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ICH Q2(R2) / Q14 Training Module 2

L)
YCicH Range

harmonisation for better haalth

Example of reportable range and working range

Dissolution with HPLC Assay with HPLC Impurity with HPLC High molecular weight
species (HMWS) with size
exclusion
chromatography

Immediate release tablets, | Powder for oral solution,

[y
two strength 50 mg and 20 mg/sachet, powder Small molecule drug

Biological product,

Background 100 mg, 900 mL of media | equivalent to 20 mg DS substamce,_proct?ss o HMWS = 5.0%
volume, Q=80% dissolved in 100 mL related impurity A < 0.1%

Reportable 35% (Q-45%) of 50 mg

raﬁge ' strength to 130% of 100 80-120% 0.05-0.12 % impurity A | 0.2% (QL) - 6.0% HWMS

mg strength of tablets

0.05-0.12% spiking level | Sample concentration :

. . l i 50 - 150% of the
: Sample concentration: Sample concentration: of impurity A S
Working range 0.019-0.144 mg/mL 0.16-0.24 mg/mL _(0.1-0.24 ug/mL nominal sample
impurity A against drug concentratlon_(S mg/mL
substance 2 mg/mL) protein)

~ Case of dissolution, assay and impurity with HPLC : a typical example of reportable range and working range
The reportable range derived from specification acceptance criteria or declared content is a target working range to be
evaluated. % of strength level is transformed to the sample concentration by calculation.

» Case of HMWS with size exclusion chromatography: an example in which the reportable and working ranges are not
identical. In addition to the evaluation of reportable range, the proportionality of the total peak area with sample load may
be demonstrated.

NL—Z=>72<5177)L Module 2 $k#%12
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