Pellicon® 2 Filter

Quality Assurance Lot

Catalogue Number: P2B100V05

Lot Nomber: CONNS52 181

LOT DNUOLaCT

Membrane Type: PBHK
Membrane Arza: 0.5 m*

Good Manufacturing Practices
This preduct was manvfachured in o Millipore facility
which adheres 1o Good Manulacturing Fractices.

150 9001 Quality Standard
This product wus meu-actured in o Millipore fociliy
whaose Quakily Managermen? Systam Is oporoved by an
aceredited registering hody fo The appropriate
50,9001 Quality Systers Standard.

Materials

Membranae: Folyethersubone

Scieens: Polyzropylena

Endeap: Folysulfene

Adhesives: Urethane

Toxicity: All pards n (luid poths were tested and meet
the criteria of the USP Class VI Biclogical Tests for
Mastics.

100% Integrity Tested in Manufacturing
Fach unil must pass the Milipore Integrity Test based on
air flow through the fully-wetted memzranes of the flter

Millipere, Duraporz and Pellicon are registered “radema
150 is a registered frademark of e Internationat Standed

Release Criteria
Every vnit is tested by Manufacturing and -sleased
by Quality Assurarce to the following specifications:

Integrity

Cach u't exhibited air flow through fofly-weted
mermnbranes less than. or equa. to " 8 cc/min af
10 psig (0.7 bar) inlet pressura.

Pressure Drop

Samples met o maximLm pressure drop of less than
o equal so 3.5 psi (0.24 bar) of 3.8 gpe

{3.0 L/min) average cross flow of dean water.

ks of Millipore Corcoration.
rds Organizadion.
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Quu.lily Assurance
Audit Criferia

This product was desigied and monufactored to
meet fhe following specifications.

Performance is confirmed by tasting on an audit
basis,

USP Oxidizable Substances

Efffluent was negative afler an RO water flush.

Gravimetric Exiractables
The extractables level wos aqual te or less than
15C0mg/m? sfier an RO water flush

SV

Peter Eichert
Quality Manager




