Conference on

Quality Management in Bulk Drug and Formulation Manufacturing

Day 1: 12th August,2016

10.00 A.M Welcoming the Guests, Invocation & Lighting of the Lamp
10.05 A.M. Welcome address & about conference

Dr U.S.N.Murty, Project Director, NIPER Hyderabad
10.15 A.M Address by Guest of Honour :

Dr A.K.S.Bhujanga Rao, President, Natco Research Centre
10.25 A.M Address by Guest of Honour :

Dr P.G.Rao, Honorary Vice Chancellor
Univ. of Science & Technology, Meghalya

10.35 A.M Address by Chief Guest :
Dr K.V.Raghavan, INAE
Distinguished Professor & Former Director, IICT

10.55 A.M. Vote of Thanks

11.00 A.M - 11.45 A.M Key Note Address : Dr K.V. Surendranath,
United States Pharmacopeia, Hyderabad

Regulatory Expectations on Pharmaceutical Quality System

Session |

12.00 P.M - 12.45 P.M IL1 | Dr Premnath Shenoy, Former Director
Regulatory Affairs, AstraZeneca

QMS and draft revised Schedule M

12.45 P.M -1.30 P.M IL2 | Sunil Singhai, President,
Adept Pharma Consultants, Hyderabad

Pharmaceutical Products - cGMP and Environment

Session Il
2.30 P.M -3.15 P.M IL3 | Dr Vikaslata Jain, Head
ESO India, Quality Assurance, Novartis
Deviation Management and Root cause analysis.
3.15 P.M - 4.00 P.M IL4 | Madan Mohan Reddy, Director QA & regulatory
Eisai, Visakha Patnam
Key Quality and Regulatory considerations for supply of
Pharmaceutical products to Japan
Session lll
4.30 P.M -5.15 P.M IL5 | T. Lakshmana Murthy, Director,

Quality Assurance
United States Pharmacopeia (I) Pvt. Ltd, Hyderabad

Documentation and Data Management




Day 2 : 13th August, 2016

Session IV

9.30A.M-10.15 AM IL6 G. Sangeetha, General Manager
Regulatory Affairs, Hetero Drugs (Pvt) Ltd., Hyderabad
Update on today's regulatory environment - US Market

10.15 A.M - 11.00 A.M IL7 Dr Vilas Dahunkar, Chief Scientist- Process R&D
Dr. Reddy’s Laboratories Ltd, Hyderabad
QbD application in generic drug development

Session V

11.30 A.M - 12. 15 P.M IL8 Dr R. Srinivas, Dean, NIPER Hyderabad
Characterization of Drug metabolites and degradation products
by Liquid chromatography-electrospray ionization tandem mass
spectrometry

12.15 P.M - 1.00 P.M ILg Dr B. Mahesh Kumar, Associate Director,
Nektar Therapeutics (India) Private Limited, Hyderabad
Associate Director- Quality Assurance
Nektar Therapeutics (India) Private Limited | Hyderabad |
Quality Metrics to monitor QMS

2.00 P.M-2.30 P.M IL10 Dr Nalini Shastri, NIPER Hyderabad
Six Sigma for Pharmaceutical Industry — Importance and
Implementation

2.30 P.M -3.00 P.M IL11 T.Lakshmana Murty, Director,

Quality Assurance, USP India, Hyderabad

Change Control Management




