Pellicon® 3 - 0.11 m? Cassette

Quality Assurance Lot

Catalogue Number: P3CC10COT
Lot Mumber: CONMN55169
Membrane NMWCO: 10 kb
Membrone Area: 011 m®

Good Manufacturing Practices
This c-odudt was monufactured in o Millipore facility
which acheres to Good Manufacturing Pracfices.

150° 9007 Quality Standard

This product was monufuctured in o Ml ‘pore fac:lwfy
whose Qunlity Management Syslern is approved by an
accredited registering body 1o the mazropriatz 130 001
Grerality Systerrs Stongord,

100% Integrity Tested in Manufacturing
Each unit must poss the Millipore Integrity Test based or
air flow through tha ful'y-wetted membrones of the fier.
Validated Production Process

This groduct was fobricated using o validated
manufactoring process. Princples of statistical process
contre! and determinations of process exnability hava
teen opplied to erificor varables in the device fakricalion
srocess. In-process cordrols are used lo assure stability
of the process.

Materials

Regeneroted Celluloza memb-ane, Polycropylens,
Poly=tlylene,

Thermoplastic etosiomeric external qe*ls

3-4% Benzyl aleohol /20% g\)ceim;"mier

NMillipare and Pollicon arz reyislerad trademars of Millipore Corp

Release Criteria

Every unit is fesed by Menufacturing and relecsed by
Quality Assurance 1o tha following specilicatiors.
Integrity

Each. urit exhibites girflew through mambranes fuliy-
wetted with water [233 then or equal fo:

« P cefminat 30 psig (2.1 bar) inlet prassura,
Pressure Drop

Each unit met @ maxirrum pressure drop of 6-18 psi
(0.£-1.2 bar) ot 600 ml /min overags cross flow of
clean water,

Quality Performance Criteria

This praduct was designed and tesled to mest the
following performance specifieations.
Maximum Operating Temperafure
and Pressure:

50 psi TMP at 40°C

40 psi TMP ot 50°C

Maximum Reverse Pressure
Exposure:

-30 nsi TMP or 25°C

oration.

150) is @ registered +ademark ol ihe Ixirnational Standards Orgar
A5 M is o registered tradermark of the American Society for Tasting
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zifiion,
and Maie-ialy

Design Criteria

This product was designed aad monufectured to meet
the foifowing sgacifications,

Gravimetric Exfractables.

The NVR extraciables level was equal to or lsss than
1500 mg/m? after 24 hours i ASTM® Type |
reagent-grade waier ot contrafled room temperature.
Class ¥ Toxicity Testing

All parts in flyid paths wete tested and me:"r the
criteria of the USP <88 Riologicat Raacsivity Tests
Tor Class VI Plastias.

Peter Fichert
Quualily Mancgar




