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FrFaozy
EOHIE ey (25) ; 1
(61) “——— (@) ——»

0% 50% 100%

O magmnsE o BREHE 0IBERE ofZE BBk

a:N.S.(vs.7 h7’m 7 = VIR NFIRE), x2WRTE & 721X Fisher D B IL
b:N.S.(vs.”7 F 717 = VR NF#E), Mann-Whitney @ U #7E
XL e8] & TR LU NIZEI L CTlRE

AR L) TR ) Bl 2F LD TR LK,
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2) LEHR(CEFRA | MEHHIR
%) (020%F)

E—5X, 77
omer Lo 2] (21)
(47 4(1)— (33—
VA =PES Wﬂ (23)

RUE e————— ) >

0% 50% 100%

(rn @agmpEszE DBERE DIBREXE oFfZE e

a:N.S.(vs.7 7’1 7 = VIR NFIRE), X2RRE & 721X Fisher D EL MR 1L
b:N.S.(vs.” 7' r 7 = UENAIEE). Mann-Whitney ® U #7E
XREITUE] & TR LT ICHhE L CTRE

AL R TR L) TR ) 2F &0 TR L,

W75 R
TSR, 77
ome® A8y | (19)
(43) “— @E)m —»
rhFaozy (28) A j
EOHE 47 ( > )
(46) ' 35)

0% 50% 100%
O ipmasE msmENE DIBEXE oFE aBk

a:N.S.(vs.7 b7 m 7 = URROARE., x2ME F 7213 Fisher D E HERE R IL
b:N.S.(vs.”7 717 = R OF#E). Mann-Whitney ® U #iiE
XL ek & TRE I LITFIZE L CTRE

B I EE ) TR sy TEEL) 2 F L0 TR LE,

2) LEFABRCEERS | <Laetk>
B%) (0D0%F) E—F ReT—720mgd

BIVER R ELERIT10.1% (8/79%1) T, FOWNRIZ, HFE2.56% (244179
B . EREEYR2.5% (24/79%1) | EmZ1.3% (LEF/79%1) | 1A
N5 1.83% (LE/7941) . AN 1.83% (1{/79%1) | EFfZ1.3% (144:/79
) ThHoi,

ARBRIZB W CIXEWERARBIC L 2G5 ILHIXERD b o1z,

FERBEN., BEOREITR->T,

FrJao UoBOFE

BITER R BLERIT28.0% (2314:/82%41) T, = OWERIL, IEHAPIKRT.3%
(6fk/8261) . LREHR6.1% (51E/8261) | J&EE4.9% (4f/821%5) . 1&#
T2.4% (24:/82M1) | M. 1.2% (11F/8241) . HEIMTFIEL.2% (11F/8241) .
1BEEE1.2% (11F/8261]) | MEIIRIZ1.2% (144/82%1) . HliEi&k1.2% (1
H182%1) | FIR1.2% (114/82%1) TH -7,
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2) hEHR(CEEHRH
%) (020%F)

4 FFREIRIER B 2 G b Lo A — 7 i BR1419.22)

WEBAEER e, R RS, R - MESHAS. DR, SMEVERE. PR

<HEBRFIE>

(B M) T—7 Ae7 —720mgD 8 BIEIE B¢, i ERER .,
i - BREEAE . BEEIDR 2, MBI, IRRICT 58
whitk &2t 2 R 5,

) 5 FHEEIEMIREE AT 5 B 28141

( FEhEI% )RR EME R TIE, LpeE REEIc 430, M - 436
B, BEEPE 1061, SMEMERR R420 . 5P 3861 [
e A fisk O A o B 451125

(HREROFERE) — iR

( BehJ7E ) BRI EE, el B W - M, EpEs
T—T Ae7 —720mg% 1 H 1[A], 1[0 18 % B 23 [
HEAF L 72,
SMEMEZR R - B— T AeT — 7 20mg& 1 H 1[A], 1[A[1~2
#e 2 BRI LA AL L7,
PR« B— T ReT7 —720mg%& 1 H 1[E], 1[F1~2% %
B 2 RS L7,

( FHEE B ™) REERUGERE, ZaMt%
MARTREBR T, EEFME E & OFIRAMIEE 238 € L
TR,

(CHIERE ) @BMGER BRI OK TN A & OFER 1 1EFREIZ

PBRBH AR & LRl U 72 BB 2 IR D 5B CREM 35,
A% E 2P EERE TN E 41E 5iElL

<IN CEE >
E—T Re7 — 7 20mght O [HHEEEYGE | DL 11373.8% (177/24041)
TR BRI 1R B DA 63.4% (45/7141) . Lhis FEE&72.1%
(31/43f1]) | Wik - IE#5£69.4% (25/36%1) | JEJEPH2£70.0% (7/1041) |
SMENERR B83.83% (35/4215) | iR 89.5% (34/38%1) Th -7z,

@ i e fi e

TR V& J5 R 4

Al (16)  F{¥o¥

(71)
i - 1 (7) FI55
(43) Gy — ¥
fiE - RS 2% (5) By
(36) > (1)
N (3) |
E————
10
S5 Y777 (6] 1)
(42) e
77 IR AT
(38) 0% 100%
():n
BEHARE oOPEERE OBEXRE oTFZE eElL
<ZTZEM>

BIVEFZBIZR134.6% (1314/281%1) T, ZOWaRIX, il JE %
1.4% (4fF/281%1) | 38351.4% (40F/28141) | EFE1.1% (31/28141) .
FAR0.4% (14F/28141) | Hl¥EER0.4% (11£/281%1]) Th -7,

BIVEAZE B X A% 59 1k F1X 2816 h 7B ZR O HivT-, & DGR
X, FBERAB, BRI G R 3261, AR 1B CTH - 72,

EERBWEN. B OWE LT,
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2) HESHEBR(CEE®E | 5. HE Y v~FIC L3RBT D 7T R & O g

B%) (0D%) <HBRFIE>

EHERITZE LTV DR, FEICEZDERmNELEE ) v~F
HBE6TON 2%t L L, T—T ReT —720mg % #EREN 17 ATIC1H 1
[\l 1ENZD & A 20 fE H AT L 72 & & o BETE R UGER Rz W»
T HRFIC X DR VASIEZ LR 2 TEMEER & LTF 7R R T
VA MMETEHERIECL VEEMEERIEL -, S5, BEICL DK
VASTEZEALZR50%LL EikE Iz L 2 BRI OEIS | B3 I12 L &M VAS
TﬁﬂTfhﬁiisJ:lﬁ%%%§0>ﬁﬂ£§%34 WRHIETEE & L CHAIMEZEMREE L2, &
7. BARMICHOWTIE, RERONERS L OSRERIC L mEf L,

REBRT YA

77 AXE T X 2 SRR

PIES

BAEI U v~ F HB#E6T64
(B—TF Re7 —720meght : 338 T AREE : 3384)

B g AEYE

CBAEY v~ T LiERKI SNBSS B v~ T OACRZHIE®E (1987) 2k 3) ,

< BAEI U U~ FITxE L CHUE O SRR iE % Rl VS A L 0 BE IR (Sﬁif_ 12200) LI LRI
Mk« HREZEHFESFHE L, 2@FERNZE LTV BE,

< FERTu A RHPSEA] (RBROFIE 72138540 2 1R5RERAEMTBISA & 0 LI LL BRI 5 Washout Al 72 fRAE
72150, T /X% A, AR T a0 F 3 AEHEA L TWAEAIE, 1GBRIKALEIM LV
238 L1 B2 5 Washout A fE 72 B,

c FEORADNFRERSR X017 AL BRI SR L T b B,

- [FEBUS B OFED 2058 0L Lo B,

T 7abRoh AL TE

FE I B ORI T2 THREIC L 2EBVASIE] 7320mmA 0 B,
- JERTFEA % PEHLAEF (ﬁ% A&l E 72134 A]) OWashoutBish A (BEFF AR £ 721375 FEAE(HBALE B
BRI IC BT D THREIC ;5%%W&EJﬁ%mxﬁ%b<i%m&ﬁzé%%o
- NSAIDs Washoutﬂ;ﬁ (BS T 1ERT~TRBRILAL AT BRAA B ) OWEBREBALIZIIT 5
THREI X AIEMVASIE] ZALRN20% 2R 2 5 W EL R LTI BE,

AR JT 1k

G =T AT — 7 20me £ IE T T ERELEL ELLNDOFEYE (BE T EIZIHFIRE) 12
1H1E], 1FENZ-D X KR 208 M H B35,
- BEHHIR ;- 23
- B - R - FHIRE A B L OFEERY
BEIC L DERVASHE : RIEIUS B ~TRBREEAGA 2% (F 7213 1Ry
BEPRIR AT (MRS, MR L. R - IRBRSKALTERLE B 3 X SR 2 % (F 721 ki)
HERSG (ARER, tREITA, BRREMERTAE)  JRBRIEALMBIMA B ~BEr 2 % (F 7213 IERE)
ARBRER ORI - IRBRERAL 218 % (F 71T kR
- BEOHIG R 28 % (71X IREE)

REAM A

- AL
FEFMEEE - BT XL DB VASEZE LR
AIEHBE H « I X D% VASIEZ L 350% L Ee#1 X 5 g fil o B &
BB L DI VASIEA LR, BEDOHI%
v qe o e Wﬁ®Wﬁk£U%ﬁﬁ
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2) hEHR(CEEHRH
%) (020%F)

<HER>

FEFMIEE (RAERIFRNTRS ) & Uz TR X 59&0% VAS 41k
R CEHE AR X, 77 B AREED 25.453+31.191% (95%151E
KR : 22.116~28.790%) 2% LT, E—7 Ae7 —7 20mg £fiX 31.198
+30.256% (95%(EHEX M : 27.961~34.435%) T -7z, KGOt
REDFERIL p=0.0153 TH Y, E—F Re7 —7 20mg FEDO 7 7 AR
(2 D EEEPE SRR BTz,

BIREEHEIEE & Uiz THEEIZ X 299 VAS EA{E3R 50%LL Ed#ic
L AWEBEOEIE 11T 7T 2 AREE 20.1% (95% Z HHX [ : 16.0~24.8%)

