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Forced

Degradation Studies

API

(Intrinsic Stability)

API

(Active Pharmaceutical Ingredients, APIs) (Stress Tests)
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Specificity

NaOH HCl

UV
ICH Q1B

ICH Q A R

 ICH
Q3B Q3A

NMR UV Vis LC MS HPLC

Stability-
Indicating 

 (Risk
 ICH Q9 (Quality Risk Assessment)

Management) 

 ICH Q1A(R2): Stability Testing of New Drug Substances and

Products.

 ICH Q1B: Photostability Testing of New Drug Substances and

Products.

ICH Q3A/B: Impurities in New Drug Substances and Products.

ICH Q9: Quality Risk Management.

 Baertschi SW et al., Pharmaceutical Stress Testing: Predicting

Drug Degradation, 3rd Ed., Springer, 2016.
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