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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 accordmgly)

The Japanese language package insert is the official document, and this translatlon is prowded solely as a reference
material. In the case of any discrepancy between the two versions, the original Japanese version prevails.

EROMBIZ LDV 2BELRUEFIZORZADRNI L,
The provider of this translation shall not be responsible for any damage that may be atiributed to the use of the
translation.

» WIROER B OEH - HREFFRZTERENI L

This translation shall not be reproduced, reprinted or used for profit.

- FEREOFO A I % DREED BAENIRMA TR ESE R SR TV 528, i CEIZRIFFIET Sh
Hicth, BRPEF TRVWIREERLHD Z L,
Since this translation is prepared in MM YYYY based on the Japanese text current at that time, the translation may
not reflect the latest information, due to continuous revision of package inserts.

i, BETSC, UTOERELEDLEERHLERTH I L BELIARY,

 BOfThE D B ARRBIRACEIX PMDA (RUBH) v =731 MoBWTHEMRETHDS Z &,
The latest Japanese text is available on PMDA (and MAH) website.



SAEABREETOBRAFEHE LT, XFERSTVEOLBYZ2BESRENTZNI L,
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.



B2E KREHERICBTL2EEFH

B XEHERP, CREBSOLFEATEFHILUTOHEHY Thd, B, ¥HEMLEAFEMIERY
RSERICIR L TOEEMREL L. TRSMNISZREL T3,

7. {ERRIIIETEAR
(B (1) FRIELOES : 2019 4F 4 HIER
_ YePrepared: April 2019
(2) ETOFE ¢ 20204 7 AKET FHENE 2 )
Y¢Revised: July 2020 (2nd version of new form)

A . BFIEMEEHEET YeStandard Commedity Classification Number of Japan
H AR dn YR 55
o HAEHERGSLHEE S YeStandard Commodity Classification No. of Japan
® FFEES YrApproval No.
(B (1) 7ARES : 22300AMX12345678
» Approval No.: 22300AMX12345678
EE e
#E 12.5mg: (63AM) No.512
#iE 25mg: (63AM) No.513
» Approval No.:
12.5 mg: (63AM) No.512
25 mg: (63AM) No.513
2 AERBESCEFPIENLIBRIEI—TTERT L.
ARES  (RFE) 1613
* Approval No.: HAN-YAKU No.1613

V. EBES. KFEMMEA YcApproval Number, ¥Date of Initial Marketing in Japan
® RFEFIMAER  YeDate of Initial Marketing in Japan

T, BrE. A2HIH% X Storage, Y¢Shelf Life
® JitiE #Storage
(B
Light-resistant

® HEhHIM  YShelf Life

. Hh4rE4 YeTherapeutic Category
PRI Y Tz - TR AAERTCEOTRHEAS - RAZARU LAV SBET 5.

L

F1. BHIE4S  Y¥Regulatory Classification '
BTSRRI LY, HAIRSERREZBEIIANL I LIZRKRLET .
=R

— YrPoisonous drug
BR - YrPowerful drug
PRI - YeNarcotic
FEEEA — YrStimulant
L EEAIEE — YeRaw material for stimulant
BEEEE - YeHabit-forming drug
MITEEEIR M, - YePrescription-only drug
Mg — Y¢Psychotropic
At F SR B in - Y Biological products



EE A M R ELS, — ¥ Specified biological products
RHAGRIERE S — YcSpecially Approved Pharmaceuticals
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fR7E4 AAA® Tablets

5e42 AAB™ Granules
2B, —ROAFHEOFFCIZ OV T, AABRMIXECHE UL TRES, JAN £7203 INN £5 25081
Bz (N9 BB+ 28{bENER] 28),

1. & SYWARNINGS

2. R ROBHEHEHFE L2V L) HCONTRAINDICATIONS (This drug is contraindicated to the
following patients.)

E:UVI7FAHROIRY A PR GATU 7 7% OBEE, 2 EETENE (FHERZZITS
Z EAEY TAnE  %PERSONS UNSUITABLE FOR VACCINATION (Persons in whom vaccination is
inappropriate)

3. #AEL - tk Y COMPOSITION AND PRODUCT DESCRIPTION
(E: 7o/ FvS0RAR. 3. REoMERUIER - Bk ¥ SUMMARY OF MANUFACTURING
METHOD, COMPOSITION AND PRODUCT DESCRIPTION)
3.1 #AK ¥rComposition
(T . VI F 5041, 3.1, BEOHE  JrSummary of Manufacturing Method & 720 | #REIE 3.2
T 5,)
BRAERTTHEE, CORBICEM LI DOPARTEZE,

cf. FHf 15 (FD&C Blue No. 1 [Brilliant Blue FCF])
#Rfa 3 B (FD&C Red No.3 [Erythrosine])
4 B (FD&C Yellow No.5 [Tartrazine])
¥ 55 (FD&C Yellow No.6 [Sunset Yellow FCF])
3.2 RAIOMER  ¥Product Description
(i : U7 F50is, SAOHERZ 3.3)
B, BEREOAFROIERKFIICO>VWTI, AXERFOIERICHEL D,