(68/338 i) 12Xk LT, £—7 Ae7—7 20mg £ 26.6% (95% 5 HHX
M :22.0~31.7%) (90/338 f3) TH V., T—F Ae7 —7 20mg FEN 7
TEARBELY BVEREZ R LS, WEMICHEZITRD b2
7 (Fisher OB HHfEF1L - 4 H p=0.0561),

MEFEIC X 5% 0M VAS fEZ ki) CEME SRR 1377 ARt
13.24+16.35mm (95%15#HX H : 11.49~14.99mm) (2% LT, T—F
Ae7 —7 20mg #f 15.72+16.04mm (95%(5 #H X [l : 14.00~17.43mm)
THY, T—F ReT—7 20mg HEN T T VAR EZ LRV | WEERICEZ
EZNBD LN RSOVt IE : 4 B p=0.0470),

TERE OIS XM AEEIC A B Z=ZR RO 5 1v7z (Wilcoxon —IEAME :
4 A p=0.0098),

THREOSRER) 1L, T—T ReT —7 20mg BN T T2 REELD
Wi FE 2R L, Fisher O EHEMERIEDORE RIT4 B p=0.0023 TH Y |
WIREICEBEEZNR O i,

BIER ORBRITE—T 27— 20mg £ 8.9% (30/338 f5l), 77
TAREE 7.7% (26/338 fl) TH V., WMEMICAEAZITRO bNRnoTz

(Fisher O E#EffEF15 « 4 H p=0.6758),

FEHIB LN OMOEE R A EERORBUL Lo T,

PlEXY =T Re7—7DORFI Y U~F 2 X2 BEEEBICHT5FH
MR, T ERICH LREI TR EELY b o ThRGES N, o, &
IR EfE W EE L BT,
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EEAFISE_ CRALROAERTAE ) : 1T & 2500 VAS fif) 25k

o T 15 {E +95%{E $8 X S
5 (%
H. 40.000 -
e %*
% I
£ 30.000 - l
- ]
b I
2
= 20.000 4
M
{ﬁ; 31.198
] 25.453
14 10.000
1)
o
B 0
5277 20me B JShEE
AV RO ED
N Gl Y] EL %E'ﬂﬁ%ﬁ ﬂ95%§ 7 iﬁﬁ;@fcﬁb\
Ei g?f\\/‘jﬁ n+ ==X (%) 'f(l:(l)/f,)\ lz F'Eﬁ t*ﬁﬁ;
B> 338 df=674
E—FRe7 —720mgh ST 31.198 27.961 ~ 34.435 t=2.43
T Y 30.256 p:0,0153*
%k 338
AN e YA 25.453 22.116 ~ 28.790
P (R 31.191
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BIVGHEE H © BE ORRSER

T—T AT —7 20mg

0%

20%

40%

60%

80% 100%

10 | 1

\\

117

it

¥ THERIC R R o7z + TRL e o7z ) 0l

45

45% 30.6% 34.7% 270% 3.0% |0.3%
19 |3
TSR \ 137
5.3% 18.7% 40.7% 28.8% 56% | 09%
BIEEIC BRLor =R el el BEHLAELY 8PP BEGoz ORI
Bl#of= BL#got= EBllofz Bl
BEOHIZR Fl% (%)
Y Wilcoxon® N
i I e | aeoxon® | | 1
i S0 I i S P S | FEEIC TR
B Faote Bt [ Py e lovA < pn T B 7po7n It ™
15 103 117 91 10 1 0 = 337 1
F—F AT — 7 20mght (#: A p=0.0098
(4.5) (30.6) (34.7) (27.0) (3.0) (0.3) (0.0)
) 18 63 137 97 19 3 0 337 1
TR
(5.3) (18.7) (40.7) (28.8) (5.6) (0.9) (0.0)
BEOMS Ptk (%)| BHEDO | BEOHS
e I WERD Fisher®
B S YE R 95% (5 HHIX M | EErE Rk
(%) (%)
F—F R, 7 —720mght| 118 219 35.0 29.9 ~ 404 | % Hp=
sk
TSR REE 81 256 24.0 19.6 ~ 29.0 | 0.0023




Bl BLIR L
BITE (221F)

" bt | wm | wm | wmms 95??2;;%% Fisher &
%% 3% %% (%) ° (%) | e
T—TFAT— 20mg it 338 33 30 8.9 6.1~12.4 4 H p=
TSR EE 338 30 26 7.7 51~11.1 0.6758
FIVEF (F1 B R0 1 O BT 5L < B )
" mies | mE | RE | REE | ﬁf’i;;g% Fisher &
%% ¥ %% (%) ° (%) R I
T—TFAT— 20mg JiEs 338 17 17 5.0 3.0~7.9 4 H p=
TSR 338 18 17 5.0 3.0~7.9 1.0000
FIVEFD (B B REI 35 K OB BT L - Al 07 A
S FH %2
" g | B | B | REE | 52}2%%5 Fisher ™
%% iR 1% (%) ° (%) [ER R
F—FA7—7 20mg #f | 338 3 3 0.9 0.2~2.6 4 H p=
TSR R 338 2 2 0.6 0.1~2.1 1.0000
R (BRRRR 201 5 3 25 )
S FH %2
" mirg | EE | RA | REE | ;ﬁ’ig’é% Fisher 0
%k s %% (%) ° (%) [EE3T =S
TG AT — 20mg jizs 338 13 12 3.6 1.8~6.1 4 [ p=
TS RRE 338 10 7 2.1 0.8~4.2 0.3524
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3 REMHER

BRI PR B 2 x5 & L To R 538k 16171872

K1 BMERAET Y v~ T BRMEBIEE. ZBRMEHEE, RES

X2 o KT8 H UGB O RTAR B KL,

CYHZAGERF R T TBH ) v~ F o7 2 B RET 08 ) 2heeIEa0 6T
W, [FIZEEIBIND HEERE TIIBEER TH 5, )

<FRER 75>
(H i) E—7 Re7 — 7 20mgD EHE 5B 2L e LW
Bz RErd 5,
) 4 BREEIEIER B A T 5 BE 12004
( RHmEGIE ) 1BHEREET Y ¥~ F 4361, ETIEBIEIESIF, LI IEFHE
JE1961, BESRAESHI, Z Dt 14051 [Fef& Ak o FE ST
S51%5]
EBoE EYEGRER (F—7 Rk
( BE5HE ) £—F7 Re7—720mg & 1 H 1[0, 1[0 1~2 K& B
(2 12~24 ARG L 7=,
( FHMIE B*) WA ek, etk
ARGBR T, EERHMEE B & ORIKGHEE R 2 5% € L
TR,
(CHIERNE ) BMRUERE - B 5BA% OF RN B & OGER P IEREC
PBRBH AR & Rl U 72 BB 2 IR D 5B CREM 35,
F 7 AT B O S ECEE A R e EGEE L35,
LEALE 2P SESE SREWRE 441% 5

< B A ol >

doER ( [HREEEYGE ] DL EoEIE) 1TAET8IE%51.4% (36/70641) |
1238 1%57.4% (39/68%5]) . 24¥H#75.5% (40/53f) T. HAKFMRIZE
WTIE72.6% (53/7361) THoT-,

(ARFBRE, 1 MEREHET Y U~ FIIHEEDREANOEERTH L7120, A
BRGEE OEE RV

(%) 75.5%  726%
80 (40/53)  (53/73)
57.4% ®
51.4%  (39/68)
60+ (36/70)
/4
i 0,
2z i 27.1%
= 40 (19/70)
() s e 2
20+ HEEGIE [PEENE oMK
0 T T T T T
0 4 8 12 24 SIHMRS (E)
5 HE
<EEAPE>

BIVER S BLRILT.5% (9/12061) T, T DOWNRRIZ, Bl 253.8%
(41F112001) | F&FEE2.5% (314:/12001)) | FAR0.8% (17F/120%1) | &
0.8% (114/12041)) TH -7,

BIVERZEHIC X A% 5 B 1200 R 6N ERD Sz, F DN
. HEARVE R E AR D330, AR, BB NS I Th o T2,

BEELBIWER., EEO®HREIT LT,

(=8

%
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4)

(6)
1)

2)

BE - RERIRER

AREER

& FRAEEAE - 2
FRRIERE ($5l5H
B) - "ERGERERR
B (MRERERRKS
B%)

ABEHLELTER
FEDOABXIEEM
L= BR O E

DR L

LR

A2 LR
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(2)

REZMICEHESH D
EEYMRITILEYEE

KIEMER
YERRRL - 1ERKRF

RMERMITHHER
RtE

VI. HZhHKE B 5 IEH

FEAT A N RETEIERA

SV RRABE Y AT T Ty, AT T, VAT )
7F MU OLIRE

AFNXRE AL CRPMEIC/ER 2 3849 5,
FhTu T2 OEREFIL. Taxx 7T 0T OAERINEIER
. IV TCHEMHIER . B ek E LI ER 72 8238 2 50T %27,

1. &miEH (v k) 20

=T A7 — 7 20mghtlX, T v DA — A MRIERIET/, A -
T 7 = R SRR K OV FR SRBEH &R £ 7 /LI Z o W\ CHEALE LS
* U CHERERIER 2R L,

@7 v M —A MNIERERET L

&g, i

##:p<0.01 vs. E—FRgT—F &l *k
**:0<0.01 vs. BALE :
(Dunnett% B LLEHRTE)
60 1 FHE+ZERE

30 A1

ik 4 3t vt G
HH
2%

%Mﬁ =E—57<®'7'—7 =E—57<®7_'—7 '7'|~j|:l71‘/
27 20mg 0.3% R {471

(BRI
7w b (n=%58~9) FHHRIICIEF* 1% 3REHIEA L, EHBRER, 20
JEBEIZ20% 1 — A MEREIZ0. 1mL% E 5 LR 2 Bl S w7, SFREf%ZIC
PRAE & DOV BE &2 ) E L7z,
1 7—7#l : 3x3cm?2, 7 b7 07 = 0.3%A51# : 3x4cm?
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(2)

BTN 1THHER
BifE (0DF)

O HRERBIFI R E 7 v

(=)
6 -
#:p<0.05,##:p<0.01 vs. E—FRgT—THHI
(Mann-Whitney URR5E)
*:p<0.05,**:p<0.01 vs JEALE
I I T THE R
4 —
7]
E H#H #
%k
72 " -[ v
- i
YA
A
REREES
0 N :
3B 6B RE 3R 6B R 3R 6B R 3R 6B R
ELE E—5RgT—7 E—FReT—7 HFbIATIIv
EH 20mg 0.39%85 43l
(FHBRITIE)

Z v b (n=%9) AR NIC1%MERRAR0. 1ImLAESH L, B
ik 2 AR S8, HERR O 5 18KFE 14 1 A SEAIRI & 2 8% < 5alEfd L
7eBRD . Blal & HREIRS (B A7) T BERA IR Lz, RIAEH
BAENIC3EAI 3% SREME A L, FEAIBRE1% 3 K& OGREEIIZ 5IR i fH I D I e
B % JE LTz,

%3 T—7F| : 4x5em?2, 7 F 77 = 0.3%06f1H : 5.1x5.1cm?

