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Introduction

e regulatory requirements of various countries of the world vary
fromeachother. erefore, itischallenging for the companiesto develop
a single drug that can be simultaneously submitted in all the countries
for approval. e regulatory strategy for product development is
essential to be established before the commencement of developmental
work in order to avoid major surprises a er the submission of the
application [1]. e role of the regulatory authorities is to ensure the
quality, safety, and e cacy of all medicines in circulation in their
country. It not only includes the process of regulating and monitoring
the drugs but also the process of manufacturing, distribution, and
promotion it. One of the primary challenges for regulatory authority
is to ensure that the pharmaceutical products are developed as per
the regulatory requirement of that country. is process involves the
assessment of critical parameters during product development.

e pharmaceutical industry in India has shown remarkable
growth which in turn has risen the economy of India [2]. A er the
introduction of the product patent regime in India, there was a need for
pharmaceutical companies both in India and abroad to explore newer
markets. Indian pharma majors are entering new markets with global
ambitions, mergers and acquisitions are in focus with a reason to enter
a new market. For sustained growth over the next few decades, rms
have to concentrate on generic drug products. Diseases that cannot be
cured, diseases that have to be managed, provide great opportunities
for generic drugs.

Due to the emerging regulatory needs of the pharmaceutical sector,
the drug evaluation for the control of drug quality and trade has become
highly sophisticated. Regulatory guidelines and standard tools provide
a basis for the implementation of laws, whereas laws provide a legal
basis for drug control. e world covers more than 100 countries, where
most of them have established pharmaceutical legislations and regulatory,
requirements. For worldwide regulatory dossier submissions, it is a pre
requisite requirement to have a knowledge of country-speci ¢ guidelines
and norms.  erefore, it is very important to analyze the di erences
commonness between the regulatory requirements and pharmaceutical
legislations of di erent countries of the world.

Generic drug development

To make a nonexclusive item, the formulator should know
exhaustively the speci ¢ administrative necessities of each concerned
nation where the medication is expected to be recorded. Nongexclusive
medication item advancement utilizes an alternate method Iogy and
technique contrasted with that used to foster a pioneer
containing another compound substance [3]. Conventional
item makers should form a medication item that will haye a similar

restorative viability, wellbeing, and execution attributes as its marked
partner.
Filing A Generic Drug Application

At the point when a dossier is prepared according to the

administrative necessity of the separate country, jt is submitted

to the administrative organization of that country [3]. Food an

Commonwealth Independent States
(DOH), e Gulf Co-Operation Council (GCC).

Types of Submission Proce

To market a generic medicinal product in European Economic
Area (EEA) which consists’of 27 member states and 3 EFTA countries,
a marketing authorizatjon has to be issued [4]. European medicines
Agency (EMA formefly known as EMEA) regulates the medicinal
products marketing/authorization through various committees.

Conclusion

Although there is a continuous process of harmonization taking
nd the world, still we see a huge challenge, which is yet
me by the Pharmaceutical industry in case of generic drug
developmentand ling. isisduetothe heterogeneity in the regulatory
landscape of the various countries.  erefore, to meet these challenges,
strategic planning is required before the development of any
generic drug product.

References

1/ Handoo S, Arora V, Khera D, Nandi PK, Sahu SK (2012) A comprehensive
VIXG\ RQ UHIXIDIRU\ UHTXWHPHQIV IRU GHYHIRSPHQI DQG ¢0QJ Rl JHQHULF GUXJV
globally. Int J Pharmal Investi 2: 99.

2. J Ambul Care Manage 27:105-114.

*Corresponding author: Raju Rastogi, Department of Clinical Biochemistry, Cristian
Medical College, Vellore, Tamil Nadu, India; E-mail: rastogir@gmail.com

Received October 05, 2021; Accepted October 19, 2021; Published October 26,
2021

Citation: Rastogi R (2021) Regulatory Requirements for Development and Filing
of Generic Drugs Globally on Comprehensive Studies. Int J Res Dev Pharm L Sci
7:109.

Copyright: © 2021 Rastogi R. This is an open-access article distributed under the
terms of the Creative Commons Attribution License, which permits unrestricted
use, distribution, and reproduction in any medium, provided the original author and
source are credited.



https://dx.doi.org/10.4103%2F2230-973X.104392
https://dx.doi.org/10.4103%2F2230-973X.104392
https://dx.doi.org/10.4103%2F2230-973X.104392
https://doi.org/10.1097/00004479-200404000-00005
https://doi.org/10.1097/00004479-200404000-00005
https://dx.doi.org/10.4103%2F2230-973X.104392
https://dx.doi.org/10.4103%2F2230-973X.104392
http://dx.doi.org/10.4103/2230-973X.104392

	Title
	Corresponding Author

