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DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

Regarding your firm's repacking of vials of Avastin (bevacizumab) solution, 25 mg/ml, into syringes as
listed on your Drug Report for Avastin 1.25 mg/0.05 ml from 01/01/2013 to 02/05/2013:

OBSERVATION 1

Testing and release of drug product for distribution do not include appropriate laboratory determination of satisfactory
conformance to the identity and strength of each active ingredient prior to release.

Specifically, Assay and identity testing is not performed for each lot of repacked Avastin.

OBSERVATION 2

Each batch of drug product required to be free of objectionable microorganisms is not tested through appropriate laboratory
testing.

Specifically, Sterility testing is not performed for each lot of repacked Avastin,

OBSERVATION 3

Control procedures are not established which validate the performance of those manufacturing processes that may be
responsible for causing variability in the characteristics of in-process material and the drug product.

Specifically A process validation study has not been performed for the Avastin repacking process.
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OBSERVATION 4

Procedures designed to prevent microbiological contamination of drug products purporting to be sterile do not include
validation of the sterilization process.

Specifically, A media fill has not been performed to validate the Avastin aseptic repacking process.

OBSERVATION §

There is no written testing program designed to assess the stability characteristics of drug products.

Specifically, There is no written stability program or stability data to support the expiry period of 4
months applied to repacked syringes of Avastin.

OBSERVATION 6

Batch production and control records do not include complete information relating to the production and control of each
batch.

Specifically, The Avastin Log Sheet is the record of the repacking process, but this record does not
contain complete information. For example, the Avastin is repacked into insulin syringes or TB
syringes, but neither the identity nor the lot number of the syringes is included in the Avastin Log Sheet.
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