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Certificate of Analysis

Product: Direct HDL Cholesterol
Catalogue Number: BXC0421C

Batch Number(s): 161702

Manufacture Date: 2016/07

Expiry: 2017/09

This product has been tested by Quality Control and has met all final QC
specifications. This product is released for packing and is suitable for use until
the stated expiry date.

This product was produced according to ISO 13485 guidelines.

The following results were obtained:

Control Range Result
Description Lot Number | Target (mmolf) (mmol/l) (mmol/1)
Lipid Control LPCLOL 0.81 0.65 — 0.97 0.80
Level 1

Lipid Control LPCEO1 1.74 1.39 — 2.09 1.76
Level 3

QC PASS/FAIl: PASS

Products containing Human Source Material have been tested at the donor level
for HbsAg and antibodies to HIV1, HIV2 and HCV and found to be non-reactive.
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