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FOR
CENTRAL DRUGS STANDARD CONTROL ORGANIZATION OFFICERS

FROM 6" JANUARY TO 10™ JANUARY, 2014



The workshop on “IN-HOUSE LEAD AUDITOR COURSE ON
QUALITY MANAGEMENT SYSTEM AS PER IS/1SO 9001:2008”
was organized by Quality Assurance Division of CDSCO in collaboration
with Bureau of Indian Standards to impart the knowledge of Quality
Management System (QMS) to Senior Officers of Central Drugs Standard
Control Organization.

The participants for the workshop for Lead Auditor Course on the Quality
Management system as per IS/ISO 9001:2008 are the Division head/ Zonal
head who are Deputy Drugs Controller (I)/ Assistant Drugs Controller (1)
and Drugs Inspectors working in various divisions, zones, subzones and
ports who are responsible for the implementation of QMS in their own
divisions, zones, subzones and ports.

The objective of this workshop is better and clear understanding of Quality
Management System as per requirements of I1S/ISO 9001:2008, to prepare
a work plan for the implementation of QMS as per ISO 9001:2008 and to
get certified as an 1SO 9001:2008 organization.
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List of Participants in the training on “In-house Lead Auditor Course On
Quality Management System As Per IS/ISO 9001:2008”

“ Name of the Participant Office Address

Faculties from BIS

1. Mr. T. Venkataraman Faculty BIS
2. Mr. Praveen Pasricha Faculty BIS
Participants from CDSCO
1. Dr. V. G. Somani Joint Drugs Controller (India) CDSCO, HQ
2. Dr. S. Eswara Reddy Deputy Drugs Controller (India) CDSCO, HQ
3. Mr. A. C. S. Rao Deputy Drugs Controller (India) CDSCO, Hyderabad
4, Mr. R. Chandrashekar Deputy Drugs Controller (India) CDSCO, HQ
5. Mr. P.B.N. Prasad Deputy Drugs Controller (India) CDSCO, SZ
6. Ms. Shanthy Gunashekaran Deputy Drugs Controller (India) CDSCO, CDTL, Chennai
U Dr. G. Nageswara Rao ﬁ;;lf;; nt Drugs Controller CDSCO, Ahmedabad
8. Mr. A Senkathir ,(Al\zziis;;mt Drugs Controller CDSCO,C,?gnFr’](;:t Office,
9. Assistant Drugs Controller CDSCO, Sea Port Office,

Mr. B. K _ :
' Jmar (India) Chennai



“ Name of the Participant Office Address

Assistant Drugs Controller

Ms. Kavita Sharma CDSCO, H
(India) Q
Assistant Drugs Controller
LL Mr. Sunil Kulshrestha I_ 1 CDSCO, HQ
(India)
Assistant Drugs Controller :
T Mr. Naresh Sharma I_ 19 CDSCO, Chandigarh
(India)
: Assistant Drugs Controller
13 Dr. Ajay Sachan _ J CDSCO, NZ
(India)
: Assistant Drugs Controller
e Mr. Arup Kumar Chatterjee (India) J CDSCO, EZ
Mr. Gaurav Kumar ' troll
15. ASS|_stant Drugs Controller CDSCO, HO
(India)
16. Ms. Jayant Kumar Assistant Drugs Controller CDSCO, Wz
(India)
17. Mr. Suresh Kumar Kalwaniya Drugs Inspector CDSCO, HQ
18. Ms. Sidharth Sahai Malhotra  Drugs Inspector CDSCO, HQ
19.

Dr. V. Kasi Sankar Drugs Inspector CDSCO, HQ
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Official Inauguratlon and openlng and address of the workshop was made by Dr. V. G.

Somani , Joint Drugs Controller (India)
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Photo Session with all the Faculties & Participants



Introduction and Programme of the day, workshop methodology and planned activities
were explained by Mr. T. Venkataraman to the participants.




THE DEFINITION OF QUALITY

“The degree to which a set of inherent
characteristics fulfils requirements’

1SO 9000:2005

— Fitness for Use
_ Conformance to Requirements Philip Crosby

— Fitness for Purpose Wiliam Edwards Dctm:: )
— providing 2 product that does not come back from cu
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During workshop, the importance of Quality Management system was
explained by Mr. T. Venkataraman to the participants.




All the partmpants took keen interest in the various presentatlon and
Case Studies.
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Group exercises were given during and after the presentation by the

faculties to make learning interactive and interesting and easy to

understand the concept of the presentation.
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Discussion amongst the participants during the workshop on Practical
sessions of Mock audit.







Evaluation of the training and its usefulness was done by Dr. V. G. Somani, Joint Drugs
Controller (India) to Dr. G.N. Singh, Drugs Controller General (India) on the final day
of training




The action plan for ISO certificate and the steps for implementation
were explained by Mr. T. Venkataraman (faculty from BIS).



Dr. G.N. Singh, Drugs Controller General (India) addressed the participants
during the workshop on the objective and expected outcome of the workshop.
Dr. G.N. Singh, Drugs Controller General (India) mentioned the importance
of Quality Management System (QMS), the role of each participants in the
Implementation of QMS and expectation of uniformity in the execution of
regulatory system by entire CDSCO at all levels subsequent to the QMS
training.

It was also emphasized by Drugs Controller General (India) that the 1SO
certification is the important performance indicator for CDSCO and QMS
training for all senior level and mid level officers who are the heads of the
zone/sub-zones/ports offices is the first step towards achieving the goal.

It was also mentioned that the performance of the all the participants with
respect to the uniform implementation of QMS will be reviewed by the top
management after 3 months to determine the effectiveness of the training.



4
Dr. G.N. Singh, Drugs Controller General (India) addressed

the participants during the closing ceremony of workshop.



The five day programme was concluded with promising vote of thanks
from Drugs Controller General (India)




