RBRE %25
SF5HE4H 208

EWMERRGEEEET (B) & B

MILATEOE N E SR dn BRI SR B O S
Z2eMEHR - -CEEFHRTR

( & B 4 BB )

[t E ARBBESRUORBEERMEET A F7 A4 AAERORRERD
ERAERS, ERERELICEAZSEHHAERRD
W LEDEFLER (XML XiX SGML) 281} 5 R#HEIC 2T
D—ERHIEITDOUVNT

ST EABHELERORBEERHEET A F7 4 AEROXR E 2D ERA
EIKG, EREEEOENZERAERLORMTEDOE T LERICBIT 55EH
FIEIZOWTIE TREMN & AR ESRUOREFERMEET A K514 AAERDXE
KL ERAERR, EREREVENZHAERSORGIEDCOEFLE
X (XML Xi% SGML) (231 M A IEICONWT] (FFn 248 A 31 BFFITH
B2 S35 0831001 B) ITEVEDTWVWD EZATT, 4%, YUikBHD—E
ZWEL. BIEOE B BEFEERARORSEIZEAWVZLE LZ, & F LTI,
BEE TOBRRERFEE YL, AEVWEE L5 THHhEBEVE L ET
7,



®

KB %%1 %5
ASf54 48 20 H

Bl B B

WSLATEOE N E S RS S s
ZetFER CEHEFHETER

( =~ H % B )

[Refth it & ARHELEROBEERMEET A NI A AMAERORME LD
ERAERES. Dﬁ%‘%%%&fﬁﬂi%‘ WrREEMRD
W TEOEFLER (XML Xix SGML) (281} A& HIEIC OV T
DO—ERLIEIT DT

ST X ARBHEERORBEEREET A T A AMEROR L 2D ERM

EFEE, ERESBEOEAZERERLORNIEOEHLERICTRIT EH
FHEIZOWTIE TR EAREESR OB EFERMEET A N7 A4 AAEROXT
BLRIEFRAERL, ERBEEVEADHAERMORT LEOEFLE
x (XML Xix SGML) (231 B8 AIEICOWVWT) (Ff24F 8 A 31 BHfFITH
B3 0831001 &) ICEVEDTWH L ZATY, A4, YUEBMOREIT
DOWNWT, R -FHERBROLBVHRELELZDOT, ZTTHNWEEL & EBHIZ
BEE2LBIzR L, BaWizE K2 ZTHHEBBEWVWWIZLET,



(AR

[T E ARREER ORBEFERHEET A N T A AEROMR LD
ERAERML, EREESRE MM ZETRERRO

MIXEOETFLENX (XML Xix SGML) (2

BT B FEHITEZ OV T

DO—EFWIEIZOWT (FFIBxRE)

(TRRERS IR IERRSY)
BOEH% BT
= S

1. ERAERROBEFEX XML) 2875
HHRMZ 2N T

(1) EFEL, ERESEOLE. AR UE
EWORRFCHETIER CUT [ERAERBS
B &0 D,) B 14 RE S RICE S ERAERM
DHE

HEIK S ORHIX =1 — F (R4 -
RegulatoryClassificationCode) |23\ T M4 &
ARME ] ORBIXKSo— NERIRTHZ L, F—
5y DERMERG CTHEREORRRH D256, £F
fF X KRB ERR TH D2 TORBEORT OHHIX
SIERVT TR EAGESE] ORBIKG=o—
ZEBERTDH L,

iz, —HOPEEIUIZRBHAR TH DHEIE.
M(—#0) &AM EERME OBBIKS 2 — FE#
Ryzo2L, bOETHREIDR (BRA
IndicationsOrEfficacy) Dxt5 & 72 2 2heE X i3zh R
WCHERZ AT LR EARORIRTH D Z & 2 HR
THL,

(2) TEIEMHOFM(TE REEBHIEORREIZD
W) (AL 29 4 10 A 20 B fH7 A IKE S 1020
%1 BEAETBHEER - AEHERERLEEEHR
REEM) CESERAERLOBS

RHIX S OREIRy=— F (BEEAL -
RegulatoryClassificationCode) (23T [t
BHARMB) OIS — FE2RIRTLHZ &,

1. ERAEEROBEFLEX XML) 2815
RN T
(1) EXH, BEF#EREORE, AMERUE
2MORREICETIER UUT [ERMERES
El EvWH,) H 14 RE S HICES BERMAEREM
DEL
BRI TR EARBRB] LANTDHZ
&, BBER~DANH = - TEZ OfRHIK S
(¥4 : OtherRegulatoryClassification) # fu>
5L, R—mpSOERRBERS TEROREL S
H%E. R EERRERRTHLETOHKD
R OHBIR T [REAMFEARBMBI EAHTD
ey
Fiz, —EHOZREXIIBRPIHRTH 2B,
[(—&8) &HfTEARMB] LANTBHZ L, bbb
W TRREXIIRR (BEH4
IndicationsOrEfficacy) Dxt8 & 72 2 ShREXII%hE
WCHERZAF LA X AR ORRTH D Z L 2WR
THZL,

(2) TEIESHOFMAT X RIARRHIEOFERHIZ
WU (SRR 29 4F 10 B 20 BT SRAFEESE 1020
B1BEAFBEEXK - ARFLERERMNFETH
FEREHM) ITESKERBEELOBRS

BRI T (& RHARBRB] LANTS
Z &, BEIRS~DANT B> T EDOMIBHIKX
4y (BEF4 : OtherRegulatoryClassification) % i




Rl—R5r DERAER S CEBEOHE H 555 .
GO E BHIARGIEXNR TH D ETORBEORG
DHEHIXIZEBNT T4 & BEHAGRRE ] OF
#lXya— FEERT 52 L,
E7o, —HORREI IR A%

XRTHDHEIE,

(=8 &M & EHAGEMA] ORBIRKy=—F

BERTEZ L, DO THENXIIHE (BERA
IndicationsOrEfficacy) D% & 72 5 5hEEXIIzhE

ICHERZ T LT & REAROXNRTHDL I L%
ARTBHZ L,

(3) ¥

2. ~4. B

WA Z L, R—msmsOERBERS TEROBMEN
bHEE. R E RHARHERRTHLLETD
B OB ORBIR I TR & BRI B
EANTBZE,

Eie, —HOPREXIIDRPHARTH HHBEIE

M(—%B) &M+ BHARBMB] LANTEHZ <‘_‘

HhETHRIIR (BHR4
IndicationsOrEfficacy) Dx & 7225 %hAE IR
WWHERZ M LEH & RHARORRTHDLHZ & &
R4 HZ L,

(3) B&

2. ~4. K




o

( Bl &)

—RHEEEARNRERRES SR

AARERGES SR

AAMETERSS

—RAEEA B ARRREE RS S

KEFERETRGSEIPTERSZAR

—RHEMEA BARRBSREXESSR

RN VX R BRERER - I VDZERSZRER

—BRAEREAKEERES - 1 VD TERS



