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E R
LR L

AERICIERRRER

ARBRAE S - B S8 I AHGABR ¢

IRAG BB 2RI, 1IRST=ZV 0.5 HAL/ERAL X 6 AL 2 Rl G58L Uiz, #5454 BRI ICEEER
B L, TR RO biigino T GHI%EM#MM$$UiTi%%5LkoéE’
4 EMBICERATER 2B L, o RERDEDRBD o728 i25$uHWX6%uifﬁ
%Lto%@ﬁ%\ﬁ%%&ﬁ%é@%ﬁﬁ%ﬁﬁmomwo%\awﬂﬂﬁuT+Aﬁhmw%wm
ﬂkf@iwﬁLL%%ﬁ%@ﬁﬁ@f%okﬁ%ﬁwWL2ﬁﬁﬂ%ﬁﬁ5%?%0koKﬁ%?ﬁ
TR RO 5N D TR G5 2 & & LiZmd, ST 0.5~2.5 BAL/EL o F &P T
2 [tE) DLEDOFICh o7z, FIROFRGRMFIL, 0.5 BLALBAL DY) 9.6 JIZHL A~ 1.25 HLAL/
BALCIX 129 M THEIZIER (p=0.0205, tHRE) L TW=DT, 1.25 BALEMILL EOHENEY TH D
LEZBNT,

RIVERNE, ZRVERRHT T SAER] 31 B 2 ] (6.5%) IZREO LD, BEX T -#EOLDOTHY | %
éf;ﬁk@%@%&&#ﬁﬁﬁﬁ TERD BN o Tz,

ARBRAE S « IR GABR ¥

AR B 2t G, BEOEREBE L T, #EEGELZ 1ROV 1.25, 2.5, 5.0 HAL/EAL X6 &
MPGEIR L, HEIERE (5% 16 BROKREIL) Z1To 7ok, &G EHOUGEEONFRIL TRD
WY Thotz, BIERIL. ZEMEMHTSIER] 50 B 2 6] (4.0%) RO LN HDOD, EERL DI
ﬁ<\£éﬁmﬁk@%@%xifﬁﬁ“ﬁﬁ IRD BN T,
BEBMHCRWEEICHEEZIZZWVEOO, 5.0 BEAL/ANAEE Tl R 22 3B G & & 55 g2
143% (1 61/7 ) \ZRRD LN Z EMnD, PRI G& L L TiE, 1.25~2.5 AR %Y LB 2 b,

<HWEEDHNIR>
G E | w | mE | ovwE | R | wE | 6w
15 ) 1 5 6 il
1.25 (68.2%) (4.5%) (27.3%) 0l oFl | 224
15 31 3 Hl 2 )
25 (75.0%) (15.0%) (10.0%) 0 1 0 4 20 #
50 ol ) 0 4 ol | ow | 76

1) AFIDONRM R L AR SN TV D AELOHE
TN YN iAﬂT/Jﬂxﬁi&Lfm@lxmawﬂﬂ%UQ1m%t@wﬁwéﬁu®%mm CEST D,
7o, IREAHOIBRITHET T2 D BF IR T 55510, EHEZAWTHERS BEL T2 RETHZ &,
ZhRILEE 3~4 » A MFEET 208, J“bkﬁ%%wzﬂm WIEHRERET 5, EL, #EHREIE 8 EU LET5Z L,
Flo, BERSGIIHERGED 2 FETOHBEHNWD Z LN TE DM, K%U@%f%’ﬁﬂ%f%é%fﬁﬁfﬁﬂﬂﬁ%*ﬁ
BRI HBLIEFER E 20N 2B AE, IR TREORWEH & b b yaIcid, BiGROHE4HE
HEETLHZ &,
Fro, 1y ABNICRE T4 B 4B D& EIT8T 5 2 &,
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3) FBIEBEES : MRS ©
FARIER TR AR B 25 G Ml G 2 10~50 B2 & L. 2 %, TR oo 158,

4 FRIZIZ 5~50 AL Z BN E L,
FRIT028% TH-oT,

BITEFIZ, 56 B 23 5] (41.1%) IZRDLNEZHDOD,
KOMBALEORWER CH Y, EERLOIE/RL,

WP G D 22 HEBISE AT iR, [HaE) Ul bkotk

R ZRFEIERNC K 2 &35 2 & 2 B i i PR
LEVECEH KRR 2 KIET R RITERO bz

Mote, £, BEOFBEIZHEMEMTRO LN T,
<HEEDHNR>
e e B W E I I At
34 5 (60.7%) | 18 5 (32.1%) 31 (5.4%) 1651 (1.8%) 0 141 56 H
VE) ARHKI 0 PRI R R O 5t L CRABR STV D ER O &
WH. RATITABIRY ) XAE/RE LU TOHARZEEHCHRNNEN T2, EHNEES 255813, o
ELTHET 5,
- WA G- O5E AR T 10 B2 & 59 %,
- WIEE G4 4 BB L. DREA/RHORESICE. SHITBMTEE 20 Btz FRE LTHRET S ERT
x5,
SEREFROBAITIE, AR T30 A RS LTHES TS 2N TE S, 2770, #EHIEL ML &+
5k,
SOIRRERT - IREmAN. WUEM. AUEANS. DAL, SOEE. NEE. K. RS, 4 NV A 5%
4) EHRTE . AREEARRER O
FEMERISBE 2 R 5Iz, YlER H55E% 100~150 AL L L, U KD BRIEROLEN R+ Th 58
Flzxt LTl \m%&mﬁ&%4ﬁ%@?%ﬁ3Eﬁm&ﬁﬁézkkLto%@Wﬁaf&%JML@

WERIL 65.0% TH - 7=,

RIVERNE 63 BiH 14 BIZERD Hav, FITARAO Tt EH W RNFEBL L 7oRER &5 2 b D TR
UBRIKTTHY . 2FMEORNEH & L QIBNEN 1 fllcBd bz, 7B, 1 IR L AR X
DL LTEY, AHlLDORREBRITTRITITEE L 4720,

<HEEDHR>

& W B&5

U =

W &t

21 %51 (35.0%)

18 %511 (30.0%)

12 51 (20.0%)

9 %1 (15.5%)

051 (0%)

60

39 1] (65.0%)
W) AR OEMERSHIC L TEARIN TV AELOHE
WL AR AR Y U X AFEHE L LT AR EBER
ELTHRET S,
- WIEl 5 08E1Tl
- Mm% 4 8
TE 5,
SERFFE DA
T52L,
SCEER « MagHELIEA

ERNTERT %, BEHAEED 55513, 2

IEFT30~60 L2595,

AMBIEE L. DIRVPAH0RBEIE. S HITEBINTEGE 180 Hifiiz LIRE LTIRE$5 2 L
BEFT 240 LA BRE L THERETDZENTE D, EL, KEMRIT 8 WU L&

EWRAG, ACRF, &
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5) _ERREEHE - 191622-910 35
BB : IMZE P8 OFRSHEIC & 2 ISR BB 2 R RICARK 2 AN A & 5 L7z & & 0Pz T

Bt 5.

REBRT YA

SHERER, JEER. AR

ISES

Rz h % O _ERRHE &8 3 5 R 18 1) XA &#E (STEP1 : 90~100 HAZ) 6 41,
A ERE (STEP2 : 180~200 A7) 6 5], @A &ERE (STEP3 : 270~300 HAL) 6 1] 23
FAANLGIL, 18BN T LT,

eV o 8

- FEAET, TR, FHREESIOEMOT XTI 2R 5 BE

- HBIH, FRIEE. FHERIEI ORI O 1 4 PTLL T Ashworth Scale (AS) (T & 2 FFfind
2L ETHLERE

- EE IR O _ERERE 2 AT D A RREEE O 5 B, ADL (H #/AETEEE) EESCTFE
OFEREOEN, BIMLORER, HHREraT 585

* 20 ik LAk 80 mEATE D B L

T pBRo AL E

< MR OB E AT 5 BE

C RRHREEEIC LD . T TSR OZEMEORD bl b B

cHEOEGETHRE kg H72 0 O G ED 6 BB 2 5 8F [mHEEH
(STEP3) TR 50kg A D HBFH ]

CBEICARARY Y X ZAHBHRICLDIBEEZ T 0L BE

« MG ORI L, FUOSUIARAFIEE LR 6 » AUWNIZ 7 = / — V78 EORifR
Tuy I REEIToI DB L BE
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AHFE TROAEROCHET RS L, 12 #8EHZE L,

BEHAENOBBT D AT v U A XSGR I 0 KAIOKHAERE (STEPL) 6 Hlo# 5 4
Wk OREVET — % 2R Uiz L HERE (STEP2) OG5 2B L., &R
(STEP3) ~DRAT b [FIERIZIT > 72,

(B OV &)

RV ITHE Lo B A TANICHEE S Uiz, 7o, FHEICEMESZED b, ERIS S
W LA, BRHEIED. BRI E 2 [OHE Lo &2 BNk S Lz,
| B G T- 0 OFeH5EIT 30 BAL 2B b oL L, 30 Bt a2 254 13R C

i DL DFRALIZ 31 LTz,

R-1 555, REERURERE

N Pehb (Beha™) « A7 (mL)
PIE= 35t}
STEP!1 STEP2 STEP3
. e EEA 30 (0.6) 60 (1.2) 90 (1.8)
AT R WikE 20 (0.4) 40 (0.8) 60 (1.2)
- A FAR i 7 10 (0.2) 20 (0.4) 30 (0.6)
Y JURIFAR g 10 (0.2) 20 (0.4) 30 (0.6)
- RAR R 5 10 (0.2) 20 (0.4) 30 (0.6)
e o=ty i 10 (0.2) 20 (0.4) 30 (0.6)
Ft o BT 90 180 270
=2 BiEEMICH I 51550, B5ERVESRE
P Fehm (B5EE") B (mL)
STEP1 STEP2 STEP3
FHE Eﬂaﬂﬁfﬁ% 5 (0.1) 10 (0.2) 15 (0.3)
FHENEERRR 5 (0.1) 10 (0.2) 15 (0.3)
7t BT 10 20 30
% :0.ImL H72 V0 5 BArEA
(G %hi]
N AS., EBFESRFM Dol S DA RIS/ 0 Rk X &R (CLERIRFAGEIRE) ] 72 &
F R H Y
[ 2241t ]
BEFRRR L
(G %hi]
AS : STEP3 Tix, fPEIf. FRIEE, T, RHEREEOT X TORMEITaplc 1 B
Y EOYEERES bivle (B2 100.0%), £72. STEP2 T LSO BT TIT 2
JEENRO b (B53E 100.0%) . 7235, STEP1 TH'b @b o e BGERIIFHEH O
60.0% Th -7,
fEBIEIRFEA : FHE ON—Z T A b DZELEITOWT, —JohlE 2 it 2 Hv
s e THEMM O AT To kR, RO R Z | 12OV THEE 1, 2, 4, 8, 12 %I

BWTHERENRD BN (1 #% : p=0.004, 2 #% : p=0.011, 4 H% : p=0.016, 8
H% - p=0.025, 12 #H% : p=0.025),

[Z41E]

BIVEFE 18 1511 8 5] (44%) 23R BTz, £ DWNERIL, STEP1 Tl 2 i (33%) . STEP2
TiZ 3 il (50%). STEP3 Tid 3 fiil (50%) T, BHERLOITRD LR oT, KA
B G5 2 FILL 3B U - BIVERIXEREAL I 2 #1, 11%) ThoTo,
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6) THREEHE : 191622-911 #XBx
HEY : 2R 0 FREIC K D IRMEBRA TR 2 5t RIS R 2 AN R G L 72 & & D@2V THR

RERCE
BT VA v | Sk, FEEMR, WATREM
RMAE R O T IRRIEC L 2 R TR 20 B AR &4 (STEP1 : 75~100 Hifir) 7 fi,
PO A &ERE (STEP2 @ 150~200 §ifir) 74, mH&ERE (STEP3 : 225~300 Hifir) 6 ] 73
FAAANGIL, 18 BINET LT,
\ , « 2R 1% O TR L B TR DD AT T LVl EO RS
FERBEEE | 0 s b 80 sk B &
- RIS OB i 2 A 5 B
< RIEHRRFEEIC LV T TICHRBOZEMF OB b b BE
cHEOHGETIRE Ikg H72 0 OG8N 6 BAL 2B 2 5 8% [mAER (STEP3)
F 2R pRAN L UE TR 50kg A5 D ]
CBEICABARY VX AFBRICELDRFEEZT- 0L HBE
- SR OFGREIZ R U, PR UIAFIFR SR 6 #» ALINIZ T =/ — A7z EOME T a v
IRERITOT-Z DL EBEE
AF % FreoHELOHETIEE S L, 1285 L,
EAENSBBT AT v 7 U4 XFGFRUCEL Y RFOEHAERE (STEPL) 6 o
4% DOEENT — X R LTz LT HERE (STEP2) O#LG#BAL, &R
(STEP3) ~DOBAT b [AERIZIT 72,
RO E]
F-LITHUE L= B2 FANICHEERIR G L, £70, BEARDERO b, ERBER 5%
T LI LA, BRISEICR2 ICHE L-REBINEE Lz, 1 ES5EMHZY
OG- EIT 30 BN 2B 220 b oL L, 30 HALZ B X 285418 R UM O ERAIZ 5y
HEL7-,
x-185H. B5ERUEE5R=E
e hEE (BEEREY) B (mL)
BRIk b STEPI STEP2 STEP3
v A 25 (0.5) 50 (1.0) 75 (1.5)
JHENG 5
PIAHIEHE 25 (0.5) 50 (1.0) 75 (1.5)
SMAIEE 25 (0.5) 50 (1.0) 75 (1.5)
F o HAL 75 150 225
F-2 BHMARICHT 2 R5BRUREERE
. k58 (B5HEE)  BAr (mL)
P 3if]
STEP1 STEP2 STEP3
IS B 5 25 (0.5) 50 (1.0) 75 (1.5)
% 1 0.1mL H7=0 5 HALEA
[B2hi%]
N AS. 10m BTHEH] 72 &
SRR TH H [ 4ot ]
BERRR L




V. BRICEY 5EHE

[H2htE]

AS : BBEFIZEWT, IbmEhodER (1 BBl EOUGEN A bV TIEFI OFIE)
IZ. STEP1 T 83.3%. STEP2 T 100.0%. STEP3 T 40.0% Cd 7=,

(RS [Z24tE]

BIVEFIE 20 BiH 9 1] (45%) 123D b7z, £ DWNERIL, STEP1 Tl 3 i (43%) . STEP2
TIE 361 (43%). STEP3 TiZ 3 il (50%) Th-olo, RKAEGHID 2 FILL EIZHBL L
ToBIERNZ SRS G B, 15%). FE Q2 H#l. 10%) Th-o7z,

(4) RELRIEHER
1) ARG
OFEEAERALIAT BSOS HER

a)

b)

c)

BRI T
AP L
FRIREE | 1 R

FEE R B 2RI, R/ N RERRIT A 22 HME LT, 1 BAL, 5 BALLD 10 BAZO 3
FH B D A 2 AR AT HL R 2 S0t U 72 R, Tobee ) LA oo el 3813 1 B C 14.3% . 5 BEAZAE T 50.0%
SN0 A T 84.6% CTh v HE DM BN SEER I IINT 5 A B AR ® b7z (p<0.001,
Cochran-Armitage Trend Test) , RIYEHIE, 10 B 5- 25217 72 1 B PAB AR 20580 HALTEBNIRETH D |
14 HRIZIEK LTz, BLEX Y | #IRERGEOR/NERE S LT, 10 BN RY LEX T,

<HEEDONR>
HEr | e it PR s W &t
1 16 (7.1%) |14 (7.1%) | 34 (21.4%) |84 (57.1%) | 14 (7.1%) 14 4]
A5 (28.6%) (3% (21.4%) | 5% (35.7%) | 2%l (14.3%) 0 1l 14 4
10 85 (61.5%) |31 (23.1%) | 2l (15.4%) 0 % 0 % 13 13

EMERITE - H R ¥

FEMERISEHBE 2 X812, 60 BN, 120 B &L O 240 AL 3 HEOBAEA(LREM LGB 2 Ei L, #]
[ 5421253 IR ERRIEIR O BCENRD LR WIEEIE, RICHEZ &S 3 B TEIMRE Lz, 20
FES. Tde) LU EOSEESRIT 60 BALEE T 33.3%., 120 HALAET 41.2% K 08 240 HATRET 64.7% TH ) |
HEOHEMIZEVEERRZEMLEZN, BEMIZABRREZTIRD LR o7 (p=0.065.
Cochran-Mantel-Haenszel ¥ 7€) o

