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< I AR B e >
WP OIERIZE W T H BRI A B EITRRD b v ho 1z,
B 25 R
E—F5RT—T o
20mg # (30) (6) l
(44) (38)aw ———— W
ooy
gomm 4 (82) - ]
(40) < (36) lad
0% 50% 100%
():n
@3RERE oRERE  olBRERE ofZE sEit

a:N.S.(vs.”7 b7’ 7 = VRROAFIRD, x2RE F 72X Fisher D EEEfEHRE
b:NS.(vs.7 b7 7 = ROFR)., URE

X2 T e ) & TR LR ICyE L Cie

AT TR EE ) (hEEEl) EAE L) 2F LD TERLLE,
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2) HEHBRCEEFHRHA
%) (0DF)

| JERTS
52,77
20mg B (34) :
(55) < (1) >
(1)
FrJaozy B (31)
EOFE =
«————— — >
(57) (43)
0% 50% 100%
(rn magmuE ooREHRE O1RERE ofZE B L
a:N.S.(vs.”7 b7’ u 7 = VROFIF, x2RE F 72T Fisher D E R E
b:N.S.(vs.7 b7 a7 = UEOAIRE, UE
XREILCE ) & TRE I LT ICaE L TRIE
AT TR ) THEEE() EAER] 2F O THRIL L
WiEHE
E—3R,7—7
20mg & (25)
(58) 4— (39)ah) ——P»
T (25) ]
61) < (41) >
0% 50% 100%
COn gagpwsE oBRSE 0IBEXE oFE =EL
a:N.S.(vs.7 F 717 = UROAFIED, x2URE F 721X Fisher D [E B =%
b:NS.(vs.7 77 = U ROFRE)., UkE
XRREIL e & TRE LLFIZE L TRE
AT TR ) TSR L) TEAEL) 2F LD TERLE,
W E IR
52,77
20mg & l (21)
47 (33 ——————»
rrFaozy (23)
EOFE < 5 ————»
(45)
0% 50% 100%
()in magpysE oBEXRE DIBRERXE ofZE e L
a:N.S.(vs.”7 b7’ m 7 = VEOFIF, x2RE F 72T Fisher D E R E
b:N.S.(vs.7 7 a7 = UEOAIRE, UE
XREILCE ) & TRE I LTI aE L TRIE
AT TR ) [HEEE) AR 2F O TEIL L
| eSS
52,77
20mg & (19)
(43) “——— (3w —»
A=k S (28) S s
FOFB ’ "
«——— —
46) (35) (1)
0% 50% 100%
()
" m3mmEE oEEEE DIBERE oFfE e Bk

a:N.S.(vs.7 h 717 = UROAIRD, x2URE F 7= 13X Fisher D E HEME=RIE
b:N.S.(vs.7 h 7 u 7 = RKOAIED, UKE

XRREIL e & TRE LLFIZaE L TRE

AR L) [ ) [FIE] 2 E L THRELE,
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2) HEHBRCEEFHRHA
%) (0DF)

<zZzaetE>
E—F ReT— T 20mgEf

EIVEHARERIT10.1% (8/79%1) <. ZDOWNFRIL, #2.5% (21£/79
) . EREERE2.6% (EF/796)) | BmiZIZ1.3% (MH4/79%51) | 3@ A
NEE1.3% (MH/7961) . BN%K1.83% (1E/79%5]) . CAE21.3% (1
E1T961) TH o7,

AFBRC BV TITRIER BRI L 2B 5 IEFITRD b hho T,

Fh7o7 o0

EIVER S BLIHRIT28.0% (2314/8261)) T, ZOWaRIL, EHATIELT. 3%
(611/8241) . LREERE6.1% (51F/82M41]) | J%FE4.9% (41E/821%1) | f#
F2.4% (214/82M1) | H.LN1.2% (144/8241) | HAIMTFIEL.2% (11F/82%41) .
BEJK1.2% (11F/8241]) | MEEImIZ1.2% (114/8241) . Hli&k1.2% (1
H18241) | FIR1.2% (1{4/8241]) TH -7,

BIVER RSB X 2 8% 5 IEFIE82B I 6FlIZFR D Hitiz, = DOWNIRIL,
RS, EREER & 201, (L, EEEAE I TH T,

39



2) HEHEBR(CEEFHRH
%) (0DF)

5. KRR R 265 & LTz A— 7 L akBpi419.22)

EBAEIE R, ERiE RERgE. M - BEROc. BEEPEK. SMEMEER. BIRNE

<HBRHE>

(B 1) T—7 Re7 —720mg? 8 BIEIE B, LhiE ERER.
Jo - MESEAE . BEEIPRA ., SMEMER, fTARICXT5F
ik & etk E Bt 5,

) 5 FHEEMIREAE AT 5 BE 28141

( FHmEIER ) EBEIEEEATIN, e K430, - K36
B, WA 1061, SMEMER B420), IR 38HI [k
APk O AT o S 45112

(EROEEE) — iR AR

( Beh505%% ) JERAETEME 2, bhed Bk, M- L, MEEpEK
E—T Re7 — 7 20mg% 1 H 1B, 1518 % B2 238 [
HEAF L7,
SMEVEE R B — T ReT — 7 20mgA 1 H 1[A], 1[F]1~2
K% BERIC LERIRLST L7,
PR B— T Ae7 — 7 20mg& 1 H 1A, 1[FE1~28 %
AR 2 B AL AT L 7=,

( FHMETEE ) REeRdeEE, Zet%s

(CHERYE ) @EMUGEE BB OK M A X OB+ IEFREIZ,

PR BA AR & Flg U 72 BGEFE 2 IR O 5B CREAM 3 5,
LEHLGE 2P %ESRE SELRE 41% 58

< Itk AR CE >
E—T A7 — 7 20mght O [HHEFEUGE DL 1I1373.8% (177/240141)
TR 13 E B E PR 63.4% (45/7141) | il FREEKR72.1%
(31/43%1) | Mk - NE#52£69.4% (25/36/1) | MJEFHZ70.0% (7/1061) |
SMENETR 8.83.83% (35/4251]) | AiIIM89.56% (34/38fl) Th -7z,

@ RS A G

JA BA A B 4%
(71)
s ERESR T

(43) () —H
H)’é ¢ Hﬁ%&ﬁ% o
(36)

e 51 BH 2
(10)
SMEER R
(42)
ASEE]
(38)

(16)  [=(0)

(7)  PEGE]

(1)
(3) !

(25)

A

A A5

0% 50% 100%
():n

BEHANE oPhEERE OBERE 0FZE BEfL

<zZzetE>
BIEH B ER134.6% (13(4/28161) T, T OWNRIL, BEilE R 2%
1.4% (414/281%1) | 38351.4% (44F/28141) | BE&FE1.1% (3{4/28141) .
HAR0.4% (114/28141) | HKK0.4% (114/28161]) ThH -7z,
BIVEARREIC X 238G IEFZ 2815 1 7HIC38D BTz, DGR
X, B4R, BEfRER SR 2B, REN 1B TH - 7,
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2) HWEHREBR(CEE®RE | 6. B U~ FIC L BRI/ 57T 1A L o

BRZE) (0DF) <HBRHIE>

BHIERITZE L TWDN, FHICRHEINEZmNELBEE ) v~F
HBEGTOHZ X R E L. T—T ReT — 7 20mg & HBRERAL 12 FTIC1 A 1E],
1A > & TR A 238 5E B BEAT L7z & & OBIEIER EN RICHOW T A
FIZ XL DEMVASIEZ LR 2 FEFMEE & LT 7 BRRRT &2 4
(L EHERIEIC L VEEEAZREE L7, S5, BEIC XL DKM VASIH
TALRB0% L 12 L A EHIB OE S, BEIC X DB VASEE L
E:Bc,tzﬁ%%a)ﬁﬂ%z%‘ WRHEIE R & L CAMEERFELT-, F72. &

