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Quality Control
DATA SHEET

Product REF LOT Exp.Date

FOB Gold Control (2 levels) 11570 41255 2026-08

Kit Component LOT Exp.Date
FOB Gold Control 1 REF:  21570A R1840 2026-08
FOB Gold Control 2 REF:  21570B R1841 2026-08

 Test on Kit Component  Specification  Result
01) APPEARANCE Glass vial CONFORM
      CAP Colour CONTROL 1 Yellow CONFORM
      CAP Colour CONTROL 2 Blue CONFORM

02) STORAGE (lyophilized) 2-8°C -

03) SOURCE Human hemoglobin in protein matrix CONFORM

04) HBs Ag, HCV, HIV 1+2 Non-Reactive CONFORM

05) SIZE 2 mL lyophilized material CONFORM

06) RECONSTITUTION With distilled water -

07) SOLUBILITY Completely dissolved in 15 minutes CONFORM

08) CHARACTERISTICS No visual abnormality CONFORM
      (reconstituted) No particulate matter CONFORM

09) STABILITY 2-8 °C (reconstituted) 8 hours CONFORM
      STABILITY -20 °C (reconstituted) 60 days CONFORM

10) SHELF LIFE (lyophilized) 24 months at 2-8 °C CONFORM

11) TARGET LEVELS (acceptability) CONTROL 1:    65 - 125 ng/mL CONFORM
      CONTROL 2:    250 - 500 ng/mL CONFORM

12) Assigned -
      CONTROL 1 & CONTROL 2 Refer to Assigned Concentrations Table in the kit -

QC Results: Released for Sale

Date: 18/10/2024

This form is computer generated and valid without being signed by handThe date shown represents the date of approval of the respective product


