Sterile Millex® Filter Unit

Pore Size Rating:  0.45 um
Catalogue Number: SLHVO33RB

Lol Number: ROJIN11094
Expiry Dale: 2012 07

Slerilization Dale: 2009 07
Membrane Type: Durapore(PVDF)

Good Manufacturing Practice

This produst was manufactured in a Millipore
Facility thal meets FDA Device Good
Manufacturing Fractice Standards under the
Quality System Regulztion and 150 13485
Slandard for Medical Device production,

CE Marking

Product is CC marked in accards
CC virective 93/42/EE0 1993

1S{) 9001 Quality Standard

This product was manutactured in a Millipore
facilily whose Quality Management System is
approved by an accredited registering body to the
150 8001 Qualily Systems Slandard,

Component Materials Toxicity

Cumponent maleridls were tosted for

y and meet the requirements for
10993 (External communica devices,

u path indi ] 1udE| o 24 hour
J5F Class VI

Bivlogical Test for Plastics.

kol Millipore
mpciy
04/06

Quality Assurance Lot
Release Criteria

This manufaciy
releascd by Qu
specification:

lot was sampled, lested and
ty Assurance to the following

Bacterial Endotoxins

An sgueous extraction from the unit conlains less
than or equal to 2.15 EL/Unil 25 determincd
using the Limulus Amebocyte Lysale (LAL) Test.

Integrity

Fach unit is tested during the manufach
ess5 to ensure dofect free membrana. Prior to
release, sdmples are tosted 1o meet a water
bubble poinl specification of = 22 psi{1.57 bar)

and I challenge tesled by a method thal
statistically correlates to the

Brovundimonas dirninuta HIMA bacterial
challenge tosl

Housing Burst

samples moel A minimum hot
160 psi (10.34 har)

1 burst of

Water Flow Rate

Samples exhibit a water flow rale greater than or
equal to 300m| per minule A1 30 psi (2.07har)
with 0.22pm fillered RO water at 25°C

Sterility

This produc

as been ste

ed by GAMMA

valldation guidelines,

Quality Assurance Audit
Criteria

stactured to
3] Hre

ot was designed and
meet the: lallowing characteristics
contirmed by testng on an audit ba

Toxicity
MNon-toxic Az per the current ISP Me
Test.
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