Sterile Opficap® XL 3 Capsule Filter
with Millipore Bxpress™ SHF Hydrophilic Membrane

0.2 um Rated

Catalague Mumber: KGEPSO3TH3
Lot Mumber: wnoopnes
tanufacturing Date:

Expiration Diate:

Good Manvufacturing Practices
Thiz preduct was manvfectured in a Millipore facility which adheres
to Good Manufocturing Proclices.

I1SO® 9001 Quadlity Standard

This product was manufactured in o Millipore facilily whose Quality
hanagement System is approved by an accredited registering hady to the
appropriate 1SO™ 9001 Guualily Systems Standare,

Non-Fiber Releasing

This product was manufactured with o pore Exprass SHF

mern brane which meels the criteria for @ "non-fiber releasing" filter
as defined in 21 CFR 210.3 (b} [6).

Component Materials Toxicity .
Cemponant materials were tested and maeet the criteria for the
USP =88 Biological Reactivity Tests for Class ¥l Ploslics.

100% Integrity Testing in Manufacturing
Each unil must pass the Millipore Integrily Test correlated to the
Brevundimonas dinvinuta 85T FB38 bacterial challenge test.

Validated Production Process

This praduet was fabricated using a volidated manufacturing
process. Principles of stalistical precess control and determinations
of process capability have been applied to crifical varinbles in the
cartricge fabrication process. In-process controls are used to ossure
stability of the process,

Indirect Food Additive
All companent materials meet the FOA Indirect Food Ad
requirements cited in 21 CFR 177182,

Alcohol Reference Test

Sterilizing-grade (0.22 um) hydrophilic Millipore Express SHF
membrane is cerified to o bubble peint equal to or graater
than 18.5 psig (1276 mbar) in o 70%/30% IPA/water mixture
with nitrogen at 23° C.

European Pressure Equipment Directive
Millipore Corporation certifies that this produd complies with the
Europzan Pressure Equipmenl Direclive, 97/23/EC of 22 May 1997,
This product has been classified under Aricle 3§3 of the Pressura
Vessel Directive, It has been designed and manufactured in
accordance with sound engineering practies to ensure safa use, In
compliance with Article 383 of this Pressure Equipmant Directive, this
product does not bear the CE mark,

Millipwre, Milfipore Express and Oplicap are regislerad frademarks of M
1503 iz w registered irademark of The lernational Organization for Skandardizalion.
ASTH s & registered trademark of the American Sociely for Testing and Materals,
P35550 Rew ) 03/0%

ore Corperalion,

Quality Assurance Lot Release Criteria

This manufactoring lat was sampled, tested and released by Groality
Assurance to the following specifications:

USP Bacterial Endotoxins

A sample agqueous extraction contains less than 0.25 EU/mL as
defermined using the Limulus Amebocyte Lysate (EAL) test.

Integrify
Samples exhibited a water bubble point equal to or greater than
58.0 psig [4000 mbar) with afr ot 237 C

Samples exhibited an air diffusional flow rate of less than or equal to
9.5 c/min at 40 psig (2755 mbar) in water ot 23° C,

Fiow Rate and Pressure Drop
Samples mef a maximum pressure drop of 6.0 psid
{414 mbar) at 2.0 gpm (7.6 L/min} with clean water ot 23%C,

USP Oxidizable Substances

Effluenl meels the requirements for USP Sterile Water for Injection
after a wader flush of 1 L per autadlaved sample.

Bacterial Retention

Samples were gquoniitalively ralentive of o minimum Bevendimonas

ehiminuta challenge concentration of 1 % 107 CFU/em?
using AT FB38 methodology

Thermal and Hydraulic Stress

Samples were autaclaved ot 123° C for 50 minutes and maintained
integrity afler o forward siress te 100 psid { 4893 mbar and o
raverse stress fo 30 psid {2069 mbar).

TOC/Conductivity

Samples exhibited lass than 500 ppb TOC per USP <443 and less
than 1.3 25/cm per USP <645 after autoclaving and o WH waler
flush of 3.5 L at 25 °C.

Sterility

Mests current USP and AARMI guidelines for sterility u
volidaled slerlization cyele.

MMLUUNTY TENTONTIVNGE ST

This product was designad and manufactured to meet the following
specifications:

Toxicity
This product meets the requiremeants of the ISP <88 Sofety Test
ng 0.9% Sodium Chlaride extroction.

This product is non-cytotoxic per USP Cytotoxicity MERM Elusion Tast,

Multiple Sterilization Cycles
Sample intagrity was maintained after 3 autoclove cycles of
40 minutes af 123° C.

Maximum Differential Pressure
B0 psi (5316 mbar confinvous
100 psi (6825 mbar) intenmiftent
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