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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.

s FEROFIHIC K D2V 2 F b RUEFITEORELZADRNI L,
The provider of this translation shall not be responsible for any damage that may be attributed to the use of the
translation.
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This translation shall not be reproduced, reprinted or used for profit.
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Since this translation 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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- BCHTIR D B AGEIRG SCEIZ PMDA (RUEAL) U =7 %A MIBWCHIERIRETHD Z &,
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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4. AREHERE L IEE S Y Standard Commodity Classification Number of Japan
H AKEAERS Sh 50 HE R 0555
® [ ARFEUERS L /347 5 YeStandard Commodity Classification No. of Japan
® KF2%S  YrApproval No.
() (1) 7KFRES : 22300AMX 12345678
 Approval No.: 22300AMX12345678
KR
$E 12.5mg: (63AM) No.512
#E 25mg: (63AM) No.513
* Approval No.:
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25 mg: (63AM) No.513
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s (3R 1613
* Approval No.: HAN-YAKU No.1613

7. AREE. IRFEHLEEE A YcApproval Number, YcDate of Initial Marketing in Japan
® [li5cfAMAHEH  YeDate of Initial Marketing in Japan

. BPE. AHIES K Storage, YeShelf Life
® [iT{E YStorage
)
Light-resistant

® HZhHAM < Shelf Life

2. EF5%HA Y Therapeutic Category
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F. HHIX 5 YcRegulatory Classification
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FIES - YePowerful drug
JRE - Y¢Narcotic
A - Y¢ Stimulant
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M - ¥¢ Habit-forming drug
A5 ZE 1 HE — YcPrescription-only drug
[) A e 5 - YcPsychotropic
A= R AL - Y¢Biological products
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R AT EEIE — Y Specially Approved Pharmaceuticals

¥. 4% (RE4A%H)

HAEN CHRLER 7EAGE S - I Fra H ARGEIRMA SCEORERUCHE L CRidi+ 25 2 &, EN TRk
Bk SN TV D IREAICITATRIC®% | TP ek HFE CARBERDIRFEA ITITAHTEIZ TM O~ —7
ZEiHT b,

A5e4  AAA® Tablets

AR5e4s  AAB™ Granules
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1. &% Y<WARNINGS

2. B ROBFICITEEG L7222 L) XCONTRAINDICATIONS (This drug is contraindicated to the
following patients.)

E: VI7F IO IRV A N (LT Y 7 F %) ORaiE, 2 BAEYSE (PHERELZT5
T EDNEY T/ YePERSONS UNSUITABLE FOR VACCINATION (Persons in whom vaccination is
inappropriate)

3. #HER « PR < COMPOSITION AND PRODUCT DESCRIPTION
(FE: V7 F U 50561F, 3. SEOBME RO - #2484 SUMMARY OF MANUFACTURING
METHOD, COMPOSITION AND PRODUCT DESCRIPTION)
3.1 #HpK  YrComposition
(7 FUEOLAE, 3.1 BUEOEE YcSummary of Manufacturing Method & 720 | #HAKIE 3.2
Thbd,)
BFERATZFTRT LT, COBMSIZHERL 2 ORT 52 &,

cf. FHf 1% (FD&C Blue No. 1 [Brilliant Blue FCF])
7Rth 3 5 (FD&C Red No.3 [Erythrosine])
¥t 4 5 (FD&C Yellow No.5 [Tartrazine])
a5 5 (FD&C Yellow No.6 [Sunset Yellow FCF])
3.2 BAIOMM  YeProduct Description
Ik V7 FUrEOLE. BHIOMRIT 3.3)
Fidh, MARZEOEROIREIICONWTIE, AARD T ORFICHEL D,

