Batch Manufacturing Record
Batch Manufacturing Record
Use this template to controlled record for manufacturing [product] batch [batch_number].
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]


Batch Overview
Identify product, strength, batch number, lot size, site, dates, and responsible personnel.
	Item
	Details
	Owner
	Status

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

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


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
Materials
List each raw material with item code, lot number, quantity required, quantity dispensed, and release status.
	Item
	Details
	Owner
	Status

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

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


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
Equipment
Record equipment IDs, cleaning status, calibration status, and setup checks.
	Item
	Details
	Owner
	Status

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

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


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
Manufacturing Steps
Provide numbered, executable steps with operator initials, date/time fields, and critical parameters.
	Item
	Details
	Owner
	Status

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

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


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
In-Process Controls
Define samples, acceptance criteria, observations, and escalation steps for out-of-limit results.
	Item
	Details
	Owner
	Status

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

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


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
Yield Reconciliation
Compare theoretical yield, actual yield, reject quantity, and acceptable yield range.
	Item
	Details
	Owner
	Status

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

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


Notes
[Add context, assumptions, exceptions, evidence links, screenshots, calculations, or reviewer comments.]
QA Review
Include document review checks, deviation references, disposition recommendation, and approval fields. Use concise GMP language and include tables for materials, controls, and reconciliation.
	Item
	Details
	Owner
	Status

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

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


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