2. PIRIEER (7> k) 20
EB—T Re7 — 7 20mghtlE. T v N OMERAZEERIR T ¥ 28 K
BAFI R DIBIERIEE T WICIBN T, HHRR R 512 K ) MERLERE
LAEERIHERZ 7R LT,

@ R 2 HISEE 7L

##:p<0.01 vs. E—5 Ry T— T EH|
(mg) **:p<0.01 vs. FEILE
125 -~ (Dunnett% E LLEIRTE)
T T FEHIRHERE
100 L -
... *kk ##

P 3 e 5 3
g &

N
(2]
1

wnE E—SReT—7 ET—FRT—7  HRFOTTY
E# 20mg 0.3%R5{1#
(BRI 1E)
7w N (n=%8~9) OIEFRA G2/ NI L, BERER A milRE
ERE FICHET oA L CTRES Lz, TTHE X v A2 1a6RM, 7H
M L, SofE3EANEH OF R ICHEm 28I L, @A FEEEZ T
L7,
1 7—7F| : 3x3ecm?2, 7 F 727 = 0.3%A51A] : 3x4cm?
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(2)

BTN 1THHER
BifE (0DF)

@7 Py NEFIKET L

(%)
140 - #:p<0.05 vs. E—F RgT— T & Hl
*:p<0.05 vs. EALE
120 4 (Dunnett% B LLEHRTE)
1 iP THELEERE
100 1 % I11 _I_—} ] 4
T g0 - N R i
2]
b 60 -
e
* 40 -
20 1
0
38 58 78 38 58 7H 38 sB 78 38 58 78
E_5X®7_'_7 :E_ax@ﬂ_—_j ’7‘|~7D71’J
|RE Z£# 20mg 0.3%BL 1%
(RERTT1E)

7 v b (n=%7~8) DRI NIZ0.6% Mycobacterium butylicum

(Difco) #iEh/NT 7 ¢ IR0 1mLA 4 L, BIfIZ & ikl S w7z,
15 H BICHABIEARZ WE U+ I IR RIEDSFEIE L 72 B R 2 3R L |
A2 2 1 H 6, 7 H R 0 K U A TR RS A0 B I E Lz,
W2 T —7 Al 3xdem2, 7 T 1T = 0.3%AAHA : 4x4em?

3. EEHOERIEM (vih¥) 29

=T Re7T — 7 20mghElI L T X 0 IEE CTH 2 BRIV THAT
MEE (KmAa7r) | A% (RIER) OREAMEEEIRICIONT
HEAVERE ISR 2 A B EEH 2R LT,

@ G1TIEE (KR A=7)

EHE+HIZRERE
* :p<0.01 vs. E—F R, T—T & H
(Dunnett® % B LLESR TE)
49 36102 3.4+0.3 #:p<0.01 vs. 7 N O T T20.3%BE 1
T 'l' (Mann-Whitney UR3E)
3 -
A
| 7 1.7+0.2
7
1 -
0
mINE EF—FRT—7 EFIRT—7 #4+FOTIv

EHEI 20mg 0.3% ARGl
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@2 EHERMSITEHHR
BifE (0DF)

(3) e FARIFFEM - IFGR
il

@ %M (RIEHS) DOIREAREEE LR
(BRI 1)

Y X (n=7) OABEREEHTICE—T AeT —720mg, ET—T AeT —
TEAKL O N T a7 = 0.3% R A 2 ARFRIRE AT U e, HIBER | [R5
PLIZ 10% SR FR Be A= PR A K SR Z0.6mL % 1A L SRR A %I
INDIREAME R L OBRTREE (ERAa7) ZHE L,

3 AR L 110 4T 5xTem?2 (S #kET L CREf L=,

THEHRERE
(%) * :p<0.01 vs. E—S5 R T— T EHl
4 (Dunnett® % & LLEHRE)
01 32.34+3.0 #:p<0.05 vs. O 7120.3%B5 11
31.2+3.1 (Student's tHR5E)
& - I
Tl:-‘—..l-' 30 A
g
= 16.2+3.5
g 20 A1
=
=
10 A
0
WmALE EF-5RgT—7 EFJReT—7 HtIOTzv
| 20mg 0.3%BE {4
B R L
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(1

(2

(3

meREDHE. AT
lf

BEEEMLGOLFBER
EE'F

B = I AR B B B
il

BRERREBRTHESH
f-mdRE

VI ZEWyEhRel B4 5 E A

Y LR

Ti 1% 12. TR

1. HA[EAG{F29

RN B 764 OIFTA~DE—T A7 —720mg i (7 F 7 u 7 =
v 20mg) 24MFFHEIREHIZ IV T, HE12.7+ 1.6 R1#%12135.85+
18.02ng/mL O fr i LG P FE A7) L, 485 1 IZMiE T L vig L A &
Wk LTz,

(ng/mL)  BAE]BEAHZ 3810T 2 I 7 o i BT
1507

1

H 100

e

K

P

w507

E
00 2 4 8 121416 20 242628 32 36 48(hr)

S|

2. 28H [HEKe L2
RN 5164 D E~DE—TF Re7 —720mg?1H 1A 18, 28H
B AGTHC I W T U IE Lz EomAEEIZ B8V T 6 8REM AT I Hm
BEEIZELZFO%MEE L7-, CmaxE X PAUCo24nriE. 3[EIE 5 LI E
WARHEIZE L . F £ 4 122.02 ~ 156.34ng/mL B L 18 2106.57 ~
2529.51ng-hr/mLTH > 7z,
(Ifézn_L) B I E IR E

28 A M e b fHic B

5007

i
"

200

LA WAWAWLY

507

207

107

WP TR B

TR R ReT—ReT—Re TR
0 24 0 24 0 24 0 24 0 24 0 2
21

24 40

10 14 28 (H)

RFfH]

53



(4)
(5)
(6)

(1

(2
(3

rhtE
BE - ftREOEE
BEH (REaL—

Yav)EmicE Y
B LE-RYERBE

MRk A 328 3E 3K

RAATRAFEY
74

LB L

B2 L
B2 L
MY ER e L
MR L
RN E 764 DBEH~FT—T Re7 —720mg (F hFr 7z
20mg,/ 1#) 24K FIREFIZ351F 5 AUCo~0, Tmax® TR D@D Th
7 24, 29)
EE{TJ. Cmax Tmax AUCONw
#% | (Meanz+S.E.) (Mean + S.E.) (Mean + S.E.)
14 135.85+ 18.02 12.67 £ 1.61 2447.83 + 198.67
ng/mL hr ng*hr/mL
8 # 919.04 + 60.36 13.33+2.23 18209.98 + 962.52
ng/mL hr ng*hr/mL

R a 7 OME P EEIT12. TR RIS REICE LB, RaIT
T L. AAIBREZITFSCHITID Uiz, AFISK A BT Uiz & & FI8
#% DT12134.52+0.65hr T, FRE48EFMZ ICITMRHERALL FIZ /- 7=,

<BE>
T hTu T = ol iR KOREMES 7 VAl E Binlks K OBERE R

BH LIz ZOIEWERE T A —FTRDEY Th D,
L HJE A 7 LF > 30
4&5_ CmaX TmaX AUC>:<
(Mean = S.E.) (Mean = S.E.) (Mean = S.E.)
100mg Hila] 10100 £+ 1100 1.22 £ 0.28 21910 + 1570
(n=7) ng/mL hr ng-hr/mL
50mg X1 5620 + 510 1.16 £ 0.25 11550 + 560
(n="7) ng/mL hr ng-hr/mL

I HE - HEIX 18] 50mg, 1 H 38l “C&’Jé
X HiEHGRHE AUCo~w, IEHRGRHIEFIREIZE T 2 H 5 &5
MHREHETD AUC 2R LTz,
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(3

(4)
(5)
(6)
(7

RAXTRLFEY

T4 (DDF)

HREETEH

20T VR

<>
3t
i
il

SERIMEA 77 LA > 3D

;@ﬁ” Cmax Tmax AUCOwoc
(Mean + S.E.) (Mean + S.E.) (Mean + S.E.)
150mg Hi[A] 2383 + 294 48+0.4 25170 + 2120
(n=8) ng/mL hr ng-hr/mL
150mg 18 1713+ 195 5.6+ 0.6 20630 + 2630
(n=8) ng/mL hr ng-hr/mL
PR L
YR L
MR L
MUER e L

FEJE DRI S Av, S IE T O/~ BATT 5,
1. HA[A[HG{F29

RN T 764 OFH~DE—T A7 —720mg 18 (X h 7 a7 =
> 1 20mg) 24BFRIEEIAEFIC IV T, G 24 EToOr T r T =
WY B3 13.67Tmg T, i A &% 9 2 W HRIL69.74% TH - 7=,

2. 28H ME AL {29

RN T 764 OFH~DE— T Ae7 — 7 20mgD1 H 11142, 28H
ALz W T, JIE L Eom ARz W T, F%13.02mg~
14.94mg & T[RRI E 2R LT,

28 A B EFE AL BT B Bk N £
(mg/24hr)

16
15 7

14 4

Bl o= S R

137

124

A4

¥

0 T T T T T T
0o 1 3 6 10 14 21

R R
(MEE ke~ 77 718)

1
28( H)
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VI—3.

