at the time of its intervention only and within the limits of Client’s instructions, if any. The
Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. Any
unauthorized alteration, forgery or falsification of the content or appearance of this document is unlawful
and offenders may be prosecuted to the fullest extent of the law.
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Section 1: Company Profile

1.1 Basic Information

Name of Supplier

Zhejiang Quzhou Rongbo Medical Instrument Co., Ltd. #iVLE Mo 1HEE 7 286445 PR A 7

Address in License

No. 680, Century Road, Quzhou Economic Development Zone, Zhejiang, China

Audited Address

No. 680, Century Road, Quzhou Erconomic Development Zone, Zhejiang, China

Main Product

Sterile Syringe For single use without needle, Disposable Surgical Mask, Disposable Mask

Industry experience

Disposable Surgical Mask, Disposable Mask : 2020.03 -- Up to now

; Corporate S
License Number 913308007626355461 Representative Mr. Xiukui Shen
Registration Date 03. Jun. 2004 Expiry Date 02. Jun. 2034
Registered Capital RMB 5,280,000 Paid-in Capital RMB 27,280,000
Area of Office 2,000 square meters Area of Workshop 7,000 square meters
1.2 Contact Way
Company
Representative Mr. Xun Wang / General Manager
Tel. number 86-570-8766298
E-mail 823006152@qg.com URL WWw.gzrongbo.com

1.3 Nature of Enterprise

Type of Ownership

[X] Privately Owner
[ ] Stated Owned

[ ] Public Company
[ ]Others

[ ]Joint Venture

Type of Company

[ ] Manufacturer [ ]Foreigntrader [ X]Both

Subsidiary Factory

N/A

Relationship with
Subsidiary Factory

[X'] No subsidiary factory
[ 1Belong to one group

[ ]1Shareholder [ ]Wholly owned

Overview
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Section 2: Certificate

2.1 Management System Certificate

Certificate Number Expiry date Certifying Body Scope
Production and distribution of sterile syringe
for single use with/without needle, sterile
1SO13485:2016 8&?032330 ” “gx 2078~ | Tuv sup infusion set for single use with/without
) T needles, sterile precision filter infusion set for
single use with/without needle
2.2 Product Certificate
Certificate Number Issued date Certifying Body Product and model / type
Sterile Syringe For single use without needle,
- G2S 003771 Sterile Infusion set for single use without
CE Certificate 0002 Rev.00 13 Nov., 2018 TUV SUD needle, Sterile precision filter infusion set For
single use without needle
o CE-PC-20051 ) I
CE Certificate 1-364-FPC.A | 09- Jun. 2020 CCQC Ireland Particle Filtering Half Mask
o CE-PC-20051 . I
CE Certificate 1-364-01-9A 09. Jun. 2020 CCQC Ireland Particle Filtering Half Mask
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Section 3: Child Labor Review

No. Audit requirements Remark
3.1 | EIT/AEMEEE S, R L | WE R R EAERET NAELE
R %, S iE) Is there child labor in company? No
Child labor / recruitment | £ 755z 7 RS, RSB RAEDRIGE | ARIHIE T R TR, B TER, A
(recruitment document, | g3 T4gky, AN 16 4 BLF 5T 16 G LUF T
employee file, ID card) . . . .
Whether there is a recruitment policy, which | The company has developed an employee
clearly requires checking the age of handbook that specifies employment
employees and not recruiting employees requirements, and not recruiting employees
under the age of 16 under the age of 16
312 | RS e EIL KK | AT REREEAFR MIIH HAdk | BR TN B=gzaikil, nEE 7
WIHEE) (2B B ? W3
Health and safety Have new employees received safety There is a three-level safety training for new
(inspection record and training at company level, department level | employees, and the training records are
on-site inspection) and post level and have training records? checked on site
FEIR TR S A 55 5 BUSHR R ? ToREgR b
Are special workers trained and certified? N/A
SR BT S AR 7 | ARG T s A R B
Are safety training and fire training provided | The company conducts safety and fire
to employees regularly? protection training every six months
TR LRCA T ER 57 3B TR TR T ER SR .t
Are necessary labor protection articles M, T/EMR, BidrmE, HIEZE
provided for employees The factory provides employees with
necessary labor protection equipment, such
as masks, work clothes, protective caps,
earplugs and so on
ERIII AR B T KK SR, | ERIPAGITILE T R KM e 1 Sk, ZR0E
PRI L AmE AR 2 A 22 AR FIbR R
Whether the workshop and office are the workshop and office are equipped with
equipped with fire-fighting equipment and fire-fighting equipment and regular spot
regular spot inspection, and whether the inspection, and the workshop has safe access
workshop has safe access and signs? and signs
3.13 | LAEmtE] (LHARBOLE | MARGH —RIKE TEA—RIKE
KATR1ET Is there a day off every week there is a day off every week
Working hours DPER A IIPE L% DOPEAE DB T
Is there overtime pay for overtime work overtime pay for overtime work
3.14 | A certification AT RGBT TSR FZEAR | AR KRB 2 TR %

NI

Has the company passed the social
responsibility related audit or system
certification?

The company has not passed the social
responsibility related audit
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Section 4: Sampling

] THS AR ITEHE LB E EiiilE 8= B8 S
Item No. PO No. Good Description | Order Quantity presented Qty for Sampling Tracking No.
Sampling
SUMO002 MAS0003 MEDICAL 85100 0 1box (50pcs in 1 | SF1192473159
MASK, box) (type Il) | 748
EN 14683,
Type |
Remark: There is no product of Type | on site, and there is only one box of type Il products on site.
x5 eSS B A TR WWENE WL E s E RIE RS
Item No. PO No. Good Description | Order Quantity presented Qty for Sampling Tracking No.
Sampling
SUMO003 MAS0003 SURGICAL 100000pcs 2120000 pcs 2boxes (50pcs SF1192473159
MASK in 1 box) 748

EN 14683, Type
IR
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Section 5: Attachment

5.1 Photos of Document and Certificate

Business License Account opening permit

Certificate for exportation of Medical Products Land Certificate
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1SO13485 Certificate

CE Certificate

CE Certificate

CE Certificate
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5.2 Photos of Company and Product Sample

Company Gate Office Building

Workshop Workshop

Workshop
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Warehouse

Warehouse

Product Sample
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Product Sample Product Sample
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Product Sample Product Sample

Product Sample Product Sample

Product Sample Product Sample
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Product Sample

Product Sample

Product Sample

Product Sample

Product Sample

Product Sample
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Product Sample Product Sample

Product Sample

Product Sample Product Sample

-- End of the Report --
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