OptiScale® Capsule Filter
with Hydrophilic Durapore”
Membrane

Durapore 0.1 pm Rated
Catalogue Number: SYVIA47FF3
Lot Number: CONNS5557

Good Manufacturing Practices
This product was morvfactured in o Millipors facility
which adheres 1o Gooo Marufacturing Practices.

».

I5Q® 9001 Quality Standard

THis groduct was manuiactured ia o Millizore facility
whose Qualty Management System is approved by
ar aceredited registering body to the appropriate
15O 2007 Quality Systerns Standare.

Quality Assurance Lot
Release Criteria

This manufoctuding lot was sempled,
released by Quality Assurance to the following

specificafons:

tested and

Integrity
Samples exhibitad a weter bubble point aqudl fo or
greater than 70.0 psig (4830 mbar) with sir at 23 °C

Indirect Food Additive
All compenent meeterials mael the FDA Indirect Fooo
Addi-ive requirements cited in 21 CFR 177-182,

Millipcre, Durepare and OptiScale are registered traden

narks of Millipore Corporation.

150 35 a registared trademark of The Infernational Orgenizasion for Stendardizztion

P60210 Rev C 06/0%

Quality Performance Criteria

This product was designed and manufuctured io meet
the rollowing specifications:

Oxidizable Substances
Effluent meets the requirements for USP Sterile Water '
for Injection after a watar flusa of 100 ml. per

autoclaved copsule.

Toxicity

Comgonent moterinls wers tested and meet the
criteria for the USP <B8> Biological Reactivity Tests
far Closs VI Plastics.

This product is non-toxic cer the LISP <88 > Scisly
Tesr with 0.9% Scdium Chloride extraction procezure.

Mutltiple Sterilization Cycles
Capsula integrity was meiniained after 3 guteclave
aycles of 60 minukes at 126 °C.
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