(1
(2)

(3
(4)

RIR (DDEF)

4345
% — RSP BB

I % — fA 8% BA P @ a8
3

A~ DBITH

BERA~NDBITIE

3. g Eh e a2

TR RN B8 2 3t G2, R G SEpERe =Rk O Bk % HW T,
FT—T ReT—FUEEO AR F TR T 2 U BICOWTC S TR T =
20.8%/ N T & X BRI Rl R L7z,

< FiE>
WERE OEH AT ENADDNEIZ T EAD E D BN HEE
I9em2é L7 —T Re7 — 7 E£720137 F 70 7 = 0.83% 8 v THI & BE
L7, Bfiff4, 12, 16, 24fIRIC e 7 = v EEJIE LT,
(B— T Re7 — FIL24FFM BB L. 7 b 7' 7 = 20.83% 73 > 7 A
IZ12FFRZICAE D B 2 72,)

<fER>

yREREKALAT 4, 12, 16, 24O a7 = v B g
LR, 2SIV TE—T Re7 — 7SO N 70 7 = U &iT
R 7T 20.8% Ny TAILY bEEICE T,

& IRy
-a 4 JF071>0.3%) WAl

501
T

=

] |

A 30

H

H

O

o 20f

=

=

% 10f

0 1
0 4 8 12 16 20 24
B5RS (hr)
SERME AR (n=8)

MR L
ZHER e L
ZHER e L
ZHERe L
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(B) ZothoBE~D%
Cpaks

FifriEEHRBE ORERICE—T Re7—7 20mg % 1 H 1[0, 1[8] 1~4
&%EE%Hiti@ﬁ%ﬁbt ABDr N a7 = O
WREJE. R THERA. A VR L IRERIC AR BT ONE T L7239,

(B5) B TOHA

1.@%¢&@ﬁ%ﬁkr(%w%/h>w

EF/LEY k (n=4) © R EIC, UC-r N T e T 2 BT —
7%(&%7m7l/&bf1mmgm)%%ﬁﬁﬁ@%ﬁb A% &
OMEAHEFERGAR O 2 &, BT OB, A, AP, B, Ok, i,
AP DI % 120158 & CTHIE U 72, M o K& OSBEAHER/FERE A5 0 B2 i
LJWMMEMW_OwTiHM#W#%H% BFruC-7r e 7=

DR T D722, T—TF Re7 —7OHE- HEEZEE L7224

ﬁ%if@ﬂiﬁ%ﬁ?7ﬁ8?ﬁbkomﬁﬁ&@%ﬁﬁmﬁﬁ\ﬁ
T O, RO N 7'a 7 = CYREEIT8R I CREIREIZEL, T
Z1.0.15pg/mL. 115.03pg/g. 1.48pg/g. 0.36ug/g T o 72, BLFTERD K2
&, ET OB, BRSBTS, 70 7 o e i o i
FEXV bEoTz, £, BEATERO R G M ONE T ORI, 5 OF 1
FEREAT I DO FHERR O E L v mVMEZ R LT, FOMOMERKIC BV T,
MAEFRE LY bEWHBZ R L0 THY . TOBRE TR mE
JE &R L7 82128 T0.19ng/g Tdh o 72, (IREA4PLE LT, &8
RCER D2 W Tl L OHERENIREZE L, )

i 35 J OSSP 8 B O HERS

(ngHE/mL)
20 A g
m # EH{E L IEEESE
15 A
s
8 ., |
[ 3
68
=
E
eo—0—0———o— ®
00 4+
0 4 8 12 16 20 24
=3 fiel (hr)
Kiifn= 4 4 4 4 4 4 4
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(6) ZTDOMBBE~DHE
T (DD%F)

(neg=8/g)

oo —— BiTES  —-Ml-- FEBL{IER
' BB EHE L EESE
120.0 A
100.0 A
m 80.0
3
HE 60.0
N
=
BE 400
20.0
00 +—EE—N—E-—E— . . |
0 4 8 12 16 20 24
B"rrf &) (hr)
KB n= 4 4 4 4 4 4 4
it n=28
(l‘f"?’g) —@— BT —-- FEBSIED
' i IE Fioflt LR E
15 A
v
%Tj‘ 10 A
AE
N
=
E 05 4
IR L LIE PN SEY R SEEEETEEEEEEEEEEES |
0 4 8 12 16 20 24
B:':f ﬁaﬁ (hr)
Kb n= 4 4 4 4 4 4 4
it n=28
e —o—BHTES - JERLHED
' % B FiofEt BERE
15 A
v
%‘T 10 4
AE
N
=
Jg 0_5 .
0.0 '—“‘F"—-\'-Mﬂ“ﬂ‘ﬁ'-. | P2 TR Tk AR PR [ ] (R rs R | .
0 4 8 12 16 20 24
H% ﬁaﬁ (hr)
KA n= 4 4 4 4 4 4 4
7 n=28
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G) Zo0HDMEHBA~ADE | @EYEE T A —X

THE(0DF) UC-47 N 7’0 7 = U EAH T — 7 HI24FE B B A BRI B U Tl (X5,
i P fe OV AfE "C 20,03~ 849005 ] & K < . AUCo-24 3 55 5 & OV Al C
27.24 % 1'6.41ng-hr/g, M4 T2.41pg-hr/mL & kN TR <, gL
O LXK O A C11.30 2 1’2.66 TdH - 7=,

Ll #% AUC/ILAE

tiz (hr) (Mgujéjg%h'rﬁ?/z;r AUC

i 34.90 27.24 11.30

AR | 20.03 6.41 2.66
il 32.49 2.41 —

B 1.61 0.88 0.15

RO#s | K 1.35 0.59 0.10
i3 1.92 5.93 —

2. MR (BELEY N) 39

ENT Yy NOIEFREMKREIZ, UC-7 v 7 a8/ T7—7# (4
F7m 7= b LT1.53mg/lt) % SEFRFHMIALT L, figH L7z s o
B R ONE F O RO 217> CI 7 ad— 777 4 — &3
Lic, EE. REKROCERICHWBHENED N, 2, 51
BET O EIC b SEENFRD Bz,

3. KEBHEINIRE (V%) 35

AR RENE 7 X OB EICUC-7 b a7 2 U ERT — 7 A
(r v 7a 7z ;4.5Tmg/ll) & BRI L5 6 4Rk o7 h7'a
7o VR EE T OB E A T 14.33pglg. BEE FRMK T
1.87pglg & FEAGAHEALIZ i U T < BB 12X U4 FRE I BV T H i
AR ImAE R 7 e T 2 VRE XD b EHERF STV,

Y 2 [ BE i PN B HE RS

EER

LA (RS
LR R )
BB FIRAAE (REER)
L% FIRNAE (JERE (D)

(ng¥4#/ g or mL)

10 A
i
it

| [5}

s
HE

s
&

2R

n=3

S fE + AR R

* o ovs. FERGAHH ORI p<0.05
(Student's t-test)
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VI—5. X3

D REBAERECRBRE | REGEIC LD RMDIIERE IS LR L E LSRR D LI

B FE2oNT, WRORPREMEI L, VT =TT a S A R
EEZBNDH,

(2 KRBICEETZEE| 7 b7 o7 0E 43 1T UDP-glucuronosyltransferases
(CYP450 &) mHaF | (UGTs) @95 b, UGT2B1 ThHh 537,

2
3 VELEBHNREDEE | LU EERL
RUZEDEE
(4) KRBVOFEHEOEE | LUEERL
EUHE
(G) FEHRBHYOERER | L4 EkR2L
BINS A—4
VI—6. #Eit
(1) iR FITERE R TR~ E NS,
(2) HEitisR 1. H[EIAEfT 29

fEFER AR T 6 L DOHEEHA~DE—TF Re7 —7 20mg 1 2 (7 F 71
7z 20mg) 24 REEEEIREHIZIBWT, 7 h 7 e 7 = RS
Pefie S, BEHE T 12 B E TICRPEIE DR 95~99% 23 i S h

776
F7o, BH% 72 K E CoPEEIX 7.66mg T, &5 ED 38.3%
WCEEL T2,

b MZBIT D HEEIREESRED
mg) R a7 e R R

SO R BN
[=2]

0 T T T T T T
0 12 24 36 48 60 72(hr)

KoM

Rt 05— & P16 0 Ty + s & R,
(HA7a~ |} T 7 ERSHE)
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(2) HEME (0DF) 2. 28 H A AT 25
@%mAﬁ%Gg@*$«®%—7zW‘72mg@151@1&
28 HMEFALFIZIWT, R 1 BEE RIS 3 A B U E R IREICE
L\G%N&%mgﬁﬁﬂf%otoit\iﬁékbflﬁ%ﬁg%%
RGO 1 HECTHRLULAMEZFE N LN 3 HES 28 HH £ T 1.45
~1.73 LIRS FRMEITRD o7,

(mg) b MBI DEER R G D
10 7 R b oa 7 e CHEE

B LU RN BN

faYal
T T T T LI N I |

T T
01 3 6 10 14 21 282030312 (H)
B M

B 07— 5 [ 6 BI00 2 + IR A T
(W27~ b 7T T EROHTE)

(3) HEittEE BEIMSR D IE SR

VI—7. BRFICKDIRER | RYEHRRL
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VI et (M EodEs) (A4 5HA

[

ERNB L TDER

ﬂ

BERELTDEH

AR (TR 2B E
THIEEELEEDER

RZERUVRAEIZEE
THIEEELEEDER

EEGEARMIR L
ZDER

FEESH TR

2. ROBEICITFEARALEGEN &

2.1 AR IARFI O x L CRBUE OREERE O & 2 B

22 TAEY Uk (JEAT v A RYEERSEIRAISEIC X D0 EFRIED
) IFOBEROH 5 BHE MERIELZFHRT H BZLN
H5.] [9.1.1, 11.1.2 BHK]

23 Fr7uv o i, AR T2y, T )T 47T — MENCH
XL RS UK OA T MV L EEAT LR (PR Y —
y FKE) 1Tk L GRBUEOBEFEREO H 5 8F [Z b Oy

(2% L CRBEUE OBEERE D & % B TlE, AR LT HIsmsuE
ERTREBENNSH 5, ]

