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Table 3.2.S.4.1-1. Specification for Omicron (XBB.1.5) Drug Substance 

Quality Attribute Analytical Procedure Procedure Number(s) Acceptance Criteria 

Safety
Bacterial Endotoxins Endotoxin (LAL) Ph. Eur. 2.6.14, USP <85>, 

JP 4.01
Bioburden Bioburden Ph. Eur. 2.6.12, USP <61>, 

JP 4.05
a. Assay not performed on stability 
b.     Analytical Procedure used only at BioNTech Mainz
Abbreviations:  NTU = nephelometric turbidity units; B = brown; RT-PCR = reverse transcription polymerase chain 
reaction; RP-HPLC = reverse phase high performance liquid chromatography; ddPCR = droplet digital PCR; IP-RP-
HPLC = Ion-pair-reversed-phase high performance liquid chromatography; qPCR = quantitative PCR; dsRNA = double 
stranded RNA; LAL = limulus amebocyte lysate; EU = endotoxin unit; CFU = colony forming unit; PGS = Pfizer Global 
Supply; BNT =BioNTech
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