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Opinion

Impurity has shown extraordinary diversity, as evidenced
by ICH, EP and USFDA circulating norms and innumerable
unique combination norms. Although researchers looked for
zero, the impurity has difficult to split. Different approaches are
currently being followed in an attempt to stimulate the impurity
and mopping up the resultant early stage before they have
opportunity to entrapment in the fresh product and establish
reservoir. An impurity was put on the anti-impurity treatment by
water at about 600 C and charge changes in onset temperature
with reaction condition, so maximum temperature which can
be reached during the runway of the synthesis reaction only
for reaction mass and temperature at which technical limit
has passed. A number of factors associated with lower to high
susceptibility to impurity and better control on impurity
multiplication have been reported. Specified impurity ABCDE
and other detectable impurity F, these substances would, if
present at a sufficient level detected by one or other of the test.

They are limited by the general acceptance criteria for
other/unspecified impurities and /or by the general monograph
substance for pharmaceutical use. It has therefore not necessary
to identify these impurities for demonstration of compliance.
Whether certain chemical reaction can take place, to what extent
chemical conversions can occur, the effect of temperature and
pressure on the behaviour of a chemical reaction, the driving
force of each of several competing reactions taking place, and
the amount of heat released are some of the aspects of chemical
process impurities emission [1,2]. Energy of a system entering
a process plus any addition during the process, the conversion
into reaction mass, those time for exposures to the impurity
entrapment, that impurity has known slash impurity and it has
not unusual work, it has undisclosed impurity in pharmacopeia.
Molar cause their impurity-impurity interaction but the extent
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of variability. Impurity interactions are frequently observed in
batches, and often they can be anticipated by knowledge of the
underlying mechanism. Whenever possible, these interactions
should be prevented by avoiding the necessary use of nonaqueous solvent, and by selecting associate solvent which are
less likely to intact. If the use of potentially interacting solvent
cannot be avoided, impurity consequences may be minimized as
appropriate by individualized batch by density of solvents.

Mixture of solvents has an important role to play in the
batches of active pharmaceutical ingredients, as it has important
in estimating individualized solvent concentration necessary
to achieve pharmacopeial trends without causing unacceptable
impurity. It has important to recognize that interactions are not
with only solvent but it occurs when two organic solvents are
given together they influence each other and without considering
density it efflux the impurity. In addition, another important
outcome has been seen impurity interactions may occur not only
when a raw material inducer or heat is added to a synthesis, but
also when the helper agents are removed. In chemical process
impurity has complicated and problematic for further impurity –
impurity interaction and new impurity make great progress and
risk of compound.
Objective and study exposed for checking the impurity in
reaction runway faster than product formulation during their
process and development known impurity, it has undisclosed
impurity in pharmacopeia that has slash desired impurity. Slash
impurities in the staring materials could follow the same reaction
pathways and carry forward to the final drug. In this study slash
impurity has irrelevant trace element accepted as unaccepted
chemical entity it has relatively inconsistent solubility and show
only weak adsorption at the surfaces of compound. Data from
middle stage of synthesis having 20 different batches of active
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pharmaceutical ingredients and running intermediate were
taking concomitantly in equal intervals of heating time. In this
invention impurity interaction occurs when water has avoided
from the synthesis. This study has showed that impurity level
increases significantly after a poor compliance of water. Batch
time of active pharmaceutical ingredients has narrow or it may
be long, it has to be vigilant in maintaining the concentration of
raw material suitable molar range with water till complete the
reaction mass.

So direct role of water, raw material regimen has important
and heat monitoring which helps to keep the level with in
synthesis. Water combined with reaction mixture used to treat
co - associated impurity conditions, when multiple solvent may
be used, there is possibility of more exothermic and under rated
relevant for impurity and its interaction, which drag them and
come along with product development and with impurity way
has particularly common for a variety of reasons. Water too was
not affected by the use of specific concentration to this reaction.
After the withdrawal of water the level of impurity went up
significantly, it needs vigilance in such situation. Therefore
adequate to this subgroup of solvent water has switched off
from the synthesis, the concentration of solvent increases
slowly goes up with the passage of time and it takes impurity.
Impurity –impurity interactions among reaction mixture and
unreacted material are well established but the withdrawal
of water as inducers produces the more impurity level than
recommendation.

Conclusion

Many of the new drugs are approved only for adjunctive
use; thus solvent trial and impurity interaction should also be
considered [3,4]. Although ideal solvent remains the mainstay for
the treatment of zero impurity, combination of solvents are used
frequently in synthesis not responding to a single media. That
can resolve the pharmacopeial status of the product development
and can give us the real picture of impurity interaction in future
studies. Water due to its high availability and low cost, it is very
interesting option in this setting. The positivity status of the

impurity was conceptualized by thin layer chromatography. The
product when retested after 15 days of product was found to be
zero impurity or negative for impurity emission. The product
continued to be negative after withdrawal of early stage impurity
treatment. The investigators claimed a functional cure in the
impurity. This finding was very significant as this functional cure
was achieved by administering early stage line synthesis drugs
by water molar. This may make it a feasible strategy for impurity
cure. Also there is a need to estimate impurity and outskirts
impurity levels through Maldit of method [5-8].
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