OptiScale® Capsule Filter with
Hydrophilic Millipore
Express® SHF Membrane

Millipore Express SHF 0.2 pm Rated
Catalogue Mumber: SGEPA47HH3
Lot Number: CONN48652

Good Manufacturing Practices
“hiz product was marufoctured in o Milligora kacility
whick adherss 1o Good Menvfocturing Proctices,

150° 9001 Quality Standard

“his product was manufacured in o Milliscre facility
whose Quality Managsment System is approved oy an
zeeredited registerirg body o the appropriets 15O 200
Quality Systeins Standard.

i
Indirect Food Additive
All comporent moterinls meat the FOA Indiract Food
Additive reguramants cited in 27 CFR ©77-182.

illipore, Millincre Express and OptiScole ore registe-e,
15C is o regislerad trademark of -ha Infernationel Stanc
PRBOBO  Rev C 06709

Irecdemarks of Millicore Carparation.
hrds Orgenization.

Quality Performance. Criteria

This product was.desigred and manubachured 1o

meet tha following spacifcations:

Oxidizable Substances

EHluert meets the requirements for USP Sterile Woter
far Injection dfter a wata: Hush of 100 mL per
autoclaved capsue,

Toxicity

Compaonent reaterials ware tested and meet the
criterin for-the USF <88 iological Reachivity Tests
for Class V| Plastics.

This preduct is nondoxic per the USP <882 Salety
Test with 0.5% Sodiarr Chloride extraction
procadure. . [

Multiple Sterilization Cycles
Capsule infegrity wos maintoined afer 3 cutoclabe
cyclas of 60 minutes at 124 *C.

Peter Fichert
Guality Marager