RIVEF T, 60 BEALRET 2 41/16 1511 (12.5%) . 120 BALLFE T 541/17 511 (29.4%) | 240 BAALHE T 7 1/18 4511 (38.9%)
(ZFR B, FICAKIOFFEERANBRICEH L L &2 N5 RFTOMEEET (HEm MK T)
FOMETEETH Y, RHMEORIER & U OIMEREN 36 ChHE 241, mAE 1H)., Zh2h 11.8%
ES5.6%ICED NN, WL —IRETHY . BBRBEOATHK Lz, 728, EEZRBERITRD
b notz, BHELEEICE T, ZeaRT, LVEHETETLEY, AENMICAEERZEITRD
e o7 (p=0.098, Cochran-Mantel-Haenszel f27E) ,
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<EEEDHR>
MW wmuar | s | ovuar | Rz || e | mE | doeud |
60 (;@&) (éﬁi) m3§£> Qé@@ op | 154 Kruskal- @32&) Cochran-
120 | ey | 13900 | odoer | ooon | OF | 76| N | 1o | Heane
200 | gav) | ook | oo | oo | OF ”me%8<£ﬂ» o
B | aaron | (oo | @aswy | Gagey |OF |48 o)

) ABIOFMERISEICH L TERSL WS AIELOHE
WE, RACIE AR Y U X2AFHRE LTUTOHREZRERICHANTENT 5, BEGNESS 2561,
L CRET 5,
< FIEE G- OBAITIZ AR T 30~60 AL 2595,
- PIE BG4 4 HBE L. DRBART0R2GEICIE, EOITEBIMTEE 180 HArx ERE L TERETLHZ N

TE %,

SEREFEOL AT, AFFT 240 ALz ERE LTHEE TR TE D, 2L, BEHRIZ 8 HEL L&
T5HZ L,

MEUIRM - MOSHFLISM . (AUEAL, BORAR. RUAmh. (EIEARTRE. R . CEERERL . RS

d) RS, FRER. BEORREMRESTE. M. EEREEE
LR L

e) BIEENRERL - WSS IARER (191622-077 #kER) @~
OAB DJERIZH T HIREREK (Hia U v ) CTHOICEB TERWREEZES OAB HBE 2341, 50
AL (N=57), 100 AL (N=54), 150 BN (N=49), 200 HAL (N=53) 3i% 300 HAL (N=56) % Hi[F|ft
B LI 2OFIMEROLEMEE 7 TR (N=44) L HERGE Lz, TORER, Aot o0
FHIEE CHHEG 12 Bk 1 HEH 720 OURAMERKEEEFOR—R T A Vb OBELREIZE VT,
B 72 H BSOS BIR SR D BV o T2,
% Z T, OABRIRIZBIT DIRKEEDWE I & QOL BEDEEMAZE L, &5 12 HZICBW AR
REREEIRR— R T A 6 100% 080 LI gERE OFIE (100% L AR 2 —F) | RO 12 @#%IZ
BIF5F 0 JMEFENE GEROBEIEERIT) ORXR—R2T A b OELEE2 S LT i8R, wﬁ%z
FECTOLEOFREIL 100 BALLL EORE L el UKo 72, £72. BEMREE Ch 2 IRITENER A
T OERBEMARIZONT, TG 12 BEDON—ZF 4 b0 LRI, 50 BRI T 7 B Rt L FJ&
FETH Y 100 HATLL o B ORETHBEAFICIEIN LT, BIC AR EDFESMT & L CER S,
BBRFE Z & 0 AUC (fith - OlaPERICEE B, B /“%ﬁii&@ﬁé@%ﬁf‘aﬁ) RTBH IR T AR
7 TRNARL Ay BT Tl 50 BAAZAN D 150 HAL F TIXHERAMER A B L7223, 150 BAL TIEIZEEFTH T
ol
RAMITOWTIT G 2 BBIZEBIT DERREDN— 2T A 6 OENNA 200mL LA EO#ERE OEIE 1T
50 HAZEE (43%) KON 100 HALEE (4.2%) TIXFEEBETH 7223, 150 HALLL EORETE D @ovo7z (150
BANCEE 7.7%. 200 HAAZEE 14.9%. 300 HAZHE 11.1%) . F7o. JREAIFFRIREFINO 7= D12 CIC XITHE S
T—T I K DR A LT BRE OBISIZOW T, 50 BEALEE (10.7%) KON 100 BEATHE (10.9%) T
IXFEEECH 7283, 150 HALLL EORET I Y @dv-o7z (150 HAZEE 20.0%., 200 HAZEE 23.1%., 300 HALEE
16.4%) , BAZ JREZIEEG K QR BADFEBLEI A 12 DN T b [RER OB A 235588 BTz RESEYGY: 50 BALRE33.9%.
100 EANTRE 36.4%. 150 HEALEE 44.0%. 200 BEATHE 48.1%., 300 HNZRE 34.5%. 77 BAREE 163%. R :
50 HNZAE 8.9%. 100 HLATHE 18.2%., 150 HALHE 28.0%., 200 HALHEE 23.1%., 300 H(ZEE 25.5%, 77 B AREE
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)

23%), 728,

<EB5 12 BRICETL2AMENTA—5>

AITER & U CTIRPAKR OB PRI 2245 1 612358

Yo Wit

S5 R AFH (55)
FiE A (N=4a) | 5OBEfL | 100 HLAT | 150 AL | 200 BE(L | 300 HEfT
(N=57) | (N=54) | (N=49) | (N=53) | (N=56)
A RREERIE AN N—Z T A
225 100% 3 U 7= s O EI A 15.9 29.8 37.0 40.8 50.9 57.1
(%)
XV EFERE (EEEA2T)
DR T A I DI B 9.3 -11.9 -18.1 -21.3 -20.1 -18.7
RKBERBEBEDR—ZT A b
DELE (mL) 49.5 50.0 71.0 101.7 91.5 130.8

1) AR OWIEBEDC S L TURRENTWD AEE O E
HHE . RACIZ ABIRY Y X AR E LT 100 BALZHPERABIC
AICARRECH 525, BEMRIZ 12U EET5Z &,

SEILTHENT 2, BRGI3EIE ORI L

PR EMERERL - MBS I AHERER (191622-511 3Bk 120 13 191622-518 3R 14 19)
BEAAIB IR CRONRA A0 SATBEAFIR R DN S 72 VORI Dt FE T & kP12 20 L 72 191622-511 7Bk Tl
2 H& [200 A2 (N=19) XiZ 300 Hifiz (N=19)] Z#h L7c & & O&HEOAIIE R V227l L
7oo FTo. 191622-518 kR CTiL, 50 HAAL, 100 HAZL L 200 HAL 2 B G L7z & & O ARELOGEE FHG L
77
191622-511 B TIiL, FEFHIEE THHHEE 6 MZIZHEITH 1 BH72 D ORKEFFON—RF A
NHDOZEEIL, 7T BAREE (N=21) & LT 300 HAZEICE W CREFMEIIICA B R ENRD b
(p=0.047, ANOVA), 191622-518 &R TI, 50 HALFE (N=19) | 100 HAZHE (N=21) & O} 200 HEAZHE (N=17)
ONWTHUZBWT Y, 1EM S0 ORKEERENR—A T A b Uiz, HEOHEIMIEWELLD
AT L, ARBROKEHETH D 200 BAREOE G- 30 BEICBWTOR, REEEHOR—F
AUDHDEARIZT T vREE (N=16) LI L THERENRD b/ (p=0.030, ANCOVA), %
FHlRE R CH DG 6 WZRICT T ERELEOREEITRD NN ST b DO, FHlIE R OKH: THRE
A DOR—RAT A B OEALEIZ 200 HALEEE 77 B RBEOMICENTBO bz, Fiz, BIREHM
HHTHDIRABEWEEIZOWTIE, WTNOBETHLRX—2T 4 Unb%E LN, Mt 2micaER
FERII R ENR D o7 BIEHEGNE p=0.170, *HA 7 —v & H e HERISTE p=0.446, W
ANCOVA), 5 6 J1%IZ 35T D FEIHER 5 AR U O e RPERABEDN— R F A L in b O b &IX
77w AREE L i LT 100 BALRE K OY 200 BALRE CREGHFIIICAE B 2K T (£ 24 p=0.024, p=0.037,
ANCOVA) 73§88 biiz,
191622-511 RBRIZ 1T 2B EFRORBLEE X, 300 HALEET 31.6% (6/19 ) . 200 HALHET 52.6% (10/19
Bl), 7T REET 524% (11/21 f1) ’C%Oto WA DOFET 2 FILL BIZHE S e AFFSE, IR
PRI B ORI R R Ch o7, £z, REIVERITRRD B -T2,
191622-518 FRBRIC Téﬁ$$%®%§iﬁ¥' i 50 HAALHE 57.9%. 100 HAAZEE 61.9%. 200 HAALHE 64.7% .
7T vREE 68.8% Tholz, HBIHENEGDENST-HEFRIIRKEEETHY . KN TEL %&iént$
RITBERNEECH 7=, F72, R 1 Bl BREINZ 3 FIcRO LN, R, HERRIEHITR
D BN T,

&)ﬁﬂ@%@lﬁh% IR L TARBEN TSI HELOHE
@ RATIT AR Y U X RFFEE LT 200 HAT 2 PERM
AT ATH ﬂ%zi BERRRIZ 2B EET5 2k,

(CHEILCTHEST D, FERGIIAIE ORI HE L



@t

V. BRICEY SEE

a) EREREE:, HAIGEEESR. EHME

AR L

b) ERREHE : [EANHIAERER (BTX108500 7kER) 10 (19 gk
B : A AR (200 HAL (FHEREENTEMERE D DAV WEEE) T 240 BAL (REFEBIEIC & EHE 2
ROLNDHEHE)] ZHEES Lo ERIET S (CEHERY DB, 72, BHEEKER
G LTI ME, eV Emetd s (F—7 7~ 08 - OL H]),

KB DB ] : ZhtigkitFE, EiEA, 77 AR, —EER, WITRER
e OL i : Zhmaxdtla]l, FEEM. FEXIE
s MizE 1% D AR _EIREHE FRE 109 6] (A 240 HENLRE 51 61, 77 & R & &5 26 4.
AFI 150 BALHE 21 . 77 B RIKHERE 11 6)) 2SAAN S, 87 BIN5E T L=,
< iEETtE 6 o A DL ESRRE U EREREERE O - B, FRIEL. TR O 71k
WxraT 2085
- FRH i 75 © Modified Ashworth Scale (MAS : fIEHEDEAS W Z 6 BePETREAm) 23
N N =1 e 3 N )%"\
prugipg | OO POFEMEEGO MAS 2 M Eojs
- Disability Assessment Scale (DAS) DOHEREFEEFHE (FOfAMKEE, KW, &KH)
E. Bfr) 9B 20 FOEBE 2oLl EAET 5 EBH
-+ 20 LA b 80 kLA F D B A&
- {KEE 40kg LA I
o WA AR R E SR VU R R 2 3 5 iR
- T, FHRRIEO R O E A U (RS RER o kAN A5 RE
« JIRIHITH B e ZEME TR O b D B
CBEITRS wmEIC 15 ZF7-z 5]
RS ﬁfaﬁf/ Ujif@m oté/;.rﬁi%iaifﬂ }:0)&‘;6@‘%“ )
- BRI, FHREfI O —F XAXW 5 O MEIC R LT, AR FET, T2 — AT ey s
Pk, =& ) —/L7 a7 REX T Muscle Afferent Block (MAB) JR1EZ 21722 &
Wb D HBE
cBEERNAN T 2 R EEZIT DD ERE




V. BRICEY 5EHE

DB ] : AH| [240 HALEE : 200 (RHEBIHIZIEHHE RO DL/ W) ~240 HfAL (B
RS EMENRD DL DHGE) o 150 HALEE : 120 (RHEBISICRENE 2350 Hiv7e
WIGE) ~150 Bz (RHERIENC MR b 5E) 1 X7 7 v R 280
SEAICHERIRS- L, 12 BEEglgE L,
OL #] : & 51U (FRAFID MAS 23 2 LLE) > FHEREHI D MAS 28 1+L) 72 &) %
7z LIZBEICARH (BHE) 2R K3 RIKERS L, 36 BB LT,

(kRO E]
F-LIHE LT A ANICER S Lz, £7-. FHEBIEIEN (MAS 28 2 LLE) 2358
O LN EICR-2 ITHE L-EE BN S L,

F-1 FHEE - FHREAHFICETI2HEHAVESEE

BHE (B5]®E™) : BAL (mL)
AT AH . AH oL 1y
anowifiper | 77 EHE | sy wipper | 77 EH
- BRI w0 @ 0 W 2006 | 008 |5 M
k| Sl e
e 50 (1) 0 (1) 30 (0.6) 0 (06) |50 (1)
JE £
Fie |EEEM| 50 (1) 0 (1) 30 (0.6) 0 (0.6) 50 (1)
PAE | d8im e 50 (1) 0 (1 30 (0.6) 0 (0.6 50 (1)
2t 200 (4) 0 (4) 120 (2.4) 0 (24) |200 (4)
% :0.AmL H7- 0 5 HAEH
=F-2 BIEEFSICH T ARG RVERES
BE5E (B5WE™) AL (mL)
R ENl = AH OL ]
240 HifiT e 7T R 150 BifirEE* 7T R
i SRR 20 04) 0 (0.4) 15 (0.3) 0 (03) |20 (0.4)
R e | 20 (0.4) 0 (0.4) 15 (0.3) 0 (03) |20 (0.4)
= 40 (0.8) 0 (0.8) 30 (0.6) 0 (06) |40 (0.8)
% 2 0.1mL H7- 0 5 HAiLEA
FHEHIEH | DB #]0> 240 IR TOFREEICI T D MAS OZ L EIZ 55 < Rl T ifE (AUC)
- DB # : 150 B EECOFEENCR T D MAS OE{LEIZHEES< AUC 7 &
BIREHBIEE | - SHMER 2R (DB WLV OL #1) : FEFICKIT 2 MAS 021 k&, THREfICE

7% MAS O k&, DAS D2 b&7x L




V. BRICEY SEE

S

F R IE H

FREEID MAS ODRX—2F A LD OELEIZHES < AUC [EAMEAEER 2= (F150) |
Fe bt 12 W] 2R L, BEMEREIT - iR, AAEAER S 7T RO Y
EDOFER75-6.830 1IALFHFMIICHE TH Y . KAl 200~240 LD 7 B RICxT 55
BPEDRRGE S L7z (p<0.001, tHRTE) .

AH 240 BAATHE 75 v AREE AF 150 BT HE 75w AREE
(51 1) (26 1) (21 1)) (11 1)
MAS D2
¢ AUC -10.397+8.9313 -3.567+4.7189 -10.036+7.7743 -6.227+8.6584
FIRREDE
e -6.830 [-10.567, -3.093] -3.808 [-9.950, 2.333]
p i p<0.001 —
Bl R FEATIH B

« FEAFID MAS DR—R2 T A b DL EIZES< AUC (%54 12 ) 253
L. FEMIEEER 21T o 7RG 5. AH 150 BT RE L 77T & AR EED il O FE 751%-3.808
ThO, HFEETRD N> (p=0.215, tHRE) .

