Pellicon® 3 - 88 cm” Cassette

| Quality Assurance Lot

Catalogue Number: P3C0O10C00
Lot Number: CONMN48957
Membrane NMWCO: 10 kD
Membrone Area: 88 cm’

Good Manufacturing Practices

This product was manwracured in o Miflipora faclity
which adheres o Gead Mznuiociuring Procticas,
156° 9001 Quality Standard

This product was manufactured in o Millipsre faciliy
whose Quualify Maragerent System is approved ay an

accredied registering bedy to the assroprate (50 F007

Quuality Systerns Stondard,

100% Integrity Tested in Manufacturing
Zack uni- must pass the Millipore ntagrly Tost based on
air flow through the fully-wetled membranes of tha filler.

Validuted Production Pracess
This product was fabricoted vsing o validoted

mznulacturing process. Frinciples of stufistics| process

control and determirolions of procas: cupubilizy hove

been appled to erfical variables in the dev'ze fabricalion
process. bi-process conrols are used to assure s'obility

of tha process,

Materials )
Regererated Ceilulose membrane, Palvpropvlona,
Polyethylere,

Tharmaoplasiic elastomeric extemal seqis,

3-4% Benzyl alcohol /20% glycerin/water

Miillipam and Pellican ars registered tademnarss o Millisare Carp
15 i u registeed tedemark of the htemational Standards Cirgon
AT is @ ragisiered ludeinork of the Amarzon Society for Tasting
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Release Criteria

Every urit is tested by Manufacturing end released by
Quality Assurance te tae following specifications.
Integrity .

Each unit exhibites ai- flow through mzmbranes fully-
wetled with wafer .ess than oragual to:

* 4 co/min at 30 psig (2.7 bar) nlat pressure.
Pressure Drop

Each urit met o maximum pressuse drog of 8-18 s
(0.4-1.2 bar) at 50 mL /in overags cross flow of
cizan woter,

Quiality Performance Criteria.

This zroduct was designerd and testad 1o meat the
tolloving pedermancs specfications. .

Maximum Operating Temperature
and Pressure:

B0 psi TMP ot 400C

40 psi TMP of 50°C

Maximum Reverse Pressure
Exposuvre:

=30 gsi WP at 25°C

pralian.
ortian,

nd tiazriols

Design Criteria

This praducl wos desigaed and monviaciured fo meet
the follo¥ihg speciicators. )
Gravimetric Exiraciables _

Tha NVR extractohles lavel was equal to or bess thar
1500 mg/m? after 24 hours in ASTM® Type 1
raagent-grade water o conkolled room temparature.

‘Class VI Toxicity Tesking

All parts in fluid pathe were ested and mest the
criteria of the USP <882 Biclogical Reactivily Tesls
for Class VI Plastics,
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Peter Eichert
Quadity Manager




