OptiScale” Capsule Filter
with Hydrophilic Durapore”
Membrane

Durapore 0.22 pm Rated
Catologue Number: SYGLA47FH3
Lot Number: CONNA1375

Good Manufacturing Practices
This product wos marufaectured in o Milipore focitity
which adheres to Good Marufacturing Practices,

150° 9001 Quality Standard

Tois product wos manufecturad in o Miipore fazilily
wnse Quality fManageme Systarm is approvad by
an decredited registering bady to the approprints
lS;{Q POCT Quality Systerns Standard,

Indirect Food Additive
A1 component motercls meet the FDA Indirect Foad
Addilive requiraments citad in 21 CFR 177-182.

Millipeo e, Durazare aad OptiScale are -egisteced trade

I5C s a ragistered rademark of The narnationzl Orga

FE0210  Rev C C5/09

Quality Assurdnce Lot

Release Criteri{d

This manutucivrirg lot wds samgled, tested znd
raleased oy Qlualty Assutance jo the fol owing
specificorions:

Integrity
Sampies exhizited a woter bubble pirt equal 1o or
greetor thon 50.0 psig (3450 ebear) wilh air ol 237C

Quuality Performance Criteria

This preduct was designed and rronviactured to meat
the rollowing. specificotions:

Oxidizable Substances
CHuant maets the requirements for JSF Sterile Worer
for injection affer a warer Hush of 100 ml per

¢ auteclaved capsule

Toxicity

- Component materiols ware tested and ineet the
. criterin for the USP <88 > Zislogicol Reoctivity Tests

arks of Millipore Corporation,
wizetion for Sandardizetion

for Cizss VI Plastics.

This product is non-foxic per the USF <88 > Safety
Test with 0.9% Sodium Chlzride axraction precedura.

)
Multiple Sterilization Cycles '
Coosule integrity was maintanzd cfler 3 auleclave
eycles of 60 minuvtes af 126 °C. v

Ve

Peter Zicher:
Dyudity Manager




