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A crucial requirement in the development of pharmaceuticals

Executive Summary

Analytical method development is vital in pharmaceutical manufacturing,
ensuring product quality, safety, and regulatory compliance. Magle Chemoswed,
a Contract Development and Manufacturing Organization (CDMO), excels in
developing and validating analytical methods, maintaining the integrity of drug
development and manufacturing processes. This white paper highlights the
critical role of analytical method development and Magle Chemoswed’s

advanced capabilities.

Introduction

In the regulated pharmaceutical
industry, robust analytical methods
are essential. They confirm the identity,
purity, potency, and quality of raw
materials, intermediates, and finished
products, ensuring compliance with
international standards.

Magle Chemoswed develops tailored
methods to meet specific client
needs and regulatory requirements,
ensuring swift market entry.

Importance of Analytical
Method Development

e Quality Assurance: Validates product
quality and consistency.

e Regulatory Compliance: Meets
standards from authorities like the
FDA and EMA.

e Efficiency and Cost-Effectiveness:
Reduces repeated testing, speeds
development, and cuts costs.

¢ Risk Management: Minimizes risks
of product failures or non-compliance.

Method Development and
Validation

e Custom methods tailored to specific
products and processes.

e Rigorous validation for accuracy and
robustness.
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Advanced Analytical
Technologies

e Chromatography (HPLC, GC,
LC-MS/MS): Precise quantification
and analysis.

e Spectroscopy (UV, IR, NMR):
Structural elucidation and
compound identification.

e Dissolution Testing: Assesses drug
product bioavailability.

Conclusion

Analytical method development is a
cornerstone of pharmaceutical
manufacturing. Magle Chemoswed
offers comprehensive services that
ensure product quality, support
regulatory approvals, and enhance
market success. Our tailored solutions
and expert team help pharmaceutical
companies navigate drug development
complexities.
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