OptiScale® Capsule Filter
with Hydrophilic Durapore”
Membrane

Durapors 0.22 pm Rated
Catologue Number: SVGLA47HH3
Lot Number: CONN46238

Good Manufacturing Practices
This product was maaufectured in o Millipore facility
which ccheres to Good Manufocturing Procticas,

150° 9001 Quality Standard

Taiz croduct was monuiacured in o Millipore facility
whosz Guolity Management Syslem iz approved by
ar accredited registering booy fo the appropriate
15C47001 Qualiy Systems Standard.

Indirect Food Additive
All compenent metericls meet the FDA Indirec: Foad
Additive requirements cited in 27 CFR 177-182.

Milipore, Durapore und OptScale ore ragisterad frade

Quality Assurance Lot
Release Criteria

Th's merubacloning lof wos sameled, tested ard
relzased by Guaity Assuiaace o tha following
specifications:

Integrity
Somples exhibited @ waler zubblz point equal joor
grecrer than 50.0 psiy (3450 mbar) with air ot 22 °C.

warks of Millipore Comporetion.

1S is a ragisterad trademark of The 1vemational Crganizetion for Star dardizatizn
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Quality Performance Criteria
This product was designed and manufacturad to mest
the lol.owing specifications:

Oxidizable Substances

Effluent mests the requirements for USP Srevilz Water
for Injection alter ¢ weter fiush of 100 mlL per
gutccloved capsue.

Toxicity

Component matericls wera feslad znd meet the
criteria for the USP <88 = Biolog'cal Reactivity Tests
for Class V| Plastics.

This produdt is non-loxis pe- the USF 88> Salely
Tast with (.9% Sodivm Chloride ext-oction provedure.

»

Multiple Sterilization Cycles

- Capsu's integrity was miintained after 3 autoclave

e

cycles =f 60 minutes i 126 °C. ¢
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