- DB ¥l O & FH M 38 1) 2 TR D MAS OHER

MAS MAS Z 1k &
AH e e A e e M7=
N2, '{Z/ N YW T ‘E/ N —
aao gt | 7 P oagwmprne | 77 ET | resostsmxn
#5H7 |3.31+0.469 (51)|3.27+0.452 (26) - - -
#5133 % |2.66£0.822 (51)(3.04+0.599 (26) |-0.6620.745 (51) |-0.23+0.430 (26) [0 ;2'43_0 1]
e b 4 31% |2.26+0.885 (51) [2.79+0.724 (26)|-1.05+0.912 (51) |-0.48+0.671 (26) 0 ;'5?0 17]
5.6 f1% [2.17+0.869 (49)[2.98+0.728 (26) |-1.15+0.931 (49) [-0.29+0.569 (26) r1 ég'&fo 471
5. 8% [2.32+0.914 (48)[2.94+0.838 (24) [-1.01+0.970 (48) |-0.35+0.599 (24) r1 68'6?0 271
¥ 5 12 8% [2.51+0.894 (47)|3.08+0.640 (25) |-0.83+0.842 (47) |-0.20+0.408 (25) [0 E—)g.es_o 27]
A b e AHA b e ER 7=
N2 pL. T, 'IZ/\ YTy 't/\ p—
wowmprnt | 7 M sowmpme | 77 E | rosostEmix]
$e5RT |3.33+0.483 (21)(3.18+0.405 (11) — — —
5 13f1% [2.48+0.915 (21) [2.68+0.845 (11) [-0.86+0.777 (21) |-0.50+0.742 (11) 0 5?1'360 227
5 4381% [2.45+0.893 (21) [2.45+1.214 (11) |-0.88+0.740(21) [-0.73+1.009 (11) 015
[-0.79, 0.48]
#h5 6 W% |2.38+0.907 (21) [2.50+1.162 (11) |-0.95+0.789 (21) |-0.68+0.956 (11) [0 ;.270 37]
B3 8% |2.40£1.032 (21) 2.68+0.956 (11))-0.93:0.884 (21)-0.50£0.742 (1)) |, (')2'430 21]
¥ 5 12 % [2.62+£1.071 (21) |2.91+0.831 (11) |-0.71+0.845 (21) |-0.27+0.647 (11) [1 (')2'440 15]

PEMERARE RS (B1%0




V. BRICEY 5EHE

AR
(oo%)

- OL HIZAHI 2 & 5 L T2 B D& B GR350 2 FEE O MAS OHER

1\ H 2\ H 3[EH
¥ 5-ai 2.89+0.720 (97) 2.57x0.696 (77) 2.5020.652 (48)
Bl 4 B4 1.85+0.843 (96) 1.69+0.835 (77) 1.86+0.608 (48)
5. 8 T 1.93+0.940 (95) 1.88+0.825 (75) 1.89+0.714 (47)
$e 512 % 2.22+0.903 (92) 2.20£0.780 (74) 2.0620.784 (47)
SEEIEHEER A (150
mlEM

- DBl (#RIEE G225 12 JKF £ T)

BIVERNIAA S &R 2 651 (4%) . AAMKHAZERE 2 61 (10%) . 77 B RBEE2AT3
Bl (8%) IZFEE LT-, AFIEET 2/HILL BICHRE L-BEMIZM T 7 L7 F ok AR
F—E¥ (CK) #9hn [24] (4%) 1 THV, EELBEERTRED 2T,

- W 48 M ORFIE G-BAA D ORI THRFE ©)

BVERNIAR B 5% 0 17/106 i (16%) (7B Lz, 2 BHILL BIZREL L 7= gITERA L.
M CK M B Hl, 3%) . MEJE, RKEMHEFE (%261, 2%) Thoiz,

c) FREMROAZRVAZSLEER | ENFBIHFERER (207660 :&ER) 17 19 (40 jizk)

HAY : AH 400 HALZ 5 LIEBROARME R OV Z e 2R 5,

RERT A

DB ] : ZHiaxdtFl, HAEZA, 77 BRI, ZHER, WATRERLE
OL i : ZhuaxtlF, FEEM. FExHH

ISES

M zE £ D RN _E RS B 124 61 (400 BANZEE 61 i, 240 HALEE 63 f51]) 23FHA AL
i, 13 FIMNET Lz,

EEAN T o3

- MzET: 3 o AL ESRGE Uiz ERERERE 0 5 b MBI, TR R OV FHE BRI
DIEHET 6 L TAFH] 400 AL O 528488 LMt S 5 B

- LIHEARIT R U CARH 240 B &2 5- SN TR & 5 B

- FHBESIIE AT O MAS 23 3 LU L, 22 > TSI T FHEREE G O MAS 28 2 BL Lo B3

« 20 LA E 80 mELA F D B At

- /K 40kg LAk

TR bRAM AL YE

o FJEFRELA O IR IBIR O MBSk & A D B

JRRRR LT D LR, M. FE. FEOMICIER MR RES B 5 B

« PR LA ORI EREREIC TS LTV D RE (FEERIME. FhEas. SR
{BIE, Ao s 45

- Day 1 3ERBzaT 16 AT ERZICHRT L TR Y U X R EHHRIC L DIRMENH 5 BE

- Day 1 KPifi 12 5 A LINIZ, 1B CIaRAL L35 EikoE. . FE. FEown
THODOHZBNT, ABRINA, 7=/ —NTuayy, =X /)—LTuavr, X
I% Muscle Afferent Block (MAB) #5152 %0 L 72 f838 . SUTRBREIEIFIZ P& LT
% EBE




V. BRICEY SEE

AR 7 1k

<DB 1> (FFi 12 JEfH)
400 HNLRE © FRIMI K OFHERAET (FHEREIZ 5 1e) ISVERM T M AKIGT 240 HAL,
I BAEMCAER 3 2 I AKIEE 160 B2 & 5 L7z,
240 HAZEE © FRAM A O TS (BHEREEZET) (T/ERT 2 WHICAHKIE 240 HAL,
INBEENCAER T2 7 7 e R &5 L,
[RiEkROHE]
c T LT DO WG E T TR b e LT,
SJFRHIE LT, FLICREOT R COMICE LG 21To72, 72720, FHEREEITER A
PRWEAIE, BHERENCER 3 2 AFLIAMC 240 BN &2 4y EC FTRE T H VR, REFERIME
~OEGIITER< Th e L,
- TRAHN. THRBIET R O RHEBIENICAE 3~ 5 i O 5 B35t 240 HAL, fFBIENIZE
3 25Ok 5825 160 HAL THIVUE, B OERIIE U TR EEERT O
HFrZ L G E&Z2ET L2 L2 REE LT,
-1 DBHICHETIBEE5XNERE. BEERUVEHEREH

% 400 {7 RE 240 BALLAE BeHEA L e
BEE (Hh) |#&58 (HAD GAL/ ) 8
|- SE A 70! 2
- 451 7R 1 Jit BE & o Ji B
gl 451 1
T FARJE 502 502 1
FREEI o JE i
JAR TR 502 502 1
EIEIE 502 502 1
THeEAH O JE Hh
e =g i 502 502 1
RRHEE 202 202 1 SR O
FHENIE 202 202 1 JEeh - NS
7t 400 240

1 JERITIE T, 7160 AL (MBEET) THIITTRBREEER OHIWTIC X 0 5% R
5 EDNATHE,

2 FERITIE UC, BF 240 BiAL (FRIE, FHEBIH K ORHERIH) CHIUXIEREMTERM DM
Wi L0 B G A RS 5 2 L 3 TTHE,

3:1 AT OEEGEAT A% L 50 AT 2 M 2 B A 1L, B E nEIT D 2 L 2B ET D,

<OL #1> (& 36 )

< B GF B EHIEIR IS U CHRBREATERT 25 E L, 400 BLAZRE K O 240 BAAZARE L ©1C
A FE 400 HAL &2 B S Lz,

c B2 IO WVIHICEE Z1T o TR b0 & Lz, B ER OB SIAEITHR
2 EZBEFIT L, {BBRE(TEROHWIZ L 0 RE Lz,




V. BRICEY 5EHE

[HER O E]
&2 OLBICHEITEBREXNEH. BREERUVELIERER
i ilte
i 5EAR 50-200 4
L ffs 25-75 2 i BE i o Jett
ks & i 25-75 2
AN AR A 25-100 2
FURIFAR S 5 10-50 2 TR
VRIR A 25-100 2
AR I 25-75 4 FHa B O g th
AR T 1A iR 3 10-50,/ i 3
(55%) ERHERA 5-25 1 _—
REPIE 5.25 1 o
REFE RS2 A 5-25 1
Bl A 25-75 1
a3 A7 10-50 1 HIGeDIETS
PNEF 25-75 1
RIS 50-150 4 78 B o N -
KMass 75-150 4 e
L] 25-75 1
(Brin MF. : Muscle Nerve. 1997 ; 20[Suppl 6] : $S208-S220 J ¥ —#&BEkzT)
1: R2 IO RNFHIRE 1T > TR B,
2 WEEBROREGENER EOLH) 133 ETHY . MBREEEMNRET 22 & & LT,
T walE 5% 6 WIFORBEEICERIT D MAS A a7 DL AR H—F
(MAS 2 a7 D=2 T A L ipnbAle b b 1 LI oFlE)
- FHEEEG. R, FIERAME. RHEBIMENICIIT DS MAS A a7 DL AR F —R
alkEmEE | Zzﬁ’ﬁ TR, THREE, BIEREESICHIT D MAS 2 a7 ON—2 T A b D%
« DAS LRHliTEH OR—R2 T A b DR LR

— 44—



V. BRICEY SEE

S

TG E

WEFE 1% 6 WIF ORI D MAS 2 a7 D L AR & —=R|T 240 BN FE 50.8%
(32/63 f3]) . 400 HALHE 68.9% (42/61 1) ThH V. BEMIZEIT 18.1% (95%FHE X -

1.1,35.00 ThHo7=,

=-3 WIEES5% 6 ERBOMBSIZESFTAIMS RaTDLAR A —F (ITT1 £H)

AF 400 HALRE AF 240 HAATRE
(61 #51) (63 1)
MAS IZES L AR ¥ —F 68.9% 50.8%
(L AR & —E) @ (42) (32)
e 18.1%
[95% 5 #E X ] [1.1, 35.0]

a) _HEERMOES 6%

BV EEAG A B

- FBEE, FEIET. FHEEIEI. RHEREIICK T D MAS A a7 DL AR H—F
<N BA i >

DB ¥l COMBMICEHEIT A MAS A2 7 DL AR X —KiL, WTHOERES T
240 HATEEIZ H~ 400 BNV EE CTE D o 72, 400 ENTEECOTEBIIZIBIT 5 MAS A o
TDULARH—H413 DB D 2 liEEZ v°— 712 6 B E T 68.9~77.0%TH Y ., 12
Tl 45.9%ICIK T L7z,

< FBH&i, P, RHERIHI >

DB ¥l coFRIE, TR, RHEEAEICEHIT D MAS A a7 O L ARV H—3KT,
WO RIS T B CRBECTH o 72,

FRIET. TR, RHEESICBITA MAS 2 a7 DL ARV Z—RT, WEEL I
2 EEND 6 RIS TR <, 12 BIF TIER A& b LT,

< JSPBEER. TRAET. THEBHE. RHERIEICE T D MAS 2 a7 OR—A T A UiInhDOE
L&
< BEE >

DB #i? 12 BEFE TOWT I OFHLFE AW T H | MEIFIIZHIT D MAS A2 7 D
R—=RAF A UNEOWY () 13, 240 HALFEIZ -~ 400 BARECR & 0 o7z (BE
fH75 : -0.27~-0.48) , 400 HAZLEE CORBHHEICIIT D MAS 227 DR—RF A U H
5O EIL, DB o 2 HEE S 6 BRI NT TRE -T2,

x-4 FIMERHICEH TS HEIE D MAS ZILEDHT®

FER

AHK 400 HAATRE

AH 240 BATHE

[95% fZHE X ] P

MAS [EHfE (B1%) ] 2

LAl

4.1 (61)

4.1 (63)

MAS ZEfb it [FREEH-FA R ERE (P10 1 Y

5 208% -1.07+0.102 (60) -0.59+0.089 (63) -0.48 [-0.75, -0.22]
5 4 -1.12+0.110 (59) -0.70+0.097 (63) -0.42 [-0.71, -0.13]
5 6 3 # -1.09£0.128 (59) -0.71£0.107 (63) -0.37 [-0.71, -0.04]
B 512 % -0.61+0.101 (57) -0.35+0.072 (60) -0.27 [-0.51, -0.02]

a) MAS 27 ?d0, 1, 1+, 2, 3, 41IFhFh 0, 1. 2. 3, 4, 5L LC&EH

b) FRAEH TIIME K O 95 % E R XA, BG4,

A A, BEERE & IR RO BAEM . B
BIEI D MAS A a7 DOR—Z T A M, KO, FEHiD MAS 2 27 O_X—RX 7 A H &§F

filiF AR DA AR % [8 20 & L 7= mixed model for repeated measures % FVNCHH




V. BRICEY 5EE

FE R
(Do%)

< FRAf, FHEBEHI. RHERIEI >

FRE. IR, RHEEEICBITS MAS A a7 DR_—R T A b OELEIT,
WP ORI S T BEECRIEE TH - 72,

240 HANTHE L OV 400 HAAZRE S b ic, RIS, THREIE. RHREIENICE I D5 MAS A o
T DR—=RATA DO (55 A DB M 12 R E Tkt L CTAbHiu, 28
BB 6 R NT TRE Do T,

« DAS FitIEH O_— 2T A b DB E

DB ™ 12 I E TP DAS FaHliE B (RERIEL G-I E(TERD & BE Ch
BELIBEZ—7 v b)) ELUTBIRLAZEBIX, B (35%. 44 01) NExb%< .,
WNTHEKENE (28%., 35%1) . FOMAEIRE (23%. 28 ) . & (14%. 17 #1)
ThoT,

240 BELTRER TN 400 HEATAE & 612, DAS FaHliTEH D_X—Z2 T A b DD (&
#) 73 DB #i 12 JIRF F CTHlkle L TA LT,

PRERrRHIEEEE  (OL 1))

400 WL & K E R G LR BEEG . FRIHE. FHERIH. RHEREMICIHIT 5 MAS 2
AT DR—=AT A O (&) X5 BE% 12 FFE THALIL, 2N
6 HEFE TORIDNKRENoT-, MAS X 2T DR_X—Z 5 A b DO bEIL, DB 1
D 400 HNLEE & RIFLE CdH - 7=, DAS O LEFME H KOS FEHIEH (FOfAREE,
IR BREE. B ICBIT 5 X—2T7 A b oRY (68 1%, RE#RSIC
BOWTHEKREGE 12ERE TALN, TOBLEFIWTNOEERTYHREET
Hotl,

£-5 HREEISEITHHEEHD MAS ZILEDHR

| EE | 2 6] H | 3 1] F
MAS 8k & [ SR (i) ] @

P 51 -0.4+0.55 (116) -0.5+0.54 (109) -0.6+0.56 (81)
5.2 8% -1.4+0.88 (115) -1.4+1.08 (109) -1.3+0.97 (80)
5. 4581% -1.5+0.95 (113) -1.4+1.16 (108) -1.4+0.98 (81)
¥ 5 6 W% -1.3+0.99 (115) -1.3+1.12 (108) -1.4+1.06 (81)
5. 12 W% -0.8+0.92 (113) -0.9+0.89 (108) -1.1+0.94 (81)

Q) N—ZAF A U0 E (MAS 227 D0, 1, 1+, 2. 3, 41FFNFh 0, 1. 2. 3. 4,
5 & LCHERH)
&E

DB #lIZ B W CIREBRIE L O RBARN H D EIRBRE(LERINC L 0 Hlr S - FEHR
IX, 400 EAZEED 1 RO LN MK T Th o 7=, AEGIIAFIKRSE 8 HEZICEAT
WWHEBRLTBY ., BEEMLE LR Tho722 LD AFIOKILHER & A5
LZHDTHY ., FFTHIRER LB 2 57z, OL HIZ W TIRERIE & RGN H D &
EBRELEMCE VB SN B EFLRIT. LHNERD S ESBAER Ch - 72,
F7-. DB ONOL % U CEELRBWERIZEO b oiz,

KA 2 - ST EFNC I T 2 BIVERI BB L 2% (21124 ) ThoTz, £DON
AU, MR <1% (1124 f51)) | FESHAAEIR<1% (1/124 ) Th o1,




V. BRICEY SEE

d) TRUEHE  ERNEIIERE (BTX108512 #5) 20 (19 Mk
B : KK 300 Bz BERG L-BoFM 2kt 2 (CEHEs5HRH DB H), £/, XKERS5 L=
BoFE, ZetEERidT 2 (=727~ OL #),

DB # : & MizkdLE. M{ELL, I ERxtR, “HEMK, WATEEM

OL # : ZhiskdF, FESH. FEXTH

RRT YA

AR PR D ERON T IR 88 120 1 CRAIRE 88 B, 77 B ANEE 62 #) 25#AAND

& . 97 BIASET L,

- MEEHE 6 o HULERGE L7 TGRS O 5 b, RREE (ERFIKERE) %
BT HEE

TR ek IiuE | - 2REETO MAS 28 3 L E

- 20 LA b 80 R LA T D Bt

- {KH 50kg LA b

o IR P BRI FR G SR DU SRR 2 A~ 5 R

- EBAENCERE Lo ffE (BEfi T8k o xan) 263 2% 85

« SR B MG RO b b BE

FRbRANEAE | R ERICAY Y XRABRICLDBEEZ T 0L BEE

RO LT, AEFEN, T2 =T ay 2Rk, X ) =T ay s
FIE XX MAB JRIE AT 122 L3 d 5 BHE

s BEEN N7 0 T 2 B A Z T TS EBE

DB ] : AFIULT 7 v R 2 EHOBRMICH KRG L, 12 8HEBIZE LT,

OL ] : PGy (RBIEI DO MAS 73 2 LA 72 &) A7z L7 B IS AHI & Bk 3 (1]
[etEf b L, 36 MBI LT,

UiiE R O =)

TRICBUE LI EA, & 3EAICHT LHANICERE LT,

58 (B5mEE") B (mL)
PSS DB #j
LS AR SR oL
PIHIEE 75 (6) 0 (6) 75 (6)
PRI SMUITE 75 (6) 0 (6) 75 (6)
v AR 75 (6) 0 (6) 75 (6)
=] 75 (6) 0 (6) 75 (6)
7 300 (24) 0 (24) 300 (24)

% :0AmL H7=9 1.25 i g AF

FEFMRIEE |DB #o BB IS MAS O LEICE-S< AUC

- FHnLEARE ik (DB #iKR OV OL #1) : REAHiICEIT D MAS OE L&, BTAT—/v

EI? %\/ I/E: o N o .
RIDERIAE | i S IS LR &




V. BRICEY 5EHE

F R IE H

JERIEID MAS DR—R T A U inb DAL EIZHES < AUC (Beh-1% 12 38R 25 H L,
FEMLEE 21T - 724 R, BT D MAS O L &EIZHES< AUC CEEIEHEHER ) 13,
AFIEE-8.51346.6904, 7T & AREE-5.08546.6496, AFKIHEL 7T B ARBEDOHMHDOFE L %
D 95%[FHAX[H1X-3.428 [-5.841, -1.016] TH VY, AFIFEIZB W TT T ARRFEITKT
LR R A EENED vz (p=0.006, tHE) .