EPEIZONTE, BWEHONAER L UORBIRIC L Y Bt Lz,

B

77 AT 2 EE R

Xt 5

Bfii U v~ F #6764

(B— T Re7 — 7 20meht : 33861 77 &AREE : 33861)

TR gk L YE

ST v~ TF EEEREI SRS (B Y U~F OACRZKIERE (1987) I2L5) o

- ST U U~ ISk U CHE O EYFRESCHEE A A FEDS A L0 HEHE (88 £ 7213208) UL LRI S
L - HEEATETHkE L. 2FERNEE L TV 5 EHE,

< IEART v A RPIRIEA] (BROAIE T IZBAD 2 IRBRIEAGATBRAE X 0 1B LL ERT2> 5 Washout FIRE 72 B,
L, TRV H A, IR0 Fz B3 AR FER LTV AEA T, IBERIEAATRRE L Y
23 LL_LRiTH & Washout Pl BE 72 B,

c FEORANEBERSE L0 18 AL B SR L TV 5B,

- [RIEHUS H OFE 2 206% LA LD B,

B/ T4 Bl

- [RIEHUS H OBBRERALIC BT 5 THRFIC L 2EWVASIE ] A3 20mmAH O B3,
AT A b r&tﬁ JER] GROAIE - I1T4HK]) OWashoutBith H  (BAATLERT  F 72 137RBRELALHBALAH ©
BB T 2 TRFIZ L 2EMVASHE] 2320mmAdH b L < 1380mm% 8 % 2 B,
- NSAIDs Washoutﬂ;ﬁ (AET LERT~TRBRIEALMTBAAA H) OEBRERNALIZE T 5
[ X BIEIMVASIE ] LR 20% % B2 5 WHFEE R LT BA,

BRI

RGBT Ag T 200 E NI T TR EELA ELLOTFE (FBE I EICIHFTRE) I
1H1E, 1ENZ-D X 1B 200 i 3 BE 95,
- PG 2
CBIE - AR - BMITE H 3 X OV HERE
BFI X DEMVASHE : FIERS B ~Ja5R3EArol e (F /213 ki)
R (MKFERE ., MigA(bFma, RBE) - IGBREEALA B B B L OREAr 2% (72130 1k
ﬁ EHES (BRER, MREATA, BAREMBEEZET) RIS B ~hfrel e (F/21dH Ry
BESEOBEAPIRI - IRBRERAL 2 % (F 71X IERE)
- BE OIS IR % (71T kR

A fiff s

- HEME
FEFHMEEE : BT L DEBEVASIEZE (LR
RIRFHIE B - B X 2B MVASIEZELH50% L, ST X 2 BB flE 0T &
BT X DEIHVASIEZE L&, BHF D%
- BN VﬁﬁHODV\jaiootU\%%fE#
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2) HEHEBR(CEEFHRH
%) (0DF)

<>

FHEFGEE & Uz TR IZ X 295 VAS EE (b3 (CFEfE 2%
Wm7%) 1. 77 B AREED 25.453+31.191% (95%[ZHEHX[H : 22.116~
28.790%) 2% L T, E—F Ze7 — 7 20mg T 31.198+30.256% (95%
1ZHEXE : 27.961~34.435%) T -o7-, XD t HEDHE R
p=0.0153 TH VY, T—T ReT —7 20mg FED 7 7 L REEITK T 5 Bl
PERTED LT,

BIREHIIE E & Lie THEIC X 20 VAS EEEE 50%LL EdEc
X DUGEBEBOEI G 11T 7T B AREE 20.1% (95%(E HE X [4]: 16.0~24.8%)

(68/338 #il) 1Zxf LT, E—F Ap7 —7 20mg ¥ 26.6% (95%(ZFE X
il : 22.0~31.7%) (90/338 f5l) TH YV, T—F RAe7 —7 20mg FEN T
FTEREEL D BWVWERL R L2, WMEEMICAEBEETRO Lo
7= (Fisher O E ML : p=0.0561),

TR X D9%0% VAS a2 b &) CEMME SRS 1377 B AR
13.24*16.35mm (95%{Z1E X ] : 11.49~14.99mm) 2% LT, £—F
Ae7 —7 20mg £ 15.72+16.04mm (95%{5#HX [l : 14.00~17.43mm)
THY, T—TF ReT—7 20mg N T 7R L LR | WRERICHE
ZENRRD LT RHED 20 t FRE : p=0.0470),

[EE OIS X EE RN B2 51172 (Wilcoxon “HEARKIE :
p=0.0098) .

[BEOHISSER] 1T, T—TF A7 —7 20mg BN T T B AREEL D
EWEGERZ R L, Fisher O EEERIEORERIT p=0.0023 TH Y |
FERICHBEZEZNEO LTz,

BIEFH ORBRIZT—T Re7 — 7 20mg #f 8.9% (30/338 #), 77
BAREE 7.7% (26/338 fil) TH V., MEEHICHEZEITRO bR oT

(Fisher O EAZHEFRE : p=0.6758),

B LD EERGERRORBLL R -T2,

DEXEY =T Re7—7 ORIV v~ F I L HBHEERICHT 58
MEIL, 7RI LRI A EEE b o TGES e, £, &
AMETER ERE W EEB BT,
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FEFHMIE A - [T L 5% VAS 5] 2k

ol (il + 95%(E $5 X s
& (%)
B 40.000 -
S *
i I
2 30.000 - l
-i [
b 1
&
> 20.000 -
D
£ 31.198
No 25.453
14 10.000 -
1)
Ho
2 0
E—527—720mgE¥ JS5tREE
AR DONEED
\ . ZAL R > R0 K DR
E’:ﬁ %:ﬁ,‘]ﬁ‘/{ﬁ+% (%) 95 /O'f(mo/f%lzﬁﬁﬁ t*ﬁﬁz
%% 338 df=674
F—F AT — 7 20mgp SEHIE 31.198 27.961 ~ 34.435 t=2.43
(7 30.256 p:0_0153*
Bl 338
AT AN - SEA 25.453 22.116 ~ 28.790
TR VEAf 7= 31.191
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AN H  BE O F S

0% 20% 40% 60% 80% 100%
1
45%  306% 34.7% 270% 30% |0.3%
5.3% 18.7% 40.7%
CE 0RO BEDLLALY B B0 oEIC
R<#of= BL#gotf= BEBlfotz Blhotz
BHEONG F15 (%)
e Sl 2% xox0 e | e | &3]
Hic - 5 f e L =S v B
Bt | BT g i e [ BRI g e | ETRTE e ©
15 103 117 91 10 1 0 - *[337] 1
T—T A7 —720mght p=0.0098
(45 | 30.6) | 341 | 2700 | (3.0 (0.3) (0.0)
» 18 63 137 97 19 3 0 337 1
TTeAREE
(53 | 187 | (o | (288 | (5.6 (0.9) (0.0)
BEOHSR Bl%(%)| BHEO A DOHIG
1 SIES YWERD Fisher®
W% JEiat YR 5% EHHXIH | EHsmkRk
(%) (%)
F—T AT —720mghE| 118 219 35.0 29.9 ~ 40.4 [p=0.0023"
PR i 81 256 240 | 19.6 ~ 29.0

X IEFIC B Ieote ) + TR Zp oz O f %k
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R 1E I JEBLIRDL
IR (22f4)

