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3.2.S.4.3. CAPILLARY GEL ELECTROPHORESIS (CGE)

3.2.S.4.3.1. Overview

The capillary gel electrophoresis analytical procedure for the determination of RNA integrity 
has been validated for BNT162b2 drug substance (DS) and drug product (DP) in 
conformance with ICH Q2(R1) guidelines.

This section references the validation and transfer report numbers that detail the testing, 
experimental design, method evaluation, acceptance criteria, and results for the validation of 
the analytical procedure. The type of validation, involved sites, and references to the 
validation and transfer reports are provided in Table 3.2.S.4.3-1.
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