Rl R EE B
- DB MO A FHMNI 35 1) % /R BIEI D MAS OHER
MAS MAS 281k
wwe | Toere | Aame | 7oewe | AR
o/
PGl |3.28+0.451 (58) [3.24+0.432 (62) - - —
B 1k 12.67+0.787 (57)|2.72:0.838 (62)|-0.61£0.675(57)|-0.52:0.76562)| | ;;'090 17]
Befy 4@tk 12.40£0.828 (56) |2.81+0.785 (62)-0.88+0.687 (56) |-0.43:0.718(62)| | ;2'4?0 20]
B 6t \2.35+0.829 (57)|2.780.804 (61)|-0.910.733 (57)|-0.47£0.712(61)| ;2'4?0 18]
£5 88tk |2.45:0.735 (54)|2.8220.758 (61) -0.82£0.660 (54)|-0.43£0.676 6L)| ;;‘4?0 157
Bel3 12 8% 12.70£0.866 (54)|2.84£0.750 (61)|-0.5620.685 (54)|-0.40+0.583 (6L)| ;;.150 08]

T EHAE AR (B0

« OL HHIZ AR 300 Bif7 & (S IH G- L= & & OGN T 5 R O MAS OHER

1[EH 2 [\ H 3EA
P 5 2.91+0.694 (107) 2.4520.618 (92) 2.4120.593 (58)
Be 5 4 1% 1.95+0.699 (105) 1.76+0.643 (91) 1.85+0.635 (58)
5 8 1.95+0.636 (103) 1.88+0.631 (89) 1.87+0.502 (55)
# 5. 12 2.23+0.730 (104) 2.09+0.712 (88) 1.90+0.556 (55)
SEEEHEE RS (B0
mIlEH

- DB H# (MRl G005 12 #FEE T)

BIERNIAAIRE 7 61 (12%) . 77 2RBET7 B (11%) 1Z3BL L=, AFIEET 2 4
Vs U=RBIERIL, . AR (4361 5%) 1 Tholz, 209
HLnge 1 BIEEE &HE Sz,
- EE 48 WM (RAIEE G-BRAD DB TREE T)

RIVER IXARK 51 D 18/115 61 (16%) (ZHB L1z, 2 FILL EIC3E L= RIER X,
ESTEBAIEN R (461, 3%) . Jm (361, 3%) . FFHERER T (2 #l. 2%) THhH-oT=,




V. BRICEY SEE

e) ERERRUVTRERICHT S/MNEDRZERVAEEME

INR ERRESE - MBS IARERER (191622-101 3BR) 2V 22 (40 fiisk

<HE>

WEIMZ BN T, BRI, R T =R O/ N IR R 2 m~16 5% 11 w ) 22X, £
HALRIAEA L 7 7 B AR B TR bR akR 4 520 U 7=, AF [3 Hifi/kg (EFR 100 HAL) |
6 HAr/kg (LR 200 HAD) ] XIT7 7 B2 F2ARE (FBIEE M B SOX TSR (CHERE L,
12 WEBIER Uiz, T ORER. HOMWERRT 6 SIEF] 234 51 (KK 6 Bifi/kg BE : 77 1], 3 BN7/kg B : 78 fil,

T TR REE 79 B) BT D EEBEED MAS A7 (%45 4 Bk E 6 BE%OTYE) 1T, 7T BREER
OARBNOW G TR—AT A4 AR THEL, X—RATA PO LT T 7R (-1.21) (2
T 6 Hifr/kg B (-1.87, p<0.001) KO3 Hifir/kg B (-1.92, p<0.001) CHEFHFEMICAREICRKE o
77

#E54B%ZE 6BERICETAEIEHHEOMS RAAT7DR—XFA UNLDFEHEILLE

AFH
6 BN /kg 3 Hifir/kg 7T R
(77 1) (78 1)) (79 1)
N—2 B 77 78 79
4 SRR A Y {7 3.3+0.45 3.3+0.45 3.3+0.44
5 4 8 B 74 76 75
L 6% SRR B A Y ff 7 1.4+1.01 1.4+0.98 2.1£0.90
’\wé%$£}% %g%}%ifﬁd\ -1.87 (0.102) -1.92 (0.101) -1.21 (0.102)
7T AR L ORI (BEERZ) | -0.66 (0.142) -0.71 (0.143)
[95% (5 HE X [#]] [-0.938, -0.379] | [-0.992, -0.426] -
p fiEl ¥ <0.001 <0.001

a) FEMILEEED p L& 95%IEHEXEIL. XR—A T A D MAS 227, Ef7V—7 (6 LLT /6 miB) . HEMRE
(KT BAE R A e,/ FRAME AR . B GHE, KRBT, & GHE & RO R ANEH . 1RBREREREE L AR U X 25
FRGE A2 LI L L TE 7= mixed model for repeated measures % F U TR H
FEM A2V /N A RV C R

AF o e G- S T- AIEBNC I 2 BIE R BUAEEE 13 9.0% (14/155 #1) . &5 T 6 Hfi/keg & 9.1% (7/77
), 3 HAL/kg BE 9.0% (7778 i) Th o7z, FERFRWER X, 1EHEBAER 2.6% (4/155 ). KT
2.6% (4/155 f5l) . HEJJHE 1.3% (2/155 f5)) Tho7=, TN HDEERAITOT N B UIHEETHY |
EE TR, EBRPIRICbEL o T,




V. BRICEY 5EHE

INBTFRRESE - WEAMBIAERRBR (191622-111 388R) 20 2 (49 fitik

<BE>

WM I T, BEEJEC I A i D i 22 A9 2 BRI S I R R o0 /N R TR IR B (2 7 ~16 % 11
A) Zxtgic, Sl LREE L7 7 2 A% R Eaﬁiﬁﬁﬁw@ﬁ%%%MLtoxﬁ[mﬂﬂ@
(PR 150 BAAT) . 8 Hifr/kg (=R 300 HiAr) 1 XX~ 7 v R ZHERER (WAIEE X OMABE O 7). &
A5 R OM& B il 12 %E&QL\uﬁﬁﬁ%bto%@%%\ﬁ@ﬁ%ﬁﬂ%ﬁW3&W($ﬂ8%m
kg B 2 127 B, 4 BiAT/kg BE : 125 1, 7" 7 BAREE - 129 ) (2B 2 EBHEIO MAS 227 (%54 il
&6 HBEOYY)) 1L, T ERBELEOEMDOMBEFETX—ZA T A NIHA_TYEL, X=X T 1 »
OOEALEITT T B ARRE (-0.80) (TEL~TAHAI 8 Hifir/kg BE (-1.06, p=0.010) KU 4 Hifii/kg #E (-1.01,
p=0.033) THFHFHICEREICKRE o7,

’E5 4 E%RE 6BRICE T AREEHBREOREHDMMS RAT7DA—R54 UM DFHELLE

AHA

8 Hifir/kg 4 Hifii/kg 7T kR
(127 1) (125 1) (129 #1)

W= B 127 125 129
FA v SR BT MR 2 3.5+0.52 3.5+0.53 3.5+0.50

&54L% LIRS 123 119 125
& 6% R AR R 2 2.4+0.91 2.5+0.86 2.7+0.84
- i%;g%%g%g;fﬁ¢ -1.06 (0.071) -1.01 (0.072) | -0.80 (0.071)

T eAREEE OFME BE¥ERZ) | -0.26 (0.099) -0.21 (0.098)
[95% 15 #E X [ ] [-0.453, -0.063] | [-0.405, -0.018] -
p il @ 0.010 0.033

a) FERILEEROD p & 9SWEHEXFIL, ~—R T A ORI HEREO 2D MAS 2237, F#mrL—7 (6 %
PIF/6 milB) . FGRE, KB, BHREL REEORZAIEM, 1GBRIENEEFEEL R Y ) X A ERE G L&
& L CT#& 7= mixed model for repeated measures % F\ > CHH
REM AT Rl & AT E

AFN oG5 SN 2IEFNCI T 2 BIVEHRBISERE 1T 2.8% (7254 f) <. AR TIX 8 Bfir/kg £ 3.1%
(4/128 f511) . 4 BAT/kg #E 2.4% (3/126 f5l) B o7=, WERIL, HEL0.8% (2/254 #) . KU TREE, 4t
EOALNPRES, TESTEACALEE, 07, TESSEACER . SRR, AUEIC K DR, BIETR. EORBIRR. B
WRZE 0.4% (1254 ) ThHoT-, EEZRBWEHORBLI L0 -T2,




V. BRICEY SEE

) 2MULED/NRINERESEICE T2 TREMBICHESRRE - KRS 2

<H#E>

WEIMZ I T, 2~16 ik DIGPERRELIZ 35 1T 2 T RIEHE 1 O BT RTRE 2R SR B B 2 P B IT . Sl ak L[] M
VB2 7 7 B AR EH B MR ER 2 320 L7z, K 4 Ak (1 IO 5 8&IE 200 BAL A2 B 2 72
V) XUE T T AR RIS FRROIERICIEE LR S) L, PllEEE 4 HEIC, FERICE
I G247 77, FORER. AT SRAEN] 114 5] (RFIBEERE : 56 #l, 75 BRELERE : 58 i)
OGNS 12 % TOBITANZ = OWEICBITEHENER HBIT/8 — DR ELZ T 5720
DOHEADAEFH AT (0~14 KA > b, 0=, 14=ixB) 2B, X—ZAT A "D 2KRA > LR
L7 BEOEIE] X, T XTOBIRBEICEWTARERGHN Y 7R GHICHE L, ARICE ST
(p<0.05), xbEWARNRE R LIZOYREE% 8 H H OAAIBEGRE 61% (31/51 #]) T, TOET
TR REEHETIL25% (14/5561]) ThH o7,

HITNF—2DHREIZETHAHE

70%
P < 0.001

80% - b= 0.007 P=0022

50% | P =0028 m AHIE 5 (n=56)
& 0O 75+HRE 5 (n=58)
W 40% |
8 Wilcoxon rank—sum test
it 30%

20% |

10% |

0% L
2 4 8 12
Week

BIVERNE, 22 MM EGE B 145 B HPARKIF 58T 12 61/72 51 (17%) . 7 7 B REEHET 3 41/73 #1] (4%)
(RO BV, WAL BB B PR TR EF LGN R0 o T, AFIRGHETH BN EREWEMIZ
THDWT) 3% Q@ Bil/72 61) . FROESR 3% (2 B1/72 1) . #5485 3% (2 Fl/72 i) 7L ThoTz,

g) EEMEREFEMKRESTE  ENFEIERR (LOC114078 &BR) 20 (14 ig%)
B . BARNORR ARSI VEN 2 BE (2 ARA 50 HA A ile (EAEHDHE T 100 BAL) 2% 5L
TBEOFIMEICHOWT, EEEEIC L 2ITEEAIEE L LT 7 RITkHd 282 MREET 5,
F 7o, AHE 50 HAL A ER S UTZBEOBR IR VEEMEERTT 5,

DB ] : ZltiskitFE, HAEA(L, 7T BARRIR, “EHEEMHK, WITRERLE

OL i : ZhsxdlF, FEEM. FEXTIR

BT A v

RN FEVEM R 2 THE B E 152 B CAFIRE 78 f5l, 777 AR 74 ) AN D,

A 144 G335 T LT

- HENEEIC LD RITEEN, Bl 20~25.6C. IE 20~80% D 5: T Tk
L 55BN 50mg LD BE

T BRI UE | - BT R EIE R R B (Hyperhidrosis Disease Severity Scale : HDSS) A =773 3
HHNT4DBRE

- [FI B BUSRE OAFER A 20 % LL E 75 UL F oo B 4




V. BRICEY 5EHE

2RI AL UE

- BHMEOMRIGEA T ORE AT 5 B

BBV Y XABRICEDIBEEZ T 0D EE

« HURAMSERETCHERE, U o N, ~ T U 778 EOFRINERIC L DRt 2iHED B

- RREARRREIBR, ITARGIBR, B2 THRLERAIBR, S Tl & ONFR 2 ZITEIRE %
BB LT BE

AR 7 ik

W D FETTF RIS R L AN o7 0 ASHI 50 Bihr (A2 Al &4 T 100 HifL) &
HUWNIT T B AR A, 10~15 » P ENES LTc, #lal#S 16, 20, 24 @OV
DR CH R G I NEZ 7= L7298 (i3, HIRAES & 7= 0 A 50 L 2 1 [0 A %
HT&hzkE L,

E ST H

BG4 W% OEEREEIC L DHITERO VAR 7 —5>

¥ BITEBEO VAR Z—F, N=RA T A L UTERNIEELIC X 5 Wik o V5T
HES 50% LA LA LT Dk LER LT,

B2 WFNE, N—AT A v EEEER L L,

G R iRYE!

HRHEEICEIDBITEREO VAN X —R (&b 4 BKELUSNY) | BEAEEICLD

IR O SRR ITE R, HDSS DL AR F—F DV | HDSS AT DR—RZ T A L)

OO E, KEOIRIEIZET 57 - — kb (Dermatology Life Quality Index : DLQI)

DEFHRDR—=RT A 2D OELE, PBRE O EE . SRR 2 72 &

1) HDSS DLV AR U F—if, N—RAF A L H#E L THDSS 227 A 2 PL B LT 58
BELER LI, B2IRENT. X=X T4V EFHRERE L,

2) ZhEFHGEHIEIL, MRS % ICHERE O EARFEEZREL, X—A 7 A D 50% &V K
EVENRANCBIE S N-FSE CoMM & EF LT,

RS

T FME

G A WHEOBEENELRICLDIEITERO L AR X —F . KAIFETIE 96.2%
(75178 f51) . 7T B ARBETIE 45.9% (34/74 f5l) ThHoT-, 7T BRREL LK
FIFEOFRITEED L AR X —RIIMEFIICAEREIZHE < (p<0.001) | AH D
77 BRI DB REE S LT,

VAR H—F e

A
ARF 50 BLALHE 75 R [95%f #E X ] ] PiE

b 4% 96.2 (75/78) 45.9 (34/74) 50.2 [38.1, 62.3] <0.001

VAR H—F (%) (L AR B — )
p i : Fisher OEBERRE

- 72, DB IS W TIEEMR F CHIREHT= 0 AKI 50 fr e Lic & &, &G54
W% OBEEAEEZ L ARITEREO L AR A —RL, 93.9% (93/99 f#)) Th-7-.,

IR AT H

c BRI IS BT A RITEREDO L AR F—R  BHEHOT X TOFMR AT,
TR RBEL ARAKIBEORITFERED L AR X —RIIHEF BB E > T
(p<<0.001, Fisher D EFEMERMBE)

- R OTERITER « #5HROT X COFMRR T, 77 B REE & LRI D
FITEEITH A FOICE B2 o7 (p<0.001, Wilcoxon DJEMLFIFRE)

« HDSS DL AR X —R : T HEDOT X COFMERS T, 77 B ARRE L l_AAKIRE
D HDSS O L AR —FEFIMeFHICHEIZEH»> 7= (p<0.001,
Cochran-Mantel-Haenszel #7E) .




h)

V. BRICEY SEE

il R
(Do%)

*HDSS A a7 DN—=AT A b DOEALE : 5% 0T~ TORfik AT, 77t
INEE L L A_ARFIEE CHEEFFAICA E 72 HDSS A a7 DO _X— AT A LB O 93 I
bl (Feh 1~20 1% p<0.001, #4524 1% p=0.002, van Elteren fii&) .

s DLQI 227 : #EH DT X T O T, 7T AR L LL_AHFIRED DLQI D&
REATTIER—AT A DB L, SEHEICE RN R S (5 1
~16 % p<0.001, #5- 20 #% p=0.002, 5 24 #M1% p=0.011, Wilcoxon MDIJIENZFA
BRIE) .

s PEERE O R W EHEHZBOT X COFER AT, 7T B AREE & SRR CREF
A TS R EEASE BT (p<0.001, Wilcoxon DIERLFIRE) .

