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Excipients help preserve efficacy, safety and functionality of APIs

DR SANJAY AGARWAL

epicinaL products are a dosed combi-
§  nation ol two types ol constituenis: the
active principles and the exciplents
’ Excipients are inert substances which
are u-uh.i as diluents, fillers, binders or vehicles
for the development of drug formulations and
are responsible for desired pharmacological ac-
thons
Almost all the marketed pharma products
contain excipients thereby the excipients play a
crucial role in the manufacture of medications
by helping to preserve the efficacy, safety and
functionality of the APls. Recognising the criti-
cal role that excipients play in pharmaceutical
dosage forms necessitates that excipients meet
the quality requirements of the pharmaceuti-
cal industry. The adulteration of pharmaceuti-
cal excipients has resulted in adverse effects in

observed where ex-
ents act as potential toxicants. Examples
wn excipient-induced toxicities include
ilure and death from diethylene glycol,
iarrhoea caused by ingrnlt'd mannitol,
sitivity reactions from lanolin, and car-
y induced by propylene glycol

Given that there is no set rules and regulation
to control excipient manufacturing and distri-
bution, it must be considered as a key priority
by regulatory authorities,

Today it is required that the exciplent must
pass all the toxicological tests envisaged for
an active principle before it can be accepted
as an excipient and the safety aspect should
not be compromised. There has been instanc-
e¢s where these so-called “inert ingredients’
sometimes interact with the active principles,
lowering their titre and generating undesir-
able impurities, or altering the assimilation
processes and the bioavailability of the drug
itself. These problems may be overcome by

sl

adopting and carefully adhering to good
manufacturing practices similar to those tor

active principles (GMPs)

“Excipient has an important role in guarantee-
ing the dose, stability and release of the active
principle, and the patient’s ‘compliance. Hence
the necessity has emerged of examining not
only the quality and performance but also the
safety of the excipients. The importance of eva

uating the possible adverse effects of excipi
is underestimated, considering the inerti
imnocuity were taken tor granted,” accor
pharmaceutical consultant Anshu Yada

{ The author is lead) ng ’lﬁ.ulu..].'ru.'."u[ on

ONTINUED FROM 26 B

good compatibility with other coating materials
and having high water vapour and gas-barrier
properties. However, lipid-based coatings show
unwanted waxy taste and lipid rancdity

Protein-based Edible Coating

To increase the shelf life and maintain the edi-
ble quality of food produce, various edible coat-
ings are prepared which are made of protein,
polysaccharide and oil-containing materials
which help to prolong the shelf life and main-
tain the quality of fruits and vegetables. Protein
and polysaccharide films are generally good
barrier against intermediate relative humidity
(RH) and good mechanical properties. Much
attention has been lately paid to whey pro-
tein concentrate (WPC) Alms because they are
transparent with excellent barrier properties to
oxygen and flavours. Generally, meat and other
foods are covered with dry particles (breaded)
or dipped in liquid solutions of these particles
(battering).Owing to their structural character-
istics, flours, gluten, protein-based materials
such as whey proteins and supportive polysac-
charides structured by gum and starch are com-
monly used

Herbal Coating

Unwanted waxy taste and lipid rancidity

Edible coatings can be securely caten with the
food product which s applied on surface of food
produce to maintain their quality & enhance their
shelf-life after harvesting. Edible coating mate-

Unwanted flavour is added to the

food produce as applied some of

the coating material which results
unnecessary sensory attribute

rial can be prepared from various herbal extract
such as Aloe Vera, tulsi, mint, lemongrass, cinna-
mon, oregano, neem and clove for food produce
Herbs-based edible coatings can be used in vari-
ous fruits and vegetables such as papaya, apple,
orange, grapes, tomato, cucumber and mango
in order to prevent loss of moisture, delay ripen
ing of fruits & reduce microbial growth. Herbal
edible coatings can increase the storage time of
fruits/vegetables of about 15-35 days when kept
at bow temperature while untreated fruits are de-
teriorated within 8-10 days. Use of herbal extracts
as an edible coating for fresh produce would be
an innovative & interesting thing that can be used

as an alternative tor chemical treatment that can

be commercially applied.

Challenges in Developing Edible Coatings for

Food Produce

The success of an edible coating depends on

its permeability to moisture and gases (O2 and

Co2,) and chemical attributes of the coating ma-

ternial, types of food produce, and environmen-

tal factors in which produce is stored

There are some points which should be con-

sidered when developing an edible coatings

formulation

® [Edible coating materials which have hydro-
philic in nature show inadequate moisture-
barrier properties;

® Due w Inappropriate storage condition,
unsuitable transportation and marketing of
food prudu.'c- 02 and col barrier properties
were vaned.

® Improper technigue of coating and poor
coating adhesion between coating laver and
the surface of fruits and vegetables; and

® Unwanted flavour is added to the food
produce as applied some of the coating
material which results unnecessary sen-
SOry attribute b ]
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