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Dosage Units (Samples) 

During filling or compression, take at least 1 dosage unit from at least 30 locations spread 

approximately equally across the batch including at the beginning and end of run 

Acceptance Criteria – Stage 1* 

All individual values within 75.0-125.0% and, 

Complies with statistical test to provide an appropriate level of assurance to comply with USP 

<905> for n**  

 

Assay at least 20 remaining dosage units 

Dosage units and possibly 

blend are not uniform 

Assay a total of at least 10 dosage units taken approximately equally across the batch 

including at the beginning and end of run 

Blend uniformity & content 

uniformity are acceptable 

* Acceptance criteria for Stage 3 Continued Process Verification may have reduced assurance 

to comply with USP <905> compared to that used for Stage 2 Process Qualification. 

**n is the total number of assay results. 

Pass 

Fail 

Acceptance Criteria – Stage 2* 

All individual values within 75.0-125.0% and,  

Complies with statistical test to provide an 

appropriate level of assurance to comply with USP 

<905> for n** 

 

Fail 

Pass 