- ShRFrGE IR - DRI oOPRiEiX, ABFBET273 H, IR TIB HT
HoT,

BIEH

DB D EIVEH B X, AAIRE 256% (2178 B) . 7' Z7BHREE2.70% (2/74 f5]) T
HY . EONFUIAKIRETHRIT 2 61 (256%) . WUER 1L 6H] (1.28%) . 77 AT
ZITIE. RIEO DX S L (1.35%) Thoto, 7k, AFBHEORITEHALIL, 1
BRI O, 1BIRFETH- T,

F7-. DB KON OL %4 U CEHEZRRBIEMIRD bienoi,

KA Z B G SN BIEFNC I 2 BEWERIFE B 2% (3/144 ) Th o7z, £DWN
ARIE, IUEPETRTT 2% (37144 #11) . DU <1% (1144 ) Th o7z,

128 . [ENEIERER (LOC116246 2ER) 27 (13 Hi
B : 12 sl E /N RO A K ERHR B & (P RITARH 2 B e 5 U 7= B A 20 2 IEmIRNL I
DEMBAZEIE L LC, IR L e 5, £7-. AR ZEHRE L-BEOH i&@ﬁé&ﬁ%

BT %.

BT YA

ek LR, WIEA(L, FHEE R CARMEREAM) o WATHER . MR PR LR
WRNZF—F T~ LakBh

R B G UE

R R O RIMERMALRE, 7272 L, BREMERMEABE OWA 13, 3 » A LA ERRE A FY
L. HIROARICEHED B 5 B

« IRDEOARAL AT I7 8 (NRHESUIAMRR) o B

- IEAEIRAL ORMRA GEHE) A AR O RARA L 1210 7Y XAV F T R Y —
(PD) LA L. 50PD A DAHH BE

- [FETSREOFRD 12 Ll Lo B3

BG4S S

FIZRROFHRIEDTONEBED O b I OREIRIC L 0 A& U7 ZRME
R
« BLHARRESCAL (7 =2 7 MR N OSME % D% RIESCE LSRN SE) 1T X 2 RMHLES
- FRRIRARAE (I & 2 B R
* SR 5 [ 2 B HIBR D & % R HE
—FRIEN G 12 5 A LI ERGE U 7B B YRR R RS
—AMIRFFHIAE D BN 8 5 FBF DOLGEITES IR A Ehie L, BittoBE
— SR R E 22 B R (P ) 5% 2 LIRBREAE (04H) [ERI2SHEIE L 7R
BbH
CIRERIZORE (R&EEIT. IREEL, BISEEERES) UIRELS O Ry (@
AR 00T S5) (12 & 0 IRBRIE B DS BEAA ISR S LT 2 B
. EEE“T%%@E CTWaEE
CRBTIRAE R E T TV D B




V. BRICEY 5EHE

AR 7 1k

BRI, A7 U —=2 278 (I~238[H) | % 1R (12~52 #8[H]) KO 2145
W (24 ) 2 oHERRS iz,

<HEle G >5 1ia i EIBIAARs (0 BEF) (2. 1AMIRAI & 72 0 A 1.25~5.0 HifL 24
5 LTz, BRI QWA (I35 134T b ir o T,

<BINFE-> 5 1 IR 4 BRI G AR E AT LR A (IR b & L)
2iE. AFloBINES (Fiakba L 0T 2 58, BEIRREE TIIAR O YRS
BEOWTNNEFE) 21T-o7

<FEREG>H VIR OR&EG% BRI CARIOR G 2321 TORWIEEITH 1
B HIBRARTER) 12~24 IR PR G HE 2 i 72 L 7o AREBRAE 1358 2 TRl AT L. AH|
DG (iR GE L FET 2 56 2170, 24 HFREHBIEZE Lz, BkGAELE

572 ST ToHERE 128 LIRS £ V. SOIC 24 HMOBEREEZITH) 2L & LT,

T EEH I H

s EHEIRNMIC BT A EHEA
— 5 1 1REHIBRMAT: 4 WIFO EmARNICK T 2 RHEA [E R AR A & AR A o
SESE (PD) ] OR— R T A D DL E

AR H

- IEMIR(ZIC IS Té?jr?ﬁﬁl

—HFHIRE RIS T D N—RA T A i DL R E
- R FE I
- PREMERM B 12

BIDHR (OF) EBHIFROFRE

F BRI A B

LR 4 ERIC BT AREA D R— 25 4 b OB bR CEHHERERZ) 1%
B G-I OFEMEA 2 20PD LA _E 50PD At D g TlE, 2.5 HAL#ET-13.40+15.105PD, 5.0 H
NBEC-17.27+15.476PD,, HEIAHERE T-0.5522.291PD T&H ¥ | 2.5 HANHE & HEIEHEREDORE
M7£1%-12.85PD (95%{Z#EX[H] : -24.46~-1.24, p=0.031) . 5.0 EANLHE & MEIRFEREORE
M7£13-16.72PD (95% E#HX [ : -28.06~-5.38, p=0.005) Td V¥ . MEJLHERE & LA H
BHECHEFPICH B Lic, —J . &5R1ORMEA 725 10PD LA 1 20PD Afifi D)=
Tl 1.25 BAL#ET-7.50£7.141PD, 2.5 Hf i C-3.75+2.475PD, fE{A ¥ T 2.33+6.602PD
THY ., ABIEECBNOTR—=Z2 T 4 U5 ORHA DD N LT, 1.25 HAL
B & BEVEIRHE O BEM] 2213-9.83PD  (95%(E X [H] : -21.81~2.14, p=0.091) . 2.5 Hf7#f
& VAR EE O FEM] 721%-6.08PD  (95%E#H XM : -20.39~8.23, p=0.338) TH V. AH|
O 2 HESLICEEE & OMICHEBEEITIRD Lo T,

£ SER=112) TR & ORERE

A

B M

G-l

ey 4 W%

[95% 15 #H X ] ]

p fi

TEIR PRI

16.17+2.754 (3)

2.33+6.602 (3)

10PD UL |

1.25 HNLRE

15.00+1.414 (4)

-7.50+7.141 (4)

-9.83 [-21.81, 2.14]

0.091

20PD i

2.5 Hf7EE

15.17+2.930 (3)

-3.75+2.475 (2)

-6.08 [-20.39, 8.23]

0.338

TR PRI

33.75+8.760 (10)

-0.55+2.291 (10)

20PD LA L

2.5 H{7EE

30.55+6.166 (10)

-13.40+15.105 (10)

-12.85 [-24.46, -1.24]

0.031

50PD i

5.0 HAAZHE

35.27+9.152 (11)

-17.27+15.476 (11)

-16.72 [-28.06, -5.38]

0.005

*  R—=ZAT A UNLOEE

#HHA (PD)

5% EHH X K OF p B33 o i D ffF&

E N

DPEEHE R (1)
Gywa i LR (Fisher @ LSD i)

BT T LAMER 7= 0 &K 1.25~5.0 B A5 L7- & = FHEFRTIC

AL




V. BRICEY SEE

(oo%)

7235 4 8% OEEIRMIZEB T 2EHRA D=2 T 14 b DELEIL, BERTORHE
473 10PD LA I~ 20PD A DR 8 ©-5.40+4.814 (5 f5]) . 20PD LA I+ 50PD i D #
B = C-10.95+6.950 (10 fl) TdH o7,

RIREFAm A B

5 LRI AR O Fes e 5-1% 48 TR £ CTHIZL L 7= 55, 20PD LI _E 50PD &K D g ¢
1%, BERIRTH D L& EG% LERFICRRA D=2 A 2D O &EITHRK &
720 (BE2RT-16.81PD) | F& G- AIHE & 72 B ek 5-1% 12~24 ARFIZRB W T HR—
ATA NEORO BRI BN (L E : -8.87~-760PD) . 28~48 #kK; (F#5Sh
Mo T2 WBRE) ICBWTHER—2T A NSO RH LT CERZE L E : -8.05~
-6.55PD) ., 10PD LA I 20PD Kiii D TH ., il Gk 1~24 HIKFIZHB W TR—A T A
UNB DR BV, 28~48 BHIKE (G SR o HERE) IZB W TIER—X
FTA IND DO ED/NES L T HEMB A DALz, 10PD LA E 20PD i D& D-<— A
T A AZBT DEEEA O EERE T 15.40PD Th o 7278, 55 1 1G9 O ek 5%
24 R E CoRMIA QEmRAL) OMaxHEIXRERIA T 8.00~12.94PD Th -7z, ZhFf
feiM oIl L, BRI TA 5 & 20PD LA I 50PD AKimiDJE Tidk, 88.0 H (95%(5#H
X4 : 58.0~140.0) T&» Y. 10PD LA L 20PD KiidE T, 86.0 H (95%(ZHEX M :

6.0~189.0) THhH 7=,

R (0&) EEHIROFEE OFHIC SV T, ARRBRICH AN S 72 MR R
DOWERFE £ 1E 20PD LA _E 50PD i D& Ti% 5 41, 10PD LA L 20PD AKfifi D& Tik 1 1l &
DEAITEH T, TEENHIFRAS LRI s> 72 5 ] GHli R 7 —/L 2 0~-2) Ti&, A=
T OUGENRA LIVl Los L, SRS i b E - 72 1451 GHiiA 77 —/L : -5)
Tl AFBE% 4 BRFEBFIR7Z2 L GRS —L 0 0) OREBIZETSEEL, £
DORhEITHR 5% 48 JIF £ CTHEFF SN,

il
5B LB ARK DI &P 54 48 B £ TIC A BN EIWEA ORI 24% (10/41
) THH., ZONFITIRE TE 15% (641 . EE., FHEAE 5% QF) | FERESET
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TRBRERPE 5 1~3 HATE TICPIAEEOHK 52 BAtA L, 1RBRIE# 5% 1~3 B ikl L7,

T HERHAMIE H

HEBE A% 12 8RBT 5 1 HH2 Y QRO R—A T4 U608k E, 1 H
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* o MEA EOER] 220 THITERVEIER - EYYE

BIVE %1% MedDRA/ Ver.9.1 (2 THEE

1) A EOEZICEEN S D, IRBEE OIS L72SA T PRl v 5l 5 F5:

2) BEHWEZ R L TVDEEXLNDTD, FHEOEENLFIITE S LFHME L-gIERA 2 &
3) HEHMETHRELTWAZ b, A LOTEENL TRITE % LM L-RBIER 2 &

4) A EOFEENL TRITE 2HR0 NEFHAEE 25T

5) IREFCRIMLTVWDZ &G, HHLEOEENSFHITE 5 &3 L -&I17EH



VI. &£ (FRLOIESF) ICEI SRR

FRBERES (BEERTH)

531 FRGRINE E T ORI it FH BRI A D 25 At

ELE [ d 11 934 945

IR AT E 1125 89 10288 10377

IR FH 45 00 8 BUE (1 4 32 725 757

BIVE S D FE BT HL 45 1033 1078

BILVE FH 45 00 8 BUE 1] 28 35.96% 7.05% 7.29%

RIlVE AR 2 D BIVER S ORERIRBUERIEL (FBLEIA)

FEYIE R KOV AR HUE = 4 (0.04%) 4 (0.04%)
SHEE 2% — 3 (0.03%) 3 (0.03%)
s HH A R Y — 1 (0.01%) 1 (0.01%)
kA MR G - 1 (0.01%) 1 (0.01%)
S R = 1 (0.01%) 1 (0.01%)
kIR BUE — 1 (0.01%) 1 (0.01%)
Rt L OSEREE = 6 (0.06%) 6 (0.06%)
RHOEER - 6 (0.06%) 6 (0.06%)
FE A B = 1 (0.01%) 1 (0.01%)
RSy — 1 (0.01%) 1 (0.01%)
PR R 14 (15.73%) 180 (1.75%) 194 (1.87%)
* RATIE - 1 (0.01%) 1 (0.01%)
FEMED F 0 - 6 (0.06%) 6 (0.06%)
kAR R — 1 (0.01%) 1 (0.01%)
* BRTEE - 2 (0.02%) 2 (0.02%)
PR T AR DR 10 (11.24%) 174 (1.69%) 184 (1.77%)
SEYR — 8 (0.08%) 8 (0.08%)
* i BR AR L - 1 (0.01%) 1 (0.01%)
AR - 6 (0.06%) 6 (0.06%)
i B IRAR T 4 (4.49%) - 4 (0.04%)
BETR R 2R - 4 (0.04%) 4 (0.04%)
AR PR 25 (28.09%) 498 (4.84%) 523 (5.04%)
AR o> B I — 47 (0.46%) 47 (0.45%)
kR P — 1 (0.01%) 1 (0.01%)
ARG 57 — 2 (0.02%) 2 (0.02%)
* [RAG — 3 (0.03%) 3 (0.03%)
sk i HEE H 1. — 1 (0.01%) 1 (0.01%)
i R e — 1 (0.01%) 1 (0.01%)
TS 1 (1.12%) 13 (0.13%) 14 (0.13%)
AN A — 18 (0.17%) 18 (0.17%)
B 1 (1.12%) 27 (0.26%) 28 (0.27%)
AR RzJ5R — 45 (0.44%) 45 (0.43%)
AR I — 1 (0.01%) 1 (0.01%)
IR - 4 (0.04%) 4 (0.04%)
AR A% — 2 (0.02%) 2 (0.02%)
AR — 9 (0.09%) 9 (0.09%)
AR B v i - 10 (0.10%) 10 (0.10%)




. B2t (FRLEOEES) ICEY HEE

AAEEESE (0JF)

531 FRERER £ TOWM ik F AR A 0 SR At

ELE [ d 11 934 945

IR AT E 1125 89 10288 10377

IR FH 45 00 8 BUE (1 4 32 725 757

BIVE S D FE BT HL 45 1033 1078

BILVE FH 45 00 8 BUE 1] 28 35.96% 7.05% 7.29%

RIlVE AR 2 D BIVER S ORERIRBUERIEL (FBLEIA)

AR MG T 6 (6.74%) 73 (0.71%) 79 (0.76%)
AR — 14 (0.14%) 14 (0.13%)
HEMEARERR 2% — 9 (0.09%) 9 (0.09%)
RN 3 (3.37%) 88 (0.86%) 91 (0.88%)
TRAR 10 (11.24%) 214 (2.08%) 224 (2.16%)
AR e if. — 4 (0.04%) 4 (0.04%)
7 - 7 (0.07%) 7 (0.07%)
SR AR — 2 (0.02%) 2 (0.02%)
kAR — 1 (0.01%) 1 (0.01%)
F 3 (3.37%) 29 (0.28%) 32 (0.31%)
BINET — 5 (0.05%) 5 (0.05%)
TSI E — 5 (0.05%) 5 (0.05%)
ARER AL - 2 (0.02%) 2 (0.02%)
AR o> B I — 14 (0.14%) 14 (0.13%)
A i, 1 (1.12%) 3 (0.03%) 4 (0.04%)
IRI&Z 5 FEiE - 3 (0.03%) 3 (0.03%)
iRZ 5 FEAE — 1 (0.01%) 1 (0.01%)
AR A PR — 1 (0.01%) 1 (0.01%)
AR B IR - 1 (0.01%) 1 (0.01%)
*IRIBONS A — 1 (0.01%) 1 (0.01%)
sk R e — 2 (0.02%) 2 (0.02%)
AR Berb RE e - 1 (0.01%) 1 (0.01%)
il — 1 (0.01%) 1 (0.01%)
TEIES I £ B ¢ — 1 (0.01%) 1 (0.01%)
FIER: A - 1 (0.01%) 1 (0.01%)
ER L OkKEE = 2 (0.02%) 2 (0.02%)
Hg — 1 (0.01%) 1 (0.01%)
[ F - 1 (0.01%) 1 (0.01%)
LR = 1 (0.01%) 1 (0.01%)
oF UlEs — 1 (0.01%) 1 (0.01%)
k=gl = 1 (0.01%) 1 (0.01%)
Fe i - 1 (0.01%) 1 (0.01%)
RO o, HERES K ORI S 1 (1.12%) 1 (0.01%) 2 (0.02%)
sk QFBRERTE i 2% — 1 (0.01%) 1 (0.01%)
* G 1 (1.12%) — 1 (0.01%)
Gk = 17 (0.17%) 17 (0.16%)
REFR AR - 2 (0.02%) 2 (0.02%)
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AAEEESE (0JF)

VI. &£ (FRLOIESF) ICEI SRR

531 KR E TR it FH BRI A D 25 At

ELE [ d 11 934 945

IR AT E 1125 89 10288 10377

IR FH 45 00 8 BUE (1 4 32 725 757

BIVE S D FE BT HL 45 1033 1078

BILVE FH 45 00 8 BUE 1] 28 35.96% 7.05% 7.29%

RIlVE AR 2 D RIE R 2 ORERI A BUESIE GRELEIA)

