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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 prowded solely as a reference
material. In the case of any discrepancy between the two versions, the original Japanese version prevails.

CHEROFMBACE 502 BELREFIZOFEADRN L,
The provider of this translation shall not be responsnble for any damage that may be attributed to the use of the
translation.

- RIROERIBHDIERE - HIRERAEITbRWZ &,
This translation shall not be reproduced, reprinted or used for profit.

- TRBOFOR WX DR D B AFRFN LB CESEEREN TV IR, FXFIHHIET S h
L, ERBPEFTRWITENERSHZZ 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 insetts.

Fh, BEZRU, UTOBEESZEHEEEERLRERTH I L b2 LI ARV,

- RO B AFEAAT CEIL PMDA (RUEH) va7¥ A MeBWTHETETHEZ L,
The latest Japanese text is available on PMDA (and MAH) website.



- MEABEETORAER L UTH, HERTVEOLBY ZEESRINILNI &,
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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BT CEFERD, RERABEOVNABEFRILUTORY TH3, 2B, wHEH LLABECIERA
HERRICER L CORERREL L, ThilasmEs 13,
7. {EREBETAEA
(B () FHEROBRS : 2019 F 4 AfER
YePrepared: April 2019
() YETDOJ/E + 2020 & 7 ABET FHRAE 2 10
YeRevised: July 2020 (2nd version of new form)

4. BAARERREEES YStandard Commodity Classification Number of Japan
HARER R RESE
¢ AAEHEFLSEREFS YrStandard Commodity Classification No. of Japan
® AFEES  srApproval No.
(B (1) AFEEE : 22300AMX 12345678
« Approval No.: 22300AMX 12345678
ARE=
#E 12.5mg: (63AM) No.512
#E 25mg: (63AM) No.513
» Approval No.:
12.5 mg: (63AM) No.512
— 25 mg: (63AM) No.513
Q) ARBFFCEFHIFENIHFE—<FTERT S,
ABES : (RE) 1613
* Approval No.: HAN-YAKU Ne.1613

. AWES. WFEHEE R YrApproval Number, YcDate of Initial Marketing in Japan
® fRFEMIAEER  YcDate of Initial Marketing in Japan

=, WrEE. BRHIM% X Storage, YeShelf Life
® Jirik %Storage
B R
Light-resistant
o EPHHM rShelfLife

. A YeTherapeutic Category
WERIZY 72 » T B RBERACEORSNE - RRZBH LWL 5EET 5,

F. XS  YeRegulatory Classification
ARIERICLD, HHRSSRERZBSIAF T LickET 5,

BX — YPoisonous drug

BIZK — YePowerful drug

FFRIE - YNarcotic

AR —  YrStimulant

TREAI Ut - YrRaw material for stimulant
BEMERES - YrHabit-forming drug

G EERR - YrPrescription-only drug
BEETEES - YePsychotropic

A Y F S B - YrBiological products



KRR RS — YrSpecified biological products
REIAGEERS - YrSpecially Approved Pharmaceuticals
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FRERT S,

RFE4 AAA® Tablets

584 AAB™ Granules
8. —HRHILFROBITICOVTIE, AARBRAXECHELTRFA. JAN i NN AE 8T
BZE (M9, BRERSICETIEFENHR] ZH),

1. ¥  HWARNINGS

2. B (ROBFIITRE LRI L) XCONTRAINDICATIONS (This drug is contraindicated to the
following patients.)

(F:UvI7F RPNV A FE CUTU2F0%) OfFER, 2. BETRSE (THEEEZRITD
T XY TARVE  YPERSONS UNSUITABLE FOR VACCINATION (Persons in whom vaccination is
inappropriate) .

3. AL - Hk YrCOMPOSITION AND PRODUCT DESCRIPTION
(V7 FrS0Raid, 3. HEOBERUERE - MR YSUMMARY OF MANUFACTURING
METHOD, COMPOSITION AND PRODUCT DESCRIPTION)
3.1 #HEX YrComposition
(B : 77 FoZEDPET, 3.1 BEOHEE  YeSummary of Manufacturing Method & 72V | #AFKIX 3.2
T D,)
BRAEETTIEL, CORBICERLEbOPATTLII &,

of #Hf 1% (FD&C Blue No. 1 [Brilliant Blue FCF])
FRE8 3 B (FD&C Red No.3 [Erythrosine])
#6854 B (FD&C Yellow No.5 [Tartrazine])
#E 5 8 (FD&C Yellow No.6 [Sunset Yellow FCF})
3.2 BFOPER  YeProduct Description
(i : 77 FH0RE, BAOMERI 3.3)
S, BEREOAROERFRICOVTI, BEARRBFOERICHEL S,