2.4 WANBBUEOREFREDO H 5 BFE [5.. 8.1, 11.1.4 BHE]

2.5 IRBE M O [9.5.1 ]

(V. JBFCET2HE] 228K

BRE I LTV

8. EELEARNEE
<hEEHE >
8.1 Bl REAR ST NABBIE A BT A Z EARH Y, FIZITEEDOE
HMIIBICE S TEF b IE SN TWH 0T, MHRNCEE IS L
&@%§%+ 419 2 L, [2.4, 5., 9.8, 11.1.3, 11.1.4 &#]
LIRBRBE ORI b LT, SR ERRTHZ 0 H
5@1\%r FEAR, T D FEIR, TR O RS REIR AN FR D BTz
Zik, EHICHERAERIEL, BEAELE L, B2 TH L, A
k @m%@a&%ﬁbf%ﬁﬁé%A#%émf\H%K&%
THZ L,
C ERBBUE AR T L2 ENHDHO T, MHFIIREC»ND S
P FHAOIEE A BT S L L HIT, HEOSNEREE B A K
R, UR—F—STHENT DL, B, AVWEHSEFOMRIE
AR EBBIEDIBZNNH D DT, BAREFBIHFIZL D
EMOKRRREEERTHZ L, £, BHHBKA»SEIA %
L THEIATDHZEHLHDHDT, @%%%é TOM, [REEIZE
BTo528, RENROLNEZSESICTEBICHERZBIEL, A
%%E%L\ﬁ@&%%%ﬁﬁ_&o
<BERiE. TRHEEE. SRSEREX. B - BHx. BEABKX. Lk
FLEX. HRE. IMEEROIEER - BE>
8.2 THRBAIHANC L DIREIIXHERIE TH 2 O THERIZIG U THYRIE
DUSNOEELEZBET D2 L, £ EHNEYICO 2568 13 EE
OARREEZ +ricBlzE2 L, BIEHORBUICEET D Z L,
<BEY)OIFICHITLESBERRDHERE >
8.3 HRBIFHANC X DIRFITXHEFIETHDH DT, LU v~ FHEIC L
LG RGBT O, e BRI A DR D BE ORIHEHT S 2
L,
8.4 BAHTROIEAZBIE LN MEHA L, RYlicblzvEREEHA LA
W2k, T, MER/NREOKEKIZEEDDH T L,

62



BEDEREAIT D
BEICHTHER
(DEHHE - BEEF

DHHEE
QBHEEEETRE
BT REEERE
WHETEREEET SFE
(5) 147

(O =ER

(MR

Q= thE

9.1 E6HE - IERZEDHLIEE

911 [REXWMEBEDHIEE (FTRAEY VIREXIIZOBRERENOH S E
EER)
TAEY U ETTRWI EEHSICHERT S 2 L, KE I E D
BEOPIZEFITAEY UIRBEENBEL WD ZENEXLR
TEY, TNODOERETIIMERIELFERT I BENNH 5.
(2.2, 11.1.2 /]

912 RIEREEDHIEE
JEG % D RIEITXKT L TH W 25123 B 22 HUsd A X hi s
FlapiH L, Blge2+oIc T WEEICEN T 2 &, RE O
EE AT 2BENARH D,

FRIESI TV
FRIESI TV

BRE I LTV

9.5 1Fi%

9.5.1 IEiRZEAD XM
LN &, 7 N7 a7 < ORI TR O ez
EF L7256, REEIREIGENRE 2 20305, (256
iy

9.5.2 1EF (FIRZEHZMRC) XITIERL TWSAIREEED H S &%
1B EOBFISMENGERRIEE B D & HE S D 5E oA FHT
HZ L, MEE/NNROMAICE ED A LEEICHERATSZ L,
T Ty OANERARE AR ORI L, SEKiE D
JENEEZLEOWERH DL, Tz, V7 utH o —FHEH
RO, A ZEdicE il U, R OB EEREREE K OVR B
B FRITEE D EAKEDIENR X 72 & OGN D B,

EINTHRN

R

9.7 INR
IR R R & LT BRGS0 L TRy,

9.8 E#E
REATER D R g DIRFBICIEE LN HEEICH TS 2 &, K
(0.3%7 k7' 7 = AEAHH) O IREFHEOR S, EilmE T
TER (Bl ER) ORBENFEICEN>T-, [5.. 8.1,
11.1.3 2]
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(1)

(2)

BEER

HAZRETNDER

HRAZTE L TDER

BlEA

REEN TR

KA 5

HEATEAR - HYE T 1R

B - falRIK

ARRL 34— a9

R TaT o ARORE R
kb Y— FOBEHIZ K
D A KR LF— hOEH
NHEREINDZ L0 5,

rhFarder AN
XU — NEOEHA LIS A,
AR R LFY— hoB e
MBHEINSD Z LA X

TN D,

11. 8lEHA
WORIERNS boNDZ N DD T, BEET5I2iT,
HWHRRD ONT-HGAIIIEH 2R3 25 7 i) 2200 E A 1T 9
EO

E:/ <
-
—

(fiF#5)

O, ERMEEE. FEAEMFERA. B - B, BEARBEX. £
ELEX. BRE. MEROER - &BF

FER] 1,156 B R EIEFA RN RS S N7-01k 57 41 (4.93%) THY ., *
BUZZEIWERIZ, 3892 11 15, IR 9 1 Rk 18 -, MUK 5 15
ORI ER 54 1F (4.67%) NSFHTORZ, B, Bim &k O F O E
£ 11 (0.09%) 72 EThHhotz, (KFRH*)

OB o<F

IER] 525 Bt RITER 2N S S = olE 45 ] (8.57%) TH V. I
U7=RIVERNL, BERMERZ RS2 17 £F, 8 AR 12 1, i L
FLBE 6 14, 8 HENEE 6 14, WA RER 3 HFEThoTo, (B
REIB 7K AR % )

EDCERIZ EOBROREICLD, vavy, TF74T7F%—,
M BFVEOFHET (7 AV V) . SEHREBUE DR BN S Tn
o

% 1 BE— T Re7 — 7 L40mg TlE, (F—7 Re7 — 7 HKGRRF LT —

7 Ae7 — 7" 20mg MEEIENNAKGRRF) & F#k
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(1) EXGEERALOH
FEAK

11.1 EX4GEMER

11.1.1

11.1.2

11.1.3

11.1.4

Tavy BEEARHR) | 774 53F 20— (0.1%AK)
avd, TTT7 47X — (FHREB, WERINEE, BimieiE
&) RNbhobihdZ endhsb,
WEREDFER (FAEY VBR)  (0.1%K0)

HME T 5, WERE . R [R EERCSE D W IR A3 T B U 7= 35 B 134
Madibd22 &, ok, AANC X 20 R EOFHERIL, MRt
BEFRITRI LTS, (2.2, 9.1.1 ]

EME L (5% AT, EEMITAHEE A )

AEAHEIC R BL U 722895 - RAR, 2 9 FERG, MU, FLBESE N
b L. WS, 7#IE, AW - OO SO EE O R ERIERC M0
A, ABEBANER L, & SICEFITHERIERDILRK LE
BlbTH6Z0nb5, ok, HEHBEKHEZREL THOIBLT
HZEHdHD, [5.. 81, 9.8 5H]

SERBEE (B ARH)

RERTER 2 S8R ICHE R T2 Z LI R 0, BRWE D EEARE D 4L
BE, 395, RS, BEIR. RHE, KE - OB AZEOEEDKLE
RIERCOFEILE ., OENENEH L, SO ITRERIE
WOMER LEELT 220355, ok, MHEZEBESHED
AZRBLTHOREATLIZ LSS, [2.4. 5., 8.15HR]

(Fgt)

11.1.1

11.1.2

11.1.3

va v 7 LR A TTEE M E TICE S MR R T L -
THAMR MR IRRRIZIE Y . AN EE SN IIRRETH D,
AFI O AP 22 mE R TREEAE A, HEDO LU, FEK
Fel, &P, FERRE, FERNEK 2 DY a v 7ERST T 7 «
T X —REBL LS AT, EHICEAE IR UARKEFRET
5HE L HICHYREETIT Y, 2, AFEARET LB, BE
EBAL D5 CER I TR 72 EWIHER O BB E T 5,

TAEY UBRIE, TAEY VAL ETHIEAT oA FEHL
RIEAEIZ L O BRIERFRINDIMEDOZ LT, 7anAX 7T
U DAEEGIHEIERICE S IET VAT —FICL D EE X
HBIVTWDD, BUED & ZAFEMIIARHTH D, —HODOIH|ITH
TERFER SNALEITIE, MOERAT a1 RIEFIRIER T HiE%
THERBENLRD D, 0.3%7 b7 a7 = AR oF T, B4
A~6REE CTHRAENFHEBLL TRV | PR & ORIE ) RIE S 3T
W5,

TAEY U BIIRIEIEIZED Z L NRL WO T, AAOFEH I
HME 7 5 R R R RS O TR S BB L 7255513, B D
WA ZF IR L, WEORMESEC X D) 720 E 21T 5 LR
»5D,

BEf Rz S I 1k, A (FERIUTEERIES) [k bk (W) il
LT LA —REI L B,

HERBBUE T T LV X —VERE LR R & T DMEN LD, FE
XA TH D,

AFNOHERIZ I, B, IR, EIR, R, IR, A8E -
AR EDIERN S SN IIMEAE R 1ET 5, AN
FBIZF > TWDH[REMEN S D DT, KT D £ CTHRE A
A2 0, JUIAKTHWIRT 72 & L TEAI 2 FRET 5, 1GRITIE.
e 2% I VAL AR AT A FRIZRGT D, FRCERDSIEL
WIEAIZAT oA RRIOE2FHEE (WRER) 2 E2175.,
F7o, HHHRBUEN SN A AR, B O & ML L7
NMABES AR EICY TRVNE I ICTEET D, 7 L X — il
FRE%% ., a7 Lo —MEEMEZER 056 JRINWE & OBfits
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BETDMEND DO T A8 7 1 — X Koy F7 2 MR Uy
FTANEITY, REWMEEBEET A ENEE LV,

11.1.4 FE11.1.30IESMR

@ ZOHOEIER 1.2 ZomoRm

- Bl 0.1~5% i 0.1%: | R
RO . F k. .