%7 7 ZEONSK - 1 (0.01%) 1 (0.01%)
* OB & - 1 (0.01%) 1 (0.01%)
T — 3 (0.03%) 3 (0.03%)
1 N R - 2 (0.02%) 2 (0.02%)
* AU HENR — 1 (0.01%) 1 (0.01%)
G — 4 (0.04%) 4 (0.04%)
MR % - 1 (0.01%) 1 (0.01%)
1 O LSRR — 4 (0.04%) 4 (0.04%)
JH B R f 5 = 3 (0.03%) 3 (0.03%)
* PR RE S5 — 2 (0.02%) 2 (0.02%)
* PR - 1 (0.01%) 1 (0.01%)
FERE ¥ KOV Tk R = 35 (0.34%) 35 (0.34%)
BB AE — 1 (0.01%) 1 (0.01%)
* FZ &% - 2 (0.02%) 2 (0.02%)
s — 1 (0.01%) 1 (0.01%)
B H i — 14 (0.14%) 14 (0.13%)
ZIHE — 1 (0.01%) 1 (0.01%)
BT — 1 (0.01%) 1 (0.01%)
Z 5 FEIE — 1 (0.01%) 1 (0.01%)
SRBE — 1 (0.01%) 1 (0.01%)
F95 — 4 (0.04%) 4 (0.04%)
ECid 2 — 1 (0.01%) 1 (0.01%)
R EIR v - 4 (0.04%) 4 (0.04%)
E AR — 1 (0.01%) 1 (0.01%)
FERE D> 130 & — 3 (0.03%) 3 (0.03%)
EHME O FEIE — 2 (0.02%) 2 (0.02%)
P R SRR — 2 (0.02%) 2 (0.02%)
BB L ORISR = 1 (0.01%) 1 (0.01%)
s I JR - 2 (0.02%) 2 (0.02%)
SR, FEtER L OGRS = 1 (0.01%) 1 (0.01%)
kg — 1 (0.01%) 1 (0.01%)
EHREER L O 5 RETHRE = 38 (0.37%) 38 (0.37%)
* [ — 1 (0.01%) 1 (0.01%)
9 - 1 (0.01%) 1 (0.01%)
LR — 3 (0.03%) 3 (0.03%)
* RS — 1 (0.01%) 1 (0.01%)
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. et (FRLOFESE) ICEAY5EE
FREmDES (03F)
531 FRERER £ TOWM ik F AR A 0 SR At
ELE [ d 11 934 945
IR AT E 1125 89 10288 10377
IR FH 45 00 8 BUE (1 4 32 725 757
BIVE S D FE BT HL 45 1033 1078
BILVE FH 45 00 8 BUE 1] 28 35.96% 7.05% 7.29%
RIlVE AR 2 D BIVER S ORERIRBUERIEL (FBLEIA)
TG i - 3 (0.03%) 3 (0.03%)
TN T — 1 (0.01%) 1 (0.01%)
(=Y — 11 (0.11%) 11 (0.11%)
sk RAY MV - 2 (0.02%) 2 (0.02%)
FEER — 7 (0.07%) 7 (0.07%)
* [ — 1 (0.01%) 1 (0.01%)
HEAGRE - 7 (0.07%) 7 (0.07%)
TS AR — 3 (0.03%) 3 (0.03%)
kY REIR — 1 (0.01%) 1 (0.01%)
R RIR AT 5 (5.62%) 20 (0.19%) 25 (0.24%)
X7 T2 T NIRRT 2T =B - 6 (0.06%) 6 (0.06%)
kT ANRTXUERT 2 ) M T AT =T —EHIN 1 (1.12%) 3 (0.03%) 4 (0.04%)
kI LS BB 1 (1.12%) - 1 (0.01%)
L2 L7 ok AR % —E 2 (2.25%) 7 (0.07%) 9 (0.09%)
sk I H LA K SRR SR HE N — 4 (0.04%) 4 (0.04%)
* 1fi. H PR N - 1 (0.01%) 1 (0.01%)
* G FEEREIE N 1 (1.12%) 3 (0.03%) 4 (0.04%)
ky-Z VB IN T RT =T —FHN — 3 (0.03%) 3 (0.03%)
k[ IMEREE N - 1 (0.01%) 1 (0.01%)
ML/ MRBEE N — 2 (0.02%) 2 (0.02%)
BE, FER X OWE S HHE = 9 (0.09%) 9 (0.09%)
IR e ] [, — 7 (0.07%) 7 (0.07%)
BT ifn fiE - 1 (0.01%) 1 (0.01%)
M EENE S — 1 (0.01%) 1 (0.01%)

* 0 MEM EOEE) O PHTERVEIER « RYE

BIVEH %1% MedDRA/J Ver.12.1 |
1) SR TH

K

FRLTNLZEnb, A LOEENSTRTELE
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VI. &£ (FRLOIESF) ICEI SRR

EUNE (BEERTH)

531 KR E TOWRI i iR A o A R a3
ELE [ d 12 997 1009
IR AT E 1125 174 10645 10819
IR FH 45 00 8 BUE (1 4 59 508 567
BIVE S D FE BT HL 92 709 801
BILVE FH 45 00 8 BUE 1] 28 33.91% 4.77% 5.24%
BIVER S ofEE BIEREORERNFBUEREE GEBLIEIA)
FEYIE R KOV AR HUE = 10 (0.09%) 10 (0.09%)
*RE R — 2 (0.02%) 2 (0.02%)
* Bk — 1 (0.01%) 1 (0.01%)
RN R — 1 (0.01%) 1 (0.01%)
SHEH 2% — 1 (0.01%) 1 (0.01%)
fiti 2% — 5 (0.05%) 5 (0.05%)
k 7 Y F VERUILAE — 1 (0.01%) 1 (0.01%)
* KB Y — 1 (0.01%) 1 (0.01%)
iﬁﬁu %Egégﬁwﬁm%ﬁé% (FEhnk X B L ) 1 (G
PN — 1 (0.01%) 1 (0.01%)
MEF LY > GRkEE = 5 (0.05%) 5 (0.05%)
=il — 3 (0.03%) 3 (0.03%)
kU L oNERE — 1 (0.01%) 1 (0.01%)
sk PLIf BRI E — 1 (0.01%) 1 (0.01%)
R L O E = 4 (0.04%) 4 (0.04%)
RAGEOR — 5 (0.05%) 5 (0.05%)
/N — 2 (0.02%) 2 (0.02%)
KR = 6 (0.06%) 6 (0.06%)
kB — 1 (0.01%) 1 (0.01%)
K BEREE — 2 (0.02%) 2 (0.02%)
* KAk — 2 (0.02%) 2 (0.02%)
*k fE S RUfE — 1 (0.01%) 1 (0.01%)
TR R E 1 (0.57%) 52 (0.49%) 53 (0.49%)
* 2 U AEB MR — 1 (0.01%) 1 (0.01%)
kPLE — 1 (0.01%) 1 (0.01%)
FEIED E W — 3 (0.03%) 3 (0.03%)
M RERE — 2 (0.02%) 2 (0.02%)
kUAX R D— — 1 (0.01%) 1 (0.01%)
KA E RS 1 (0.57%) 5 (0.05%) 6 (0.06%)
R — 2 (0.02%) 2 (0.02%)
kT e N —JEBERE — 1 (0.01%) 1 (0.01%)
SER — 11 (0.10%) 11 (0.10%)
* il Bk T — 3 (0.03%) 3 (0.03%)
IRAZRIEN — 4 (0.04%) 4 (0.04%)
i ERIRAR T — 3 (0.03%) 3 (0.03%)
e A Bl P 1 MO — 1 (0.01%) 1 (0.01%)

—103—




. B2t (FRLEOEES) ICEY HEE

EERE (03F)

531 KR E TOWRI i iR A o A R a3

ELE [ d 12 997 1009

IR AT E 1125 174 10645 10819

IR FH 45 00 8 BUE (1 4 59 508 567

BIVE S D FE BT HL 92 709 801

BILVE FH 45 00 8 BUE 1] 28 33.91% 4.77% 5.24%

BIVER S ofEE BIEREORERNFBUEREE GEBLIEIA)

SRR — 2 (0.02%) 2 (0.02%)
IABFETOARRE — 1 (0.01%) 1 (0.01%)
PHRRAR IR — 1 (0.01%) 1 (0.01%)
AR — 1 (0.01%) 1 (0.01%)
fEEAR — 1 (0.01%) 1 (0.01%)

k EHEE — 1 (0.01%) 1 (0.01%)
PAp — 2 (0.02%) 2 (0.02%)
ERARVEEE — 1 (0.01%) 1 (0.01%)

T O R — 1 (0.01%) 1 (0.01%)

* HEHk — 2 (0.02%) 2 (0.02%)

sk P T IR — 1 (0.01%) 1 (0.01%)
5T ek PR — 1 (0.01%) 1 (0.01%)
S B — 1 (0.01%) 1 (0.01%)

sk (ECHR S M P — 1 (0.01%) 1 (0.01%)

AR MR = 4 (0.04%) 4 (0.04%)
Al — 1 (0.01%) 1 (0.01%)
el — 1 (0.01%) 1 (0.01%)
ARG T = — 1 (0.01%) 1 (0.01%)
MR — 1 (0.01%) 1 (0.01%)

* HR A R — 1 (0.01%) 1 (0.01%)

ER L OkKEE = 1 (0.01%) 1 (0.01%)

k [EEEPED F W — 1 (0.01%) 1 (0.01%)

Lol 1 (0.57%) 3 (0.03%) 4 (0.04%)

sk AR D AR R — 1 (0.01%) 1 (0.01%)

kD Ik — 1 (0.01%) 1 (0.01%)

*FT7 ) —F¥ — 1 (0.01%) 1 (0.01%)

kODMEFEAE 1 (0.57%) - 1 (0.01%)

1 pE = 5 (0.05%) 5 (0.05%)

kAL — 2 (0.02%) 2 (0.02%)

K E — 2 (0.02%) 2 (0.02%)
vavy — 2 (0.02%) 2 (0.02%)

MER s, MaEhds L OMERRFEE 2 (1.15%) 42 (0.39%) 44 (0.41%)

kMR R 4 — 1 (0.01%) 1 (0.01%)

sk TR FEAE - 1 (0.01%) 1 (0.01%)
AT — 6 (0.06%) 6 (0.06%)

sk Mgk L — 1 (0.01%) 1 (0.01%)

* BEEEY — 2 (0.02%) 2 (0.02%)
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VI. &£ (FRLOIESF) ICEI SRR

EERE (03F)

531 HGRINFE CTOWRI fii F R R A 0 B G a3
ELE [ d 12 997 1009
IR AT E 1125 174 10645 10819
IR FH 45 00 8 BUE (1 4 59 508 567
BIVE S D FE BT HL 92 709 801
BILVE FH 45 00 8 BUE 1] 28 33.91% 4.77% 5.24%
BIVER S ofEE BIEREORERNFBUEREE GEBLIEIA)
* BEFE 0K — 1 (0.01%) 1 (0.01%)
*k MWK — 1 (0.01%) 1 (0.01%)
ke MR Rz A5 — 1 (0.01%) 1 (0.01%)
sk FE T 2 (1.15%) 8 (0.08%) 10 (0.09%)
I ) — 5 (0.05%) 5 (0.05%)
*AKEE SR — 1 (0.01%) 1 (0.01%)
k SRR — 1 (0.01%) 1 (0.01%)
AL i 2 — 4 (0.04%) 4 (0.04%)
sk A I — 1 (0.01%) 1 (0.01%)
IR it — 3 (0.03%) 3 (0.03%)
AN 4 — 3 (0.03%) 3 (0.03%)
kONE — 1 (0.01%) 1 (0.01%)
k< T IES — 3 (0.03%) 3 (0.03%)
FRGEDORIE — 1 (0.01%) 1 (0.01%)
1 WA niE SE R — 1 (0.01%) 1 (0.01%)
H Gk 17 (9.77%) 225 (2.11%) 242 (2.24%)
* {E AR — 1 (0.01%) 1 (0.01%)
T — 1 (0.01%) 1 (0.01%)
e T PR 21 (12.07%) 235 (2.21%) 256 (2.37%)
HELL — 8 (0.08%) 8 (0.07%)
* ORENS W — 1 (0.01%) 1 (0.01%)
* RHLIE 2% — 18 (0.17%) 18 (0.17%)
* A O HhERIR — 1 (0.01%) 1 (0.01%)
g — 8 (0.08%) 8 (0.07%)
* HARIL T — 1 (0.01%) 1 (0.01%)
JHFRHE SR = 9 (0.08%) 9 (0.08%)
* JIFHRE R — 7 (0.07%) 7 (0.06%)
* PR — 2 (0.02%) 2 (0.02%)
FEIE ¥ X OV TR kR 1 (0.57%) 23 (0.22%) 24 (0.22%)
WiEAE — 2 (0.02%) 2 (0.02%)
K — 1 (0.01%) 1 (0.01%)
T UL — PR RS — 1 (0.01%) 1 (0.01%)
3yp — 1 (0.01%) 1 (0.01%)
g2 — 1 (0.01%) 1 (0.01%)
FLBE — 6 (0.06%) 6 (0.06%)
% 9 FEE — 4 (0.04%) 4 (0.04%)
WG 1 (0.57%) 10 (0.09%) 11 (0.10%)
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. B2t (FRLEOEES) ICEY HEE

EERE (03F)

531 HGRINFE CTOWRI fii F R R A 0 B G a3
ELE [ d 12 997 1009
IR AT E 1125 174 10645 10819
IR FH 45 00 8 BUE (1 4 59 508 567
BIVE S D FE BT HL 92 709 801
BILVE FH 45 00 8 BUE 1] 28 33.91% 4.77% 5.24%
BIVER S ofEE BIEREORERNFBUEREE GEBLIEIA)

e - 1 (0.01%) 1 (0.01%)
k FEDD X0 — 1 (0.01%) 1 (0.01%)
B R B L O SRRk = 22 (12.64%) 110 (1.03%) 132 (1.22%)

WAL 22 (12.64%) 88 (0.83%) 110 (1.02%)
* B HS IR — 2 (0.02%) 2 (0.02%)

P — 2 (0.02%) 2 (0.02%)
* ZAE — 7 (0.07%) 7 (0.06%)
B E — 1 (0.01%) 1 (0.01%)

eV — 1 (0.01%) 1 (0.01%)
kAL — 4 (0.04%) 4 (0.04%)
s B 0 — 5 (0.05%) 5 (0.05%)

il SRR — 4 (0.04%) 4 (0.04%)
kB ARAE E — 3 (0.03%) 3 (0.03%)
kB RS A PR — 1 (0.01%) 1 (0.01%)
B K ORISR E = 2 (0.02%) 2 (0.02%)
* JR B — 1 (0.01%) 1 (0.01%)
* R REREE — 1 (0.01%) 1 (0.01%)
AFERB L OILERE = 1 (0.01%) 1 (0.01%)
* Lo LI — 1 (0.01%) 1 (0.01%)
JeRME, FhEtER X O RS = 2 (0.02%) 2 (0.02%)
sk R PR — 1 (0.01%) 1 (0.01%)
el is R — 1 (0.01%) 1 (0.01%)
— % - REEER X O G ENOIREE 9 (5.17%) 85 (0.80%) 94 (0.87%)

S IRE 1 (0.57%) 33 (0.31%) 34 (0.31%)
kB I VN — 1 (0.01%) 1 (0.01%)
% FLE — 6 (0.06%) 6 (0.06%)
*k Bl — 2 (0.02%) 2 (0.02%)
AR — 1 (0.01%) 1 (0.01%)

TESENRLEE — 1 (0.01%) 1 (0.01%)

TSR A — 1 (0.01%) 1 (0.01%)

SRR 3 (1.72%) 13 (0.12%) 16 (0.15%)

TN R — 3 (0.03%) 3 (0.03%)

REE R AT 1 (0.57%) - 1 (0.01%)

TSR - 1 (0.01%) 1 (0.01%)

PR 3 (1.72%) 14 (0.13%) 17 (0.16%)
kPSR — 1 (0.01%) 1 (0.01%)

FEEN 1 (0.57%) 12 (0.11%) 13 (0.12%)
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VI. &£ (FRLOIESF) ICEI SRR

EERE (03F)