4, BEERIIZE  AINDICATIONS
ABEFEEORRLNR TS, ERCIIENMCREATERVWERITETSEZfH~TRRLTELX AR
WA, FREEEIEOHBEEEL N &,

5. WEEXIIHBICEIETAEALORE HPRECAUTIONS CONCERNING INDICATIONS

6. BB FAE %DOSAGE AND ADMINISTRATION '
ARBFEOERETHT D, BESELM-THERLTELZLAWD, ARFHOHEHEEHE A 2N
z, ‘ ‘



7. RERCARCEETSHEAELEO®EE Y PRECAUTIONS CONCERNING DOSAGE AND
ADMINISTRATION

8. EELREAMER YIMPORTANT PRECAUTIONS

9. BEOHWREPETABEICYT %R  WPRECAUTIONS CONCERNING PATIENTS WITH
SPECIFIC BACKGROUNDS

(F: 77 FUEDHEE, 9. BEOEREHTHHICHT HERE 9. YPRECAUTIONS CONCERNING
PERSONS WITH SPECIFIC BACKGROUNDS)

9.1 ABHE - BRSO % 5 H% YePatients with Complication or History of Diseases, efc.

(E: V7 FE0HEE1IT. 9.1 BEEREE EEOHMEITO CBL, EE2E T 5%) YrPersons
to be vaccinated with caution (Persons in whom the decision to vaccinate must be made with caution))
9.2 EHEEREME YePatients with Renal Jmpairment

(F: V7 F L0581, 2 BEERELET5E  YPersons with Renal Impairment)

9.3 FTH#REREBE YrPatients with Hepatic Impairment
(£: V7 FE0HREBI1193 IFEREREELZHET 5%  YrPersons with Hepatic Impairment)

9.4 AFHRE% H 3 53 YrPatients with Reproductlve Potential
9.5 #F@ YPregnant Women

9.6 {RILi# YeBrest-feeding Women

9.7 /NR% YrPediatric Use

9.8 MlinE YrGeriatric Use

10. fBE{EH SYINTERACTIONS

10.1 fER%EER (BFA L7222 &)  *Contraindications for Co-administration (Do not co-administer with the
following.)

102 GEFARER (BFRCEET 5 Z &) *Precautions for Co-administration (This drug should be administered

with caution when co-administered with the following.)
1

11. BI#EB YADVERSE REACTIONS
11.1 ERZBIER S¢Clinically Significant Adverse Reactions
11.2 FOMOEBIER  YrOther Adverse Reactions

12. REREERICRIFTER YINFLUENCE ON LABORATORY TESTS
13. BRES YOVERDOSAGE

14, #HLEOEE YPRECAUTIONS CONCERNING USE
« FAFBRRF DR Precautions Concerning the Preparation of the Drug
- A ERFDEE Precautions Concerning Administration of the Drug
» BRIZSAHRFDOIER Precautions Concerning the Dispensing of the Drug

15. FDOOEE FrOTHER PRECAUTIONS
15.1 ERERFERIZE-S< 1§ YrInformation Based on Clinical Use
15.2 FEREHERERICE S {8 YrInformation Based on Nonclinilcal Studies



16. XWBE STPHARMACOKINETICS
16.1fLFIREE  s¥Blood Level
162 %X YrAbsorption
163437 YrDistribution
164158 YMetabolism
16,548kt #Excretion
1664 EDEREHETHHE  YPatients with Specific Backgrounds
1673 E{ER  YeDrug-Drug Interaction
16.8F DA  *Others

17. ERMEE#K <CLINICAL STUDIES
1718 5 R e @Mz B9 53088 YrClinical Studies for Efficacy and Safety
17.2 BIERFER TS YrPost-marketing Surveillance, ete.
173 % DAt YrOthers

18. WP ¥HE FPHARMACOLOGY
18.1 {EFERE YeMechanism of Action

19. FRRRAIC BT 3 BLFEMME S PHYSICOCHEMICAL PROPERTIES

—RREIA TR Y¢Nonproprietary name
L3244 - Chemical name
BE4 Abbreviation .
S Molecular formula
aTE: Molecular weight
{LEEEER Structural formula
PR ERAEE Nuclear physical characteristics
PEIR Description
AR Melting point
- ERE Partition coefficient

20. BV EOEE *I;RECAUTIONS FOR HANDLING
21. EiB&M: YrAPPROVAL CONDITIONS

22. ¥ YPACKAGING

23. EEUR *REFERENCES

FAIE LT BARRMAXHFCE T THERT S, HRaSSAREOLOREIRT —<FRLL T D,
EEL, HEEA L), £5. & (B0, A% '

24, TREERER UV A& % WREFERENCE REQUEST AND CONTACT INFORMATION A
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LREASFREHO L, EAMTENADEEETEE L TE LAY,



25, (RS LOER WPRECAUTION CONCERNING HEALTH INSURANCE BENEFITS

26. BERTERES YIMARKETING AUTHORIZATION HOLDER, etc.
BUERRFET  YeMarketing Authorization Holder OO0
#£# rLicensed by 000
Ry,
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(FEAEZE 0608 35 1 BEAFBAEE - EEHERREN, TR 2946 A8A)

2. ERAERLOERLOBELHEFIISWNT
(%E?ﬁ%ﬁ‘ 0608 5 1 FIEAFBEESR - £BRFERLESIERE RN, FR 296 A8AH)

3. LOHER (Instructions of Package Insert for Preseription Drugs)
http://www.pmda.go.jp/english/safety/regulatory-info/0001.html
4. 2.DFFR (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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