Sterile Opiicap® XL 3 Capsule Fitier
with Millipore Bxpress® SHF Hydrophilic Membrane

0.2 pm Rated

Catalegue Number: KGEPS03TB3
Lot Mumber: oo
tanufacturing Dote:

Expiration Date:

Good Manufacturing Practices
This product was monufactured in a Millipore fac
to Good Manutocturing Praclices.

ISO® 9001 Quality Standard

This praduct was monufodered in a Millipore facility whose Ghuality
Manogement System is approved by an aceredited registering bedy to the
appropriate 150 9001 Gluality Systarns Standard.

MNon-Fiber Releasing
This product wos manufaclured with a Millipore Express SHF
membrane which meels the eriteria for a *non-fiber releasing’ filter

as defined in 21 CFR 210.3 (b) 18).

which odheres

Component Materials Toxicity
Componenl malerials were tested end meet the criteria for the
USP =88> Biclogical Reactivity Tests for Cluss VI Plastics,

100% Integrity Testing in Manufacturing
Each unit must pass the Millipore Integrity Test correlaled to the
Brevundimonas diminuta ASTM" FB38 bacterial challenge test.

Validated Production Process

This product was fabricated using a validated manufacturing
process. Principles of statistical process contrel and delerminations
y howe been applied to crtical varighles in 1he
cartridge fabrication process. In-process controls are used 1o assure
siabilily of Ihe process,

Indirect Food Additive

All component materials meet the FDA Indirect Food Additive
requirements cited in 21 CFR 177-182.

Alcohol Reference Test

Sterilizing-grade (0.22 tim) hydrophilic Millipore Express SHF
membrane is certified o a bubble point equal te or greater
than 18.5 psig {1276 mbar) in o 70%/30% IPA/waler mixture
with nitrogen at 23° C.

European Pressure Equipment Directive
tillipore Corparation cerifies that this product complies with the
European Pressure Equipment Directive, §7/23/EC of 29 May 1997.
This product has been clnssified under Articla 383 of 1he Pressure
Vessel Directive. |t has been designed and manulactured in
accordance wilh ssund sngineering practics to ensure safe use. In
complianca with Arficle 3§3 of this Pressure Equipment Directive, this
produd does not bear the CE mark.

130 is o registered trademark of The Intemational Crganization for Standardization.
ASTH is o regisfered trademark of the Amercan Society For Tesling and Materials.
P35550 Rev G309

ore Bxprass and Cplicap are registered trademarks of Millipors Corporotion.

Quality Assurance Lot Release Criteria
This manufacturing lot was sampled, tested and released by Guality
Assurance fo the following specifications:

USP Bacterial Endotoxins

A sample aqueous extraction conlains less than 0,25 EU/ml os
determined using the Limulus Amebacyte Lysate {LAL) test.

Integrity

Samples exhibited o water bubble point equal to or greater than
58.0 psig {4000 mbai] with air a1 232 C.

Samples exhibited an air difusional flow rale of less Than or equal 1o
9.5 co/min at 40 psig (2758 mbar) in water ab 23° C.

Flow Rate and Pressure Drop
Samples met o maximun pressure drop of 5.5 psid
[379 mboi} at 2.0 gpm (7.6 L/min) with clean water gt 23°C,

USP Oxidizable Substances

Efffluent meels the requirements for USP Sterile Water for Injection
after a water flush of 1 L per autoclaved sample,

Bacterial Retention

Samples were quantitatively retentive of o minimum Srevundimonas
diminuta challenge concentration of 1 x 107 CFU/em?

using ASTM F838 methodology

Thermal and Hydraulic Stress

Samples were autoclaved al 123% C for 60 minutes and maintained
integrity after o forward stress to 100 psid { 4895 mbar] and o
reverse siress to 30 psid {2069 mbar).

TOC/Conductivity

Samples exhibited less than 500 pph TOC par USP <643 and less
than 1.2 25/cm per USP <545 after autodlaving and o WF| water
flush of 3.5 | at 25 °C.

Sterility

Weets current USP and AAMI guidelines for sterilily ufilizing a
volidated sterilization cydle.

SUGRHTY Fermormmance wriieria

This produect was designed and manufactured to meet the following
spacifications:

Toxicity
This product meets the requirements of the USP <88 Sofety Test
ing 0.%% Sodium Chieride extraction,

This product is non-eytataxic per USP Cytetaxicity MEM Elution Test.

Multiple Sterilization Cycles
Sample integrity was maintained after 3 avtoclave cycles of
60 minutes at 123° C,

Maximum Differential Pressure

50 psi (5516 mbor} continuous
100 psi {893 mbar} inlarmillenl

Peter Eichert
Quality Manager
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