TR D .
. fiR T R 52 . o | FEBIER o) = Fisher®
T—F AT — 7 20mght 338 33 30 8.9 6.1~12.4 p=0.6758
7T RREE 338 30 26 7.7 5.1~11.1
BIER (B RIER B IO R AT & - ALFHEAL)
TR D .
. FRHT KI5 " " FEH R o 1= Fisher®
F—F AT — 7 20mght 338 17 17 5.0 3.0~7.9 p=1.0000
TR 338 18 17 5.0 3.0~17.9
BIEMA (A RIER B IO R AT L REERAL LSS
FHBLRD .
N FRAT X 5 " " FEE 2 o (= i Fisherm®
it ik B | FEBLHIEKL (%) 95 /()T(no/f,)\lzf'ﬁ'ﬁ T
F—F AT — 7 20mght 338 3 3 0.9 0.2~2.6 p=1.0000
TR 338 2 2 0.6 0.1~2.1
FIE )l DR AR 20 2 5 22 D)
FELERD .
. fiRHIT R 52 . o | FEBIER of (= i Fisher®
=T ReT — 7 20mght 338 13 12 3.6 1.8~6.1 p=0.3524
7T vREE 338 10 7 2.1 0.8~4.2
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3) REMHER

4) BH -

JARE R A ER

%E%ﬁi&?ﬁﬁ%%l Zxtge b Ulm R W% 558 161719%2

ABPERAEN Y v~ T BWMEBIEIE, BRIEEHEE, RS

Iﬁkmsﬂ UG AR ERE O 2L & B,
(é FREES T TREET Y v~ T2k 2 B RATO 8 | ZIfRIds8o 5T
wﬁm mm%@m@$ ﬁfiﬁ%gﬂf&é )

<FRBR L >

(H H)) E— 7 Re7 —720mgDEHE G ITHIT 5 ZaMB L O
HMEEBRGETT 5,

) 4 KRR B E A T 5 BF 120041

( FHmBIEL ) 1R Y v~ T 43, EFRMEBIEIESN, M HE
JE19M, NERAESHI, Z DAth 14451 [ #& A% o B A e
G514

(REROFEEH) EMELGRER (F—7 3B

(BE5HE ) =T Re7—720mg % 1 H 1[5, 1\ 1~2 % B
(2 12~24 AL L7,

( FHMmEE ) BB e UGEE, Zats%s

(CHIERENE ) BRUGERE B 5BA% O RN B & OFER T IERFC
RERBHAAEE & Ll U 72 D0 A Yk D B B [ Tnﬂﬂwé
F 7 BAEEEHIN H O S EE & Rk e dGEE L35,
1EAE 2P EEwE TS E 41E 5B

<SRBI A R >

ER ( TpspEds) LI EoEIE) T8I %51.4% (36/70@)
121%57.4% (39/68%1) | 24i%:75.5% (40/53f) T, Fi&FFAMFREIC
WTIE72.6% (53/73f1) Toh-7=,

(GBS, 1B U v~ FIXHEEIRIOBEEBTH L0, HE
EUCGERE OEF N HERVE)

gy [ e (755%) v
80+ 40/53 /7 !
> (53@ 3) :
s1.4% (3068 P
4% 39/68 i
60+ (36/70) T
E& s i
= 27.1% /@M
(=] 40-] 17
& (19/70)
o () S
20+ KRG [ ] LEOB
0 T T T T T
0 4 8 12 24  REEFHEEE GA)
BE5HE
A >

BIVER R BLIRITT.5% (91/120%1) T, T OWNFRIZ., Bl E23.3%
(41F/112001) | B&EE2.5% (314:/12001)) | FAR0.8% (1{F/120%1) | EE
0.8% (1f4:/1204)) TH~»7=,

BIWERZEIC X A% 5 1EFZ 1206 h 5B 38D B, +OWNERIE
. BERRVERZ FE AR D33HI, FIR, B NS TH 572,

LR L
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(6)
1)

2)

SAEAE A

15 F B AR & - R O 15
FARKRERE (4% 7l R
B) - BERGERERKR
B (MRERERRKS
B%)

ABEHELTER
FEDABRXITENE
L=EHEROBRE

AR RANA

BRI/
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VI. $Eh3CB4 ATE H
Vi—1. EXBZMIZEESHD |FEAT A FRETRIERA
IEEMRIFIEEDEE | AV RAFY Y AT T uTdzy, ZETardzy, Va7t
JF UL E
Vi—2. EBEAR
(1) {EREREL - VERFE ABNIAEAH L T RIFTECER 2 BT 5,
g hTa T2 o OERBTFIL. TaRE 770D OEARIEITER
o A B TTERNSEIE R . A EREE L IEER 8035 2 5 T2,
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(2)

BN RMT1THHER
RLHE

1. 8EIEH (v ) 20

E—T Re7 — 7 20mghtiX, T v FOA — A NRIERIEIE, AU -
T 7 = PRI TR S O R ERBAFi 28V € 7 VI B W CHEALE RIS
* U CHERBERIERZ R LT,

@7 v L — A NRIERKERET L

(g) %0

7 ##:p<0.01vs. E—FRgT— T EHl
**:p<0.01 vs. BULE
(Dunnett% & LLEIRE)

60 1 EHE+FERE

30 A e

et 0 Rt &
HH
HH

EE E—FR,T—7 TSR, T Aoy
;% zo,fg 0.3% A5 4+

(BRI

Z v b (n=%8~9) AHBICERA 2 30w L, HARER, 20
JEBIRIZ20% 1 — A NEREIZO0. 1mL % EH LR 2 &l St 7=, SKFf#%IC
PAE & DI BEE A P E LTz,
1 T—7#l : 3x3cm?2, 7 b7 17 = 0.3%AE1H : 3x4cm?

@AYy T = U RIERIERET )V
(g) - -
90 4 H##:p<0.01vs. E—FRgT—TEHl
*%:0<0.01 vs. EMNBE

(Dunnett® & HLERTE)
FigfE 12 ERE

(2]
o
1

w
o
.
HH

T RG]

LR E-IR, 7T ®-5R,F—F  shIATIv
Al 20mg 0.3% AL {1l

(FBR718)

T v b (n=%T7~8) H%IICEA A 3R L, EAIRERZ, 0
SEBER FIZ10% 0 A4 1% 0 T 7 = U RATR0. ImL & S L, 4R5#E#
VZARIE R O VTR BRI 2 7 E L 7=,

X2 T—7Al : 3x3cm2, 7 b7 17 = 2 0.3%H5FA : 3x4ecm?

49



@) ZEEEMITIHR

BifE (0DF)

OB RIS E T L

(=)
6 A
#:p<0.05,##:p<0.01 vs. E—FRgT— 7 EHl
(Mann-Whitney U 7E)
*:p<0.05,%*:p<0.01 vs.FEMLE
I I TioiE+ EERE
74
% *
T
et #
X * %k
72 T %
0 IS DRI | Bl
3B 6RFRE 3B 6RFRE 3B GRS 3B 6RFRE
BIE E—5Rg7—7 E—3RgT—7 HHFIATIv
HH 20mg 0.39% R4
(FBR 718

F v b (n=%%9) A% MBI NIC 1% R0 1mLA ST L. B
T8 % 2 X7 RSERSR D F2 5-18HF 174 12 S RE MBI - 8 < BRI L
7B, BlElE HEFIERG M A2 T) 2R HEIREEIR Lz, RIEH
BEE 2 BR8-S0 ) L SKAIBR 1% 3 M OVGI AT (2 B[a] i i B 0D i e

BsaBE L,

%3 T —7F| : Ax5ecm?2, 7 b7 7 = 0.3%A5FFAH ;- 5.1%5.1cm?

