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CHAPTER 2 PERSONNEL

Job description Training record  

Refresher 
training  อบรม GMP  
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2.4 Additional 
requirement to 
develop and 
maintain a 
quality policy
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Organization chart 
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2.9 Additional 
responsibility 
for QA/QC staff
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Formal requirement to document consultant details and scope of works
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CHAPTER 3 PREMISES AND EQUIPMENT
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• Additional guidance on cross-contamination 

• Quality risk management principles should be used to assess and control the risks. 

• Dedicated facilities are required when: 
• The risk cannot be adequately controlled by operational and/ or technical measures 
• Scientific data from the toxicological evaluation does not support a controllable risk 

(e.g. allergenic potential from highly sensitizing materials such as beta-lactams) or 
Relevant residue limits, derived from the toxicological evaluation, cannot be 
satisfactorily determined by a validated analytical method.
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Line clearance
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