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1. Product Description
Catalogue Number: TM09001-QC
Size: 2 vials, lyophilized

Infliximab-High Control Lyophilized: Human serum containing the drug Infliximab
at 10 pg/mL with added stabilizer and preservative (1 vial containing 0.5 mL).

Infliximab-Low Control Lyophilized: Human serum containing the drug Infliximab
at 1 pg/mL with added stabilizer and preservative (1 vial containing 0.5 mL).

Application: Used as a complementary component for TM09001 and TM09002
ELISASs.

Safety Precautions: The human sera contained in this product have been tested and
found negative for HCV, HBsAg and HIV 1&2 by ELISA methods. Sine no one test
is 100% accurate, the product should be handled as if potentially infectious.
Operators should wear gloves and protective clothing when handling these
products.

2. STORAGE AND RECONSTITION INSTRUCTIONS

This lyophilized Quality Control (QC) material is shipped at ambient temperature.
Upon receipt the lyophilized product should be stored at 2-8 °C and the non-
reconstituted vial can be used until the expiry date as indicated on the label. After
reconstitution the product should be stored at 2-8 °C and has a shelf life of 1 week.
Storing of reconstituted products at < -50°C prolongs their shelf life up to 8 months.

2.1. Reconstitute each vial, containing lyophilized powder with 0.5 mL of distilled water.

2.2. After addition of distilled water, recap the vial and allow the reconstituted serum to
equilibrate for at least 30 minutes before mixing.

2.3. Mix the reconstituted serum by cautiously turning up and down 15-20 times. Do
not vortex or mix vigorously.



