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GMP SOP

Use this template to controlled GMP procedure for [process_name].

Template Metadata
Field Details
Category Pharma & Biotech
Owner [Team or owner]
Version [Version number]
Effective Date [Date]
Review Cycle [Monthly / Quarterly [ Annual / Event-based]
Status [Draft [ In Review [ Approved]
Purpose

State the procedural objective and quality system outcome.

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.]

file:///var/folders/4v/t4gyc96s7zb8t514_r57qgr40000gn/T/tmpkoah98t3/template.html 1/4



5/5/26,2:44 PM GMP SOP

Scope

Define applicable departments, systems, products, records, 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.]

Responsibilities

List responsible roles for execution, review, approval, training, and record retention.

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.]

Definitions

Define GMP-specific terms, abbreviations, and controlled document references.
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Item

[Item or
requirement]

[Item or
requirement]

Notes

GMP SOP

Details

[Describe the relevant detail, evidence, or
decision]

[Describe the relevant detail, evidence, or
decision]

Owner Status

[Owner] [Open/
Complete]

[Owner] [Open/
Complete]

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

comments.]

Procedure

Provide numbered steps with decision points, required entries, time limits, and escalation

requirements.

Item

[Item or
requirement]

[Item or
requirement]

Notes

Details

[Describe the relevant detail, evidence, or
decision]

[Describe the relevant detail, evidence, or
decision]

Owner Status

[Owner] [Open/
Complete]

[Owner] [Open/
Complete]

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

comments.]

Records

List generated records, forms, logbooks, retention location, and review expectations.

Item

[Item or
requirement]

Details

[Describe the relevant detail, evidence, or
decision]
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Owner Status

[Owner] [Open/
Complete]
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Item Details Owner Status

[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.]

References and Revision History

List governing regulations, related SOPs, forms, and concise revision history. Use imperative
procedural language suitable for a controlled quality document.

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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