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Abstract

As a result of having carried out the bioequivalence studies for healthy Japanese adult male volunteers
between either Olanzapine 5 mg OD Tablets “KYORIN” or Olanzapine 5 mg Tablets “KYORIN” as the test
product and either Zyprexa ® Zydis® 5 mg or Zyprexa ® 5 mg as the reference product, it was judged
according to the guideline for bioequivalence studies of generic products that each of the test products was
bioequivalent to each of the reference products.

In addition, as for Olanzapine 2.5 mg OD Tablets “KYORIN” and Olanzapine 10 mg OD Tablets
“KYORIN”, bioequivalence was assessed each by dissolution tests according to the guideline for
bioequivalence studies for different strengths of oral solid dosage forms in comparison with Olanzapine 5
mg OD Tablets “KYORIN” as the reference product, bioequivalence of which was confirmed in comparison
with Zyprexa® Zydis® 5 mg.

As a result, each product was considered bioequivalent to the reference product.

Likewise, as for Olanzapine 2.5 mg Tablets “KYORIN” and Olanzapine 10 mg Tablets “KYORIN”,
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bioequivalence was assessed each in comparison with Olanzapine 5 mg Tablets “KYORIN” as the reference

product, bioequivalence of which was confirmed in comparison with Zyprexa ® 5 mg. As a result, each

product was considered bioequivalent to the reference product.

Therefore, it was concluded that Olanzapine 2.5 mg OD Tablets “KYORIN”, Olanzapine 5 mg OD
Tablets “KYORIN” and Olanzapine 10 mg OD Tablets “KYORIN” could be expected to be equivalent
therapeutic effect correspondingly to Zyprexa ® Zydis ® 2.5 mg, Zyprexa ® Zydis ¥ 5 mg and Zyprexa ©

Zydis ® 10 mg in clinical treatments. Likewise, it was concluded that Olanzapine 2.5 mg Tablets
“KYORIN”, Olanzapine 5 mg Tablets “KYORIN” and Olanzapine 10 mg Tablets “KYORIN” could be
expected to be equivalent therapeutic effect correspondingly to Zyprexa ® 2.5 mg, Zyprexa ® 5 mg and

Zyprexa® 10 mg in clinical treatments.
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NG A—% SEAE D 7 909 {5 ALK FET (JEHFr, M) A
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[V | EBEREEERIC L VI N, AEFR
S —EHEFI121TR LI,

@) &  FF

Kz Uikke, KbViBRonWITnNsEEEFLIIR
KR OIEERET, A7 L SUIRALIZ T IalE % b
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tFCH2 [F5ERNIZ1 A, Cum lZETHETICL
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SR eS|
R, * T UV *T I Y Ve *T I VY ViR
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> 0D $&5 mg [#Hitk] OmHFEISEEZHE L&
A, BHZEBIIFRI%ETHD LHEINT,

2) 5 V0D 10mg [

F 18, X 10 IZ¥s B gkl OB RS o)
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