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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

Produces a cold-chain compliance plan — temperature-monitoring records, excursion handling, receiving
verification and documentation expected by inspectors for refrigerated drugs. Use it to be cold-chain compliant. For
the physical setup use the Cold Chain Setup tool (P3).

Purpose of this tool & output

Meet cold-chain regulatory requirements

How the output is used

Use it to meet cold-chain regulatory requirements — the temperature monitoring, logs and documentation the rules
expect.

Important cautions

Cold-chain compliance requires documented temperature monitoring (retained logs), calibrated devices, and
recorded handling of excursions (quarantine compromised stock — never dispense it). Verify cold-chain drugs
arrived in range. Keep records for inspection. Confirm each drug storage requirement and current cold-chain norms.

Companion documents

e Drug Law Compliance Guide

e Schedule H1 & Antibiotic Stewardship
e DPCO Price Control Compliance

e Spurious & NSQ Drug Prevention

e Pharmacovigilance & ADR Reporting

e Drug Inspection Readiness Tool

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.
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