2. PIRIETEH (T v b) 20

E—T Ae7 — 7 20mghtlX. T v N OMEREZEEIE R VT V28N b
BB R DIBMERIEE T /VICHBW T, EHR G2 K0 BEALERE 5t

LA EZRBHIER 278 LT,

@t ER A S HISHE 7 v

(mg)
125 -~

100 A

&4
P

B e i 55
S

N
(9]
1

##:p<0.01 vs. E—5 R, T— T EHHl
**:p<0.01 vs. FEALE
(Dunnett% &E LLEAR7E)
EHEIEERE

##

kk ##

EH
HBRI71E)

R E—SReT—T E—FRT—F HrFOTz>

20mg 0.39%RL {15l

Z v b (n=4%8~9) DIETHRAFERRE A/ NIIBE L. i ER & iR
R TIC AT OFFA LTS Lz, FiTH X v K41 06, 7H
A L., REAEAOR I CHIFEL B L ., RRFEEEZRE

L7,

%1 T—7F| : 3x38cm?2, 7 F 7 a7 = 0.3%A5FH] : 3x4em?
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(2)

B RMT1THHER
BifE (0DF)

@7 Py MNEfIAET L

(%)

140 - #:p<0.05 vs. E—F RgT— T EHI

*:p<0.05 vs. EALE
120 - (Dunnett® E LLEHRTE)

1 TiyfEcmEmE
100 A _} [T1 {_%
¥ 50 - SE SR e
l-'F 4
i 60
% 40
20 -
0
38 5H 7H 3H 5H 7H 3H 5H 78 38 58 78
:E—51®7_'—j 5_51@)7_'—7 sh7azzy
RLE £ 20mg 0.3%BH 1
GRBRJ71%)

7 v b (n=7T7~8) DRIREZNIZ0.6% Mycobacterium butylicum

(Difco) FENI/XT 7 ¢ IREIKO. ImLA S L, PR 2k &7,
15 H R ICHE B IR A2 E U, 018 ZIRKRIEDFIE L 7 BAR A2 SR L |
SRA* 258 H 2 1 H 6RERT . 7 H Rl 0 K U AR AR 28 B PIZHIE Lz,
%2 T—7Fl : 3x4ecm?2, 7 b T 0T = 0.3% AT ¢ 4x4em?

3. EEOERIEN (U1X) 29
%—7XM*:mm@ﬁi&Ti@”%f%évﬁﬁﬁmk UWTTHRAT
EHREAaY) | A% (KEH) OREAMEEERICIONT
ﬁ%@%ﬁ%&:ﬂ#éﬁ%&ﬁﬁ@ﬁﬁ%ﬁu‘:o

@ TIRE (KA =aT)

TE +HZEERE
* :p<0.01 vs. E—F5 R, T—F & Hl
(Dunnett® % B LLEIRE)
49 36102 3.440.3 #:p<0.01 vs. 7 FF O T T20.3%BE 41
T T (Mann-Whitney UIRE)
3 -
A
a 1.7+0.2
7
1 E
0 :
mINE EF—FRT7—7 EFIRT—F 4+IOTIv

I 20mg 0.3% R
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(2) EMEEMITIHHER | @K (RIER) OREAMERLLE
g (0D=E) (FBRIE)
7YX (n=7) OAMBEEEEIERIZT —T ReT —720mg, T— T ReT —
TEAN KO v 7 a7 = 0.8%A5 A 2 AR RS U 7o, HIBE | [RTER
PLIZ10%EHRME PR IR A PR R K R ETZ0.5mL A2 1 E A L, SR #% A%
MINDHIREAMNEE LU TRESE (BRAa7) Z2HE LT,
¥3 A HHIE HITET 5xTem?2 ([ZFWT L TR L=,

EHE+HZRERE
(%) * :p<0.01 vs. E—5 Ry T— T EFH|
20 - (Dunnett® % & LLEHRTE)
323+43.0 #:p<0.05 vs.&7 N AT T20.3% Ak 43
31.2+3.1 (Student's tRFE)
& ! L
T;-I 30 4
g
=) 16.2+3.5
?;i 20 4
|
=
10 A
0
FILE T—5zg7—F EIRF—F  HhIaTIy
| 20mg 0.3%85 15l

(3) {EFAHIERM- G | XM EE e L
&l
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(1

(2)

(3

meREDHR . BIE
&
AREAEDGMBIR

BRRAER CTHRASIH
f-mARE

VIL EyEhreiZ B+ 5 HEHA

BARMANA

38 % 12, TR

1. Hi[EAL{$29

EEER A B 164 DI ~DE—TF X7 —720mg 18 (¥ F 7 e 7 =
> 0 20mg) 24BFHEIALAHIC BV T, % 5-12.7+ 1.6M#[11412135.85+
18.02ng/mL D f i LG HE A 7R L, 484 11T L vigt A L
Hk LT,

(ng/mL)  BAE|BEATIC 31T B I i P i B
1507

i}

B 1007

H

K

P

w507

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

]

2. 28H RiHEHEAL{]2Y
fEFHER N B F-64 DIFER~DE—T AT —720mg?1 H 1A 18, 28 H
MR B W T URE L 72 & ol RIS B T b SRR AT 12 F
TEPEICEE LT OB%MIHR L=, Cmax$ L OPAUCo2amlE. 3EIFG-LIKEE
FOARAEICE L . 1 F 1 122.02 ~ 156.34ng/mL B L 18 2106.57 ~
2529.51ng-hr/mLTHh - 7=,

(ng/mL)
1000 7]

28 H R5E s b A1 12 351 B I 35 w2 s

5007

il
"

2007

B AN WY

507
207

107

WE YR B
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(4)
(5)
(6)

(1)

(2)
(3

s
B - HAEORE
BEF (RE1L—

Ta V) ISk Y
BLEEMEREE

REERR L
REERR L

FEERR L

U ERR L

DR L

AL 764 DIFEA~E—T X7 —720mg (' P 7B 72
20mg,/ 1K) 24 HBIALHZ351F HAUCow. TmaxZE IR OHE Y TH
724,29)

EIE{TJA Cmax Tmax AUCONOO

## | (Mean+S.E.) (Mean + S.E.) (Mean + S.E.)

1 135.85 + 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

N a7 e DML 12. TR MBI RS IS L%, RiIT
IR L. AFIBRERITHECONCHD Uiz, AFISKZ AT LTz & =, FIHE
% DT 12134.52+0.65hr T, FREASEFZICITHRHERRLLTIZ /2 57~

<HE>
N7 e T e R KOS 7 VR E BRl R L OER A
B L2 L EOEYBRE T A — X [TKRDE@Y TH D,

L HHNEH 7 LF > 30
&L—}l Cmax Tmax AU()><
(Mean + S.E.) (Mean + S.E.) (Mean + S.E.)
100mg H[al | 10100 + 1100 1.22 +0.28 21910 + 1570
(n=7) ng/mL hr ng-hr/mL
50mg 18 5620 + 510 1.16 £ 0.25 11550 + 560
(n=7) ng/mL hr ng-hr/mL

RSN HE - AL 11 [H50mg, 1 H 3E] Thod,
X HEFRGRHE AUCow, EHRGRHIEFIREIZR T 2 H 55
NHWREE £ TD AUC 2R LTz,
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(3)

(4)
(5)
(6)
(7)

RAFTTRASEY
T4 (DDE)

HREETEH
QIUTIUR
DR
MmFEAREEE

IR AR

KERBNE S 7 VF >80

%ﬁ” Cmax Tmax AUCO»wo
(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 K18 1713+ 195 5.6+ 0.6 20630 + 2630
(n=8) ng/mL hr ng-hr/mL
M EE R L
BRI L
BM TR L
BM TR L

P& BRI S Fu, 38 ESE T O A~B1TT 5,

1. BAERLA29

TEFER A B 764 DI E~DE—T Ae7 —720mg g (7 F 7 r 7 =
> 1 20mg) 24FFRIHEREFIC W T, H G4 ETOF P r T =
WY R 313.67Tmg T i BTk 5 I ER1369.74% T > 7=,

2. 28H R AL}

fEFER A B 764 DIEFER~DE—F Ae7 —720mg? 1 H 1[5 14, 28 H
AL FHZB W T, JIE L7 E o AEERICB W T, F¥)13.02mg ~
14.94mg & I FIFRAR 7RI E 2~ LT,

(mg/24hr)
16

157

14 1

D5 SRR

137

12

«

A
e

28 B E AL fHZ 301 2% B I &

0 T
0o 1

6 10 14 21
REfE

(REWE - BEI7 < 7T 7k)

1
28(H)
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VI—-3.

