Sterile Millex® Filter Unit

Pore Size Rating:  0.22 um

Catalogue Number: SLGS033SB

Lot Number: ROKN31652

Expiry Date: 2012 09

Sterilization Date: 2009 09

Membrane Type: MF-Millipore
{Mixed Cellulose
Esters)

Good Manufacturing Practice

This product was manulactured in a Millipare:
Facilily Ihat moe DA Device Good
Manufacluring P tandards undor the
Quality System Re on and 150 13484
Standard tor Medical Device production.

CE Marking

Froduct 15 CE marked in accordance with
EC diroctive 93/42/EEC 1993

IS0 9001 Quality Standard

This product was manutacti
lacility whise Qualily Management Systam is
pproved by an aceredited rogistering hady to the
150 9001 Quality Systems Standard,

Component Materials Toxicity

Component ma 15 were lested for
biocompalability and meet the requir
150 10993 (Exlernal communica
1 path indirect,

devices
Ihan or aqual to 24 hour
e current LS Class Vi

smerrk of Millipare
prny
Rav 047086

Quality Assurance Lot
Release Criteria

5 manufacluring lot was sampled, ed and
st by Qualily Assurance ko the following

Bacterial Endotoxins

An aguccus extraction friom the unil containg less
than or egual to 2,15 EU/Unit as determined
using lhe Limulus Amebocyte | ysate (LAL) Test.

Integrity

i5 lesled during lhe mani acturing
0 ansure defecl ree membrane. Pri

tion of = 50 psi{3.45 bar)
and particle challenge tested by a methad Lhat
dically correlates to the

Cravundimonas diminuta HIMA bacterial
challenge last,

Housing Burst

Samples meet a minimum housing burst of
150 psi (10.34 bar)

Water Flow Rate

Samplas exhibit a waler flow rale greator than or
#qual to 75 ml per minuto al 30 psi {.07bhar)
with 1.22um fillered RO waler at 259

Sterility

This product has been sterlized by
Ethylene Oxide (ED)in a validated s1
cycle according 1o 150 11135 stand apore
strips (Bacillys atrophasus 10%) incorporated in
the lot have besn shown o be storile,

Maximum EO residue limits meet the 1.4,
Federal guideline for devices contacting blood
[ ex vive ).

Quality Assurance Audit
Criteria

This producl was designed and marnul:
meet the following che
conlirmed by t 11 on an Audit hasis.

Toxicity

Non-toxic as per the current USP Mouse Safoty
Tasl,

Downstream Particles

Samples show no mare than 50 particlos =10 am
per unit.

Bioburden

Samples show na mare than & IAiCraorganism
per unit prior to sterilisation,
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