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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

Explains drug labeling compliance — required particulars (generic and brand name, composition, batch, mfg and
expiry, MRP, storage, schedule symbol and warnings, manufacturer, licence number), package insert where
required, and scheduled-drug specifics (Rx symbol, warnings). Use this for compliant labels and inserts per the
Drugs and Cosmetics Rules.

Purpose of this tool & output

Compliant labels and package inserts

How the output is used

Use it to build a compliant drug label and package insert with all the mandatory particulars before you print.

Important cautions

Al-generated guide; follow Drugs and Cosmetics Rules labeling provisions.

Companion documents

e CDSCO Regulatory Primer

e Drug Manufacturing Licence Guide
e Product Permission / Registration
e Regulatory Dossier Structure

e Regulatory Strategy Planner

e Import Licence & Registration

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.