531 ARFRER £ TOWRM fii F R R A 0 B G a3
ELE [ d 12 997 1009
IR AT E 1125 174 10645 10819
IR FH 45 00 8 BUE (1 4 59 508 567
BIVE S D FE BT HL 92 709 801
BILVE FH 45 00 8 BUE 1] 28 33.91% 4.77% 5.24%
BIVER S ofEE BIEREORERNFBUEREE GEBLIEIA)
* Z2SRAE — 2 (0.02%) 2 (0.02%)
* 178 — 3 (0.03%) 3 (0.03%)
HESTEBAT EAR — 1 (0.01%) 1 (0.01%)
R RIR AT 24 (13.79%) 28 (0.26%) 52 (0.48%)
k7T T=2 T NTUAT =T — BN 3 (1.72%) 2 (0.02%) 5 (0.05%)
kTNT I Fad Y R 1 (0.57%) - 1 (0.01%)
KT ANRTGEXUERET I ) T A7 =27 —EHN 1 (0.57%) - 1 (0.01%)
kL E Y L A 2 (1.15%) 1 (0.01%) 3 (0.03%)
kLA LS B 1 (0.57%) - 1 (0.01%)
ki r L7 FUR AR P RE — 1 (0.01%) 1 (0.01%)
27 L7 F ok A% —BHIn 6 (3.45%) 10 (0.09%) 16 (0.15%)
1 AP LR ik SERESE BN 4 (2.30%) 2 (0.02%) 6 (0.06%)
* AP EREREEE N 2 (1.15%) - 2 (0.02%)
fy-ZNH IV T AT =T —PHIN — 3 (0.03%) 3 (0.03%)
kR R BRI 1 (0.57%) — 1 (0.01%)
WEbr BR S5 si) 1 (0.57%) - 1 (0.01%)
kuAf VTR ) ANTFH—Y LH 2 (1.15%) — 2 (0.02%)
* U L SEREUE N 5 (2.87%) 1 (0.01%) 6 (0.06%)
s HEREHE N 1 (0.57%) - 1 (0.01%)
kAR AT KT — 3 (0.03%) 3 (0.03%)
i/ ISR — 1 (0.01%) 1 (0.01%)
F if BRI 1 (0.57%) 1 (0.01%) 2 (0.02%)
* [ ifn BRI N 3 (1.72%) 1 (0.01%) 4 (0.04%)
sk HLERT /3 -3 — 1 (0.01%) 1 (0.01%)
kSRR A G 1 (0.57%) - 1 (0.01%)
k NT AT IS —P LR — 1 (0.01%) 1 (0.01%)
(M7 AH Y FRRAT 7 2 —E N — 2 (0.02%) 2 (0.02%)
*FBER L5 — 1 (0.01%) 1 (0.01%)
BOHET — 1 (0.01%) 1 (0.01%)
BE, FER X OWE A HHE = 1 (0.01%) 1 (0.01%)
* BB — 1 (0.01%) 1 (0.01%)
* o MEA EOER] 220 THITERVEIER - EYYE

BIIVE %513 MedDRA/J Ver.14.0 12 33 X 434
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. B2t (FRLEOEES) ICEY HEE

LRREHE. TRIER (BEERTH)

531 KR E TOWRI i iR A o A R At

ELE [ d 42 106 148
IR AT E 1125 259 995 1254

IR FH 45 00 8 BUE (1 4 52 18 70

BIVE S D FE BT HL 75 22 97
BILVE FH 45 00 8 BUE 1] 28 20.08% 1.81% 5.58%

BIVER S ofEE RIVER & ORI R EESIE REEIA)

FRYSIER K OVEAE UE = 1 (0.10%) 1 (0.08%)
*RE R — 1 (0.10%) 1 (0.08%)
KR LY SR EE 2 (0.77%) = 2 (0.16%)
sk JLIM BRI 1 (0.39%) - 1 (0.08%)
*k FRIMERBE NIE 2 (0.77%) - 2 (0.16%)
R L O fEE 1 (0.39%) = 1 (0.08%)
KT N U U A fE 1 (0.39%) — 1 (0.08%)
TR E 6 (2.32%) 2 (0.20%) 8 (0.64%)
kI EN 2R 1 (0.39%) - 1 (0.08%)
S A — 1 (0.10%) 1 (0.08%)
FEED F 0 1 (0.39%) - 1 (0.08%)
kAR — 1 (0.10%) 1 (0.08%)
* TN 1 (0.39%) — 1 (0.08%)
JR T BLBR 1 (0.39%) - 1 (0.08%)
* PEIRLE 2 (0.77%) - 2 (0.16%)
JRILREE 1 (0.39%) — 1 (0.08%)
R = 2 (0.77%) 2 (0.20%) 4 (0.32%)
* IR g e 1 (0.39%) - 1 (0.08%)
i — 2 (0.20%) 2 (0.16%)
7= 1 (0.39%) - 1 (0.08%)
fiK=gi 1 (0.39%) 1 (0.10%) 2 (0.16%)
*k 21 1 (0.39%) - 1 (0.08%)
R — 1 (0.10%) 1 (0.08%)
Mg, MOERds K OMitlmpE S 3 (1.16%) = 3 (0.24%)
kP PR R 2 (0.77%) - 2 (0.16%)
Sk PR BT A £ 1 (0.39%) — 1 (0.08%)
IR 1 (0.39%) 1 (0.10%) 2 (0.16%)
* PN — 1 (0.10%) 1 (0.08%)
A 1 (0.39%) - 1 (0.08%)
JH RELTE R B 2 2 (0.77%) = 2 (0.16%)
* PR RE L5 2 (0.77%) - 2 (0.16%)
FEIE ¥ X OV TR kR 3 (1.16%) 1 (0.10%) 4 (0.32%)
IKIE 1 (0.39%) — 1 (0.08%)
HiTe 1 (0.39%) - 1 (0.08%)
FLBE 1 (0.39%) - 1 (0.08%)
LERRS — 1 (0.10%) 1 (0.08%)
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VI. &£ (FRLOIES) 1T SRR

LR, TRIEMR (03F)

531 HGRINFE CTOWRI fii F R R A 0 B G At
ELE [ d 42 106 148
IR AT E 1125 259 995 1254
IR FH 45 00 8 BUE (1 4 52 18 70
BIVE S D FE BT HL 75 22 97
BILVE FH 45 00 8 BUE 1] 28 20.08% 1.81% 5.58%
BIVER S ofEE RIVER & ORI R EESIE REEIA)
e TP SHRON ey 12k 10 (3.86%) 3 (0.30%) 13 (1.04%)
A &ivE 1 (0.39%) — 1 (0.08%)
kP E 1 (0.39%) — 1 (0.08%)
(RES 1 (0.39%) — 1 (0.08%)
IR T 1 (0.39%) 3 (0.30%) 4 (0.32%)
5 P 3 (1.16%) — 3 (0.24%)
Yis2r 1 (0.39%) — 1 (0.08%)
eV 2 (0.77%) — 2 (0.16%)
—fi% - RHEEL L OB OREE 23 (8.88%) 6 (0.60%) 29 (2.31%)
17795 3 (1.16%) 1 (0.10%) 4 (0.32%)
TR 1 (0.39%) — 1 (0.08%)
TSR AL PN HA I 1 (0.39%) — 1 (0.08%)
HEHHALALEE 2 (0.77%) - 2 (0.16%)
S if 3 (1.16%) — 3 (0.24%)
TN 8 (3.09%) 4 (0.40%) 12 (0.96%)
IR B — 2 (0.20%) 2 (0.16%)
sk LS 1 (0.39%) - 1 (0.08%)
* Jry AR 1 (0.39%) — 1 (0.08%)
sk ARAY MV 2 (0.77%) - 2 (0.16%)
kR — 1 (0.10%) 1 (0.08%)
* RO 1 (0.39%) - 1 (0.08%)
CES DAL R - 1 (0.10%) 1 (0.08%)
S B AR NG 1 (0.39%) - 1 (0.05%)
e AR A AT 10 (3.86%) = 10 (0.80%)
TI=T ) NIRRT =T —EHN 1 (0.39%) — 1 (0.08%)
kT ANRTGXURT I bT AT =T —BHIN 1 (0.39%) - 1 (0.08%)
M7 V7 F iR AR FF—BHn 6 (2.32%) — 6 (0.48%)
sk I LR ALK SR A SR HE N 1 (0.39%) — 1 (0.08%)
* I R SR 1 (0.39%) - 1 (0.08%)
y-INEINET AT =T —EHI 1 (0.39%) — 1 (0.08%)
kIR T 1 (0.39%) — 1 (0.08%)

—109—




. ReM (ERLOIES)

[ZB89 5IEE

LR, TRIEMR (03F)

IREHA HGRINFE CTOWRI i F R R A D S G At

ELE [ d 42 106 148
IR AT E 1125 259 995 1254

IR FH 45 00 8 BUE (1 4 52 18 70

BIVE S D FE BT HL 75 22 97
BILVE FH 45 00 8 BUE 1] 28 20.08% 1.81% 5.58%

BIVER S ofEE BIEREORERNFBUEREE GEBLIEIA)

BE, BHEB X OWLESIHE 3 (1.16%) 2 (0.20%) 5 (0.40%)
Hr ] 1 (0.39%) - 1 (0.08%)
* s E T 1 (0.39%) - 1 (0.08%)
kAR 1 (0.39%) 1 (0.10%) 2 (0.16%)
kT 1 (0.39%) - 1 (0.08%)
kg 1 (0.39%) - 1 (0.08%)
A5 1 (0.39%) - 1 (0.08%)
k< FIpEE 4T — 1 (0.10%) 1 (0.08%)

X

MEA EOERZ] »OFHTERVEIER « RYYE

EIVE %513 MedDRA/J Ver.17.0 12 235 X 438

ERREHE 400 6 (GRIEBH [RERUVAEREE] )

ELEV e 38
FHAE 5 124
BIVE S O R BUE B2 2
Bl 2 D & BLE 5] = 2%
RILE & o R R R B

RI1E 5 ORI

TEBIE (EELEIS)

—i% - BHEFEER L O SENORRE 1 (<1%)
AL AR 1 (<1%)
TE ISR B L O ARk E 1 (<1%)
i IR 1 (<1%)

MedDRA/J Ver. 21.1 {2 5D & 25348
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REEMBELTE BEERTH)

VI. &£ (FRLOIESF) ICEI SRR

1531 AGRIFE TOWRPL | o A O R
AR EK 14 30
A E 511K 144 437
B 25 0D 38 BRUE B 5 3 10
RIEH & DR B2 6 11
BRI FH 45 0D 8 BUE 5] = 2.08% 2.29%
BIVEH & O FEE BIEREORERNFBUEREE GEBLIEIA)

BE, PHERB X OWEAOHE 3 (2.08%) 5 (1.14%)

RAETEFTT 5 (3.47%) 5 (1.14%)
B SREB & OV Rk 55 1 (0.69%) =

VU fi 5 1 (0.69%) -
PR SR R = 1 (0.23%)

R BARR — 1 (0.23%)
155 P = 1 (0.23%)

FTY - 1 (0.23%)
AGERB L OILERE = 1 (0.23%)
* FLEAYm — 1 (0.23%)
— i - EHFEE R X OG- EALOIRRE = 3 (0.69%)
* JLH K - 1 (0.23%)

TS RLEE — 1 (0.23%)

SN T - 1 (0.23%)

* 0 MEM EOEE] o PRITE R2WEER

MedDRA/J Ver.20.0 (255 & 4348
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VI. &£ (FRLOIESF) 1T SRR

FR (FEERTH)
1531 AGRIFE TOWRPL | o A O R
AR EK 10 45
A E 511K 41 351
BIE 58 D38 SLREHI1 11 96
BIVE & D F B 16 126
BRI FH 45 0D 8 BUE 5] = 26.83% 27.35%
BIVEH & O FEE BIEREORERNFBUEREE GEBLIEIA)
JEYIE R KOV AR AU = 1 (0.28%)
AL A NRE G — 1 (0.28%)
PR E = 3 (0.85%)
GIELE - 1 (0.28%)
AL SR — 1 (0.28%)
k AL E AR — 1 (0.28%)
AR s 10 (24.39%) 92 (26.21%)
AEOD A - 1 (0.28%)
i 3 (7.32%) 1 (0.28%)
R - 1 (0.28%)
AR T 7 (17.07%) 70 (19.94%)
* i — 1 (0.28%)
* QR R 1 (2.44%) -
AR 2 (4.88%) 34 (9.69%)
* A i 1 (2.44%) —
HRER A P - 1 (0.28%)
IR E B 1 (2.44%) 7 (1.99%)
R R & OV A MRk E = 1 (0.28%)
* 5B R R — 1 (0.28%)
DU FR — 1 (0.28%)
— % - A BEER X O 50K 1 (2.44%) 2 (0.57%)
* BLH R — 2 (0.57%)
e RS — 1 (0.28%)
kTR Zh R 1 (2.44%) —
R AR AR A = 1 (0.28%)
M EAR T — 1 (0.28%)

* 0 MEM EOEE] o PRITE R2WEER

MedDRA/J Ver.21.1 (2 £S5 & 4348
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VI. &£ (FRLOIESF) ICEI SRR

EEURERES (BEERTE)

53] FRRRFE TOMPL | TR O R
ELE e 8 63
FRAE 51145 24 834
BILVE FH 45 0D 8 BUE 51 19 48
BIVE FH 45 00 8 BUE 5] 26 79.2% 5.8%
BRI 4 O FlH RIVER S OREFERIRBUERIEL (FEBLEIS)
JRYIE K OV 48 HRUE = 2 (0.2%)
FRELGHE M fii A% — 2 (0.2%)
PR, MERds X OMiERm fe s 19 (79.2%) 44 (5.3%)
AT 1 (4.2%) 3 (0.4%)
BEEEDY - 6 (0.7%)
F e R 18 (75.0%) 43 (5.2%)
Lo b 1 (4.2%) —
B RS 9 (37.5%) 7 (0.8%)
e TR 9 (37.5%) 7 (0.8%)
— % - S REER X O S OREE 2 (8.3%) =
PR 1 (42%) -
TSR ALAS PR 1 (42%) -

MedDRA/I22.1 IZE:S & 45%H
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. B2t (FRLEOEES) ICEY HEE

BIEBBER GRE2R)

FRREREMERER GRERR)

DIRRE

FEEA 1 (<1%)
R SR i 1 (<1%)
HERE IR E 1 (<1%)
R &R L O MRk R 1 (<1%)
BT 1 (<1%)
R0 . BRI & OMERm s 1 (<1%)
1 ( )

VR P IR R

MedDRA/J Ver. 21.1 {2 55 % 25 %H
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BRI e 45 i e 7
TRATIE B4 232 TREEBIEK 21
Bl A 45 0D J8 BURE 11 2 59 BIVE RS DR BUE G 1
BIlVE A 45 00 & BUAE 41 2 25% B A 45 0D 38 BUSE 3] 3% 5%
BIlVE A S o FlE BIE 4 o LR
BIl/E A & o fidE FEHLUE B4 BIWERS OREE FEBUEBIEK
(CRBLEIE) GEHLEIE)
BB L OYREERESE 27 (12%) B L OIREEES 1 (5%)
IR IR 14 (6%) R BA 1 (5%)
FREA 12 (5%) MedDRA/J Ver. 21.1 (253 & 2545
FE Bt 1 (<1%)
JilINZ 1 (<1%)
R AR AR AT 16 (7%)
PR IR S0 14 (6%)
TI=T ) NI AT = 2 (<1%)
S —PHEN
TARTXUVEBT ) T 2 (<1%)
A7 =T — PN
FRYSIE R K OV HUE 23 (10%)
PR B Y 17 (7%)
7S 9 (4%)
Bl 2 (<1%)
T RE R 2 (<1%)
B X OukigmmE 1 (<1%)
[ml#RfE oD F 1 (<1%)
—i% - RHEER L O SERL 1 (<1%)




10.

