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Detection of out of trends (OOT) at release and in stability study S s e
Determination of OOT limits from historical data. batch pooling

evaluation, identification of worst batches ("worst” slopes) and —
tolerance interval of regression

Collect & Import your data
— _ Import one or more parameters with the input assistant or by simply
o copying / pasting from your usual spreadsheet.
Load an example of a dataset directly into the application and quickly
get a preview of the results.
Analyse & Visualize your review
. ; : . hmid =] | I
Visualize the evolution of your process over the study period. - o -
e . ES—— C—
Calculate / review control limits to prevent and correct drift and .— — R
ensure product quality. 5 " S .
Visualize Historical and New batches. ' o
|dentify the worst batches. Zgen : =
Evaluate the performance of your process to ensure the quality of S

your products in fine.

Generate & Archive your report

T
_" = Publish the full study report in compliance with the regulatory
= - requirements of the Product Quality Review and built according to
. iR ~ eCTD guidelines to facilitate the sharing of results.

- N The application is fully validated and meets 21-CFR-part 11

SR recommendations.

pos - The application is accessible without installation and at any time on

= - our secure platform.

Call for demonstration Gel more information
s L
*EHyp hen @ +33 981 938 684 hyphen-stat.com

from data to science
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