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INTRODUCTION:

The regulatory affairs (RA) department of a pharmaceutical company is responsible
for obtaining approval for new pharmaceutical products and ensuring that approval is maintained for as
long as the company wants to keep the product on the market. To introduce the importance of
regulatory affair to the M. Pharm students and Final year B.pharm students who will be dealing newly to
the professional world of Pharmacy, a guest lecture on “ROLE OF REGULATORY AFFAIRS IN
PHARMACEUTICAL INDUSTRIES” by Mr. Harsh shah (Manager, senores Pharmaceuticals) was arranged
by IQAC Cell and Aspire Club on 14t May 2022.

Objectives:

1. Tointroduce students about industrial regulatory affair

2. To correlate the students theoretical and professional industrial knowledge gap

About the program:
Like all other events, to make this event even a blessed one, virtual lamp lightning ceremony
was conducted. Also the Floral welcoming of guest of honor Mr. Harsh Shah Sir was done by Dr.

Vijay A. Jagtap.

Later the program was put forward by Dr. Rohan Barse who gave brief introduction of Mr.
Harsh Shah Sir and requested him to conduct the informative event. Sir provided all his
knowledge and experience to the final year students and M.Pharm students regarding role of
regulatory department in the pharmaceutical industries. Mr. Shah give brief guidelines to
students regarding new product launching, business applicability relevant to regularity of

pharmaceuticals.

The event was concluded by giving Vote of Thanks by IQAC Coordinator Mr. Vinod Mule.




Statistical Ananlysis:

Sr.No. Category No. of participants
1. Student present online 75
2. Staff members 16
Total 91

Report prepared by:

Dr. Rohan K. Barse Dr. Vijay A. Jagtap




Glimpses of Event

- 8 X mMeeing

Paricipants (15)

Anushree Kudat. @

DO S

ctavate What is Role of Regulatory Affairs??

DO 2O00606

q 9 Tpereeosen o @-¥P2R0@EHn @ S ABBUS

Sheetal Kolekar Y ) Anushree Kudat

Department Involved at different stages of a
Product Life Cycle

CTD Structure

CTD Dossier|

Harsh Shah

Development  Commercialization TSl MiamSwant

Fermukgton spemar 5rD)

shubham desal  82- Shubham M... 72 Namrata Ghadi Kiran Pole

Nagesh Kalshetti  Anushika karpe

Chaitrali monde

Harsh Shah

72 Namrata Ghadi

)G

Anushka karpe

Harsh Shah

Sheetal Kolekar

Kiran Pole

-8 X

Partcipants (20

Sheetal Kolekar

Kiran Pole.

(= I A @ S ABQW S G

Participants (33)

62-Milan Desai

Madhuri Dhure

Madhuri D

Nilam Sawant

Nagesh Kalshetti

Ujma Riyaz Mulla

DO DODOW

HC ABHW S G,

-]

x




