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FIELDS OF  
TESTING 

MATERIAL/ 
MATRIX 

DETERMINANT(S)/ 
ANALYTE(S) 

METHOD  
REFERENCE 

Chemical Tablets, Capsules 
and Dry Syrups 

Content Uniformity (HPLC, 
UPLC, UV) 

USP<905> 

EP 2.9.40 

BP Appendix XII C4 
SOP (QCSM) 

Tablets, Capsules, 
Syrups, Injectables, 
Ointment and 
Creams 

Assays  

(HPLC, UV, UPLC & 
titration) 

USP<621> 

EP 2.2.46 

BP Appendix III 
SOP (QCSM) Related Substance 

(HPLC, UPLC, TLC) 

Tablets, Capsules 
and Syrups 

Dissolution 

(HPLC, UV, UPLC & 
titration) 

USP <711> 

EP 2.9.3 

BP Appendix XII B1 
SOP (QCSM) 

Microbiology Tablets, Capsules, 
Syrups, Ointment 
and Creams 

Microbial Examination of 

Non-sterile Products:  

1) Microbial Enumeration 

Test 

2) Test for Specified 
Microorganisms 

USP <61> and <62> 

EP: 2.6.12 and 2.6.13 
SOP (GTM 016) 

Potable Water, 
Purified Water and 
Water for Injection 

Water for Pharmaceutical 
Purposes 

USP <1231> 
SOP (GTM 028) 

Injections Sterility Test USP <71> 
SOP (GTM 027) 

 
 


