BWRELESE 0831001 7
SM2448H 31 H

HWEMREETER (B) & B

IRSTAT B R N 3 b e S ps A
E7ge o i [ S S I I

( «~ H 4 B )

ST S KGRI BE 5 K OV il A HEE T A R A AR O GR L 72 %
R RS AL, RIS S ORI 2 I 3
A SCEOB HEEX XML % SGMD)IZ BT ARt ikl 2\ T

P FH R 3 0 | R as (RSN E2 I 2 3 0 S OV AR R e S5 B L D N SE S
DFEHFHEFHKL O OFEFIED, [EEE O ZKRITIR DU SUEE
DFEFHBEEOWIEIZHOWT) (G 24FE8 H 31 BAITIRARE 0831 %5 17 & &
BB ER - ATEREAREE) KO TS KGR OU SUESE ETO
WNTONT ) (BT 248 A 31 HAFIT AL 0831 55 4 5 BTG =3
A TERT AR R R SR Ak IR ER R ) (LLUFOFEC DErRcdliE miidm A v o,) 1
EVBES N Z LTy, Frac B S D E R S 4L 2 I U D
WTTIE, St & KGRI 5 L O i HHEE T A R A UHER OISR L 70 b
R R3S, e, RN 3G M OV AR SR Th 256 OFd
HAFECONWTED b ZATY, £, TEFEHEER OB STEE IR
% LA BERHSGT I O IS SCEE R OB EEX (XML) OEMIZSWT ) (OF
A% 30 4F 11 H 22 B A1) 3R Ze — 7855 1122001 5 JSTAT Bk A 3K L R pk o
RO RS EmA) KO TTEEG ERERTE IR ER — A X— ] ~
D RGN SCEF RO BHEIZ OV Ty CER 17 4 3 A 17 BT T 3R
0317005 5 AMSTATEE AR LR ER A BB R am ) |2 TR RS
rn X NEEH R OE L EXOEHIZONT, EHTWeEIATT,

A FTRCECE SR OFE TR R RIS R N OMRAN 2
EEH S OTRAT SCEOB AL ER (XML X% SGML) (2381 5 54T & A&GRH|
M R O HEE T A N T A B D BRITR DT IEHE IOV T, Fid
DEBYELELLLOTEE FER{RERTER I L, BAWZE< L D



WhERBEVEL EIFEI,
ek, AEBHOE LA OBBRREOESL CICEM LI L 2R LKA E
7,

AL

1. BRAEELOEBEHEERX (XML) 1B 525G T
(1) EHEG BFEESEOWE, AL LM OMREICEET 2158 (B
T TEHRMEFREIE] LW D) 5 14 &5 5 HITHED S ER M EHK L DY
AN
HHIX 3 TR EARME] EANT D2, BlIXS~DANNTH
7= o TIXZF OMIHIX 5y (BFE 4 OtherRegulatoryClassification) % FHU»
52 &, [Fl—por DERMAEIRS TEBOBE DN O 256 R & &R
FEXI G T 22T OB OB G OB 02 TSRS AN E ) & AT
HT kL,
Flo, —HOMEXITIIRP IR THLH5E1E, [ (—58) R E &R
m Bl EANTBHZIE, Db THEXITHE (BFEL
IndicationsOrEfficacy) O*t5 & 72 5 5hHe T FAEIR 2 A+ LS & 7K
BORBTHDLZ EEHRTHI L,

(2)  TEIESOSEMAT & FBWIAGRH E O FhEIC >V (R 29 4 10 A 20
H AT A AR 78 1020 55 1 52455l 5K - ARG 2E R 1= 3 dn e A g it
AR ICES EREAERLOLS

HUI X TR & RWIAERSE ) EATT562 8, Bl ~D AT
(2B T2 > TULZ OMBHIX 5y (E#E4 : OtherRegulatoryClassification) %
HAWs Z &, Rl—pn OBERHERG CEBOBIER S 256, S E R
HAGRHIEE x5 T o 2 2T ORI O RGO HLHI X 4312 TSR] & R
Hl EANTHT L,

