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1. INTRODUCTION 

Ensuring the quality of pharmaceutical products is a 

fundamental requirement of the pharmaceutical industry. 

Every drug must meet specified standards of purity, 

safety, potency, and efficacy before reaching the patient. 

To achieve this, quality control (QC) laboratories rely on 

reference materials known as standards for analytical 

testing. Primary standards supplied by pharmacopoeias 

such as USP, EP, BP, and IP are highly pure and 

certified but are expensive and available in limited 

quantities. Therefore, industries prepare working 

standards, which are qualified secondary standards 

derived from primary standards and used for routine 

laboratory analysis. Proper establishment and control of 

working standards directly contribute to maintaining 

consistent product quality. 

 

2. Types of Standards 

2.1 Primary Reference Standards 

• Supplied by official pharmacopoeias 

• Highest purity and certified 

• Used to qualify secondary and working standards 

 

2.2 Secondary Standards 

• Obtained from certified suppliers 

• Traceable to primary standards 

 

2.3 Working Standards 

• Prepared internally in QC laboratories 

• Qualified using primary standards 

• Used for routine daily testing 

 

3. Preparation and Qualification of Working 

Standards 

Steps Involved 

1. Selection of Material 

• High purity API or excipient 

• Preferably pharmacopoeial grade 

 

2. Identification and Characterization 

• IR / UV identification 

• Assay determination 

• Related substances profile 

• LOD / Water content 

• Melting point or other relevant tests 

 

3. Comparison with Primary Standard 

• Assay value compared and verified 

• Traceability documented 
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Working standards are essential tools in pharmaceutical quality control 

laboratories to ensure the accuracy, precision, and reliability of analytical 

results. They play a critical role in maintaining the quality, safety, and 

efficacy of pharmaceutical products. This article discusses the importance, 

preparation, qualification, storage, documentation, regulatory expectations, 

and challenges related to working standards. Proper management of working 

standards helps pharmaceutical industries achieve compliance with global 

regulatory requirements and ensures the consistent quality of medicines 

supplied to patients. 
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4. Approval 

• Evaluated by QC 

• Approved by QA 

 

5. Labeling 

Must include: 

• Material name 

• Batch number 

• Assigned potency 

• Date of preparation 

• Expiry / requalification due date 

• Storage condition 

• Analyst and approver signature 

 

4. Role of Working Standards in Ensuring Quality 

Working standards ensure: 

• Accuracy of analytical measurements 

• Consistent quality of raw materials and finished 

products 

• Compliance with specifications 

• Reduction in analytical variability 

• Reliable batch release decisions 

 

5. Storage and Stability 

To maintain integrity, working standards must be stored 

under controlled conditions: 

• Specified temperature (2–8°C or controlled room 

temperature as required) 

• Light protection if necessary 

• Airtight containers 

• Use of desiccators for hygroscopic substances 

 

6. Requalification and Expiry 

Working standards have limited validity. 

• Generally valid for 6 months to 1 year (as per SOP) 

• Periodic requalification includes identification, assay, 

and physical testing 

If not meeting specifications, they must be discarded and 

newly prepared. 

 

7. Documentation Requirements 

GMP emphasizes complete documentation: 

• Preparation record 

• Qualification report 

• Approval and COA of working standard 

• Stability and log records 

• Usage and consumption records 

 

8. Regulatory Expectations 

Major regulatory guidelines include: 

• WHO GMP 

• USFDA 21 CFR Part 210 & 211 

• ICH Q2 & Q7 

• EU GMP 

 

They emphasize 

• Traceability to primary standards 

• Scientific qualification 

• Controlled storage 

• Robust documentation 

9. Common Challenges 

Industries face challenges such as: 

• High cost and limited availability of primary standards 

• Stability concerns 

• Improper storage 

• Non-uniform qualification practices 

• Documentation deficiencies 

• Audit observations due to lack of traceability 

 

10. CONCLUSION 

Working standards play a vital role in maintaining the 

quality of pharmaceutical products by ensuring the 

reliability of analytical testing. Proper preparation, 

qualification, storage, documentation, and regulatory 

compliance of working standards are essential to 

guarantee consistent product quality and patient safety. 

Strong working standard management ultimately 

supports regulatory compliance and strengthens the 

overall pharmaceutical quality system. 
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