Sterile Millex® Filter Unit

Pore Size Raling: 0.22 pm
Catalogue Number: SLGP033REB
Lot Number: ROMNIL328
Expiry Dale: 201209
Sterilization Date: 2009 09
Membrane Type: Express(PES

Good Manufacturing Practice

product was manutacturad in a Millipore
y that meets FDA Device Good
Manufacturing Praclice Standards under the
Quality Syslem Regulation and 150 13485
Standard for Medical Dovics production.

CE Marking
Prox

tis CE marked in accordance with
rective 93/42/EEC 1993

30 9001 Quality Standard

facility whose Quality Management Systom is
dpproved by an gecreditod regislering body to lt
150 9007 Qualily Systems Standard

Component Materials Toxicity

Quality Assurance Lot
Release Criteria

This manulacturing lot was sampled, tested and
relcased by Quality Asaurs & following
specification.

Integrity

Cach url is teated during the
process o ensure defect free inembrane. Priny
releasc, s g5 dre tested to meeal 3 wator

bubble poinl specitication of = 59 psi(1.07 har)

ufacturing

lenge testad by @ method thal
y correlates
Brovundimonas diminuta HIMA bacteria
ge test.

Housing Burst

ales meet a minirmum oy
150 psi (10.34 bar)

Water Flow Rate

RE]

[ol] (2.00/1r)
wilh (L220m filtorod RO water at 25°C

Sterility

This product has boe
[ ated sl

meets an cata
velidation g

~ Quality Assurance Audit
Criteria

anutactured Lo
Ihat are

confirmad by lesting on an audi

Bacterial Endotoxins

An agqueous extraction from Ihe unit containg
than ual o 2,15 ELfUR elermined
using Lhe us Amcbooyle Lysate (LAL) Tesl

Toxicity
Non-toxic as per the o
Test.

s Huatety

' Downstream Particles

Samples show na more than 50 pa
per unit.
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