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Control the performance of your
manufacturing process and generate Product
Quality Review / Product Annual Review R
reports in compliance with ICH Q7, ICH Q10
and European GMP
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e — Collect & Import your data

E = = e Import one or more parameters using the input assistant or by a simple
= w copy/paste from your usual spreadsheet.

Display & Analyse results “Tom
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Visualize and monitor your process trend (stability, drifts,
...)on the study period.
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Get capability indices consistent with parameters *
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Sample index

Evaluate the performance of your process to ensure the
quality of your final product.

Download & Archive the report

Edit a complete study report compliant with the regulatory
recommendations regarding the Product Quality Review and
following the eCTD directives to facilitate results sharing.

The application is fully validated and compliant with
21-CFR-part 11 recommendations.

The application is accessible without installation at any time
on our secure platform.

H’Hyphen Free demonstration More information on
Bl o oo +33 981938684 &/ www.hyphen-stat.com



