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DESCRIPTION
The bio equivalence study should be a comparison of a single 
dose of the drug product to be tested with the appropriate 
sample material for normal adults. Single-dose research should 
be different in design, unless the same design or another design 
is more suitable for valid scientific reasons, and should provide 
time for drug termination. Unless an alternative is warranted for 
practical scientific reasons, the duration of drug withdrawal must 
be at least three times the life span of the active ingredient of the 
drug or its therapeutic component, or its metabolites, measured 
in blood or urine; or at least three times half the life of decay of 
a pharmacological hazardous effect.

Where comparisons of test product and sample items will be 
based on blood pressure-the time curve, unless the alternative is 
more appropriate for practical scientific reasons, blood samples 
should be taken with sufficient frequency to allow for your 
measurement of both high concentration in the blood of the 
active ingredient of a drug or its therapeutic component, or it’s 
metabolites, is measured; and an Area Under the Curve (AUC) 
total of at least three times the life of an active ingredient of a 
drug or a therapeutic component, or it’s metabolites, is 
estimated.

In a study comparing oral dose forms, sample times, the 
intravenous dosage form and the oral dosage form, sample times 
should be those required to define both the distribution and 
subtraction phase of the intravenous dosing form; and the 
absorption and removal phase of the oral dose form. In studies 
comparing drug delivery systems other than oral or intravenous 
dose forms with the appropriate sample level, sampling times 
should be based on valid scientific reasons. Where comparisons 
of test product and sample items will be based on urine 
excretion time, unless the alternative is more appropriate for 
practical scientific reasons, urine samples should be collected in 
sufficient quantities to allow for urine measurement. The rate of 
urination of an active ingredient of a drug or part of a treatment, 
or its metabolites is estimated.

Where comparisons of test product and sample items will be 
based on the timing of the treatment effect, estimates of this 
effect should be made with sufficient frequency to allow a 
reasonable estimate of the total AUC time period at least three 
times. Half-life of the pharmacological effect of decay, unless the 
alternative is more appropriate for valid scientific reasons. The 
use of a pharmacological risk factor is to determine bio 
availability may require dose-related response. In such a case, the 
bio availability may be determined by comparing the dose-
response curves with the total area under the pharmacological 
risk factor-time curves of any given dose. Multi-Dosage Research 
Guidelines in selected cases, may be necessary to test the product 
and sample items after repeated administration to determine the 
stable levels of the active ingredient of the drug or component in 
the body. Test product and sample materials should be provided 
in studies in the form of fasting or fasting, depending on the 
conditions indicated in the proposed writing of the test product. 
Multi-dose research may be required to determine the bio 
availability of the product of the drug in the following cases 
where there is a difference in absorption rate but not in 
adsorption rate, there is a significant variation in bio availability 
from one dose to another; the concentration of the active 
ingredient of a drug or its therapeutic component, or its 
(metabolites), in a single volume is too low for accurate analysis; 
drug product is a form of extended release dose.

CONCLUSION
Multi-dose research should differ from formulation, unless the 
same design or other design is more appropriate for valid 
scientific reasons, and should provide time for drug overdose if 
stabilization conditions are not met. If duration of drug 
withdrawal is required, unless the alternative is particularly 
appropriate for practical scientific reasons, the duration of drug 
withdrawal should be at least five times the life of the active 
ingredient of the drug or part of the treatment, or active 
metabolites), measured in blood or urine; or at least five times in 
the half-life of the pharmacological risk factor.
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