~MiIlLBORE
SiGMa

SECURE YOUR

PHRARMARA

RNRLYSIS & QC

A quick guide to
dissolution testing

Supelco.

Analytical Products

Millipore.

Preparation, Separation,
Filtration & Monitoring Products

Sigma-Aldrich.

Lab & Production Materials

The life science business of Merck KGaA,
Darmstadt, Germany operates as
MilliporeSigma in the U.S. and Canada.



What is dissolution testing?

Dissolution testing is the measurement of how quickly an orally administered drug (e.g. tablet)
dissolves and releases a drug. Analytical measurements by UV spectroscopy or HPLC analysis
are made at specific time points to determine rates of release.
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Why is it critical?

In vitro dissolution testing is a critical, multistep QC analysis used to characterize the efficacy
of solid oral dosage dissolution workflow. Dissolution testing measures the rate and extent of
drug dissolution under standardized conditions. In early drug development, dissolution testing
aids in formulation design and optimization, while in commercial drug production, dissolution

testing serves as a critical quality control process, ensuring batch-to-batch consistency.

Method validation — what to consider?

Since precise, reliable quantification of analytes is critical in dissolution testing, method
validation should include considerations of lab water quality, reagent consistency and sample
filter validation studies to evaluate sources of unwanted variation and sensitivity issues caused
by analyte loss to the membrane. Proper validation combined with reliable high-quality product
sourcing is important to maintain high QC standards and regulatory compliance.

Discover a range of reliable, consistent filters and reagents for your dissolution
testing protocol backed by our extensive pharmaceutical analysis expertise.

@ Learn More

@ Read the white paper



https://www.sigmaaldrich.com/technical-documents/articles/biology/membranes-and-devices-for-dissolution-testing.html
https://www.sigmaaldrich.com/technical-documents/articles/biology/membranes-and-devices-for-dissolution-testing.html
https://www.sigmaaldrich.com/content/dam/sigma-aldrich/docs/Sigma-Aldrich/General_Information/3/cq-corner-analyte-binding-wp7082en-ms.pdf
https://www.sigmaaldrich.com/content/dam/sigma-aldrich/docs/Sigma-Aldrich/General_Information/3/cq-corner-analyte-binding-wp7082en-ms.pdf

From Development to Drug Release
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To place an order or receive technical assistance

In the U.S. and Canada, call toll-free 1-800-645-5476
For other countries across Europe and the world, please visit: EMDMillipore.com/offices
For Technical Service, please visit: EMDMillipore.com/techservice
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Burlington, MA 01803
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