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Evolution Of System Suitability

e Parameter Limit

1. Capacity factor k’ > 2

2. Injection precision RSD < 1% forn>5
3. Resolution Rs >2

4. Tailing factor T < 2

5. Theoretical plate N > 2000

Method Validation

Analytical Performance Characteristics

Selectivity or Specificity

Leal) Canal Ciligall (0 Ao gana B plae geilit] (uliall Cal eyl laie Lgie
8 dlae il e (L le) s Agaliie AlarS LS ja e A0 ol 53 el 5)
GAl sa AV ) 5) oo (ol Leall il (o 50 e il (10 Ao sane
(Dl (e (e sanall 5 G

Linearity and Range

Al yall Balll 3 55 ae Tk At Gkl e () geanl) 20lS0) 4 didadlle
138 Jadig) 40 el 3 el 5 530 (40 (% 150 =50 ) Jlaal) (pana Lebidas
(AT Al 50 (L a 9ad b plae tAgull) Cllead) S Jlaall

A3 Y dad Jsa il iYL Lily ddadll (e jame
Regression Line

Accuracy and Recovery

da.all (also termed trueness) Accuracy * s »
(reference material) dissll 2l (o G ol 8
8alall Bodaa CilaaS ALY ol A2 YL daiall e junge

Lebidas 31 yal

93



method Measure of the exactness of the analytical
Precision
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Ruggedness
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Microbiological Tests for Pharmaceutical Preparations
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