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Method of Validation for Residual Solvents in
Brimonidine tartrate by GC-HS
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ABSTRACT

GC-HS is vital method for recognition, development and valuation of drugs in pharmaceutical
analysis. Aim of this article was to check the progress and validation of the method employed for the
Residual Solvents in Brimonidine Tartrate by Gas Chromatography Headspace technique. The
objective of this protocol is to validate a GC-HS method of analysis for detection and Quantification
of Residual Solvents Acetone, Benzene, Dichloromethane, Ethyl Acetate, Toluene, Isopropyl alcohol
and bromobenzene in Brimonidine Tartrate. In the pharmaceutical industry, validation policy is more
important for documentation for types of validation and validation policy. The method was developed
accurately and validation parameters were explained. Chromatographic condition was Clarus 600
with parkin Elmer instrument, column: 30m x 0.53 mm-ID, 3.0 pm GS-TEK-624 column or equivalent
(G-35) or equivalent and column temperature was 45°C (hold 15 min) to 250°C @ 40°C min™, hold
at 250°C for 3 min. The parameters such as Specificity, Limit of detection (LOD) and Limit of
guantitation testing with residual solvent such as Acetone, Benzene, Dichloromethane, Ethyl Acetate,
Toluene, Isopropyl alcohol and Bromobenzene. All validation parameters are used in the routine and
stability analysis.
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