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Introduction

of the additives, buffers, and ions in
blologlcal samples collected during the downstream processing of
and s akey that can impact product

quality.

Organic acids and inorganic ions are one such class of compounds. Regulatory
agencies require that the active and inactive ingredients of pharmaceutical product
be tested for identity, strength, quality and purity.

Quantification of these can be
presence of process matrix.

due to their and

Capillary Electrophoresis is an ideal technique for separation and quantification of
these This over i

analytical methods including automation, increased accuracy, and improved
sensitivity.

Methodology

Anion residuals (Chloride, Sulfate, Bromide, Azide, Fluoride, Nitrate, Phosphate and
Acetate) were detected and quantified using a 60cm (length) 75uM bare fused silica
capillary with a UV detector set at 230nm with indirect detection; Capillary
temperature was set at 25°C. The capillary was initially conditioned with 5 minute
rinse of 0.1M NaOH followed by 1 minute rinse of CE grade water. The anion
separation was performed at 30KV for 8 minutes with reverse polarity and 1minute
voltage ramp.

Parameter ‘Specification

System Beckman illery
System
Capillary Silca bare fused 75 pm x 50 cm, 2° (Beckman Coulter)

‘Anion Markers ‘Anion Standards (Beckman Coulter)
Caplilary Temperature 25¢
Sample Temperature 20¢C

UV Parameters ‘Wavelength — 230 im; Data rate - 4 Hz;

Filter — Normal Resolution; Peak width — 16-25
‘Absorbance - Indirect
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CONCLUSIONS

A CE based method for detection and quantification of 8
anion residuals (Chloride, Sulfate, Bromide, Azide, Fluoride,
Nitrate, Phosphate and Acetate) was successfully
developed for maximum reproducibilty.

The speed and reproducibility of the assay makes it an
excellent alternative to other ion analysis techniques
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