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“Biopharmaceutics Classification System (BSC)” @siifiunanuannisnineunseslag nlnnaud
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Directive 2001/82/EC anainglsUlvlienudidn nanduanerardyuie
Generic products #1889 “a medicinal product which has

- the same qualitative and quantitative composition in active substances and
the same pharmaceutical form as the reference medicinal product, and whose
bioequivalence with the reference medicinal product has been demonstrated by appropriate
bioavailability studies.”

- Shall not be placed on the market until ten years have elapse from the
authorization of the reference product (longer period for minor species and food producing
animals)

- Different salts, esters, ethers, isomers, mixtures of isomers, complexes or
derivatives of an active substance normally considered as same active substance, unless

they differ significantly in properties with regard to safety and/or efficacy.

Generic Animal Drug and Patent Term Restoration Act (GADPTRA) A.A. 1988
TTe11A1I7 Generic new animal drug ¥sneiis

- Copy of an FDA-approved brand-name reference listed new animal drug
(RLNAD)

- Same as brand name drug in dosage form, strength, route of administration,
quality, performance characteristics, and intended use

- Must demonstrate bioequivalence to the RLNAD or qualify for a waiver of
this requirement (biowaiver)

- Manufacturing, packaging, and testing sites must pass the same quality

standards as those of brand name drugs
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Pharmaceutical equivalence fUgIAULUY
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« Plasma Drug Concentration

« Urinary Drug Excretion

« Acute Pharmacodynamic effect

« Clinical Observation
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AildAunnitgn Ae n153n Plasma Drug Concentration 2141 parameter 3 #alu
nsU3suieufe

1. Time for peak plasma (blood) concentration (Tmax)

2. Peak plasma drug concentration (Cmax)

3. Area under the plasma drug concentration versus time curve (AUC)
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4. aﬁqﬁ@mauﬁ’amq physiochemical fie1avi11#3Usan3na (Bioavailability)
Wasuuas wu fidinisazanetintesndn 5 mg/ml flUsunanisavaeindosnin 50 % lutian
30 U9l wsEN1IANYINITazae (dissolution test) Yo9e1aiYLANGINAINEIRULUUDENTTE ALY

5. 1ifidoyaniandvaaumaniianiinfeigngaduainmiaiuemisluuiina
LAMNZL2Ae videegngeduldios uaznsgaduiinisulsUsiugs o7l extensively presystemic

metabolism wage19i nonlinear pharmacokinetics

WAW. AR estynad BeulEes