(1
(2)

(3
(4)

®R (DD =E)

5%
% — BRI EB

I % — R 88 B P @8
3

it~ OB

RN DRBATIE

3. R SESRBh R R R

fERERR N B LS & XI5, B RSB RE 2 HRBR O T % AV T,
=T A7 =T ORAE T 7 TR T 2 BIZONWT T R TR T =
2 0.3%73 > TR 2 kBRI BB R AT L7z,

<HE>

R DR E /o HZNFENAD DB T EAD EB ST HE

Iem2L L7zE—TF ReT7 — 7 F720137 b7 7 2 0.3% % 7 H & B fE

L7z, BhfF4, 12, 16, 24FFffRIC b7 e 7 = v EEJIE LTz,
(B— T Re7 — FIF24FFE HEIRET L, 7 7’7 7 = 0.83% 73 v 74l

IL12FFFZICRBE D B 2 72,)

<fEF>

MVRBRIEAGfT4, 12, 16, 24 OAREH 7 N 7’0 7 = &% ik
L7-fE R, BRIV TE—T Re7 — 7O 7 F 707 = VBT
7T 20.83% Ny TAILY bERBICE T,

- :E_E'X@ZT'_j
-& 7 hJ071>0.3%)/ W THl

Jo ]

AERT N OJT 8 (ug)
(3]
o

B (hr)

FEHE AR R E (n=8)

TR L

LR L

%HEE R L

AR L
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(B) TOMOMBA~DFH
Tt

FifriEHREDOBREICE—T A7 —7 20mg Z 1 H 1[0, 1[5 1~4
R 2 BRI BE AT F 721G G L7238 07 b7 e 7 = v OFRENIRE L,
HICRE, B TFIENG. fhA IR & AR R DIZOFUE T L7239,

(BE) B TOLHAR
1. MR R OHHBENRE (BT K) 39

ELEY b (n=4) OEFREHREIC, UC-r a7 ER/T—
TH (a7 b LT1.53mg/lt) & 24FFM B EIAEAT U, i &
OHEAHBFERGAT O R, BT ORI, ., FFis, B, Ok, Al
RPN DR A 12005 F CHIE L 7=, MHE R K O AHER/FERE A5 00 B2
BN ORI, F DWW T, BB FERENIC B 1T 5 14C-7 N r 7 =
YOG E T DT DIC, F—T ReT — 7 OHE - HEZZRE L1224
B COMEME 7T 772 TR Lz, MET R ORI O R g, &
TOME, RO 7' 7« CREIXSR % CREREICEL, T
Z10.15ng/mL, 115.03pg/g. 1.48pgl/g. 0.36ng/g T - 7=, BEAFERD
&, E OB, fIRICBT 57 70 7 b B T i b i
ELobmEhole, o, MAHMOREROE T OB, fHROREX
FEREAHA O FEMARR OIRE X v EVMEE R LT, OOz T,
MAFETEE LY §EVHBREZ R LIEZOITBIBTH Y . ZORE T K&
JE AR LTSI #1281 T0.19pg/g Th o 7=, (IREA 4P E LT, 50
SUCRZR DA VTl K OSHAERNIR S 2 JE Le, )

@ 100 5% K USR5 B O HERS

(pg=E/ml)
20 A N
m % Y+ fEeEsE
15 A
v
%E 1.0 A
Ae
i
1=
JE 05 A
ob—0—0— 52 .
g WEESTRFTEET s s w wow M wow wowe aiw we i aw o

0 4 a8 1 16 20 24
B i (hr)
KB n= 4 4 4 4 4 4 4
& n=28
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(5)

ZDDEHADF
THE(DDE)

e S@le) —O—FIH - T
1 & s TioiE EERE
120.0 A
100.0 A
H 80.0
Al
FIE 60.0
sih
1=
B 400
20,0
oo +—HE— - L T T L
] 4 g B 16 20 24
fF fl (hr)
KB n= 4 4 4 4 4 4
il n=28
(pi:“l%f‘g) —@— BL{1E]  ——l-— JFFAL{TER
1 omom Tioiet EEEE
15 -
iy
-%:J- 1.0 -
AE
sih
1=
JE 0.5 4
00 M- e S e S e B
] 4 g B 16 20 24
i3 il (hr)
KW n= 4 4 4 4 4
# n=28
(ng'%g) —@—BATE  ——-— JEBATER
' 5 B EiE + FEEESE
15 H
iy
-%:J- 1.0 4
AE
sih
1=
JE 05 4
0.0 -—.—Hﬂ‘.‘f—*‘l‘-‘-‘l‘-‘i‘. S e R e e |
] 4 g B 16 20 24
i3 il (hr)
KW n= 4 4 4 4 4
il n=28
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(6) TOOMB~DH

THE(DDE)

@KW FNRE X T A — X

UC-4r N a7 x el T — FHI24ARE B E R AT I I Tye (XA,
i P e O 4% ©20.08~ 34,9005 [ & K <. AUCo-24 /T Al I % Ol A C
27.24% 16.41ng-hr/g, M T2.41pg-hr/mL &N TR E <, mfEL
D ELIE AR K O Y T 11.30 5 12.66 T - 7=,

AU KAk AUC/ A

tie (hI‘) (Uigéléjg%h.rﬁ:/z)or AUC

i1 34.90 27.24 11.30

HEIASS | A 20.03 6.41 2.66
14 32.49 2.41 —

i 1.61 0.88 0.15

ROy | W 1.35 0.59 0.10
ifn 5% 1.92 5.93 —

2. N (BELE Y K) 39

TLTy FOEFRGEWEEIC, WC-7 T a7z E8T7—7H (U
F7r 7zl LTL.53mg/lt) % SEFRIHEIALAT L. i L7z B o
RS K ONE F O Ao 2 ToC7ad— 777 4 —% %
L, AEE. REKOCEFRICEWBHENTZD bz, /-, &6
ORI S BSREN RO H i,

3. REAFINIRE (7 ¥F) 89
F A SRR RENE 7 X ORI U4C-7 a7 = EA T — T Al
(7 v a7 x5 4.5Tmg/lb) Z BRI U545 ARG o7 N 7'a
7= IR IR IE R O E I T 14.33ug/g. E FHEMIA T
1.37ug/g & FERATERALIZ i L TR < L & 512 12 ) O4FF IV T H il
AR Mg A R e T 2 VEE LD b MRS T,

Y 2 [ B i PN B HE RS

(pg¥i / g or mL) . g
. 5 D WEEWE (R

{ 10 4 L0 s e
il CEHETRENE (REAFE)
ik 3 CEE TR (EREAHED)
M
i 1
it 0.3
e
B o1
3

0.03

0.01

AR R 12BE I ARSI

n=3

SR fE + AR ERR

* o ovs. FERGAHH OFREPIREE p<0.05
(Student's t-test)
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(1)

(2)

(3
(4)
(5)
VI—-6

(1)
)

e
PR B 6 3 U R AR
B

KR#ICEE5T HEER
(CYP450 %) D7 ¥
1

PEEBSRDOEE
RUZF0EIE
RHEMOFHEDEE
R UL
EHERBMOERER
BT A—4

Bt

Bttt &R 1

Bt 3

RPN & DI IFRR R I G-I L o RE@ & 5 LS /e 5 L
ZxonT, WHRORTREMII T P e T = v a A R
LERBNL,

rh7a 7 v OERRFHIEESE T UDP-glucuronosyltransferases
(UGTs) » 9 H, UGT2B1 Th 537,

PG L
AR L
AR L
ECE AR~ SRS,

1. HEIAGAT 29

RN B F 6 L DOEH~DE—T X7 —7 20mg 1 £ (7 h7'm
7z 20mg) 24 FEEEHEIASFHZBWT, 7 b7 a7 o AT
PR S, HBEKTH 12 B £ TICREEEE DR 95~99% 2 HEtt & h
776

