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Auditing of vendors and production department

Vendor Audit (Bulk Pharmaceutical Chemicals and Packaging
Material)

Meaning of Vendor Audit

e Vendor auditis the evaluation of suppliers who provide raw materials, bulk pharmaceutical
chemicals, and packaging materials.

Vendor Audit Checklist

[ Quality Comtol
[ Compliance
o/f Vendor Audit

( [ Quality Control ||
[\ Compliance
e\\\" Production 3

e Itis conducted to ensure that vendors meet quality, safety, and regulatory requirements such
as cGMP.

e It helps ensure that materials supplied are suitable for pharmaceutical use.

Objectives of Vendor Audit

To ensure that vendors follow proper quality systems.

To verify compliance with cGMP and regulatory standards.

To assess the reliability and capability of suppliers.

To reduce risks related to contamination, adulteration, or substandard materials.

To maintain consistent product quality.

Types of Vendors Audited

1. Bulk Pharmaceutical Chemical Suppliers

> Provide active pharmaceutical ingredients (APIs) and excipients.

» These materials directly affect drug effectiveness and safety.
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2. Packaging Material Suppliers

> Provide bottles, blister packs, labels, cartons, etc.

> Packaging ensures product protection, identification, and stability.

Key Areas Covered in Vendor Audit

Quality Management
System

Manufacturing Facilities

Documentation System

Key Areas Covered
in Vendor Audit e €5 tiNGg @and Quality Control

Storage and Handling

Personnel.and Training

Regulatory Compliance

A. Quality Management System
> Existence of QA and QC systems.
> Implementation of SOPs and quality policies.

B. Manufacturing Facilities

> Cleanliness, layout, and maintenance.

» Compliance with cGMP requirements.

C. Documentation System

> Availability of batch records, test reports, and SOPs.

> Properrecord keeping and traceability.

D. Testing and Quality Control

» Testing of raw materials and finished products.

> Validation of analytical methods.

E. Storage and Handling
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> Proper storage conditions for materials.

> Prevention of contamination and mix-ups.

F. Personnel and Training

> Qualification and training of staff.

> Awareness of quality and compliance requirements.
G. Regulatory Compliance

» Valid licenses and certifications.

» Compliance with local and international regulations.

Vendor Qualification Process

1. Initial Assessment

» Evaluation of vendor documents and certifications.
2. On-Site Audit
> Physicalinspection of vendor facilities.

3. Sample Testing

> Testing of materials supplied by vendor.
4. Approval onRejection

> Vendor is approved if all requirements are met.
5. Continuous Monitoring

> Periodic audits and performance review.

Importance in Pharmaceutical Audits

e Ensuresthat only approved and reliable vendors are used.
e Reduces risk of product failure.

e Helps maintain regulatory compliance.

Common Deficiencies in Vendor Audits

e Poor documentation.
e |Inadequate testing procedures.
e Lack of validation.

e Improper storage conditions.

Warehouse and Weighing
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Meaning of Warehouse and Weighing

e Warehouse refers to the storage area where raw materials, packaging materials, and finished
products are kept.

Warehouse and Weighing

o Weighing is the process of measuring correct quantities of raw materials before production.

+ In Audits and Regulatory Compliance, both activities are very important because errors here
can affect the entire manufacturing process.

Objectives of Warehouse and Weighing Control

To ensure proper storage and handling of materials.
To maintain material quality and prevent contamination.
To ensure accurate measurement of materials.

To maintain traceability and proper records.

Key Requirements in Warehouse Management

Proper Storage Conditions

Segregation of Materials

) Labeling and Identification
Key Requirements

in Warehouse Management
Stock Control System

Cleanliness and Pest Control

Security and Access Control
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. Proper Storage Conditions

> Materials should be stored at required temperature and humidity.

> Special conditions for sensitive materials.

. Segregation of Materials

> Separate areas for approved, rejected, and quarantined materials.
> Prevents mix-ups and misuse.
. Labeling and Identification
> All materials must be clearly labeled with name, batch number, and status.

. Stock Control System

» FIFO (First In First Out) or FEFO (First Expiry First Out) methods used.
> Ensures proper usage of materials.
. Cleanliness and Pest Control
> Warehouse must be clean and free from pests.
» Prevents contamination.

. Security and Accéss Control

> Restricted access to authorized personnel only.

» Prevents theft and misuse.

Weighing Process Requirements

1. Accuracy of Measurement

> Weighing instruments must be calibrated regularly.
> Ensures correct quantity of materials.
2. Controlled Environment
» Weighing should be done in a clean and controlled area.
» Prevents contamination.

3. Proper Documentation

> Records of weighing must be maintained.

> Includes material name, quantity, date, and operator details.
4. Cross-Verification

> Weighing results should be checked by another person.

5. Avoidance of Mix-ups

> Only one material should be handled at a time.
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