Sterile Millex® Filter Unit

Pore Size Raling: 0,22 Hm
Catalogue Number: SLGPO33RS

Lot Number; RYJN15565

Expiry Date: 20207
Sterilization Date: 2009 07
Membrane Type: Express(PES) _

Good Manufacturing Practice

This product was manyfactured in 4 M
Facllily thal mecls FDA Device (oo
Manufacturing Practice standards under the
Cuality System Regulation and [50) 13485
standard for Medical Davice produclion.

wre

CE Marking

Froduct is CE marked in accordance with
EC directive 9342/EEC 1093

ISO 9001 Quality Standard

This product was manufactured in g Mil pore
Facilily whose Qs ity Managemsnt System is
dpptoved by an avcrediled registari g body to the
150 8001 Quality Syatems Slanda

Component Materials Toxicity

als were tosied for
biocompatab Y and meel the reyg
3 (Cxlernal comi !
i s than or egual to 24 hoyr
cont=ct durgtion) and the current LIS Class v
Biclogical Vest for Plastica.

anents for

Millast® 5 o cpisterd trocdamoek of Myl pare |
paration or an offilioled cor .
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Quality Assurance Lot
Release Criteria

This maEnufacturing lot was sampled, tosled and
released by Quality Assurance to the fo owing
spocilication:

Integrity

Each unit is teatad o ing the manufacluring

to ensure delect free membrane, Prior to
release, samples are testad to meet o waler
Bubble point specification of = 59 psi(4.07 bar)
and parlicle challenge testeay by & methad that
stalistically cotrelates to the

Broevundimonas diminita HIMA haclarial
challenge lest,

Housing Burst
Samples mect a minimum hou ng burst of
150 psi (10,34 bar)

Water Flow Rate

Sarnplas exhibit a waler flow rate greater than or
aqual t 150 ml par minule at 30 pal (2.07har)
with O.22um filtercd RO water al 25e0

Sterility

This product has bean sterilized by GAMMA
irradiation in a valj ion cyele and
meals an established dose as per AAM|
validalion quidclines.

Quality Assurance Audit
Criteria

This product was designed and manufactyr
meet lhe following o i

ion from the unit contains less
than cr equal to 2.1% EU/URIE a5 determinod
using Ihe Lirmulus Amebauyte Lysata (| AL) Test,

Toxicity
MNan-toxic as per the curre
Test.

USSP Mouss Safaty

Downstream Particles

Samples show no mare than 50 particles =10 pm
per
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