F7o, TH% 72 R E CoMRPEEIL 7.66mg T, Bk 5=D 38.3%
LT,
b MZBIT D HERREE 5RO

RHr b7 a7 PR E

(mg)
107

B SR BN
[<2]

0 T T T T T
0 12 24 36 48 60

oM

R o7 — 23515k 6 fl O3 HERZEEIRT,
(R a< 7T 7 EE&SHTIE)

72(hr)
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(2) HEtE (DDF) 2. 28 H [HEF AL 25

RN F 6 £ D EA~DE—T X7 —7 20mg ® 1 H 1[5 1 £,
28 HMERAGHCB W, SR 1 AR 3 B B LR E R IRRBIC £
L. 6.75~8.05mg OHIFHA Th o7z, F/o, FEFEL LT 1 HYEMEZRL
MBI E O 1 BETRLULIZEEZFEH LA 3 HENS 28 HHE T 1.45
~1.78 LKL EREITED Dot

(mg) t MZBT DERR R 5D
107 R4 R 7'a 7 = R E

B LU R BN

IaYal
T T T T T 1T 1T 171

T T
01 3 6 10 14 21 28200312 (H)
B M

B 07— & 13515 6 B0 EHERE S R T,
(FA7 v~ N7 T 7ERGHTE)

(3) HEttEE HE R O IE IR

VI—7. BRFICEHBRER | LUERRL
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VII. &4
ERNREFDER

T

BERAREZDER

MEER LR IZEE
THIEELEEDER

RERUVRAEICEE
THIEELEEDER

EEGERMIRL
ZTDEHR

M (A EOREEE) (TR 2HA

PRE I LTV

2 ROEBEFICIFFERALGEWN &

2.1 ARFIUIAFN DRI/ U CRBUE DBEER O & 5 B

22 TAEY Uk GEAT oA RYEEREIRAISEC X 2 EIIED
) I OBEROH 5 BE [MERIEEFRT L IBZEAN
H5.] [9.1.1. 11.1.2 8]

23 Fr7ur Vg, AV uv =y T ) 7477 — MENCA
XIRUYUROF Y M2V L EEAET ARG (R s —
V. BEKE) TR LU CGERBUEOBEEIE O H 5 BH [ 2 b ORksy
(2t U OB EUE DB D & 5 BE Tld, AFNTH LT b iuE
ERTEBENDRS 539, ]

2.4 YHLBBUEOBEREIRED & 5 B3 [5.. 8.1, 11.1.4 &H#]

2.5 MERBH Ot [9.5.1 2]

(V. 16T 2THE] 22K

BE STV

8. EEHEANIEE
<hEeHE >
8.1 HEMPRER T AR BUEZ BB T2 L0850, FITITEEDO S
HMWRBICESTIER b ME SN TWBH DT, AN EEICK L
WOIEEZ 452475 2 &, [2.4, 5., 9.8, 11.1.3, 11.1.4 /]
c BHVRIBRBE ORI D BT, BEfRRERERBIT S 0D
é@f FIL  RIR, E O FERG, BINBUREE O B2 IR 3 FRD H LTz
ik BEHICHERAZRIE L, BEEEL L. 2T AL, A
k ﬁmﬁﬁa%ﬁﬁbfﬁﬁfé%Aﬂké@f\E%KEU
THZ L,
C OEROERBUEZ BT S 2 ENRH DO T, HHTIIRECO DD
. FHAOIEB A BT S L L HIT, B OSNEERE | BT A K
AR, PR —F =TT D2 L, B, AVAERRETORIE
BB EBBSELBTNNHHDOT, LA BREFZBBSEFITL W
BOKRLEEFERTDH &, £, ﬁ%%ﬁa#%ﬁﬁﬂ%
fﬁbf%ﬁ?é &%&5@( ﬁ%%%é TOM, [k
BTt BENEOLNEHGEIITEBICHERAZFIEL, %
BB A L ﬁ@ﬁ@%%ﬁo_
<IBJRIE. zkﬁﬁﬁr\F@Wﬂlﬁsﬁ-ﬁﬁﬁsﬁﬁﬂﬁ\im
BLEX. HFRRE. MEEOERR - BE>
&2%%E%ﬂmiéﬁ%ﬁﬁﬁﬁﬁfﬁé@fJﬁwvﬁtfi%ﬁ&
DUSNOFRELZEE TS Z L, - FRAPEMICHES TiTEE
DOREE+HITBEL, RIEHORBUCEET S Z &
<BEEY) I FIZHITLEEHBFROERE>
8.3 MHABURANC L D IRFIIAHERIETHL DT, HLU v~TFHEIZ L
B2 IERIM T O, 72 BEEIIRADFE D BEORM TS Z
&,
8.4 BIFIROIREZBE LN oA L, EMchizEREEH L7
WZ &, F, MER/NNREOKBIZE EDBH L,
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RENDEREZHI D
BEICEHTIEE
(DEBHE - BIEES
DHHEE

Q) BHEeEETERE
(B FFHEREfEE B E
WHEREReEHT 55
(G)IEIR

(@ =ER

(MIMRZE

Q) EwhE

9.1 GHHE - BEREOHSHEE

911 [REXHENDHIEE (FRAEY VIREXITIFOBREROHDE
EBERQ)
TAEY U ETCRNWI EEHSICHERT S 2 L, [ESMED
HBEORZIZT ALY VIEEBENBEL TSI EREZI LN
TEY., ZNOLDOBRETIIMERIELFZ R T HBZNND 5.
[2.2. 11.1.2 B ]

9.1.2 REREEDHDEE
Y% D RIEICHKT L THW DA T 22 BiEE A U3 &
FlzapEFH L, B2+l iTWERICEN T2 &, REDK
JE & R T D B8ENNH 5,

£
G

PRE I LTV
RESH TV

BEIN TN

9.5 1E4R

9.5.1 IFIRE D LM
LW L, &7 NP a 7z O AFIZ RG] oL PR
R LSE. REBIREIGEN RS2 235, (256
iy

9.5.2 1R (JFIRZBEHZMRC) RIIIERLTWLWDAIREED H D XM
TRIE LA RIENERMEE RS &pll S D 58I o M T
HZ b, BER/NBOMERICE DS CEEICERATHZ L,
FhTa 7o ONERBI RS OB L, ki
JSENEEZEOWERH D, T2, V7 otk 7 —FHEH
R, ALH) Z o L, R R OB RERE 5 K OVR B
o FRUTEE D FAKRAENE E - L OMEN D D,

EIN TN

e

9.7 INR
INREEZ G & U T2 B R AR 150 L Ty,

9.8 SE
AEATR D R G OMRFBICIEE LN S EICHE T2 2 &, HH3k
(0.3%%7 h7'm 7 = VMHAD OmIRGAEORK R, Sl CEl
ER (bR RS 2) ORBIESGEICE -T2, [5.. 8.1,
11.1.3 2]
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(1)

(2)

HEER

HRAZR L TDER

HRIE L TDER

ElIfEA

PRE I LTV

AN

B AEIR - HEE T 15

B - SR+

ARRL 439

VAl A=EE IR R
NN LFY— FOPEHIZ L
DA~ bL¥— NOEM
BB ENDZ LR H D,

FhFRT7zrEANMY
FH— b O LIZEA,
A B LY — OB
MIAFESND Z Lt &

nTN5D,

Bl{EA

ROBWER BN ZENH DD T, BEEEL FoITITV,
WO LN G AT 2 b+ 572 @R 0 E AT S Z
&O

11.

