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Abstract. Solvent selection is very crucial step in the drug development and manufacturing in the pharmaceutical industry because these may affect the physicochemical properties and these may be hazardous to human health. Residual solvents should be within the limits given by the ICH and measuring residual solvents is crucial for the release testing of all the active pharmaceutical ingredients to follow the good manufacturing practices (GMP).
Ivabradine is a hyperpolarization-activated cyclic nucleotide- gated channel blocker used to treat heart failure. The residual organic solvents (dichloromethane, tetrahydrofuran, toluene, Xylene) in ivabradine API was analyzed. 
Residual solvents in ivabradine API are estimated by static head space chromatography (HS-GC) coupled with a flame ionization detector (FID) was developed and validated for the estimation of residual solvents dichloromethane, toluene, xylene, tetrahydrofuran in ivabradine API. Dimethyl sulfoxide is used as diluent and optimized chromatogram was established by using DB-624 column, (30mx0.53mm) 3.0µm column, injector and detector temperatures are 160°C and 250°C, with a hold time of 3.0 min. by maintaining the flow rate of 1.2 ml/min. with a split ratio of 5:1 and total run time is 15 min. and carrier gas used is nitrogen. This developed method is validated as per the ICH guidelines and the parameters are system suitability, specificity, linearity and range, accuracy, precision, limit of detection and quantitation, and robustness are within the acceptable limits as per the guidelines given by the ICH.
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