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Classification of Impurity Sources
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1. Raw Material Contaminants
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2. Reagents, Catalysts & Solvents
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3. Manufacturing Process Byproducts
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4. Environmental Factors
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Harmonization Efforts by the International Council for Harmonisation (ICH)
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Key ICH Impurity Guidelines
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ICH Examples
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SUMMARY AND TAKEWAYS
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ASSESMENTS

1: When was the International Council 
for Harmonisation (ICH) founded, and 
which three regions were its original 
regulatory members?
A) 1951; WHO, Europe, Japan
B) 1990; EU (EMA), Japan (MHLW), USA 
(FDA)



17/2712/23/2025 PIOC | MODERN PHARMACOPOEIAL STANDARDS| MRS. S.SWATHI |AP|SNSCPHS



18/2712/23/2025 PIOC | MODERN PHARMACOPOEIAL STANDARDS| MRS. S.SWATHI |AP|SNSCPHS

2: According to ICH Q3A (R2), 
what is the identification 
threshold for impurities in new 
drug substances?
A) 0.05–0.1%
B) 0.1–0.2%
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4: Which ICH guideline classifies 
residual solvents into Class 1 (to 
avoid), Class 2 (limit), and Class 3 
(low toxicity), with benzene limited 
to <2 ppm?
A) Q3D (R2)
B) Q3C (R8)
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5.In modern pharmacopoeial standards, 

what is the typical limit for heavy metals 

using the hydrogen sulphide precipitation 

method, as seen in magnesium sulphate?

A) 5–10 ppm

B) 10–40 ppm
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