(fiE350)
OEfmiE. ERMEEE. FEAMAERRK. B - B, BEAFEX.
ELEX. HRE. IMEEROER - BF

FER 1,156 Bl REIWERA NS SN7=DiX 57 i (4.93%) THY | 3
BU-EITERNZ. 392 11 1, F8IR 9 1F JRFERK 18 1, HIPMU 5 1455
DEMUE G 54 1 (4.67%) AGFHTORZE | B, EHim &k O F O E
% 11 (0.09%) 72 Thotz, KFRK*)

L

OBME) o< F

FER 525 B FREIVE A 2SS S =01 45 61 (8.57%) TH Y . FHL
U7-BIVERIE, BEAbMER SR 17 . AR 12 1, 8 L
FLBE 6 11, WHENIRZ 6 1, AN EER 3 S CTh 7=, (%)
REIB AR 5 )

EDIZERZ EOBRMEICLD, av s, THF7 40 T7F%Fv—,
M EFRIEOFER (7 AV UME) . JAMBEUE OB ®E ST
Do

% 1 E— T Re7 — 7 L40mg TlE, (BF—7 Re7 — 7 KRR LT —

7 Ae7 — 7" 20mg EEIBNNAKGRRE) & FlEk

64



() EXGEMERLEMNH
EnON

11.1 EXLEMER

11.1.1

11.1.2

11.1.3

11.1.4

avy BEEARR) .\ TF745F 20— (0.1%AK)
vavl, TT7 4 7% — (FEWB, MR, BHinEE
) NhLbhDZENH D,
WEEEDFEHK (FAEY UER)  (0.1%A7i)

WMk 7 5. WRE. PRI R B D IR S B U 72 5B 13
HAadikds2 &, ok, RANC X M8 EOFERIL, A6
BEEERITRBALTWD, [2.2. 9.1.1 BH]

BRI 26 (%A, HE G A R)

AEATERICRBL L7235 - B, & 9 FERG, HINMURE, ALBESE )N
LU, MEE, 7R, AU « OVB A EE O R ERIEIRCAHE
A, ABRENEER L, &OICEFITRERIER LR LE
BlbTH5Z b5, ok, HEHBEHZRZE L THLHEELT
HZEbdHDH, [5.. 81, 9.8 5]

SHRBECE (B RH)

G 2 2SRRI R 35 Z LI LD, JRWZE D FEA LD 4L
BE, 3895, BB, JERR. RIE, KE - OB AFOEE D KLE
RIERLCOFTEILTE . OEPENEI L, S HICEHITLERIE
WOMERLEEL T2 20355, ok, HHEBKBE» DY
AZBBLTHORETLIZELH D, [24. 5. 8.15H]

(fEw)

11.1.1

11.1.2

11.1.3

Ta v 7 SR TTES R R M R TICHE O MR TR T IC Lo
THIREAMERERIRABICRR D . MR EE SHIRETH 5,
AFN O P B2 MERT-HE A H, HIED LU, ik
JEfn, SPA. ZRRE, FERNEERR ED Y 3 v ZIERST T 7 «
7 X3RRI LIEEAIIE, BB Z I UK 2 fRET
5L & BITHYRAEZAT D, T, ARG HETIE, B
FHEL DRAE LBV 722 E MR D FBUTEET D,

TAEY UBgRIX, TAE Y AR U ETLHIERAT A FiED
RIEANFEIZLVBIEDFRSNIHEEDOZ LT, Turg 77w
DV DEREAMEERICESIET LAXF—HIFIZ LD £ E 2
HITVDN, BIEDO L ZAZMIIRHTH D, —DDHAITHR
TERHER SN DHGEITIE, MOIERAT v RIEFIRIERTH R
THEBENNH D, 0.3%7 717 = U HMHFIOFCLE, AT
A~6REE CHRAIENFBLL Th 0 | MR & ORFHIRIE S T
W5,

TAEY U BT KRBIEICED Z ENZWDO T, AFIOMHFIZ
HEME T IR R TR RS O WIHAER SR BL L 72 55, B D
WAL, MR OB ESC X DY) e ALE AT O LB
H5,

B G 1%, A (FERIUTEERIALSY) (kD —vk (Bt il
WIT7T VX —FIC L B,

FABBUE (T IE T LV — AR 2 & T D ME N\, 5
X ARBTH B,

AFNOFERICE Y 385, FIR, FEIE, B, R, KE -
RO AR EOIERD S S b =GR Z 1T 5, #HHIH
FEIZHe > TWDR[REMEN B B DT, KT b £ THRERZ A
BT 250, UIKTHRWET 22 & L TR ZRET D, BRI,
Pre A I VAl SAHAT A REIERGT 5, FROERBAIEL
WIEAIE AT A REIOE &S (NRER) 2 X 2179,
T, SERREBUEN DN DA, B OURA & AL AF L7
NAESH AR EICY TRVWE I ITEET D, 7 L X —phgEh
FRg2%, 67 VLM R O A . JRIKWE & ol
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BET 2 BN E B DT A8 7 1 — X Ry FF A P ROV Sy
FTANEITY, REWEEZHEETHIENLEE LY,

11.1.4 FE11.1.30HEBR

2 ZFotoeEH 11.2 OO EIER

- B 0.1~5% 0.1%0% | ERER
RIORTE . %5 I

e ZHRER I, A | T |
U (R

" 5. R

HEUE . RV

i B
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¢ HEMNBMERREE | OFEMRE. ERMEEE. FREERKX. B - REx. BAMX. Lk
ERUVHERREER | BLEX. HiRE. SMEROER - BfF

- KA E TOME 1,156 FIC 1T 2 BIWEA ORER & BB E4 FTRIC
R,
AT E G5 1,156 —
mIEHRBUESIE (%) 57 (4.93%)
BILVE R B 5% 68 —
FERRIER O FHAEK FEHUEE
PEfil e & % 54 (4.67%)
I 11 (0.95%)
FE R 9 (0.78%)
TEPE 18 (1.56%)
IR 5 (0.43%)
liR2S 1 (0.09%)
Pefit 2 R NOS 20 (1.73%)
i1z (AEFHE) 1 (0.09%)
SR (2g) 1 (0.09%)
El= 1 (0.09%)
VEE (Fm. F) 1 (0.09%)

1 BEETH2ABIC., 2HOEMBNRHD LD o7, JBEEITRHA,
X2 [ EMITTREL (R, )

Hie A o A

1,156 ffld, ERIRRRA 2350 S 7= 329 il DWW TRl L7 65
AFNCERT D B2 O NDEEAREED RELHIRO oo
77

OMEi) V< F
BRENBNIAGEIF £ TOMA 525 Bl F1T 2 BITEH OAEIR & FEH R %

TRIZTT,
B | (%) [
RRIES 525 — —
mIVEH R BUEBIEL 45 | (8.57) | 56
EHEER SO G Rk 26 (5.0) | 35
T AR 3 0.6) | 3
i H S AALBE 6 (1.1) | 6
it FH N PR IR 12 (2.3) | 12
i LS 6 (1.1) | 6
J AN PR 1 0.2 | 1
R v 1 0.2 | 1
i A PN H i 1 0.2 | 1
i A 2 1 0.2 | 1
DA R VALTSZS 3 0.6) | 3
it A R 1 0.2 | 1
e &SR B KOS AR R P 1 0.2) | 1
SIS 1 0.2 | 1
e T P 2 0.4) | 2
TFENMED 1 0.2 | 1
BERH 1 0.2 | 1
F G5 OV T R e b 17 (3.2) | 18
PEfiliE K7 R 2% 16 (3.0 | 17
HRLBEE 5 1 0.2 | 1
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e PR A Ml S

Bt | (%) |1
BRIESERY 525 — —
Il A o A M1 S o S B 2K 17 (3.2) | 22
TI= T NT AT 2T — P 4 0.8 | 4
T ANGX T I NT AT 2T —PHEIN 2 04| 2
7L 7F =B 1 0.2 | 1
if LR MK SR SR AN 2 0.4) | 2
y — I NEIVRTG AT =5 —PHI 3 0.6) | 3
PR RO G 1 0.2) | 1
R i B 2 0.4) | 2
{3 1 BR A i 1 0.2 | 1
I EREE N 1 0.2 | 1
1/ MBS N 1 0.2) | 1
U 78ER T 4y b 1 0.2) | 1
SR R A B 2 0.4) | 2
M7 VBV RART 72— 1 0.2) | 1
. EE
AR XAIARFN O Al A3 1%t U CRBUE DB ERE D & 2 BFIZITEA L
A AN
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T LIV — PR R E R SUTTERRBEUE DN S o b Z b 5,
{LFAELRE DL L CW A EITIIR EED RIBEME N B 5 DO THE
T3,

