SOP: Packaging Material Inspection and Approval
Process

This SOP details the packaging material inspection and approval process, encompassing criteria for evaluating
packaging materials, procedures for sampling and testing, documentation requirements, approval workflows,
compliance with quality standards, and corrective actions for non-conforming materials. The objective is to ensure all
packaging materials meet specified quality and safety standards before usage, thereby maintaining product integrity
and customer satisfaction.

1. Purpose

To define the process for inspection, testing, and approval of packaging materials received in the facility, ensuring they
comply with required specifications and quality standards before use in production.

2. Scope

This SOP applies to allincoming packaging materials (primary, secondary, and tertiary) at [Company/Facility Name].

3. Responsibilities

Quality Control (QC): Inspect, sample, test, and approve/reject incoming packaging materials.
Warehouse/Stores: Receive, quarantine, and release packaging materials based on QC disposition.
Procurement: Ensure suppliers provide materials that meet defined specifications and quality standards.
Production: Use only approved packaging materials in manufacturing processes.

4. Definitions

Term Definition
Packaging Any component used to contain, protect, handle, deliver, and present goods (e.g., bottles, boxes,
Material labels, foils).

Sampling Plan Pre-determined criteria for selecting representative samples for QC testing.

Non-

Failure to meet specified quality parameters or requirements.
conformance

5. Procedure

5.1 Receipt of Packaging Materials
1. Upon receipt, check physical condition of packaging materials for visible damage.

2. Segregate received materials to a designated quarantine area.
3. Record receipt in the inventory/logbook.

5.2 Sampling

1. QC personnel draw samples per the defined sampling plan (e.g., ANSVASQC Z1.4 or company-specific plan).
2. Label and document all samples with unique identifiers and batch numbers.

5.3 Inspection and Testing

1. Inspect samples against approved specifications (dimensions, color, weight, appearance, etc.).
2. Conduct physical, chemical, and functional tests as required.
3. Document all findings in the Packaging Material Inspection Report.

5.4 Approval Workflow

1. QC reviews inspection and testing results.
2. If materials pass all tests, approve for use and update the system to release from quarantine.
3. Ifnon-conformance is identified, reject and initiate corrective actions.



4. Communicate approval/rejection status to Warehouse, Procurement, and Production as applicable.

6. Documentation

Packaging Material Receipt Log

Sampling Records

Inspection and Test Reports

Approval/Rejection Forms or Certificates
Non-conformance and Corrective Action Reports

7. Compliance and Quality Standards

e Ensure all packaging materials comply with internal specifications and regulatory requirements (e.g., FDA, EU
regulations).
¢ Regularly review and update specifications based on product and regulatory changes.

8. Corrective Actions for Non-Conforming Materials

Isolate and label non-conforming materials with &4€0eREJECTEDA€ status.
Investigate root cause and document findings.

Coordinate with suppliers for material replacement or return, as necessary.
Implement corrective and preventive actions (CAPA) to avoid recurrence.
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9. Revision History

Version Date Description Prepared by

01 [Date] Initial Issue [Name]

End of SOP
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