T, —EOBBENIER NG TH HGA IR, [ (5 S & 544
AKRME] EANTHZE, DOETCHREBXIIHRE (BFEL
IndicationsOrEfficacy) Dxt5 & 72 5 ZhEE TR FATTHEIR A4 LS4 &
HABONRTHD Z L EHRTH L,

(3) EFEHHEET A R T A AMERROERHERLOSA
SO R EH (FEFE4  SupplementaryInformationOfProduct) (2 [
BEHHEET A BT A 5GP EANTDZ L,
[El— sy D EFEHEIES THEEBE O R & 5556, i HEET A K2
A NERRHTG T H 2T ORI ORI OGS [ HifEE T 4 K2



ArREmB] EANTDHT L,

Flo. —HOREEIIIEN R THLEGAEIL. [ (—58) Heamfif HHEdE
A RTA UGB A] EANTHZ L, By TRIREUIE (HEHEL
IndicationsOrEfficacy) O*t5 & 70 5 0 He AT FANTEIR 2 A5 U At £l FH €
ETA RTALDOHETHLZEERRTDHZ L,

2. EFHHROEEER (SGMIZEBIT B3 IESIZ oW T
(1) BEEMLEREIRES 23 20 2 D 55 5 HIZED S BERESROL S
Z DDV E (BEFE4 : Other-precautions) |Z [SfEHE&RME ] & A
VA IR
Flo. —EHOEH BRI SUIEDI G THL5A1E. | (—8) &I
AREE) EANTDHZE, SOETHABR., EE IR (EEAL
infoindication-so-refficacy) DOxt4e & 72 24 A B B ST R IER 21 L5
WA EEKRBORMNBTH DL EE2HRTDH L,

(2)  THERI RS S AT I ARERHI B O FEHi DT (CFpk 29 4 7 A
31 BT AT 0731 565 1 BRAEE ER - AiEEA mRIEm) 1THE-S<
ER R D E

ZT O OIEE (BEFE4 - Other-precautions) (& [T A E RS 7.
WAGREE ] EANTHZ &,

Flo. —EHOMEHBRSUIERI G THL5A1E, | (—§#) FHE
AR SR RAARE S B ) EANT D2 &, SO THH B, #hEex
R (EFE4 : infoindication-so-refficacy) D x5 & 72 248 B #1320
(R Z A U E IR S R R AR ORI R TH L Z L 2R T 5
NP

(3) FcwfEHHEET A N7 A MNERKI RO EFREIE DA

T OMOIEE (FEFE4 - Other-precautions) (& [fFmfi AHEEDT A K
AU RmBl EANTH L,

Flo. —EOREX NI RN R TH HGAIE, T (—58) Heiwfl e
A RTA B MA] EATITHZ L, S CTER BRI, 2T
£ (¥4 : infoindication-so-refficacy) Dxf% L 72 A4 H BB X3 %h &
WCHERZ A Ui HEET A N9 OB THhDLZ L 2WRTH D
&

3. ANz A ESR S OB EER (SCMI)IZEIT DXz 2T (EFK L E
WAL 28 42D 2 O 5 55 5 T IS R Z W H E SR 0 56
FOMOEE (3534 : Important-precautions) (2 [T EAGRME ] &



ANTTH5T &,
Flo, —EHOEH BRI HRTHL5EEE. [ (—F) KM= &GEmE )
EANT DL, HETHEMAER (EFE4 : Conditions-for-approval) @

MR E IR DM B RNSERZ M LRI S KRB ORMRTH 5 2 L 2 WRd
5Tk,

4. FOfh
(1) EFRNEBREIBABER —LARX—VOERBRICBWTHRRIN
WHBEMEN S D720, ATTOBRITRTFTEN WL ICEETH I &,

(2) BEIZSMHAT = BEAGRHIE O R TH DRI, BRSO Tt
FAHEET A R4 > ) DMERR SN TWAMBIZOWTIE, 5348 A31H
FTIC, KBAICED D HFHAELALH T Z L,



( Bl %)
FONSCRMRE S 2E A N E R RZER
AATERMAES R 2R
H AR T 2
—xtEMNTE N AARRRRER AR
KEDHERIE TR RE R PITERERZER
—IRAEMTEN A AREREGE R E S SRR

B e R A ERES - I VDEERZER

—IRAEMTENKEERES - T VD TERREK



