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E@J:a (:ﬁ*ﬁ%E:E(:4ﬁﬁ§_5 Accuracy Impurity A: = 80-120 % of true value

Impurity B: = 75-125% of true value

[ AT TEBED ZEF JZATPEU T precisionof  impuity Ay s 10%

reportable result Impurity B _ < 15%

=15
L \5 _-549 6@5 o Intended Quantification of manufacturing process related impurity (not a degradation
Purpose product)
Range Impurity A: at least 0.05%-0.6%
Impurity B: at least 0.05%-0.12%
EFPIA (2014%) Specificity No interference of the quantification of the specified impurities by

https://www.edgm.eu/medias/fichiers/quality by design.pdf

» other related substances C, D, and E
+ the salt forming agent

with Impurity A,B or the API.
Operating The analytical procedure must be applicable for use in a standard analytical
ATP R conditions and QC laboratory environment of ADS Pharma for routine analysis. The test

ﬁ*ﬁ' $ 5£ (: 41(7? Environment  procedure must be stable for at least 24 h of consecutive analyses.
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3.2.3.3. Identification of Established Conditions for Analytical Methods

Established Conditions related to analytical methods should include relevant
elements which assure performance of an analytical method and these Established
Conditions could vary based on the method development and control approach used.

As a firm demonstrates greater understanding and develops appropriate method

specific performance criteria, details related to parameters in the method description

become less important to assure method performance and then may be considered

supportive information and not Established Conditions.
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