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Linhas de Produtos Médicos — Hospitalares.

A empresa Dimatex diante do novo cenario mundial e em combate a propagac¢do do novo

virus COVID-19, esta langcando sua linha de produtos Médicos — Hospitalares.

Produtos:

e Mascara cirargica descartavel;

Mascara cirurgica descartavel, desenvolvida para a protegdo das pessoas, contra as patologias

de transmiss&o aérea, por goticulas e da projecao de fluidos corpéreos que possam atingir suas

vias respiratérias.

Ficha Técnica:

e N&o estéril;

e Atdxica;

o Nao inflamavel;

e Isenta de fibra de vidro;

e Fabricado tecido em ndo tecido ODONTO-MEDICO-HOSPITALAR, com gramatura de
50g/m? (TNT SMMMS), conforme Laudo técnico N° 1272966-S01 certificado pelo
laboratério técnico Nelson Labs.

o Fixagéao por tecido com elastano sendo livre de costura, o qual proporciona um melhor ajuste
no rosto.

e Mascara abrange o rosto do queixo até o nariz;

o Camada de filtragem ftripla;

o Na&o possui clip nasal;

e Cor branca;

e Descartavel.

DIMATEX Mateéria-prima \_ Nelson Labs

certificada por

#juntossomosmais




Dimatex Industria e Comércio de Confecc¢oes Eireli.
Avenida: Manoel Mendes, N° 649, Chacara 05, Bairro Itaipu
Mundo Novo - MS CEP: 79980-000

CNPJ: 07.562.743/0001-02 - LE.: 28.336.212-0
Fone/Fax (67) 3474-2489

DESENHO TECNICO

17,5cm

certificada por ™

DIMM’EX Materia-prima Wi elson Labs

#juntossomosmais




Dimatex Industria e Comércio de Confecc¢oes Eireli.
Avenida: Manoel Mendes, N° 649, Chacara 05, Bairro Itaipu
Mundo Novo - MS CEP: 79980-000

CNPJ: 07.562.743/0001-02 - LE.: 28.336.212-0
Fone/Fax (67) 3474-2489

</ Nelson Labs. Pauo Rui

A Sotera Health company Beg‘é g!’%bﬁlagég"%;i:g

Sao Jose dos Pinhais, Parana, 83090-214
BRAZIL

Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) Final Report

Test Article:  SMMMS 50 gsm HFO
Purchase Order: 4500378558
Study Number:  1272966-S01
Study Received Date: 02 Mar 2020
Testing Facility: Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 U.S.A.
Test Procedure(s): Standard Test Protocol (STP) Number: STP0004 Rev 18
Deviation(s): None

Summary: The BFE test is performed to determine the filtration efficiency of test articles by comparing
the bacterial control counts upstream of the test article to the bacterial counts downstream. A suspension
of Staphylococcus aureus was aerosolized using a nebulizer and delivered to the test art:cte at a constant
flow rate and fixed air pressure. The challenge delivery was maintained at 1.7 - 3.0 x 10° colony forming
units (CFU) with a mean particle size (MPS) of 3.0+ 0.3 um. The aerosols were drawn through a six-
stage, viable particle, Andersen sampler for collection. This test method complies with ASTM F2101-19
and EN 14683:2019, Annex B.

The Delta P test is performed to determine the breathability of test articles by measuring the differential
air pressure on either side of the test article using a manometer, at a constant flow rate. The Delta P test
complies with EN 14683:2019, Annex C and ASTM F2100-19.

All test method acceptance criteria were met. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.

Test Side: Engraved Side
BFE Test Area: ~40 cm?
BFE Flow Rate: 28.3 Liters per minute (L/min)
Delta P Flow Rate: 8 L/min
Conditioning Parameters: 85 + 5% relative humidity (RH) and 21 + 5°C for a minimum of 4 hours
Positive Control Average: 2.9 x 10° CFU
Negative Monitor Count: <1 CFU
MPS: 3.0 um
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“These results apply to the samples as received and relate only 10 the test articie listed in this report. Reports may not be reproduced except in their entirety. Subject to NL tems and conditions 8t www.nelsonlabs.com.

DIMME)( Matéria-prima Nelson Labs

certificada por = ¢ Hlealth coui #juntossomosmais




Dimatex Industria e Comércio de Confecc¢oes Eireli.
Avenida: Manoel Mendes, N° 649, Chacara 05, Bairro Itaipu
Mundo Novo - MS CEP: 79980-000

CNPJ: 07.562.743/0001-02 - LE.: 28.336.212-0
Fone/Fax (67) 3474-2489

801-290-7500 |

@ NEIson Labs Study Number 1272966-S01

Bacterial Filtration Efficiency (BFE)
A Sotera Health company and Differential Pressure (Delta P) Final Report

Results:

Test Article Number

Percent BFE (%)
95.9

Test Article Number

1

Delta P (mm H,0/cm?)
6.5

Delta P (Pa/cm®)

The filtration efficiency percentages were calculated using the following equation:
C—T C = Positive control average
% BFE =

x 100 T = Plate count total recovered downstream of the test article
Note: The plate count total is available upon request
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