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Relatdrio Final de Ensaio de Eficiéncia de Filtragéo Viral (VFE)
Amostra E SSMMS 50 gsm
, 1067186-S03
Data do Rece
Estudo: 28 JUN 2018
Local do Ensaio; Nelson Laboratories, LLC
6280 S. Redwood Rd.
Salt Lake City, UT 84123 E.UA. L
“deProtocolo de’ Ensalo Normatizado (STP) Numero: STP0007 Rev
A5
Nenhum
Resumo: O:ensaio VFE é realizado para determinar a eficiéncia de filtrag&o de amostras. A contagem viral de controle a montante

parada com a contagem a jusante da amostra. A suspensé&o do bacteriéfago ®X174 foi aerosolizada por meio de

itida com 1,1 - 3,3 x 10° unidades de formag&o de placas (PFU) e um tamanho médio de particula (MPS) de 3,0
goticulas de aerossol foram retiradas por meio de um amostrador Andersen de particula viavel de seis estagios.
de ensaio VFE foi adaptado da norma ASTM F2101.

Ambos
: ~40 cm? ,
Fluxo VFE: 28,3 litros por minuto (L/min)
tros Condicionadores: 85 + 5% umidade relativa (RH) e 21 + 5° C por um tempo minimo de 4 horas
\de Controle Positivo:~ 1,4 x 103 PFU
| Contagem

<1 PFU

- Percentual de VFE (%)
. 93,3
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C = Média de controle positivo
T = Contagem total em placa recuperada a jusante da amostra
Observagao: A contagem total em placa esta disponivel mediante solicitagéo
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stéo relacionados apenas as amostras listadas neste relatorio. Os relatorios de ensalo s0 podem ser reproduzidos na integra.
to nos termos e condigées NL disponiveis em www.nelsonlabs.com.
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| DOU FE. Esta tradugao n&o expressa qualquer juizo de valor sobre o documento apresentado, nem

} pteudo Cabe sempre ao destlnatarlo verificar a autenticidade, veracidade, Iegahdade e regularidade do

Brasilia-DF, 7 de agosto de 2018.
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BRAZIL

Viral Filtration Efficiency (VFE) Final Report

Test Article:  SSMMS 50 gsm
Study Number:  1067186-S03
Study Received Date: 28 Jun 2018
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: STP0O007 Rev 15
Deviation(s): None

Summary: The VFE test is performed to determine the filtration efficiency of test articles by comparing
the viral control counts upstream of the test arficle to the counts downstream. A suspension of
bacteriophage $X174 was aerosolized using a nebulizer and delivered to the test amcle at a constant
flow rate and fixed air pressure. The chauenge delivery was maintained at 1.1-3.3 x 10” plaque forming
units (PFU) with a mean particle size (MPS) of 3.0 um+ 0.3 ym. The aerosol droplets were drawn

through a six-stage, viable particle, Andersen sampler for collection. The VFE test procedure was
adapted from ASTM F2101.

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:  Either
Test Area:  ~40 cm?
VFE Flow Rate: 28.3 Liters per minute (L/min)

Conditioning Parameters: 85 + 5% relative humidity (RH) and 21 £ 5°C for a minimum of 4 hours
Positive Control Average: 1.4 x 10° PFU

Negative Monitor Count: <1 PFU

MPS: 3.1 upm
Results:
Test Article Number Percent VFE (%)
1 93.3

The filtration efficiency percentages were calculated using the following equation:

#

C~-T = iti
% VFE = £100 C = Positive control average

c

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