5 J ZORERR RIBUR. A BT | R R
Cbh. F L

o 5. R

BEUE . [N

e WLHEE
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¢ HBMNBMERRERM | OFEMRE. KRMREEE. FREEARK. - Bk, RAEX. £h
ERUVHERREMBE | BFLEX HRE. MEROER - &&

-8 P E TORE 1,156 Bl 1) 2 EWER ORER & 3 BLFEEZ FRIC
NN
AR AIE 11 5% 1,156 —
BIVERRBBUER S (%) 57 (4.93%)
BIVE R R B4k 68 —
T2 EIEH OFEE FHEEK BB
BEfil B & 5% 54 (4.67%)
B 11 (0.95%)
R 9 (0.78%)
TRPE I 18 (1.56%)
RS 5 (0.43%)
IR 1 (0.09%)
Pefil i fE R NOS 20 (1.73%)
iz (BLAHED) 1 (0.09%)
RS (L) 1 (0.09%)
2 1 (0.09%)
EIE (i, F) 1 (0.09%)

K1 BHHTHR2E AL, ®FOZIMZNLD & 51872, FREIZRH,
X2 [FEFITHEBL (IF, FIE)

Wl PR A A i 5 5
1,156 i, BRI A 2N S 7z 329 BN DUV TRl L 72/ R
AFNERS 2 &5 2 5N D BRI A O S ABIZED Hians-

775
OB o< F
AHAEIENIEGRI £ TOMA 525 Bl 2 BIMER Ok & Bl
TRIZRT,
B | (%) [
ST A 22451 525 — —
BIVE 2 BUE B 5L 45 | (8.57) | 56
2HEER SO 5 Rk 26 (5.0) | 35
AL D 3 0.6) [ 3
18 AL EE 6 (1.1) | 6
1t FRAE DR IR 12 (2.3) | 12
i LTS 6 (1.1) | 6
Ja B AN R 1 0.2 | 1
RAHPE T 1 0.2 | 1
R PN H i 1 0.2) | 1
i HEAL 2 1 0.2) | 1
DA R AVALTAZ 3 0.6) [ 3
it A AR 1 0.2) | 1
R R B KO ARk S E 1 0.2) | 1
ESIEN 1 0.2) | 1
% A e 2 0.4) | 2
EENED F 1 0.2 | 1
BHERLTE 1 0.2) | 1
B2 3 KOV T ik b 2= 17 (3.2) | 18
P 7RG 4% 16 (3.0) | 17
KLBEVE R 95 1 02 | 1
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¢ HBMNEMERRERE | BAREMEER

ERUBRREER Bl (%) [#H%
HE—E (0D0%F) S G451 525 — —
il A A A 1 5 o TS BUE Bl 5K 17 (3.2) [ 22

TI= T ) RNT AT 27— 4 08 | 4

T ANGXLEET I ) NT AT 27 —BHE N 2 0.4) | 2

7L 7 F = 0 1 0.2) [ 1

1fn. o LA A A S S B 2 0.4) | 2

y — T NEIJVRNTG AT =5 —PHI 3 0.6) | 3

SR 7 RO 1 0.2) [ 1

SR B 2 0.4) | 2

1 ER AR 1 0.2) | 1

i BR A 0 1 0.2) | 1

i/ REEE N 1 0.2 | 1

U2 7 NERE 4y 3 1 0.2) [ 1

PR R B 2 0.4) | 2

L7 )V HURAT 72 —FHN 1 0.2) [ 1

BT LILX—ICR | 1. BE

THIERUVUREE | D AFSUIARF ORI 3 L CRBUE OBEERE O & 5 B I3 H L
AN

2) FNECTFT 4 TXv— (EE, RN, EiERES) RNb Db
NLZERBLOT, ZOLIRIERND SN -HAICIIEH %
Fikd5Z &,

3) T LILX MR FER X IERREIE R H Db s Z ERH D,

) ALFEREENELE L TO DA ICIIR ERIEDO TREMEN H D O THE
T 5,
A N = W i SV ANV S d = & alv e = S Esag 1 Do | ey
NEEER DD EOWMENRD D, 2B, A XX U NTERINRE
WHIE LCTHBETIED 7 V=L SIcbHES T b,

2. WEriE
1) HEfil 2
A48 il 7 @ — X R Xy FF 2 B
2) tHEEUE
HorSy FT A B
3) TFH7 47X —kEKIS
30 A —F Ly FF A b 20 57 B — R K8y FF R b,
S 2007 a—X Ry FTF R Rl
EEL, FRAMUCT 7 4 9%y —va v R ERT B TR
N DD T, BAFEOIEN & DT E THEEICITY 2 L,
HMEOD & TEMT LI ENEELL,
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I—9. ERRBREBRICRIFE | II—8.(4) THEHEBIENEN 5B K ORI AR 5 OHEBR

W
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ViI—10. @ERE REEN TR
VI—11. #RLDIEE 14, ERLEDEE

14.1 EFIFERBOIE
FEFREAL O GRS A £ ZENB DO T, BIEBKE, i,
192 XTI OFALIIMERA L2 &,

II—12. Z0OMOFE

(1) BEERERICEDCE | REShA TNy
£

(2) FEERERFERICE I | BRESh TN
&R
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(1)

(2)
(3

IX. JEEEPREABRICEE 4 5 1EH

IR
FEMIDRER (TVL

EIBICREI HIEH
SHg)

BRI EHER

T e REHAR

AR L

AR L

AFNIr b7 a7 oL LR ERINEAITH Y . G T
D272 FRPRER OFE IR OB 5 TORER L RIFRIC/ D LHEE SN D,
Z OO RAN L L COREMEEIRERIIIT o TR,

LTI b7 e 7 = VFEIRIZE WD TS STV 90402 2 SEPHER

BROfERZRT,
1. AR T 1EH (v A, % 3)
ARERIE H CULZLin PEES
T=Av I A | U A | 10mgkg : i
HREEIC RIET C 1~ [
18 i Bl 7 =i -2 i)mg/kg/day 1 1~28 H 22/
) . ) 10mg/kg : ®REEINH]
FEE)C M E TR | m—2my NE A
BN K IE TR v N v smglkg : (£ L
ANF Y NLE ) NI
s 51l Na ~ A | 20mglkg : HEOH DT INIER
AR 1 o
i SN — 1 - 10~20mg/kg : DT PDICEER
Na 5mg/kg : EM7e L
AR F=—x | ¥v7 A | 30mgkg : AL
Hur v AER TR <A | 30mglkg : B L
HE ~ A | 30mglkg : WL
TR B FE T R FE e 15mglkg (.v.) : 8RR L

2. BEMRERICHTDERN (v A, ELEY b, Ty b F3)

RERTEH Byl FER

IR ERIERE I M E T <~ A | 20mg/kg : EHZRL
HENEH), 2 & I,

o TEFALaV L kr b= T _ )

i HH B v IS UR=. A T b 104g/mL : EM72 L
DRy

i - Hy&Eg), A%y by Z v k| 105~104g/mL : {EM7Z L

TS | Hl, A7 Rury v Z v k| 10%g/mL : {EM7ZL

it AU F=a 20mg/kg G.v.) : FEMZ L
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(3) ZEeMFEEHER
(Do)

(4) Z0thoEEHRER

3. IPRERERICKIETEM (V9% EAE Y L)

HEREHE EhAfE R
15mg/kg(.v.) « 28 L
30me/kglh B CHERIL DM, &
- e o . . DD % & TRt
MR i g B - !
IR, SHENIRIE. Ofad SRR | Y ¥ SEEIRIE. SABR ML 75,
100mg/kg CHEFE(X T & 2 WM idk
I
. BT aA—)VT I, . . ”
JNEEYFanN FeFay s AV 50me/kg(v.) : BB L
LEX S 50mg/kg(.v.) : BER L
i -0 5 BLVEy b | 104g/mL : ER L
‘ R . 0.5% : B L
i B 1 A RE R A 1% - &
o, 7eFral o,
a4 g o . - .
iR L2z Iy BLEy b | 105g/mL : fEf7Z2 L

4. ZOMDOIERH (7 v b, UHX)
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ABRIA H B EER
IERv—- R R 10mg/kg : JR Bl
JR BN ONZ IR PR & Z vk Na. Clib
- s = 104g/mL : 287 L
=iy ‘ N
i RS 79 b | JosmL. s L
igE kT en | 7 fZﬁf”/ﬁgg D% | 10mefkglip) | HEA L
MR R E 4 T ¥ | 10mg/kgli.p.) : 8L
S Fz N .| 5% REEDIS R, %, HIB
ST E A R AU 5% : IR L
M ER e L




(1)

(2

(3
(4)

=R
AR5 EERERD
(v M)

RERS SRR ©
(o4F)

AERA SRR

ZDHDEHENE
(99, FILEY k.
v h)

B fE w®h N —
() P 55k FRBRAG SR
P NHE Al 51> 90,
R R OGN 2% | b ot & b 12
KO0% T hT T =Ty B TS o 0mgbody) T
DEDFT v | F(rhFr T el L | A0S 22 Timehody] b
_ 1352 . 0| B R OB 5L R S~
(HERESS n=10) 4.5mg K% 22.0mg/body) % DG C A 72 &
3x5em (ZHMTF L, 24 BERIHE Ljﬁja .
L7z, e
BYfE w®h N —
() P 55k FRBRAG SR
WP IR AN (2N T b
Eiggﬁﬂ% 7un7 1 T10.2,19.7,
(R n=7 B | R0N949mg EATH)E 1A | mEME : 189.8mg/lL/H
[fk& s 17 K5 2 8 (140em?/JL) |
13 AR SE R LT,
MR L

1. JZEWgt 4.5.43.44)

- [O)LZ/E: &5 5 —
AR () P Be b5k ARG R
T— T A7 — 7 | EHKROEE O
[SREREP T 2.5cmx2.5cm (7 b | #FALICEBWT, B R#RE]
F & — A HEMETYHX | B | e 72 v s | BEOYYFABSTY
(n=6) 1.78mg) % 24 W] | a— L EGHT—THILY
EEEEAT Uz, HIWRMThH -T2,
T—T AT — 7
(At 2 pomx@bem (71 | R 0N R & b1
SRR B HEE T | R 1.78me) % 1 A 6 SRR E RS MR B
(n=6) Lome | heioie,
FEf, 14 ARXE
AEfH L7,
Adjuvant-strip %
Hartley & WZHEL, B—T R0 | o ——
MEEVES b | R | 7 4 RIS ;ig%ifﬁéﬁ%
(n=7) L. %50 % 38 =°
. SRS L7z,
HIRARIE Non-adjuvant {£(Z
Hartley 5% WL, T=T R0 | e o
MPEELES | | S | F—T A 4 SRR g‘r’*ﬁfﬁfﬁ“ Eehs
(n=7) L. 8% 45 =
Sy LT,

2. WbEREEZEH®
Wistar SR T ~ FEHWEHEBRIZBW T, £ —F Re7 — 7 20mg ®
HLEREERITR S b oiz,
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(1)

(2)

X—9.