4. ZEEXIIZIE  SXINDICATIONS
AEHOWERZDHT 2, HRTIHLEICER TERWEAITEESEAM->o CGRLTEL X AR
WS, AGREHOREEZB 2N &,

5. ZREXIIZRICEETAFEHA LOEE  YPRECAUTIONS CONCERNING INDICATIONS

6. HEEUOHE %DOSAGE AND ADMINISTRATION
KR FHOKRZ LT D, HESEZM-> TR L TELZXZRWD, KEFHOFEMZ-E 2 720
Z &,



7. AEROCHABICEAETAHFEHA EOEE Y PRECAUTIONS CONCERNING DOSAGE AND
ADMINISTRATION

8. EELREAPNEE YWIMPORTANT PRECAUTIONS

9. REDEREATHBREICET HEE  *PRECAUTIONS CONCERNING PATIENTS WITH
SPECIFIC BACKGROUNDS
(T U7 F BRI, 9. FEOERZAT O2H T H1EE  9.%PRECAUTIONS CONCERNING
PERSONS WITH SPECIFIC BACKGROUNDS)
9.1 &0MHE - BEEREE O H 5 BF YePatients with Complication or History of Diseases, etc.
(E: U7 FUHEOLEEI, 9.1 BMEREE FEROHW 21T 5 ICER L, BB &2 A3 54) YcPersons
to be vaccinated with caution (Persons in whom the decision to vaccinate must be made with caution))
9.2 EHEREREE B YePatients with Renal Impairment
(E: VI FUFEOEAIT, 2 BERELZ AT 5%  YcPersons with Renal Impairment)
9.3 fITHEHEREE B YePatients with Hepatic Impairment
(E : V7 TFUEOLEEIL9.3 R EZ AT 2%  YcPersons with Hepatic Impairment)

9.4 AFHRE % A 3 5 F JcPatients with Reproductive Potential
9.5 Thw Y<Pregnant Women

9.6 #FLhw Y<Brest-feeding Women

9.7 /%% YcPediatric Use

9.8 Ml YeGeriatric Use

10. #HE{ER SXINTERACTIONS

10.1 PR (DFH L7ZeuvZ &) *Contraindications for Co-administration (Do not co-administer with the
following.)

10.2 PEAHER (DFAICHERET % Z &) ¥Precautions for Co-administration (This drug should be administered
with caution when co-administered with the following.)
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. BIYfEF Y<ADVERSE REACTIONS
11.1 ER72FIEH Y Clinically Significant Adverse Reactions
11.2 ZDdEIER  YcOther Adverse Reactions

12. ERBRERRICRITTEE YINFLUENCE ON LABORATORY TESTS

13. BEHE SXOVERDOSAGE

14. #HA EDOEE KXPRECAUTIONS CONCERNING USE
- SEHIFHEIF O Precautions Concerning the Preparation of the Drug
- FEAHIB HIF OEE Precautions Concerning Administration of the Drug
o FEANAZAfFIRF DR Precautions Concerning the Dispensing of the Drug

15. 20D EE  YOTHER PRECAUTIONS
15.1 ERERAE A I HED < 1F#k YrInformation Based on Clinical Use
15.2 FEERARFRBRICHE DS < 1HEHR YrInformation Based on Nonclinilcal Studies



16. E¥EHE SYPHARMACOKINETICS
16.11MH 2  YeBlood Level
16.2 UX Y Absorption
16.3434f  Y<Distribution
16.4fX3#f  YcMetabolism
1658k Y Excretion
1665 EDE A AT HHEFE  YePatients with Specific Backgrounds
16. 73 AA/EM  YeDrug-Drug Interaction
16.8% DAk ¥Others

17. ERKEE SXCLINICAL STUDIES
1716 80 K O 2RI B4 23k YeClinical Studies for Efficacy and Safety
17.2 BLER B HASE  YePost-marketing Surveillance, etc.
17.3% Ol YcOthers

18. FEhFKH APHARMACOLOGY
18.1 YEFfIf%F YcMechanism of Action

19. ARSI 3L ZA % K, YvPHYSICOCHEMICAL PROPERTIES

—MREIA TR Y<Nonproprietary name

b5%4 Chemical name

&4 Abbreviation

Vo am ae= Molecular formula

o Molecular weight

{7 Structural formula

BB RO RRE Nuclear physical characteristics
PR Description

L Melting point

TTBERER Partition coefficient

20. BV EOER  YPRECAUTIONS FOR HANDLING
21. A#RBSE&MH Y APPROVAL CONDITIONS

22. % YPACKAGING

23. FEEK YREFERENCES
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25. IR EDEE YtPRECAUTION CONCERNING HEALTH INSURANCE BENEFITS

26. BIERFEEES SXMARKETING AUTHORIZATION HOLDER, etc.
&R 7E L YeMarketing Authorization Holder OOO
f2#  YeLicensed by OO0
7L LELHT D,

W2 =5k

1. EREAERLA SCEOHEEEIC OV T
AT 0608 55 1 S /2 AR ESR - AN/ RE B, 2946 A 8H)

2. BEFRAERLOEN EOERLHEHRICONT
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3. 1.0O%FR (Instructions of Package Insert for Prescription Drugs)
http://www.pmda.go.jp/english/safety/regulatory-info/0001.html
4. 2.0O95FR (Points to Consider for the Instructions of Package Insert for Prescription Drugs)
http://www.pmda.go.jp/english/safety/regulatory-info/0001.html
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