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This product consists of serum pooled from single units obtained from anonymous donors
that has been depleted of IgG antibodies by affinity chromatography. Depleted serum is
filtered through a 0.2 um membrane filter, aliquoted and frozen. Each donor unit was tested
prior to pooling according to FDA guidelines for the detection of Hepatitis B Surface
Antigen, Antibodies to HIV and HVC, HIV-1 RNA, HBV DNA, HCV RNA, and Syphilis. All
units yielded NON-REACTIVE/NEGATIVE results for each test performed. All blood is
collected in the United States of America from human donors in FDA licensed centers and
tested with FDA approved test Kits.

No test method can provide total assurance that Hepatitis B Virus, Hepatitis C Virus,
Human Immunodeficiency Virus or other infectious agents are absent. Thus, all blood
products should be handled at the Bio-Safety Level 2 as recommended by the CDC/NIH
manual: BIO-SAFETY IN MICROBIOLOGICAL AND BIOMEDICAL LABORATORIES, FOR
POTENTIALLY INFECTIOUS HUMAN SERUM OR BLOOD SPECIMENS.

Required Assays Result

CH50 1:64

ELISA, IgG 0.0008 mg/mL (>14000X
depletion compared to
precursor)

Following antibody depletion, the serum was filtered and several small aliquots were made
with lot number 35336 assigned. The remainder of the serum was frozen at -80°C in a 200
mL bulk volume. This 200 mL bulk was thawed and additional aliquots were aseptically
dispensed. These aliquots were given lot number 35336-B and stored at -80°C.

QUALITY ASSURANCE
Quiality Control Release Date: February 27, 2015

Cl. -

Chris Lyle

Quality Systems Manager and Scientist, Operational Technical Support
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