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This guide explains what the tool produces, how to use the output, and what to watch for. The actual output
(draft/report) is generated on the tool page.
Background

Builds a stability study protocol structure — conditions (long-term and accelerated per zone IVb), time points,
parameters, acceptance criteria and packaging — and how the data supports the shelf life. Use this to establish
shelf life with data. Follow ICH and CDSCO stability requirements for India.

Purpose of this tool & output

Establish shelf life with data

How the output is used

Use the protocol to plan a stability study that establishes the shelf life and storage conditions of your product with
data.

Important cautions
Al-generated structure; follow ICH and CDSCO stability requirements for India.
Companion documents

e QC Laboratory SOP
e Analytical Method & Validation

Certificate of Analysis (COA)
OO0S / OOT Investigation

Quality Manual Builder

e Document Control & Data Integrity

This is Al-assisted guidance. Verify with a qualified professional before any binding decision. Fees, authorities and
processes vary by state and change over time — confirm with your state authority.