4. ZHEELIIZIE Y INDICATIONS
ARAFEORRPLEHT S, HRTCIIEDCRETEAWRARIEESE M- TRLTELE AR
WA, ARFEOREEEEZ WL,

5. ShEEN ISR EE T 2R EOER  FPRECAUTIONS CONCERNING INDICATIONS

6. AR UHAE YDOSAGE AND ADMINISTRATION
ABREBAORRETHTA, BESEZH-> TERLTELXARWD, KRFEOHEHZE 22
e,



7. FBEERUCHBREETA3HERALEOEE FPRECAUTIONS CONCERNING DOSAGE AND
ADMINISTRATION ‘

8. EEREANOEE YIMPORTANT PRECAUTIONS

9. BREOHKREZFTH5BEHET 5EE NPRECAUTIONS CONCERNING PATIENTS WITH
SPECIFIC BACKGROUNDS
(E: U7 FrEQOEGIE. 9. REOERTZHETLHEITHTSHE 9. %PRECAUTIONS CONCERNING
PERSONS WITH SPECIFIC BACKGROUNDS)
9.1 AfHE - BHEESE D H 5 BHE YePatients with Complication or History of Diseases, etc.
(F: V7 FUrE508a1. 9.1 EEEEERE EEOHMEIT B L, BB EH T 5%) JcPersons
to be vaccinated with caution (Persons in whom the decision to vaccinate must be made with caution))
9.2 'BHEAEEEAE YePatients with Renal Impairment
(E: V7 FrSo8ait, 2 BRERELHAT5%F  YPersons with Renal Impairment)
9.3 ATHREREE B vePatients with Hepatic Impairment
F: VI FUEDOREIE3 FFREEESET53F  YPersons with Hepatic Impairment)

- 94 A£TEREE F T 5 YrPatients with Reproductive Potential
9.5 #F# scPregnant Women
9.6 1#FLi YeBrest-feeding Women
9.7 /MR% xPediatric Use
9.8 milE YrGeriatric Use

10. JBE{ER YINTERACTIONS
101 BEAER (BEFA LA2WVWZ &) #Contraindications for Co-administration (Do not co-administer with the
following.)
10.2 BEFRHEE (BFRWEET A 2 &) “Precautions for Co-administration (This drug should be administered
with caution when co-administered with the following.)

11. BYEAH SrADVERSE REACTIONS
11.1 ERABIEM  ¥Clinically Significant Adverse Reactions
11.2 FOMOBEIEMA  YrOther Adverse Reactions

12 BHERESREIFTEE YWINFLUENCE ON LABORATORY TESTS
13. BEEE NOVERDOSAGE

14. HALOEER *PRECAUTIONS CONCERNING USE
- ZERIFRBEMFDOVEE Precautions Concerning the Preparation of the Drug
- HAHY 5 R DEE Precautions Concerning Administration of the Drug
- FRNZZ(FIF DR Precautions Concerning the Dispensing of the Drug

15. FDMOEE  YwOTHER PRECAUTIONS
15.1 BRse{E A E -3 < ¥ YrInformation Based on Clinical Use
15.2 FEFEEERBRIT - < {58 YrInformation Based on Nonclinilcal Studies



16. EHBE S PHARMACOKINETICS
16.1fHEEE  ¢Blood Level
162X YrAbsorption
16.34375 YeDistribution
16.4%8 “rMetabolism
16.548t  ¥Excretion
1665 EDEREATHBAE  vrPatients with Specific Backgrounds
16.7EMFAEMEA  Y¥Drug-Drug Interaction
16.8F Ot  #Others

17. BEEPREESK YrCLINICAL STUDIES
171EBMER L 2B 3 2388 YrClinical Studies for Efficacy and Safety
172 BERFEEMES  YrPost-marketing Surveillance, etc.
17.3% Ofth Y Others

18. ZEZFIESE X PHARMACOLOGY
18.1 {EFBERF YeMechanism of Action

. 19, ﬁgﬁ&ﬁ};cﬁéﬂ‘éﬂh#ﬁ‘]ﬁ]ﬁ, YPHYSICOCHEMICAL PROPERTIES

—RXHIAFR - YrNonproprietary name

b4 - Chemical name

WE4 : Abbreviation

s g =V Molecular formula

TR . Molecular weight

{bEFEER Structural formula

B RIFE Nuclear physical characteristics
R Description

A Melting point

SrECARE Partition coefficient

20. BV EDOER  APRECAUTIONS FOR HANDLING
21. ABEH  SYAPPROVAL CONDI’fIONS

22. A% HPACKAGING

23. iﬁiﬁk YREFERENCES

Rl E LT RBAERMASIECELTERT 5, AR AAROAOESREr—vFREL T 5,
EEL. MEEE WL, £5, & (58, AE '

24. CEEERER CRIVE b4 YREFERENCE REQUEST AND CONTACT INFORMATION [EH|
LT, BAFERMNCEORWESDEELZHRY 258, #EARTORVWELERERZHEEGE. BASE
LREASTEROL, BAMTEWEPEEEDRHRLTELIT L, :



25, RBSA EoBEE  “PRECAUTION CONCERNING HEALTH INSURANCE BENEFITS

26, BUEIRFEEES Yt*MARKETING AUTHORIZATION HOLDER, efc.

BUERRFEIT  YeMarketing Authorization Holder 000
£ YrLicensed by 000
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1.OFER (Instructions of Package Insert for Prescription Drugs)
http://www.pmda.go.jp/english/safety/regulatory-info/000 1. html

2.D#FR (Points to Consider for the Instructions of Package Insert for Prescription Drugs)

http:/fwww.pmda.go.jp/english/safety/regulatory-info/000 1. html
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(BEAZE 1227 55 7 BEAFBHEER - AFEERERRD, TR 20412427 0)
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