RHX 5

EREAR (I A H
BR

Bk - RESHE
EFRFLVLEDEE
=1
EFHTOEYFZLIC
2T

BRI GREDTE (E
EFICBEIRED
AEIEE)
AAEHE

ag

REBEDHME

F—A5 - A%

EfREEEA R

X. EHRFEICE T 5HEHA

FALYAYA

IR « 2 4

SRS GEJ L7 R0

ES AR EIRE ST TRIFT 2 2 &,

(VI-14. 88 FoEE ] OHESMR

WML

EF—7 Re7 —7 20mg :
70 [T Ko/l $8x 10 4%
350 #[7 Ke/1 $¥x 50 4%
700 K7 #o/1 48100 48]
E—7 RAe7 —7 L40mg :
70 #[7 Fo/1 £8x 10 48]
280 7 #/1 £8x 40 48]
560 #[7 Ko/1 $¥x 80 4¥]

TEELY CTNAI =T AER—RE LFEET VA

[ — il 5y 36

SARBEAR] = —F Rty 7 30mg - 60mg (AE) . T—F Rty T
XR120mg * 240mg 7¢ &

SN v X = e3%, BT X —el U —21 3%,
v H—gu—3 3 3% (AJ) &

HERFIFHE) « B E AT U7E 50mg (F vt A) 7ol

EEIIES
SNRBEFIA - A 2 RAZ AL 7 = v e 7 BEAHALL
a7 CRMTEIZ Y
R A R AZ R, T VT IR
AV RAZVUHRHIR, 7 e 74 il e &
B’ MvravdzF NI ORI,
oXy a7z F b T LEERE
A Al A2 KA & HHA
D74 v ot/ mll NU RV N0 A

K
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X —10.

X —11.

X—12.

X—13.

X —14.

X —15.

X —16.

X—17.

BERTERZEEAA
&Uﬁnlh g"?

RMELERFEFEAE

HEEN (TR EN. A
ERURAELEEM
ENERBRUVED
RE

BEERR. B
RARFRABRUZE
DAR

BEEHME

REHRHRERR
[ZBH 9 & 1FH

KiEI—FK

RIRIEHF EDEE

HTIRFEL PR -
E—T Re7 —7 20mg
REIRGEAGEAEH H - 2008 4E 3 H 13 H
ERE = : 22000AMX00683000
F—7 Re7 —7 L40mg
REIRGEAGEAEH H - 2008453 H 10 H
AT : 22000AMX00615000

[HARE4 5

F—F ZeT—7 (2008 4 3 } 31 HifkiEH:
RS AGREH H - 199548 A 1 H

E—T RAe7—7 L (2008 /£ 3 H 31 HitmHEMREKT)
R GEAGRAEH H 1 200243 H 4 H

E I T)

I

BRI
E—T Re7 —7 20mg : 2008 4-6 A 20 H
E—J Re7 —7 L40mg : 2008 £ 6 H 20 H

[HARFE4 Fr
T—T Re7—7 1995412 H 1 H
(2008 4 3 A 31 A%

T—F Re7—7L:20024 7 H 5 H

M E IR T)

(2008 = 3 A 31 H M EMIMAET)

2009411 H 6 H

BEEI Y ¥~ FIZI T 2 BHE KRBT O8#R 1 OREEBMN

2011422 A 23 H
(AR, SME TR OIER - FJE OSE - 5%

BN ORANA

M LA

AN, B (HDVFHEE) RIS 2 HIBRIZED ST,

Wi HOT#& % | JEE 578 SeffifevE | L7 b
N (9#7) I ERG 2 — | BRa—F
E—7 A7 —720mg | 106444501 | 2649729582169 | 620007805
E—7 Re7 —7L40mg | 114786501 264972953084 620007804

ARFNTZHEIN D% FEEFEAITRE Y Ly,
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51 Rk

1)

2)
3)

4)
5)

6)

7)
8)

9

10)
11)
12)
13)
14)
15)
16)
17)
18)
19)
20)
21)
22)
23)

24)

25)

26)
27)
28)

29)

30)
31)
32)

X 1. ek

WHO: The use of stems in the selection of International
Nonproprietary Names (INN) for harmaceutical substances.
2013. p. 145.

HH\WIE B AT

INEEIE N B ASEAIEHEE 2 — fi: BARERS EEL IR
O TIZ 5 2011. p. 646-52

POICRIIERA NGB, E—F X7 — 7 20me, 40me/K FR I 241 & B,
KPT-2200 7 W 128 1) 5 2 J& — U R,

PIERIIERA NGB, E— T ZeT — 7 20me, 40me /K FR I 24T & B,
KPT-2200 v W (2 81F 5 14 H [F B i B A A5

DGR NGB, B — T ZeT — 7 20me, 40me/K 388 2741 & B,
KPT-2200 7 %X 28517 £ 13@ [H#E & G- f vk sl e L 04
i [ [R11E 5R.

D BIERAENE R, & — T AeT — 7 20mg, 40mg 7K 58 T4l & kB,
KPT-2200 t b 7§22 a3 BR.

D BIERAENE R, & — T AeT — 7 20mg, 40mg 7K 58 T4l & kB,
KPT-220 #5112 K % JZ g 24Pk D #ist.

T 1Fh 2 19915 33(3): 351-5.

IUAERE: JEpE & BRR 1993; 27(11): 4425-35.

G151 ED FEEE L ERIR 19935 27(11): 4437-46.

W) g JEHL L IRE 19935 21(8): 325-40.

EREEA 1E0 FEPE LR 1993; 21(8): 341-57.

HAES 13 LR 1993; 21(8): 359-68.

FRABRR 1F KL L EGR 1993; 27(11): 4447-71.

TIRSE 1 3REL L VA% 1993; 21(9): 409-36.

AR R SRER L YRR 1993; 21(9): 437-52.

EARFNEZ 1T SRPE L IRIE 1993; 21(10): 517-33.

B 1E0 A& BRI 1993; 27(12): 4877-91.

B S JERE L EFIR 1993; 27(12): 4893-921.

HARFEE: B LEER 1993; 27(12): 4923-44.

WA sl: JLAE & RIR 1993; 27(12): 4945-56.

DB NGB, £ —F ReT — 7'20me, 40me/K R RN, B
iV v~ F OBKRRERICEE T 2 & H

DR NE R, £ — T AT — 7 20mg, 40mg /K 8K RTAH & £,
KPT-220 0 Kt H [ 3 FH 3R — K B IR0 I K 2 28 B ot

DB NG B, £ — T 2T — 7 20me, 40me/K 58 0 BEAm &
KPT-220 0 e i FH 5ABR — 438 e foc i F ek BRI K 5 et ofES

R FEL L5 1994; 22(9): 4089-110.

ARASE 1T EIELHGE 19935 24(8): 819-30.
PSRN E B, & — T ReT — 7 20mg, 40me A& 58 FEAT & K,
T—T AT =T LT —T AMNCEBT B85 KON i
B — U Y IR RIEIRE T V&2 VT —.

PRSI R, B —F ReT —7°20me, 40me/K RN & Bl 4
a7 = ERT—7Fl (KPT) O HialE i HRR -t —7 2
& OB & 2 Bl OBME —.

Per KEY 130 U o~F 1981; 21(4): 277-89.

JNHLEE — 1EA FEEE L ERAR 1989; 17(7): 287-309.

PRI NGB, £ — T ReT — 7 20mg, 40me A& 58 FEAT & K,
F—T AT — 7 20mg DRERERR N B 23t 5 & LT R B I BIRE 1)
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X I-2.

Z Dt DS E T

33)

34)
35)
36)
37)
38)
39)
40)
41)
42)

43)

44)

45)

ZE1) BATBEIIEHE: BE ) v~ F OB~ =27 v (SETR) 2

DR NE R, £ — T A7 — 7 20mg, 40mg & 78 FF 1Al &k,
KPT-220% 5 12 & % B BRI 72 & ONTHEAR N IREE O FRE.
KB HRRI F s EIELBFTE 1993; 24(7): 727-41.

KB RRRI F s EIRSBFTE 1993; 24(7): 742-58.

TR — AR 1E0> FREL L5 1984; 12(6): 2273-84.

Terrier N, et al.: Mol. Pharmacol. 1999; 56(1):226-34.

G.Veyrac, et al.: Thérapie 2002; 57: 55-64.

Thyss A, et al.: Lancet 1986; 8475: 256-8.

JERT— 1Fh HEEHEEEE 19745 70t 801-18.

L 1 F FEBLL IR 19755 3(5): 28-35.

POCBISEA NGB, E—F ZeT — 7 20mg, 40me & 58 I B AM & K,
KPT-2200 7 v MIHBT 2 IEHKER L ORERE~OR #5528
PEEEFER.

DGR NGB, B — T ZeT — 7 20me, 40me/K 38 B 241 & B,
KPT-2200E/VE v MIIT 5 RIEHEIEMERER (Adjuvant-strip
%) .

DB NE R, T — T A7 — 7 20mg, 40mg & 73 FF T &k},
KPT-220DE/VE v M 5 KEHEEERE (Non-adjuvant
%) .

A OISE 1 TH EIRELAFIE 1993; 24(8): 831-41.

i\i>

Wro~=oT7 /L EEBMICESIBETA RT 4 .
HARY 7<= FRH; 2004. p. 63-5.
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X1O. =Z&E

XI-1. FRHETOREFTR | AA LR —ORANISETITHETES L TR (201946 BLE).,
i Rl —RaEEGRMAE LTRO I I R ORH 5,
E4 A%V T
Hr 58 Keplate 20 mg cerotto medicato
=ttt il Ao A
W7k iBHE#E (Marketing Authorization Holder) : Hisamitsu Italia S.r.l.
W 7B © Abiogen Pharma S.p.A.
N

Ogni cerotto contiene: ketoprofene 20 mg.

