PHARMACEUTICAL STABILITY TESTING CHECKLIST
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--- PROTOCOL REVIEW & PREPARATION ---
[ ] Protocol Issue Date
[ ] Protocol Objective and Scope
[ ] Batch Number(s) Included
[ ] Stability Indicating Method Validation Status (Validated, Not Validated, Validation in Progress)
[ ] First Testing Date
[ ] Storage Conditions (25°C / 60% RH, 30°C / 65% RH, Other (Specify))

--- SAMPLE PREPARATION & LABELING ---
[ ] Batch Number
[ ] Sample ID
[ ] Sample Preparation Date
[ ] Sample Preparation Time
[ ] Packaging Configuration (Primary Container, Secondary Container, Tertiary Container)
[ ] Packaging Details (Size, Material)
[ ] Sample Label Image (if applicable)
[ ] Sample Status (Approved, Rejected)
[ ] Preparer Signature

--- STORAGE CONDITION MONITORING ---
[ ] Temperature (Celsius)
[ ] Temperature (Fahrenheit)
[ ] Relative Humidity (%)
[ ] Start Date/Time
[ ] Time of Reading
[ ] Calibration Status (Calibrated, Needs Calibration)
[ ] Comments/Observations
[ ] Storage Location Identifier

--- TESTING & DATA ACQUISITION ---
[ ] Batch Number
[ ] Testing Start Date
[ ] Testing Start Time
[ ] Temperature (°C)
[ ] Humidity (%)
[ ] Appearance (Conforms, Does Not Conform, Unspecified)
[ ] pH Value
[ ] HPLC Chromatogram (if applicable)

--- DATA ANALYSIS & REPORTING ---
[ ] Batch Number
[ ] Time Point (Days/Months)
[ ] Assay Result (%)
[ ] Impurity Level (ppm)
[ ] Pass/Fail Status (Pass, Fail)
[ ] Observations/Comments
[ ] Date of Analysis
[ ] Analyst Signature

--- DEVIATION HANDLING & INVESTIGATION ---
[ ] Description of Deviation
[ ] Date of Deviation Occurrence
[ ] Time of Deviation Occurrence
[ ] Batch/Lot Number Affected
[ ] Severity Level (e.g., Minor, Major, Critical) (Minor, Major, Critical)
[ ] Root Cause Analysis
[ ] Corrective Actions Proposed
[ ] Investigator Signature

--- FINAL REPORT REVIEW & APPROVAL ---
[ ] Summary of Stability Data
[ ] Report Version Number
[ ] Report Classification (e.g., Confidential, Restricted) (Confidential, Restricted, Public)
[ ] Report Submission Date
[ ] Reviewer Signature
[ ] Reviewer Name
[ ] Approver Signature
[ ] Approver Name

--- ARCHIVING & DOCUMENTATION ---
[ ] Date of Archiving
[ ] Summary of Archiving Process
[ ] Scanned Archiving Log
[ ] Archiving Location (Physical Archive - Site A, Physical Archive - Site B, Electronic Archive - System X)
[ ] Archive File Identifier/Reference Number
[ ] Archivist Signature

--- END OF TEMPLATE ---
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