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Cleaning Validation Protocol

Use this template to protocol for validating cleaning of [equipment_or_process_train].

Template Metadata

Field
Category
Owner
Version
Effective Date
Review Cycle

Status

Purpose

Details

Pharma & Biotech

[Team or owner]

[Version number]

[Date]

[Monthly / Quarterly [ Annual / Event-based]

[Draft / In Review [ Approved]

State the cleaning process, equipment, product residue, and validation objective.

Item

[Item or
requirement]

[Item or
requirement]

Notes

Details Owner Status

[Describe the relevant detail, evidence, or [Owner] [Open/
decision] Complete]

[Describe the relevant detail, evidence, or [Owner] [Open/
decision] Complete]

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]
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Scope and Worst Case

Define equipment included, product grouping, worst-case rationale, campaign assumptions, and

exclusions.
Item Details Owner Status
[Item or [Describe the relevant detail, evidence, or [Owner] [Open/
requirement] decision] Complete]
[Item or [Describe the relevant detail, evidence, or [Owner] [Open/
requirement] decision] Complete]
Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Residue Limits

Document residue limit calculations, toxicological basis, swab recovery, and visual criteria.

Item Details Owner Status

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]
Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Sampling Locations

List swab, rinse, and visual inspection locations with rationale for hard-to-clean surfaces.

file:///var/folders/4v/t4gyc96s7zb8t514_r57qgr40000gn/T/tmpzg9y0d35/template.html 2/4



5/5/26,2:44 PM

Item

[Item or
requirement]

[Item or
requirement]

Notes

Details

Cleaning Validation Protocol

[Describe the relevant detail, evidence, or

decision]

[Describe the relevant detail, evidence, or

decision]

Owner

[Owner]

[Owner]

Status

[Open/
Complete]

[Open/
Complete]

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]

Execution Procedure

Describe cleaning runs, prerequisites, sample collection, hold times, and chain of custody.

Item

[Item or
requirement]

[Item or
requirement]

Notes

Details

[Describe the relevant detail, evidence, or

decision]

[Describe the relevant detail, evidence, or

decision]

Owner

[Owner]

[Owner]

Status

[Open/
Complete]

[Open/
Complete]

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer

comments.]

Acceptance Criteria

Define chemical, microbial, visual, and procedural pass/fail criteria.

Item

[Item or
requirement]

[Item or
requirement]
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Details

[Describe the relevant detail, evidence, or

decision]

[Describe the relevant detail, evidence, or

decision]

Owner

[Owner]

[Owner]

Status

[Open/
Complete]

[Open/
Complete]
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Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Deviations and Report

Explain deviation handling, failed sample response, data review, and final validation report
requirements. Use GMP protocol language and include residue and sampling tables.

Item Details Owner Status

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]

[Item or [Describe the relevant detail, evidence, or [Owner] [Open/

requirement] decision] Complete]
Notes

[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer
comments.]

Review and Signoff

Document review conclusions, approvals, unresolved items, and next review date.

Role Name Date Notes

Preparer [Name] [Date] [Notes]
Reviewer [Name] [Date] [Notes]
Approver [Name] [Date] [Notes]
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