=
==X
WFE - IR

Trattamento sintomatico del dolore e dell'inflammazione associate a condizioni
muscoloscheletriche acute quali traumi, distorsioni e contusioni, cosi come dolore muscolare,
indolenzimento, dolore alle articolazioni, dolore lombare.

Y% - 1& | Posologia
Adultr: salvo diversa prescrizione del medico, applicare un solo cerotto al giorno.
Popolazione Pediatrica: bambini di eta compresa tra i 12 e 1 18 anni: secondo prescrizione
medica.
Non utilizzare in bambini di eta inferiore ai 12 anni.
Durata del trattamento espressa in giorni: secondo prescrizione medica.
Non superare 1 14 giorni di trattamento.
Il cerotto deve essere sostituito giornalmente nella zona interessata.
Modo di somministrazione
Prima di applicare il cerotto, detergere e asciugare la zona interessata. Rimuovere la
pellicola protettiva e applicare la parte adesiva direttamente sulla cute. Se il cerotto deve
essere applicato su articolazioni ad elevata mobilita quali il gomito o il ginocchio, puo
essere utile applicare un bendaggio ad articolazione flessa, al fine di mantenere il cerotto
in sede.

B ik

ongd MOHRUSg PATCH 2% | MOHRUSg PATCH 40mg

A | B JOCIRMR AT
Wioe (ARZeAGRAMER) « AOLBUEE () AIRAF

E3 B1=ME(1lRME)ZFE 20 =% |82 =HE (1 FME )28 40 2%

ketoprofen ketoprofen

Each two gram of adhesive mass of this
product contains 20mg ketoprofen, which is | product contains 20mg ketoprofen, which is
listed in the Japanese Pharmacopoeia. listed in the Japanese Pharmacopoeia.

Each one gram of adhesive mass of this

BEAFERENSENER @RRMNERAMER | BBRE (BRI SR EEHE R
BRE - JREHRE ) SR - BEN - JIBEE / BEX - BBER - IE LR (AN )-
NUBERI RIS R IENR / &7 -

FFARBREURBEN L SIREREI RS -

Relief of pain and inflammation in the following disorders and symptoms: lumbago
(muscular and fascial lumbago, spondylosis deformans, discopathy, and sprain of lumber
spine), osteoarthritis, humeroscapular periarthritis, tendinitis/tendovaginitis,
peritendinitis, humeral epicondylitis (e.g., tennis elbow), myalgia and post-traumatic
swelling/pain.

Relief of local joint pain in rheumatoid arthritis.

ML - H&

RAEMBAIRBE - —H—R - RN -

Apply this product to the affected site once a day. For external use only.
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Keplate, 20 mg, emplastro medicamentoso

=t

g OB
W7k iBHE#E (Marketing Authorization Holder) : Hisamitsu Italia S.r.l.
B FERELE : Laboratérios Azevedos Industria Farmacéutica, S.A.

>

Cada emplastro contém 20 mg de cetoprofeno.

&
& |

EIES

Para o alivio sintomatico da dor e inflamacao associadas a condi¢cées musculosqueléticas
agudas tais como traumatismo, entorses e contusées, bem como dor muscular, rigidez, dor
articular e dor lombar.

Posologia
Adultos: a menos que prescrito de forma diferente pelo médico, aplicar somente um

emplastro por dia.

Populacao pediatrica
Criancas entre os 12 e 18 anos de idade: conforme prescrito pelo médico.
Nao utilizar em criancas com menos de 12 anos de idade.

Duracio do tratamento em dias: conforme prescrito pelo médico.
Nao exceder os 14 dias de tratamento.
O emplastro deve ser mudado diariamente na area afetada.

Modo de administracao

Limpe e seque a area afetada antes de aplicar o emplastro. Retire a pelicula protetora e
aplique a parte adesiva diretamente na pele. Se o emplastro for aplicado em articulagoes
muito méveis tais como o cotovelo ou o joelho, podera aplicar uma ligadura na articulagao
quando dobrada, para manter o emplastro no lugar.

INSTTY —

Keplate 20 mg gybgyszeres tapasz

g - AR RISERR At
ek iBMEE (Marketing Authorization Holder) : Hisamitsu Italia S.r.l.
A EfCER)E © Sager Pharma Kft.

20 mg ketoprofén gybdgyszeres tapaszonként.

Akut mozgasszervi betegségekkel, példaul traumas séruléssel, ficammal és zizédassal jard
fajdalom és gyulladas, valamint izomfajdalom, izommerevség, iziileti fajdalom és
derékfajas tineti kezelése.

Adagolas
Felnottek

Ha az orvos masképp nem rendeli, naponta csak egy tapasz alkalmazhatd.

Gyermekek és serdiilok
12 és 18 éves életkor kozott: az orvos utasitdsa szerint.
Tizenkét évesnél fiatalabb gyermekek esetében nem alkalmazhaté.

A kezelés idGtartama napokban: az orvos utasitasa szerint.
A kezelés idGtartama nem haladhatja meg a 14 napot.
A tapaszt az érintett teriileten naponta cserélni kell.

Az alkalmazas mddja

A tapasz alkalmazasat megeldzGen az érintett teriiletet meg kell tisztitani és szaritani. A
védoréteg eltavolitasa utan az éntapadé részt kozvetleniil a bérre kell helyezni.

Amennyiben a tapaszt nagy mozgasterjedelm iziileteken (péld4ul térd, konyok)
alkalmazzak, a behajlitott iziiletre kotés is helyezhetd, hogy a tapasz a helyén maradjon.
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Gondoskodni kell arrél, hogy a beteg megértse a betegtajékoztatoban részletezett
alkalmazdasi utmutatét!

4 Fxa

k744 Keplate 20 mg 1é¢iva naplast

=414 g - Ao RSERR St
AT AGRMER (Marketing Authorization Holder) : Hisamitsu Italia S.r.l.

A7ECEE)E - NORDIC Pharma s.r.o.

R Jedna 1é¢iva naplast obsahuje ketoprofenum 20 mg.

ZhEE « 2R | Symptomatick4 tdleva od bolesti a zdnét souvisejicich s akutnimi potizemi svalové a
kosterni soustavy, jako je trauma, podvrtnuti a kontuze, stejné jako bolesti svalt, ztuhlost,
bolesti kloubtl a bederni patere.

s - A& | Dospéli: Pouzijte jednu naplast denné, pokud 1ékai neurdi jinak.

Pediatricka populace:
deéti ve véku 12 az 18 let: podle pokynu 1ékare.
Nepouzivejte u déti do 12 let.

Délka trvani 1é¢by ve dnech: podle pokynt 1ékare.
Neprekracujte 14denni 1écbu.
Naplast na postizeném misteé je tieba denné ménit.

Pred aplikaci naplasti oCistéte a osuste postizené misto. Sejméte ochrannou f6lii a adhezivni
dil aplikujte primo na kazi. Pokud ma byt naplast aplikovana na vysoce pohyblivé klouby,
jako je loket ¢i koleno, Ize na ohnuty kloub pouzit obvaz, ktery naplast udrzi na misteé.
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C : Drugs which, owing to their pharmacological effects, have caused
or may be suspected of causing, harmful effects on the human fetus
or neonate without causing malformations. These effects may be
reversible. Accompanying texts should be consulted for further
details.
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<SUMMARY OF PRODUCT CHARACTERISTICS >

(2019 4 6 H BifE)
4.2 Posologia e modo di somministrazione
Popolazione Pediatrica: bambini di eta compresa tra 112 e 1 18 anni: secondo
prescrizione medica.
Non utilizzare in bambini di eta inferiore ai 12 anni.
< Package leaflet: Information for the user>
3. Come usare KEPLATs
Uso nei bambini e adolescenti: Tra i 12 e 1 18 anni, secondo prescrizione del
medico. Non utilizzare in bambini di eta inferiore ai 12 anni.

BTIEOUWM T RERFEH
(20194 6 ABUE) | R eHE /R e G, B/ MGA SUGL . S 5a sk S b P 22 A A el o

(R RSB ATIR)

PEDIATRIC USE
The safety of this product has not been established for low birth weight infants,
neonates, babies, infants or children (limited clinical experience of use).

N — DU
(2019 4 6 H BifE)

< SUMMARY OF PRODUCT CHARACTERISTICS >

4.2 Adagolas és alkalmazas

Gyermekek és serdiilok

12 és 18 éves életkor kozott: az orvos utasitasa szerint.

Tizenkét évesnél fiatalabb gyermekek esetében nem alkalmazhatd.

< Package leaflet: Information for the user>

3. Hogyan kell alkalmazni a KEPLATe gybgyszeres tapaszt?
Alkalmazdsa gyermekeknél és serdiiléknél: 12 és 18 éves életkor kozott az
orvos utasitasai szerint. 12 évesnél fiatalabb gyermekek esetében nem
alkalmazhatd!

ARV s T OFATE
(2019 4 6 A BHIE)

< SUMMARY OF PRODUCT CHARACTERISTICS >

4.2 Posologia e modo de administragéo

Populagao pediatrica

Criangas entre os 12 e 18 anos de idade: conforme prescrito pelo médico.
Nao utilizar em criangas com menos de 12 anos de idade.

< Package leaflet: Information for the user>

3. Como utilizar KEPLATe
Criancas: Entre os 12 e os 18 anos, use conforme indicado pelo médico. Ndo
utilizar em crian¢as com menos de 12 anos.

F = T DOERFCE
(2019 4 6 H HIE)

< SUMMARY OF PRODUCT CHARACTERISTICS >

4.2 Davkovani a zptusob podéani
Pediatrickd populace: déti ve véku 12 az 18 let: podle pokynu lékare.

Nepouzivejte u déti do 12 let.

< Package leaflet: Information for the user>

3. Jak se pripravek KEPLAT pouziva
Pouziti u déti a dospivajicich: ve véku 12 az 18 let: podle pokynu 1ékare.
Nepouzivejte u déti do 12 let.
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