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Guideline for Bioequivalence Studies of Generic Products (#%Z&EZL O LY HEMF
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FTIERT FTIET
Section 3: Tests Section 3: Tests
(W) ()
B. Oral extended release products B. Oral extended release products
(&) (B&)
I1. Bicequivalence studies II. Bioequivalence studies
1. Test Method 1. Test Method

Bioequivalence studies should be per
formed by single dose studies in both the

fasted and fed states. In_the case of post-

prandial administration. a high fat diet of

900 keal or more containing 35% lipid con-
tent should be used. The meal should be

eaten within 20 min, and drugs adminis-

tered within 10 min thereafter.

When a high incidence of severe adverse
events is indicated after dosing in the fast-
ing state, the fasting dose studies can be re-
placed with postprandial dose studies with
the low fat meal employed in the study for
oral immediate release product's and enter-
ic-coated products. Other testing conditions
should follow those of oral immediate release

products and enteric-coated products.

(%)

Bioequivalence studies should be per-
formed by single dose studies in both the
fasted and fed states. In the fed study. a high
fat diet of 900 keal or more and calories from

fat exceeding more than 35% of total calo-
ries. The meal should be eaten within 20

min, and drugs administered within 10 min
thereafter. '

When a high incidence of severe adverse
events is indicated after dosing in the fast-
ing state, the fasting dose studies can be re-
placed with postprandial dose studies with
the low fat meal employed in the study for
oral immediate release products and enter-
1c-coated products. Other testing conditions
should follow those of oral immediate release

products and enteric-coated products.

(BE)