VI. &£ (FRLOIESF) ICEI SRR

ERBREHERICRIZTEE
BIE STV

BERS

13. AERSE

13.1 fE4R

13 1.1 5L K OJE AL B R 72 BSOS TH D BT, RS O RFTHEORIER R H Hbh b
ZEND D, ERCKEIIRGERZ IO DRI b d D,

13. 1.2 SAEICBWT, HEEMHLSN OB IR 2 ER RO 2 IRIE N, MEkEE, W TREE, I
W RS, B EE NG ST WA, [1.6, 84, 9.1.4, 1522 ]

13.2 i@

13.2.1 MBS U TARZEETHZ L,

13.2.2 EEZOBAIIIPHEROBRLE 2T L TH LW, 158 BRI & kit 2 B 2k
D&, B, BECARY U X AR EER (EF OB KO AREZ: &) 358U 2R CodiESR

FhHIT, BHTH D,

(fEE%)

13.1.1, 13.1.2 AR OHELZ B2 TAR Z B EICR G LHaIid, 5507 M OVE L ERAL I 5 7 38
B TH DM, HIRREEORFMEORIERN BRI T 52 LR H 0 . ZORERCIREIIAK OB 5 E
BB LN b D, £z, EEHUNOEBH KT 2 ENEDN SRR N, MRS, w
TREE, MR, EDESENSRE STV D,

F7o, B FERICB T 2EBH ~OFEICONTIE, 112, Z0MoEE  (2) FEEKRBRICES < HH
D 1522 WO &,

13.2.2 iR IT, AV U XAFBRPMRGES M COINEZRHBLT D7-OITHEET DIEZBEE~DEE %
BLIET 5 Z LIC K VRFESBERZRET 5, LN > TAAINT TICEZ AR A~REA L. PHRER N 5H
L7ZREETES L TCHLEYTHL I ENOLRE LT,

ARy 7 ZAEMACHT 2P HERODRIZONTOT =X X2V O T, MERGICEVEHEREEMRT 55
AlTiE, BFE LR Rt E oI BB BEHT S 2 L

BEETIZ, A=AV TOR RNy 7 ARMLETIE, 30 ZUANOHTEREREG EZHEL TV 5,
FT AV ATE, ADNRIZH L TE, SiERICHT 2EBIEEBBEE I TWA D U~ hiidERE oK Y
FHER SN TRV, B, HATHRF SN TV AHERIT, VviEZOATH D,
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VI. &£ (FRLOIESF) 1T SRR

. BALDIE

14 BRLOIE
141 EFFARFOZEE
14.1.1 BRTFE
() _AH 1 3A TV H RAE AR Z O CEET %,

e R ORY 1) % A B

1.0mL 5.0 HA7/0.1mL

_ 2.0mL 2.5 Hf7/0.1mL
50 HNL NV

4.0mL 1.25 BEA7/0.1mL

5.0mL 1.0 EA7/0.1mL

1.0mL 10.0 HA7/0.1mL

2.0mL 5.0 HA7/0.1mL

100 Hifir 4.0mL 2.5 Hi7/0.1mL

8.0mL 1.25 BA7/0.1mL

10.0mL 1.0 BA7/0.1mL

TR AR B~ D HEITBEE L. AFH 200 BAAL % 30mL Ok & L TR 281, D100 EAL A
T2 REZNEI 6mL O H RAEFEEER T L. @FF 12mL 03K A 3 KD 10mL > Y ¥
(2 4mL T O L7z, @2 U o PICBEMT6mL @ B RAMARKE RS+ 5, 3ROV ) o
IXENENIIK 10mL (59 67 D) #E5H T 5, [7.31 ]

(2) XA TIVDORRIEPRTZNTORWGEEIIER LW &, 2O, T 05%IRIIEER T U o
LVEIRZ N2 TRIG SHT21%, BRI S UIMICEE T 5 2 &,

(3) ZHT 50T, WAL LW E®RIT S5 2 L,

4) RIEAIZEATORNOT, HRZRITECOIERT 5, 28, RZIIHE LN &,

14.2 EXIBREBFOZE

14.2.1 541

(REgES., FRAIBEEES. EMNSE. LBER. TREMR. S5, E2HREES. BITEER. a8

R4 SR

(1) AEEROCHEIRT LR, AL OMENICOAREST 5 Z &, FR2, IR UIBRINTIETT% O
BECEGTLHE61F, LV ERICEEES TMMLRET D700, LT HER 2 O THTEEIE
AR THI L,

(EEDRREMWRE S TIE)

(2) HEEROHEIDRTEBY, RNIZOREHRTHZ &,

14.2.2 R 56

(ERMRFES)

EH RO VB2 T2 T8 L TS BREFICBW T, AAIOIERIC X 5 7 Otk A3 B i 1 o Rk

DY A7 RIS DA GEMENH D720, FHRPK T L THhOARIZEETHZ ENEE LU,

14.3 BEROIE

WLt Feo 7o HIRIL, 0.5%RIEESREE T N U U AEIRZ A CTHIE S BT, B RE/eBEFELE T

FEWCEET D, £7-. EEOfN - B IS 0.5% K ERRT MY U ARK AN Z TERIGSE

Tet%. BPATTRE R BRI IFE I HEET 5,
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VI. &£ (FRLOIESF) ICEI SRR

14.4 BREBDZEE

14. 4.1 ARDBRE L =513 T X TRED,

(1) BEERTOBEIE, 0.5% KM & U U L EZ LA R TCRINMERM TRE 0T,
(2) BIREDOLGEIL, WIEREM CIREM S 721, 0.5%KEIERE T MY U AR R E | #d,
14.4.2 KEIDERGIZATE LT aid, 0.5%RHAMERRET b U 7 LRI TH, K TRV,

14.4.3 AFIDBIRIC A T2 E1E, K THWITT,

- R by Y ZRER S0 B 100 BRI DREEDSE

0.5% R IBiEREL
FRUDLBER

o T3RIT, 0.5%RMIERET N U ARRENZ TGS E T,

KIG%, HEPARTREZR BESEAS SRR ICHEIE L T 7280,

IR OfN T2 B B [RIRRIC 0.5% RHEHEHERE T bV ¥ MAR Z N 2 CTRIG S8 7-t%, B Re /2 BRI

SAFFICTHEFEL T E &N,

(fRER)

KRN OLAETHFENER O, 8 7eiiR, BHHAL - SR ORI, K5 - FEENEECTH DL, £

7o AFNTBIMAIRIBIC I 1T DIREE R ORI L CHIBAIAR L ETH D Z 0D, WATRAE L, AR

MEEAT 2 ENMMBETHDTZORE LT,

14.1.1

(M. 2) AFOENBERRBRCOFIBEZ L L0, FHIN ARARAREROEZRE LT, &5
HiRE (B&E) B 75 L HNUAOTHRICIERT 2 BENRHLOTEETH I &, o, AANL,
KEENREECIHBIEICHRTN TV D, BIEIRES RN TH285A1E,. BRAEAIERZ FeE L5
rERIcELIAT L, VU VRIS TH BRICH RABEBSERSEOFICEASNS, BRICH
JRAEFBERNDIEA SN WGEIE, BEREMERE SN TRV T, HZET5 2 L,
PR IR MRS I LS ) LT 5-3 2 BR 1T ARH 200 BAL A 30mL OFIR E LTS 2 Z Lt s T g
7o, RAMCTRRIT LA T LT,

(3) AFNX, LR LEREAE THLOT, RNV 28720 WL HEET D LT 58
ENND D,

(4) RANL, [EZOICARLEREAE T, REAIZTINL TO2RY, IRIEOREE T S HITRE
EERY, Fo, HRAICHE S EEAOREMEITHEL SN TV RO T, TR IECNME A
HEIFFITHEET HEDICHRE LT,
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VI. &£ (FRLOIESF) 1T SRR

14,21 AFNLEIGIC L 0 B 5EBNA R 5 O THEET S 2 L,
(AN IES ) T 5 TR NI EER | 3 % TS

IR R O I 2 TR

it st

RS

R

F e

H

O 7 A

SETE T

R

14.2.2 ZERRFHC B TIE, AR AR 2 il L CREFRSOB R AN ER L, GRIEZ BG < &GEBAHE RS 23 il
Ehb, £lo. AV TNV T rRORKQEOW ARSI 2 IR 2555 576, #AlEA L Z 9 rIREMEN
EE D, FRTENC BV THNMEIAR IS AK Z 35 U7 356 IXAMEERAG 23 5tikE L, RRMEE D U X 7 B3N+ 2%
AIREMED D B EHERI SN A T DRRE LT,

14. 3 KAIOFHH% T, BEHE CTHLIAFNEZEMESE T, ZTOEDEZHEFICKRIESE L7201, o 23K
E. 0.5%RMEHEREET N U LAWK AEINA D Z &y HEPMFE LTea BRI O T, 0.5% kTR E
TR U ARKIZIR L THRIESHEDZ &,

14. 4 15U 8 . AFIOIS 2 e T RIE S B D722, 0.5%RIHEHERET U v LRI TS5 Z &,

12. ZOHMDFEE
(1) BREREAICED 1B

15. 1 EREREAIZE D <&

15. 1.1 REBRII AR TH D2, KEIRGEAER, DHFEEEOLMEREENH HDLND Z LD
D, B REEIRICE LB b HE I TWD, D OREFNZIE, CIBEREOMERK 24 LTz
JEBI S 2 < G ENTVT,

15.1.2 AMEICEBWT, REBRBH LN TRNS DD, RANC L D15 PICHAMRER NI A U, 15
KT LB OWEN B D DT, AEIFEGRICRIREL FET 22 ENEE LY, [8.7 5]

15.1. 3 AENZ BT, ARRYIIAIC AR 500 HAL 2 Bt G- S - BE COURIEOFEERHME ST\ b, [2.2,
8.25. 9.4.1, 9.5, 15.2.1 ]

(fRER)

15. 1.1 ENIMZ BV TARFIBE R ICAREENR, O SO LIEREENHRE SN TWD, KEERITH
METIER WA, BMMRIRIFICE S ER b HE SN TR Y, DEREEE &\ D EERER & ALE S
THENDZ EMBRERE LT,

15.1. 2 ANV T, AFNC L DRGSO IR IR EN N AE U, RAME T LES OHRE R H
%o Fio, BEH LD b S SITHEMRRITEWIMR I ~AHK & 5 U 7B AR ZERE 03 3425 5 mlBeEM:
b5 D, FTOTDH, R XIIIMRH~DE G IZEE LIEE 2L T 572 DI E LT,

15.1. 3 AW T, AR GZITIFIET Th o 72 2 & VI L2 RIS ERE 2BV T, JRIROELE RN
WEINTWD,
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VI. &£ (FRLOIESF) ICEI SRR

(2) FERGRREAERICE D < 1B
15.2 JEERRERERICE D <1EFHR
15.2.1 7 v MZEBIT 2 BRI 5 T, RAIOFEIERIC & 2% BERBIE S IR TH L &
EBZONDIEE, ZRELORBEOIK TN, SERAIEEG TIX, BRIREEOWDRALNT, F
7o, = U AR DB OM KRG X 5BV T, BB Y R A LT, [2.2, 8.25,
9.4.1, 9.5, 15.1.3 ]
15.2.2 B FERR (T > B RO IL) 12XV REEGEAL LA OEBOHIZIB T, FHEMECH E
DEDREENEE L EORENH D, [1.6. 84, 9.1.4, 13.1.2 2]
15.2. 3 JEEM)E PRNRER ~ DR 51T X 2 B ARG L7 L OB ERBR IS I\ T ARHKI & iR IR
OVEL L QN BNERRN™ 128 5 U 7= BRI B RS £ 23 B AFHISRE D Btz
1) IBIEEh D K O RIPERE B 6 L CRREN TV D AR AET THERICIES ] TH D,
(FEER)
15.2.1 T6. FrEOY ma=HTHEFICHETIER Q) FiEEzET 5%, (B) il OHESMK
15.2.2, 15.2.3 T v b RO L% AW EARFIOKE S 5B ERRICB O CUTORESE LN, #*
E LT,
Z v b AMERE R Olfss EREICT ., AVERERL . A RER T 8ER) & O O SRk DB ME & OFEHE, Ko
EUENED LN, 2o OZEIZEEBIFHICH 2806 L IE5ERIZBE L Tnwe (BGEAL - Z2HE
MG/ .
v FERBRIVEERS, 2k T A & OVES&B 7 O i ZE4E N7 QNS AT HERE A% o i B S b 358 80 B iv 7z (B¢
GERAT - EWERERR) o F72. BIZARERIRIE & OVEIGIE ONC RIS IR ~$E G- U2 BRIC, Bbis 2% A Bk
fFCRd 5Nz, (TIX. FERERBRICEET2HE 2. 3R OESM)

Tk

e

fmk

M
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X. JERRPREABRICREY SIHE

1. EBEHER
(1) ZEMEEBAER

[VI. SHEHICEET 2IEE | OESH
(2) ZREeMEBEHR

PRCHRER . AVERRRESR, BARRRGR, PR - TEERER R, HILESRICOWVWTHRI 21T o728, AANC L D
FBIIH DN o Tz, IR K OATENIE ONZ IR &GRS L TR, BB A BIIZA, IR L O
ITENS T DRI, AFIOFDIEER TH 2 BHMGMERENICL D2 b0 B2 NS, £z, REkDE
HEEINZHSOW T, BHEFOLTRD G TV D25, REBIMG 22 S12 X2 ZRI7Z 2 L b HER S

. BERRZEE T WD EEZEZ NS,

(FEEED

A BRIE H

i

ES e
(Bl - b5 8)

B

—AIEAR S O T8N 69~ % 1R

10 Hifr/kg TG 24 BefEi& 0> BT
& BRI B R DR T f O G- ER AL D
fErEnGR 0 bz,

— B M O TN 22 et o ARG o .

RSS2 5% R — 5 A A . N 1 R#% OBLE2IZ I T 10 ﬁ{i/kgﬁf
WRSREUR | o) ORBESIRIRITS R | oo A R O ORR I
A1, g W ORI & T DITEIN A BT,
F 72 RFEREE L bhis U C R E RS I HI &

KLU,
HE R R O R ERECIIW TR E S BEE.
éﬂ%@ A Y ek B OB 5 D 12 RS ET D J T i s

(—fEREE T
2D BT N

et GRELD MADSEE
KB 2 f ) [10mL/kg] ) band DOFEZAL, 5 JEHARHEDELYI D ELAL K

(KRIBR ZFAR A AN+ A f IR
2mL/kg [10 Hifi7/kg] . 10mL/kg
[10 Hifir/kg] . 0.1%Evan’s Blue

MR ST,
RGN IT BT D b o T
M, B O—EIZRR L7z contraction

O Z Hi OAHBEDSF8 0 b7,

HOXARRE R M T35

<
i
s

H S E R R A RAE (2 C 3 5 TE

10 Hifir/kg £ TOHETIL,

- =, ' — A-/v/r/«A . L1 AE : '
R ey T g L
AN YL B H — L 5 HER o . s
WEME | wvx | ORBmmmAR - A, [ 09 SO
O.l\ 1\ 10 %’fﬁ/kg) 'fﬁ H R SRR L,
P L R 00 e
TR | v R | OKBCSRGRA - R, |, g E OO
0.1\ 1\ 10 %’ﬁl‘./kg) &E‘Tﬁ 1 @Fﬁﬁif%ﬁ% iy L/o
NUFRT I P 1 i 00 e
B | ~ox | OBCmmmns - am, [0 0 T COMECH.
(B0 $EHUIERD 0.1, 1. 10 Hifi7/kg) RIS LTS e
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JEERIREBRICEE S HIHHE

. KR F1E A g
AR IH : o AR AR
S B el I SR
R RN T B
JE RISk L X -
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i FLNA
P NE S e 8.1 Pregnancy
BOTOX Risk Summary
(2023 11 A) There are no studies or adequate data from postmarketing surveillance on the
developmental risk associated with use of BOTOX in pregnant women.
In animal studies, administration of BOTOX during pregnancy resulted in adverse
effects on fetal growth decreased fetal weight and skeletal ossification) at clinically
relevant doses, which were associated with maternal toxicity.
In the U.S. general population, the estimated background risk of major birth defects
and miscarriages in clinically recognized pregnancies is 2-4% and 15-20%,
respectively. The background risk of major birth defects and miscarriage for the
indicated populations is unknown.
8.2 Lactation
Risk Summary
There are no data on the presence of BOTOX in human or animal milk, the effects on
the breastfed infant, or the effects on milk production. The developmental and health
benefits of breastfeeding should be considered along with the mother’s clinical need
for BOTOX and any potential adverse effects on the breastfed infant from BOTOX or
from the underlying maternal conditions.
A=A 7 VT 5 Category : B3
(The Australian Drugs which have been taken by only a limited number of pregnant women and
categorisation system for women of childbearing age, without an increase in the frequency of malformation or
prescribing medicines in other direct or indirect harmful effects on the human fetus having been observed.
pregnancy)
(2024 43 H) * Studies in animals have shown evidence of an increased occurrence of fetal damage,
the significance of which is considered uncertain in humans.
R L 7=
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KIERATSCE 8.4 Pediatric Use
BOTOX Detrusor Overactivity associated with a Neurologic Condition
(2023 11 A) The safety and effectiveness of BOTOX for detrusor overactivity associated with a

neurologic condition have been established in pediatric patients 5 years of age and
older who have an inadequate response to or are intolerant of anticholinergic
medication. Use of BOTOX in this patient population is based on the results of a
randomized, double-blind, parallel group trial in 113 pediatric patients 5 to 17 years
of age inclusive) with detrusor overactivity associated with a neurologic condition
Study 191622-120) and a long-term, multicenter, double-blind, long-term extension
trial Study 191622-121). The most common adverse reactions in this population were
urinary tract infection, bacteriuria, hematuria, and leukocyturia.

The safety and effectiveness of BOTOX have not been established in patients with
NDO younger than 5 years of age.

Overactive Bladder
The safety and effectiveness of BOTOX for the treatment of overactive bladder have
not been established in pediatric patients.

Efficacy was not demonstrated in a multicenter, randomized, double-blind,
parallel-group, multiple-dose clinical study which was conducted to evaluate the
efficacy and safety of BOTOX in pediatric patients aged 12 to 17 years with
overactive bladder. Fifty-five patients who had an inadequate response to or were
intolerant of at least one anticholinergic medication were treated with BOTOX.

There was not a statistically significant difference in the mean change from baseline
in the daily average frequency of daytime urinary incontinence episodes primary
efficacy endpoint) at week 12 post-treatment when a medium and high dose were
each compared to a low dose of BOTOX. The adverse reactions in pediatric patients
treated with BOTOX were comparable with the known safety profile in adults with
overactive bladder.
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Spasticity

Safety and effectiveness have been established in pediatric patients 2 to 17 years of
age. The safety and effectiveness of BOTOX have been established by evidence from
adequate and well-controlled studies of BOTOX in patients 2 to 17 years of age with
upper and lower limb spasticity.

Safety and effectiveness in pediatric patients below the age of 2 years have not been
established.

Axillary Hyperhidrosis
Safety and effectiveness in patients below the age of 18 years have not been
established.

Cervical Dystonia
Safety and effectiveness in pediatric patients below the age of 16 years have not been
established.

Blepharospasm and Strabismus
Safety and effectiveness in pediatric patients below the age of 12 years have not been
established.
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