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National Seminar
on

“Validation Requirements
for Regulatory Compliance”

Venue

Sci Tech Centre
7, Prabhat Nagar, Jogeshwari (W), Mumbai, India

On 8th October 2011
Organised by
Indian Pharmaceutical Association

Regulatory Affairs Division
Industrial Pharmacy
Division
(The Regulatory Affairs Division and the Industrial
Pharmacy Division of the Indian Pharmaceutical
Association have been in the forefront conducting national
& international Seminars, Workshops, Symposia for the

professionals working in the pharma industry as part of
continuing pharmacy educational program).

Co-ordinators

S P Manek Secretary IPA-RAD
J Jayaseelan Secretary IPA-IPD
K G Gadewar Member [PA-RAD



9.00-9.30am
9.30-9.45am

9.45-10.15am

10.15-10.30am ;
10.30-11.15am:

11.15-12.00 noon:

12.00-12.45pm:

12.45-1.45pm
1.45-2.30pm

2.30-3.15pm

3.15-3.30pm
3.30-4.30 pm

PROGRAM:

. Registration

: Welcome address — Ram Banarase,

Chairman, IPA-RAD

. Overview of Validation requirements

in Pharmaceutical Industry -
Kaushik Desai, Chairman, IPA-IPD

Tea/ Coffee Break

Challenges of Validation of Stability
Indicating Analytical Methods —
R. Girijan, Toshvin

Validation of Pharmaceutical
Packaging, Dr. C S Purushottam,
Director, SIES School of Packaging

Validation of Computer Systems —
Mr. Vasistha Mehta, Epitome
Technologies, Gujarat

. Lunch Break

. Key Requirements for Qualification

and on going Validation of Stability
Chambers - Dr. Pramit Kumar,
Technical Director,

Thermolab Scientific Equipment
Pvt. Ltd.

: Validation-common Audit

observations - Dr. V. B. Malkar,
Head Quality Management,
Reliance Life Sciences.

: Tea/ Coffee Break

. Panel discussion-Moderator:

Dr. S.P. Manek & Panel of experts

Seminar Objectives

Validation is a regulatory requirement in
Pharmaceutical industry for Processes, Analytical
Methods, Cleaning Procedures and Computer systems
to ensure consistent Quality, Safety and Efficacy for the
drug products.

The ONE DAY SEMINAR is designed to provide an
unique platform to Pharmaceutical industry to review:

a) Importance and the requirements of the validation
of critical manufacturing and the packaging
processes to ensure consistent quality of the drug
products.

b) To explore and evaluate the challenges and various
issues related to validation of analytical methods in
general and stability indicating methods in
particular, with focus on regulatory requirements.

c) To understand needs of and how to validate
computer systems increasingly being deployed in
manufacturing, packaging and analytical areas.

d) To learn frequently encountered observations
related to validations during Regulatory audits of the
facilities.

e) The learned Speakers from the pharmaceutical
industry will share their expertise and provide
practical methodologies and options to meet the
critical challenges of validation in the pharma
industry.

WHO SHALL ATTEND?

Seminar will be very useful for senior and middle level
executives working in Product Development, Analytical
methods development, Quality Assurance, Regulatory
affairs and those engaged in manufacture of various
dosage forms as it will provide them with insights into
practical methodologies and issues faced during
execution of validation program.
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