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BNT162b2
3.2.P.8.3. Stability Data — Photostability - Tris-Sucrose

3.2.P.8.3. STABILITY DATA - PHOTOSTABILITY - TRIS/SUCROSE DRUG
PRODUCT

Stability data from a single BNT162b2 Tris/Sucrose drug product subjected to ICH
photostability conditions is presented. Drug product vials were exposed to a light source that
provides an overall illumination of not less than 1.2 million lux hours and an integrated
ultraviolet energy of not less than 200 watt hours/m?, per ICH Q1B. Dark control vials were
wrapped in aluminum foil to prevent exposure to light. All samples were stored inverted at
2 to 8 °C for the duration of the study, as it is not feasible to maintain the samples at thé¢
intended storage condition of -90 to -60 °C for this study and the 2 to 8 °C conditiofvis
considered a worse case exposure condition. Testing procedure and results are provided in
Table 3.2.P.8.3-1.
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