LAB-085: Laboratory Analytical Determinations

Table 1:
Talle |
Solution Injections
Blank (Diluent/Madia) 1
Quantitation Limit i T TR
(if applicabia) retention time see table 2,
Resolutlion Solutlon | Additional 88T
(if applcabla) / L el
Worklng standard i
Check standard 1 1% Ratio see to table 3
Working standard 2
Samples (upto 12) 1 —] % RS0 s=e table 2
Worklng standard 2
Samphes (upto 12) 1 —{ % RS0 ==e fable 2
Working standard 2
Table 2:
Tubde 2
Tesi Acceptance Criteria (".RSD)
Assay / CU / Dissclution response = 2.0%
Degradation Analysis response < 10.0%
Assay / CU/ Dissolution/ Degradation < 1.0%
Analysis retention time =
Table 3:

Talle 3
Test %o Difference | Acceptance Criteria (% Ratio)
Assay £ <20 98.0 - 102.0
Dissolution
Degradation Analysis < 10.0% 90.0 - 110.0
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Table 4:

Talle 4:
% RS0 for b
Solution Readings ///' bkt ;EI sorption
Worklng standard G
Check standard 1 it i
Worklng standard 2
Samples {up 1o 12) 1 =1 % RS0 see table 5
Worklng standard 2
Samples {up 1o 12} 1 —| % RS0 see table 5
Worklng standard 2
Table 5:
Talle 5
Test Acceptance Criteria (“aR5IY)
Assay/ CU/ Dissolution = 2.0%
Table 6:
Tahle 6
Test %o Difference | Acceptance Criteria (% Ratio)
v/ CLI /
e A <2.0% 98.0 — 102.0
Dissolution
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