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ABSTRACT:
This Article gives holistic view of Birth of Good Manufacturing Practices (GMP) in Pharmaceutical Industry.
Most of GMP requirements were put in place as responses to tragic incidents to prevent future tragedies.  This
article exhibit how year after year the laws and regulation were enforced to manufacture the medicines. Though
the birth of GMP took place long ago but now the time requires to harmonize the regulatory requirement across
the globe. This article is not an all-inclusive history but a representative one.
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INTRODUCTION:
Medicines are perhaps as old as Mankind and the
understanding how their quality has to be ensured has
evolved gradually over the time. Unfortunate events
have prompted the development of medicines regulations
more than the evolution of a knowledge base. Drugs are
not ordinary consumer products and in most of the
instances, consumers are not in a position to make
decisions about quality of the drugs, hence the
production of medicines, their distribution and
dispensing also requires special knowledge and
expertise 1.

Since our ancestors began trading several years ago,
counterfeit and substandard medicines have been a
recurring problem, with history punctuated by crises in
the supply of anti-microbial, such as fake cinchona bark
in the 1600s and fake quinine in the 1800s.
Unfortunately this problem persists, in particular
bothering innocent patients in ‘developing’ countries.
Poor-quality drugs contribute to a ‘crevasse’ between the
enormous effort in therapeutic research and policy
decisions and implementation of good-quality medicines.
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Globalization of the pharmaceutical industry has the
potential to rapidly spread poor-quality medicines
worldwide before adequate detection and intervention
are possible. There are two main categories of poor-
quality medicines: substandard and counterfeit.
Substandard products arise as a result of lack of
expertise, poor manufacturing practices, or insufficient
infrastructure, whereas counterfeits are the ‘products’ of
criminals. Counterfeits may contain no active ingredient,
incorrect ingredients, or toxins. The amount of active
ingredient does not provide sufficient information to
accurately determine if a medicine is counterfeit;
inspection of the packaging is also required as
mislabelling is a key part of the definition and
counterfeits with fake packaging but the correct amount
of active ingredient have been described. In many
reports, it is unclear if poor-quality medicines are
counterfeit or substandard, but it is important that they
are correctly classified because they have different
origins and different solutions. Inadequate enforcement,
lenient penalties, corruption, ‘spaghetti-like’ trade
arrangements, unregistered medicines, and ignorance of
poor-quality medicines among the public and health
workers worsen the situation.

To ensure that quality is consistently achieved in the
drug product, Good manufacturing practices have to be
followed. To obtain and maintain GMP compliance,


