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• Rules and their origin 

- Regulamentation 

- Evaluation  

(products, process, documentations) 

- Fiscalization 



• Goals 

• Protection of health secure  

• Patient security 

• Safe therapy  



The register of a new product 



• Steps of process analysis 

1) Pharmacotechnical 

2) Efficacy 

3) Security 



• Steps of process analysis 

1) Pharmacotechnical (all steps of development) 

- Materials acquisition (sources) 

- Manufacturing process 

- Quality Control, Stability studies 

- Release 

- Stocking 

- Expediction/Dispatch 

- And other related control. 

 



• Steps of process analysis 

1) Pharmacotechnical (all steps of development) 

 

- Stages: 

i) Is all necessary documentation present in the process? 

ii) Technical report evaluation 

 



• Steps of process analysis 

1) Pharmacotechnical (all steps of development) 

 

ii) Technical report evaluation 

- Clinical studies and Pharmacothecnichal 

- Batch manufacturing report 

- Package leaflet and Labeling 

- Active Ingredients Technical Information* 

 

 



• Steps of process analysis 

ii) Technical report evaluation 

- Stability studies:   - Long term 

                                 - Accelerated 

                                 - Zone Ivb* 

             - Forced degradation 

                                 - Photostability 

- Pharmacokinetic and Pharmacodynamic 

- Manufacturing process and Quality Control 
 

*ANVISA - RDC 45 – August 2012 



• Steps of process analysis 

2) Efficacy 

3) Security 



Active Pharmaceutical Ingredients 

Technical Information* 

• Drug Master File (DMF) 

- CTD format 

- Common Technical Document (FDA, EMEA and WHO) 

- Purpose: 

   Propose an adecquate format for documents presentation. 



Active Pharmaceutical Ingredients 

Technical Information* 

• Drug Master File (DMF) 

- General information about API and their manufacturer, 

- Manufacturing process:     - Fluxogram  

                                              - Synthesis route 



Active Pharmaceutical Ingredients 

Technical Information* 

• Drug Master File (DMF) 

- Impurities:        - Synthesis route 

                           - Organic impurities (Pharmacopoeia) 

                           - Inorganic impurities 

                           - Residual solvents 

                           - Degradation products 

                           - Genotoxics 

 



Active Pharmaceutical Ingredients 

Technical Information* 

• Drug Master File (DMF) 

- Polymorphism, Isomerism, 

- Quality Control,  

- Packing Material, 

- Analythical procedures,  

- Validations of analythical procedures, 

- Stability Studies 









Regulamentations 

- RDC 899, 2003 (Validations) 

- RDC 57, 2009 (API Register) 

- RDC 45, Agosto de 2012 (Stability studies) 

- RDC 60, 2014 (Medicines Registration) 

- RDC 53, 2015 (Degradation Products) 

- RDC 73, 2016 (Medicines Post Registration) 

- ICH – Q1B (Photostability) 

- ICH – Q3A and Q3D (Impurities) 

- ICH – M7 (Mutagenic impurities) 

 



• Challenges 

 Regulamentations constantly updated 

 Short deadlines for adequacy 

 Greater coast in the product development  

(people, equipments, new studies, robust documentation, 
internal documental evaluation….) 

 

 

 



• Challenges 

 Maintenance of Agility and Quality on analysis  

 Nowadays:  

Deadline for process evaluation is between 3 - 6 years. 

 

 Main problem: 

When the process is evaluated, the regulamentation may 
already have been changed/updated. 

 

 

 



• Challenges 

 ANVISA x FDA x ICH x EMEA 

 

- Some specific requirements are made just by ANVISA 

Ex: Stability study at Zone IVb (30 +/- 2ºC, 75 +/- 5%).  

 

 



• Updated news 

9th November, 2016 

 

 

 



• Industry Advantages 

- Manufacturing facilities 

- Products 

- Employees 

- Professional growth  

 

 



• Negative points 

- New regulations can to destructure temporarily a 
company 

-   Demissions 

- Spents with documental, anaythical and structural 
adjustments 

 

 



• What happens if…? 

 The company have no attention in some item of 
legislation? 

 

 

 

 



• Some penalities 

- Collection of products, 

- Suspension of production, 

- Loss of product registration, 

- Some unforeseen expenses (milions/bilions) 

 

 

 

 

 



11th November, 2016 



• Final considerations 

 To follow the updated information about medicines 
regulamentation constantly, 

 

 Time for process evaluation, 

 

 Alternative:  

   To work with better quality in order to send to ANVISA 
the most complete and robust documentation. 



THANK YOU! 
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