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IDENTIFICATION
 Identification methods that generally require comparison with an RS
 infrared absorption spectrophotometry (IR)
 nuclear magnetic resonance spectrometry (NMR), if spectrum cannot be interpreted
 chromatographic separation techniques (LC, GC, TLC)

 RS strategy
 substance compliant with corresponding Ph.Eur. monograph
 in some justified cases, another form is used e.g. salt/hydrate (sample preparation needed)
 sometimes the identification RS is also used as external standard in the LC/GC assay
 other uses e.g. system suitability and peak identification are normally to be avoided
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IDENTIFICATION
 Example IR
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IDENTIFICATION
 Example TLC
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IDENTIFICATION
 Example NMR
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IDENTIFICATION

Technical guide for the elaboration of monographs (7th edition – 2015)
II.4.3. Infrared absorption spectrophotometry
This method always necessitates the use of a reference substance or a reference spectrum. 
Reference substances are preferred to reference spectra. The latter are used where there are 
practical difficulties with providing a reference substance.
Note (not in technical guide): practical difficulties are e.g. toxicity, instability, risk for explosion.
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IDENTIFICATION
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ASSAY
 Assay methods that generally require the use of an RS
 liquid chromatography (LC) / gas chromatography (GC)

( direct UV absorption spectrophotometry = to be phased out for assay: use specific absorbance)

 RS strategy
 whenever possible, substance compliant with corresponding Ph.Eur. monograph
 higher amount of candidate material is required: extensive characterisation and increased 

amount per vial (sufficient for preparation of two solutions)
 content is assigned based on compendial tests + complementary tests (if needed)
 uncertainty of the assigned value shown to be negligible compared to content limits in the 

monograph
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ASSAY
 RS strategy (continued)
 RS may also be used for identification
 other uses e.g. system suitability and peak identification are normally avoided
 in justified cases, a lyophilised RS or a different salt or hydrate is used e.g. due to instability, 

hygroscopicity, …
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ASSAY
 Example (assay RS = monograph substance) 
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ASSAY
 Example (assay RS ≠ monograph substance) 
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