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Manufacturing Process Flowchart 
Famotidine, USP - F1154 
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In-process control: 
4-chloromethyl-2-guaindinothiazole 

hydrochloride content by HPLC. 
NMT 1.0 (%, area)
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In-process control: 
FMT-I inter content by HPLC. 

NMT 4.0 (%, area)

Addition of reaction mass 
(FMT-I inter 1) and N-sulfamyl-
3-chloro propionamidine HCl at 

18.0 – 21.0°C for 2-3 hours
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In-process control: 
solubility: (clear/not clear)
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Adjustment of pH to 
5.0 – 5.5 at 25.0-30.0°C
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Dissolution

Base formation

DM water 
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Adjustment of pH 
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In-process: 
LOD NMT 0.50 
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to recovery

Activated carbon

Acetic acid

Maintenance of 10 min 
at 35.0-38.0°C
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