PHARMACEUTICAL DRUG MASTER FILE (DMF) COMPLIANCE CHECKLIST 2026

Created by ChecklistGuro (https://checklistguro.com)


--- ADMINISTRATIVE & SUBMISSION OVERVIEW ---
[ ] DMF Identification Number
[ ] DMF Type (Type II (Drug Substance), Type III (Drug Product), Type IV (Excipient))
[ ] Submission Date
[ ] Applicant/Manufacturer Name
[ ] Cover Letter Attachment
[ ] Regulatory Affairs Officer Approval

--- MODULE 1: REGIONAL ADMINISTRATIVE INFORMATION ---
[ ] DMF Type
[ ] Applicant Name
[ ] Submission Date
[ ] Cover Letter Document
[ ] Regulatory Jurisdiction (FDA (USA), EMA (EU), PMDA (Japan), NMPA (China))
[ ] Regulatory Affairs Officer Approval

--- MODULE 2: SUMMARIES & OVERVIEW OF QUALITY ---
[ ] Drug Substance Overview Summary
[ ] Executive Summary of Quality Control Measures
[ ] DMF Type Classification (Type II (Drug Substance), Type III (Drug Product), Type IV (Excipient))
[ ] Last Quality Summary Review Date
[ ] Quality Overview PDF Document
[ ] Quality Assurance Reviewer Signature

--- MODULE 3: DRUG SUBSTANCE COMPOSITION & MANUFACTURING ---
[ ] Drug Substance Chemical Name
[ ] DMF Type (Type II (Drug Substance), Type III (Drug Product), Type IV (Excipient))
[ ] Manufacturing Process Description
[ ] Impurity Types Present (Organic Impurities, Inorganic Impurities, Residual Solvents, Degradation Products)
[ ] Flowchart of Manufacturing Process
[ ] Last Manufacturing Process Review Date

--- MODULE 3: CONTROL OF DRUG SUBSTANCE ---
[ ] Specification Compliance Status (Compliant, Non-Compliant, Pending Re-validation)
[ ] Last Analytical Method Validation Date
[ ] Impurity Threshold Limit (%)
[ ] Analytical Method Validation Report
[ ] Description of Impurity Profile & Control Strategy
[ ] Quality Assurance Reviewer Signature

--- MODULE 3: CONTAINER CLOSURE SYSTEM & STABILITY ---
[ ] Container Closure Material Type (Glass Vial, Blister Pack, Pre-filled Syringe, Ampoule, Other)
[ ] Last Stability Study Completion Date
[ ] Container Closure Integrity Test (CCIT) Method
[ ] Storage Conditions Tested (25°C / 60% RH, 30°C / 65% RH, 40°C / 75% RH, Refrigerated (2-8°C), Frozen (-20°C))
[ ] Stability Data Summary Report
[ ] Quality Assurance Reviewer Signature

--- MODULE 4: PHYSICOCHEMICAL, BIOLOGICAL & MICROBIOLOGICAL CHARACTERIZATION ---
[ ] Characterization Type (Physicochemical, Biological, Microbiological)
[ ] Structural Elucidation Summary
[ ] Impurities and Degradation Profile Details
[ ] Analytical Characterization Reports
[ ] Characterization Completion Date
[ ] Reviewer Verification

--- REFERENCE STANDARD & REAGENT COMPLIANCE ---
[ ] Reference Standard Name
[ ] Expiration Date
[ ] Certificate of Analysis (CoA)
[ ] Storage Condition (Ambient Temperature, Refrigerated (2-8°C), Frozen (-20°C), Ultra-Low Freezer (-80°C))
[ ] Compliance Verification Steps Completed (Identity Confirmed, Purity Verified, Label Integrity Checked, Storage Alignment Verified)
[ ] Quality Assurance Reviewer Signature

--- DOCUMENT INTEGRITY & VERSION CONTROL ---
[ ] Last Document Review Date
[ ] Document Version Status (Draft, Under Review, Approved, Obsolete)
[ ] Verification Checklist Items (Digital Signature Verified, Correct File Format (PDF/A), Hyperlinks Functional, Metadata Accuracy Confirmed)
[ ] Version History Log
[ ] Quality Assurance Reviewer Signature
[ ] Discrepancy Notes & Remediation Plan

--- POST-SUBMISSION & LIFECYCLE MAINTENANCE ---
[ ] Last Amendment Submission Date
[ ] Amendment Type (New Submission, Major Amendment, Minor Amendment, Annual Report)
[ ] Changes Requiring Update (Manufacturing Site Change, Change in Specification, New Impurity Profile, Packaging/Container Change, Analytical Method Update)
[ ] Summary of Changes Implemented
[ ] Updated Regulatory Correspondence
[ ] Quality Assurance Approval Signature

--- END OF TEMPLATE ---
Transform this text into a digital, automated, and trackable mobile app!
Visit: https://checklistguro.com/templates/pharmaceutical/pharmaceutical-drug-master-file-dmf-compliance-checklist-2026
(Click "Install Template" to launch your digital inspection tool immediately)
