Sterile Opficap® XL 5 Capsule Filter
| with Millipore Express® SHF Hydrophilic Membrane

0.2 pon Reated

Cotalegue Numbar: KGEPSOS5HIH]
Lot Number: souox
Manufacturing Oate:

Expiralion Date:

Good Manufacturing Practices
This product wos manufaciured in o Millipore facility which odheres
o Good Manukacluring Proctices.

ISO® 2001 Quality Standard

This product was manufactured in o Millipore fecility whose Quality
tManagement Systarm is upproved by on aceredited registering body to the
appropriale ISC™ 9001 Guality Sysiems Standard.

Mon-Fiber Releasing
This product was manufactured with a Millipere Express SHF
membrane which meets the criteria for o “non-fiber releasing” filter

as defined in 21 CFR 210.3 {b) {4).

Component Materials Toxicity
Component materials wers tesied and meel the criteria for the
ISP B8 Biclogical Reactivily Tests for Class VI Plastics.

100% Integrity Testing in Manufacturing
Each unit inust pass the Millipore Infegnity Test correlated to the
Brevundimonas dimingta ASTM® F838 bacterial challenge test,

Validated Production Process

This product wos labricated using a validated manufacturing
process. Principles of stafistical process control and determinations
ity have been applied to eritical variables in the
cartridge fobrication process. In-process eontrols are vsed to ossure
stabilily of the process,

Indirect Food Additive
All compeonent moterials maet the FDA Indireet Food Additive
requirements cited in 21 CFR 177-182.

Alcohol Reference Test

Sterilizing-grade (0.22 pm) hydrophilic Millipore Express SHF
membrane is cerified 1o a bubble point equal 1o or greater
than ¥8.5 psig (1276 mbar) in a 70%/30% IPA/waler mixture
with nitroger at 23° C.

European Pressure Equipment Directive
Millipore Cerporation certifies that this product complies with the
Eurapean Pressure Equipment Directive, 97/23/EC of 29 May 1997,
This product has been clossified under Article 3§83 of the Pressure
Vessel Directive. I has been designed and manufoctered in
oecordance with sound engineering practice to ensure safe vsa
compliance wilh Article 383 of this Pressure Equipment Directive, this
product does not bear the CE mark.

Millipore, Millipars Exprass and Oplicap are regisiered tradamarks of Millipore Corporation,

15O s @ registered frademark of The International Organization for Standardization.
ASTM is 0 registered trademark of the Amaricun Sociely for Tesfing and Materigls,
P35550 Rew J 0307

Quuality Assurance Lot Release Criteria
This manulacioring lot was sampled, tested and released by Guality
Azsuranee ta the fellowing specifications:

USP Bacterial Endofoxins

A sample equeous extraction contains less than 0,25 EU/mL as
determined wsing the Limulus Amebocyte Lysate [LAL test.

Integrity

Somples eshibited o water bubble point equal to or greater Than
58.0 psig (4000 mbar) with air at 23° C.

Samples exhibited an air diffusional flow rate of less than or equal to
17.4 cc/min at 40 psig {2758 mbar in water ot 23% C.

Flow Rate and Pressure Drop
Samples met a moximum pressure drop of 4.1 psid
{283 mbar) at 2.0 gpm (7.4 L/min] with clean woler ot 23°C.

USP Oxidizable Substances

Effluent meets the requirements for ISP Sterile Water for Injection
afler a water flush of 1 L per autocloved saimple,

Bacterial Retention

Samples were quanlitalively retentive of a minimum Brevendimonas
diminuta challengs concentration of 1 x 107 CEU/em?

uzing ASTM F838 methodology

Thermal and Hydraulic Stress

Samples were autoclaved at 123 C for 40 minutes and maintkained
integrily after a forward stress ta 100 psid [ 6895 mbort and o
reverse slress to 30 psid (2069 mbar).

TOC/Conductivity

Samples exhibited less than 500 ppb TOC per USP <643> and less
than 1.3 28/em per USP <6453 ofter autaclaving and o WFI waler
flush of .0 Lat 25 °C,

Sterility

Meets current USP and AAMI guidelines for sterilily utilizing a
vaolidated sterilization cycle.

LUaliTy rerrormance .rireria

This product wos designed and manufactured 1o meet the following
spacificafions:

Toxicity
This product mests the requirements of the USP <88 Sofety Test
ulilizing 0.9% Sadium Chicride sxiraction.

This praduct is non-cytotaxic per USP Cytotoxicily MEM Elution Test,

Multiple Sterilizafion Cycles
Sample integrity was mainfgined afrer 3 auteclove cycles of
40 minutes ot 123% C,

Maximum Differential Pressure
B0 psi {5514 mbar) continuous
100 psi (6895 mbar) intermitient
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