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MASCARILLA INFANTIL 3D - ORT-FFB3

Mascarillas fabricadas con materiales de méaxima seguridad.

Bolsas de 5 unidades.

Datos técnicos:

Talla S: Recomendado 1-12 afios

BFE > 99% Autofiltrante: Eficacia de la filtracion bacteriana (BFE), con un resultado de
eficacia de filtracion superior al 99%.

PFE > 95%: Eficacia de filtracién de particulas (PFE).

UPF 50+ (UV): Proteccion solar a 50°C.

Calidad superior FFB3 - Filtros de 2,5 micras (PM2.5).

Declaracion de conformidad conforme a normativas:

EN 143:2000 + Al: 2006 Test SO/No. 327/12/2019/CQHH-TN)

EN 14683:2014 Test 914805-S01

ISO 13485:2016 + 1SO 9001:2015

Han sido sometidas a los siguientes ensayos, todos con resultados superiores a la normativa EN
14683

Fabricante:

Mebiphar 3D Mask of Medical Biological and Pharmaceutical Joint Stock Company. Los
productos de la compafiia han sido recibidos por el Departamento de Salud de la ciudad de Ho
Chi Minh. Anuncio: elegible para fabricar y comercializar equipos médicos (nimero:
190000244 / PCBSX-HCM el 23 de diciembre de 2019 y 19000246 / PCBMB-HCM con fecha
21 de diciembre de 2019). Y ha sido probado y otorgado por el Centro de Seguridad - Instituto
de Seguridad y Salud Ocupacional Resultados de las pruebas No. / No: 327/12/2019 / CQHH-
TN.

ASTM F2100
Level 2

Test

Level 3

Level 1

Bacterial filtration
efficiency, % 295 298 298 295 298 298
Differential pressure, A
mm HSOIC mg : ;“004 :"3004 —<.js':aD" ‘< "‘}30'1 <¢5C 0" :vf." Or)
Palcm <29 <29 <450 <392 <490 <49 C
Sub-micron particulate

. s Not Not Not
filtration efficiency at 295 298 298
0.1 micron, % Required Required | Required
Splash Resistance/
Synthetic Blood Not Not 120 80 120 160
Resistance, mmHg Required Required | (16,0 kPa)
Pass Resuit

Not Not Not
Flame Spread Required | Required | Required Class 1 Class 1 Class 1
Microbial cleanliness <30 <30 <30 Not Not Not
(cfulg) = = = Required Required Required
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'MEBIPHAR

NGAN >99%

BFE VI KHUAN, VIRUT

CHANY>95% )\
PFE BYI PM2,5

CHONG UV+>
UPF 50

0.8 (
VR O00 o 90 G
€ (MEBIPHAR)

Bubing day néng www.mebliphar.com f www.facebook.com/mebi3dmask/
TP HCM 028.30330515 ; 0388.004.665
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DIRECTORATE FOR STANDARDS, METROLOGY AND QUALITY (STAMEQ)

VIETNAM CERTIFICATION CENTRE (QUACERT) QUACERT »

CERTITICATE

This is to certify that the Quality Management System - Medical Devices of

MEDICAL BIOMATERIAL AND PHARMACEUTICAL JOINT
STOCK COMPANY

Head Office: No. 31, Ngo Thoi Nhiem Street, Ward 6, District 3, Ho Chi Minh City, Vietnam

Application venue:
Factory: Lot lll-18, Road No. 13, Tan Binh Industrial Zone, Tan Phu District, Ho Chi Minh City, Vietnam

has been assessed and found to conform with the requir of the following standard

TCVN ISO 13485:2017 / 1SO 13485:2016

Certification Scope: Manufacture and trade of medical devices (Umbilical cord clamp, surgical
sutures, urinalysis reagent strips and hygiene products)

Certificate Number: 1S0 020/1.19.13
The validity of this Certificate: ~ from 04 April 2019 to 03 April 2022

Original Certification: 02 June 2016

The Director General of STAMEQ The Chairman of the Certification Board
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c ( DECLARATION OF CONFORMITY

Manufacturer: Medical Biomaterials And Pharmaceutical Joint Stock Company.

Address: 31 Ngo Thoi Nhiem St., Ward 6, Dist 6, Ho Chi Minh City, Vietnam.

declare under our sole responsibility that the product;
Product : Face Mask

Model : MEBIPHAR 3D MASK

to which this declaration relates is in conformity with the following standards or
other normative documents;

EN 143:2000+A1:2006 Test: (SO/No. 327/12/2019/CQHH-TN )
EN 14683-2014 Test: (914805-S01)

ASTM F2101-14

EN 14862-2015

Hochiminh, Vietnam Feb. 11,2020 Truong Viet Dung/Director
(Place) (Date of issue)
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