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Pharmacokinetics
Dose=>Conc.vs.time
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FIGURE 25-1 Interspecies correlation between
methotrexate velume of distribution V; and body weight.
Linear regression analysis was performed on logarithmically
transformed data. (From Boxenbaum, 1982, with permission.)
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FIGURE 16-1 Drug product performance and new drug product devel-
opment for NDAs. Drug product performance may be determined in vivo by
bioequivalence studies or in vitro by comparative drug dissolution studies.

BA = bioavailability.
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Comparative dissolution
profiles and/or
bioequivalence studies
to approved RLD

Generic
drug
product

Active pharmaceutical
ingredient (drug substance)

Dissolution profiles plus

Postapproval changes = bicequivalence studies,
if required

FIGURE 16-2 Drug product performance and generic drug product development. Drug product performance may be deter-

mined in vivo by bioequivalence studies or in vitro by comparative drug/release dissolution studies.
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Drug Product

Oral tablet

Oral solution

IV bolus
injection

Olge 4 (Shhex Joloe) (Shyss 0,8 sl (s (s (502,

Dose AUC Standard
(mag) (ug-h/mL) Deviation
200 89.5 19.7
200 86.1 18.1
50 37.8 5.7
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