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This English translation is prepared by Marketing Authorization Holder. (note: if the translation is prepared by
other than MAH, replace MAH accordingly)

The Japanese language package insert is the official document, and this translation is provided solely as a reference
material. In the case of any discrepancy between the two versions, the original Japanese version prevails.
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The provider of this translation shall not be responsible for any damage that may be attributed to the use of the
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This translation shall not be reproduced, reprinted or used for profit.
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Since this transtation is prepared in MM YYY'Y based on the Japanese text current at that time, the translation may
not reflect the latest information, due to continuous revision of package inserts.
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The latest Japanese text is available on PMDA (and MAH) website.
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Please refer to the English version of Kusuri-no-Shiori (Medication Guide prepared by MAH, available at RAD-AR
Council website) as an information material for foreign patients. -
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$iE 25mg: (63AM) No.513
» Approval No.:
12.5 mg: (63AM) No.512
25 mg: (63AM) No.513 _
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LEEEEM — YeHabit-forming drug
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Ay R B - Y¢Biological products
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1. % YrWARNINGS
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following patients.)
(F:UVI7FUVERRMEY A FE (UTUIFU%) OBEE. 2. BETELE (FHEELRI5
T EAEY CRVWE  YrPERSONS UNSUITABLE FOR VACCINATION (Persons in whom vaccination is
_ inappropriate)

3. #HRR - MR YrCOMPOSITION AND PRODUCT DESCRIPTION
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(F: VI FrEogait, 3.1 BEOME  YrSummary of Manufacturing Method & 72 ¥, #HA%IZ 3.2
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5% (FD&C Yellow No.6 [Sunset Yellow FCF])
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ADMINISTRATION
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16.1 M P#E  YeBlood Level
162 RN YrAbsorption
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