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Presented by Dr. Bakalinskiy: Pharmacist from Kiev National Medical University
He worked for Ukraine State Pharmacological Center of MOH and he is also Advisor to Private Pharmaceutical Companies in
Ukraine and Abroad. He has almost 15 years experience in the field of drug registration and all related regulatory affairs.

Avreas of his expertise:

Optimization of CTD modules & dossiers

Preparing documents and SOPs for regulatory activities in accordance to ICH and European Standards
Analysis of Risk Management Plans, Pharmacovigilance guidelines, Clinical and BE studies
Preparation for GMP inspection and CAPA submission in accordance to EMEA and US FDA

Advise on Registration guidelines for export of medicinal products to CIS region

Advise on EDQM and CEP guidelines

NN NN

10,98 (glgizxo
Optimal Preparation of Generic CTDs

% PIC/S GMP certification guidelines

Critical introduction to CTD vs DMF

ICH guidelines and WHO regulations

Emphasis on Modules 2 to 5 with practical examples for CIS countries
Briefing into eCTD requirements

Bio-equivalency studies and local requirements
Documents & dossiers required from API suppliers
Manufacturing Process Validation

Good Pharmacovigilance practices and guidelines
Risk Management Plans

Field Technical Advise

Q & A Panel
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