INTENSIVE COURSE IN

REGULATORY
AFFAIRS

Eligibility: BDS, BAMS, M. Pharma, B.Pharma,
M. Sc./ M.Tech/ B. Sc./ B.Tech. in
Biotechnology, Microbiology, Biochemistry,
Molecular Biology, Ayurveda, Bioinformatics
with good communication skills

Duration: 2 Months Classes
Mode: Online / Offline Available



PROGRAMME MODULES:

MODULE - 1: INTRODUCTION TO GLOBAL REGULATORY AUTHORITIES IN
PHARMACEUTICAL INDUSTRIES

e Drug Regulations

e Role of Regulatory Authorities

e Global Pharmaceutical Market

e Regulatory Authorities in Regulated and Semi-regulated (ROW) market

MODULE - 2: DRUG DEVELOPMENT PROCESS

e Pre-Clinical Studies
e Phases of Clinical Trials

MODULE - 3: INTRODUCTION OF GOOD MANUFACTURING
PRACTICES

e Introduction of Good Manufacturing Practices

MODULE - 4: DRUG APPROVAL AND REVIEW PROCESS

e Drug approval
* Review process

JOB ROLES IN REGULATORY AFFAIRS FOR FRESHERS:

Regulatory Affairs Associate
Regulatory Affairs Coordinator
Regulatory Affairs Assistant

Junior Regulatory Affairs Specialist
Regulatory Affairs Trainee
Regulatory Compliance Officer

O +919855423608 / 9855603224
Q) info@pharmainstinct.com
www.phistar.in

@ H-43, Sector 63, Noida (UP)
India - 201301




