Sterile Opiicap® X5 Capsule Filler
with Millipore Express® SHF Hydrophilic Mermbrone

0.2 nm Rated

Catologue Mumber: KGEPSOSTE]
Lot Mumber; s
Manufacturing Date:

Expiration Dute:

Good Manufacturing Practices
This product was manufociured in o Millipore facility which adheres
te Good Manufocluning Pradtices,

ISO® 9001 GQuality Standard

This product was manufactured in o Millipore facility whose Qua
Management Syslem is approved by an accredited registering bady to the
appropriate 150" 9001 Qualily Sysiems Standard,

Non-Fiber Releasing
This product was manufactured with a Millipore Express SHF

membrane which meets the crilerio lor o “non-fiber releesing” filter
as defined in 21 CFR 210.3 (b} {5).

Component Materials Toxicity
Camponent materials were tested and meet the eriteria for the
USP =88 Biological Reactivity Tasts for Class VI Plastics,

100% Integrity Testing in Manufacturing
Each unil must pass the Millipora Integrily Tast correlated 1o the
Brevundimonas diminuio ASTM" FB38 bacterial challenge test,

Validated Production Process

This product was fabricated using o validaied maonufacturing
process. Principles of stafistical process control end determinations
of process capabilily have been applied 1o esitical variables in the
carfridge fabrication process, In-process controls are vsed to assure
slability of the process.

[ndirect Food Additive
All component materials meet the FDA Indired! Food Additive
requirements eited in 21 CFR 177-182,

Alcohol Reference Test

Sterilizing-grade (0.22 i) hydrophilic Millipore Express SHF
membrune is certified to a bubble point equal to or greater
than 18.5 psig (1276 mbar) in a 70%/30% IPA/waler mixture
with ritrogen at 23° C.

European Pressure Equipment Directive
Millipore Corporation cerlifies that this product complies with the
European Pressure Equipment Directive, 97/23/EC of 29 May 1997,
This produd hos been classified under Article 353 of the Pressure
Vessel Directive. It has been designad and manufactured in
acrordance with sound engineering practics to ensure safe vse, In
compliance with Article 353 of this Pressure Equipmeni Directive, this
product does not bear the CE mark. '
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llipore Express and Opficap are registered trademarks of Millipore Carporation.

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

USP Bacterial Endotoxins

A sample nqueous exradtion conlains less than 0.25 EW/ml as
determined using the Limulus Ameboryle Eysate {LAL) test.

Integrity

Somples exhibited a water bubble point equal to or greater than
58.0 psig {4000 mbar] with air ot 23° C.

Sumples exhibited an air diffusional flow rote of less than or aqual 1o
17.4 cc/min at 40 psig (2758 mber) in water at 23° C.

Fiow Rate and Pressure Drop
Samples met o maximum pressure drop of 3.0 psid
{207 mbar) at 2.0 gpm {7.6 L/min} with clean water at 23°C.

USP Oxidizable Substances

Efflvent meats the requirements for USP Sterile Water for Injection
afier a water flush of 1 L per autodlaved sample.

Bacterial Refention

Samples wera quantitutively releniive of a minimum Brevundimonas
diminviz challenge corcentration of 1% 107 CRU/em?

using ASTM FE838 methedolegy

Thermal and Hydraulic Stress

Samples were avtoclaved ot 123° C for 60 minutes and mainlained
integrity alter a forward siress to 100 psid { 4895 mbar] and a
reverse siress to 30 psid (2069 mbar).

TOC/Conductivity

Surmnples exhibited less than 500 ppb TOC per USP <443> and less
than 1.3 25/cm per USP <645> after avtoclaving and o WFl water
flush of 6.0 L at 25 °C,

Sterility

tdeets current LISP and AAMI| guidelines for ster
validated sterilization cycle.

LGtualnly Ferformance Criteria

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

Toxicity
This protuct meets the requiremenis of the USP <88 Safety Tesi
utilizing 0.9% Sedium Chioride extraclion.

This product is non-eytotoxic per USP Cytotoxicily MEM Elution Test.

Multiple Sterilization Cycles
Sample integrity was maintained after 3 autoclave cycles of
&0 minutes ol 123° C.

Maximum Differential Pressure
80 psi (5516 mbar) continuous
100 psi (6895 mbar} intermiftent
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