R Ta T2t ROY U IITFT e T 2 VR E ORIICAE
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(1

(2)
(3

IX. JEEGERFAERIZES9 5 HH

IR

FNEEEHER (TVI. 2
HEE(ICEY HEE
20

BRI HER
R e REHR

DR L

LR L

KENTr b7 0T = o FHLE LR ERINRA TH Y | KRG T
D P HEABR ORE R ITRE A & 5 TORGER L FRRICR 5 LHER S D,
O & L TOREMIEHEBRIIT > TWh7Ru,

T F7a 7 = FRICBOD THE ST 5404022 e FEBHEK
BROFERE T,

1. PHARERICH S H1EH (w7 A, F=)

REREH TR il
T =Rk 7Rk ~ A | 10mg/kg : Hiil
HREE LT T R T 1~ BT,
b 5 i i -2 ll/Omg/kg/day 1 1~28 Hsg%p
) ‘ . 10mg/kg : HREEHNTHI
HIEEN K F TR | iy NE <A
= & 7 5mg/kg : TEM7Z2 L
ANF VL N
- N T 4R
I Y Na ~ A | 20mg/kg : HEOHZDOTNICERE
A AR B 5
SULEH — L iR 10~20mg/kg : HT IR
Na 5mg/kg : {EM7Zz L
AR F=—% | =72 | 30mgkg : HERL
LT WILAER XTI ~ U A | 30mgkg : HERL
T ~ A | 30mglkg : WL
T T T e B FE A e 15mglkg Gv.) @ R L

2. BHMHEERICHTDEN (v A, £LEY b, Ty b X3)

HERIE H iR il
B SRR R E T A <~ Z | 20mg/kg : {EM7ZL
HENER), B A ¥ I,
TEFAY L Em b= | L _ )
1 HABIRG R S Ry R IR 104g/mL : fEA7Z2 L
VRN
i 7 H ¥R, 4%y by Z v | 105~104g/mL : {EM7ZL
RS | B, A7 Ry Z v b | 104g/mL : {EH7ZL
IR BELSL i x= 20mg/kg (.v.) : EA7Z L
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(8) ZeMEEHER
(Do%F)

(4 ZothonFEEHR

3. MRPEERASRICKIFIAEM (¥, ELEY )

ABRIEH B (B
15me/kg(iv.) : FE L
30mg/kglh b CRERE DA, &
) e @ , . DOV % X f= 33—tk
a2y EH NI NE| i & = & =]
PR SHEDARIE ., (Loadk. SHBHAR M i = 7 SHEIIRE .. SEBINRILTE 575,
100me/kg THERHEIR T & 2 W LR
I
BT a—)T I, N . y
RSN FEFLaY L A 50me/kg(.v.) : BB L
DX S 50mg/kg(i.v.) : 5% L
5 UL BLEy b | 104g/mL : B L
o Ly . . 0.5% : &L
A~ Paraay oivmcy =)
1 H B S RE TR AV 1% - M EAE
B, 7eFral o
f= [ fofs - -£ .
i HH VB 5 BRSNS ey | 10%/mL : fEfZ L

4. ZOMDIERH (v b, UHF)

HERTE H B YfE it A
BTN o i T . . 10me/kg : R &/
PREE QN R P B E & AN Na. Cliib
- - - 104g/mL : 8 L
Fid HH R R MBI A AN 10°%g/mL  HLE 1
T 1 T 1B T3V T TN . . g
RGN KT 2 Py TH¥ | 10me/kg(.p.) : &L
ik e A 7YX | 10mg/kg(.p.) : B2 L
o KNS .| 5%  REEDFIR, . THIR
JR TR AR SR AV 5% - M 72 L
B PR L
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HER5EERER?
(Zvyh)

RERSSEMEHER
(oHF)

AREFEESMHHR

Z DOk EN
(Y, BILEY b,
A

@](*f)@ ﬁ; 5 R
e NHE ff Al z 90
R OREATHENC 2% | by camigmis » b1z,
KO10% 7 h a7 =T — LDso = 22.0(me/body) < %
CDSDFET v b | o | 7 h TR 72 LT Y
A R , 0 | BBy O 5T R A~
(MRS n=10) 4.5mg &% 22.0mg/body) & g e
3xBem (ZHMT L, 24 KEEIAG PEBERD TR0 R
U7, L7
@Jff)@ f%; B IR
R R (E TR B
T’Iiggiﬂ’r 7 1 C10.2,19.7,
(K n=7 B | R0949mg EHATA)E 1 H | EEME  189.8mg/lL/H
ﬂ;ﬁ 5 17 [ 2 #2 (140em?/E)
= 13 J R A L7z,
M ERL L

1. JZEspE 45.43,44)

- )R 5 N -
FRER () o B 71k FRBRAS R
=T RAeT — 7 | IEHKOBEREORA
[ERERET S 2.5cmx2.5cm (7 b | #ALICEBWT, BRFRAN
B — AR HEYE Y | B | 7T e 7 =2 v @ | BEOYYFA@BTY
(n=6) 1.78mg) & 24 Iffli] | = — A EHT—THIL D
EEALT LT, HLIWHETH o7,
ET—T ReT — 7
[ A Zpemx2.bom U7 1\ e B OSAUEOA &= 1
SRE R R HEtE T | R | BHEAEREEILRD B
(n=6) 1.78mg) % 1 E{ 6 Mg i
WEfE]. 14 ARIME =
i L7,
Adjuvant-strip 5
Hartley % WL, T—T Re | o o0, ——
e es b | i | 7 -7 4w | ST TR
(n=7) L. %I % 38 -
g SRS LT,
AR Non-adjuvant #£1C
Hartley % L, T—T A0 | o o sl
ey L | i | 7= 4 W | LT s
(n=7) L., 5% 45 =
SRS LT,

2. {HILEREFEIEH®
Wistar R T ~ S & FAWZEZERIZB W T, T—TF Re7 — 7 20mg ®
HILEREEMTRD b7,
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EFICBEEIRER
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ARBEHF
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BRHEOME

F—Fis> - R

EfREEEAE

X. EHFHEICE T 5HHA

BARMANA

IR © 2 47

FEiRfRFE B LIZREAR)

B AR ERE ST TRIFT D 2 &,

VI-14.3 0 FoiEE] oEsR

Y LA

E—T A7 —7 20mg
70 #el7 Ko/l £ 10 4]
350 #2[7 #r/1 $¥x 50 4%
700 Hl7 Ko/l $8x100 48]
F—7 Ae7 —7 L40mg :
70 F[7 B/l $8x 10 48]
280 Fl7 #/1 £8x 40 48]
560 A7 Ko/1 $¥x 80 4¥]

AELE TN =L ER—RE LEEEE T 4 VA

[ — i 4 38

SHBERTR B —F ety 7 30mg - 60mg VAN . T—F ResSy
XR120mg - 240mg 72 &

SR B s 2 —F Ne3%, BT Z—eZ U —2I 3%,
vy B —eu—3 3 3% (AL &

HEHRFNGHE) « AT U7 50mg (Fv&A)

EEES
SARBEAA] - A v R A Z BRI 7 = v e 7 BEAHALL
e e 7 o AR &
B A RAX T URE, 7 VS THRE R Y
A RAZUHNRIKR, 7 v EF 7 AR E
Bon H:vraergaFrF RNV oA TEL,
n¥xy a7z F M)y AEERE
A Al o A RRAZ U HAL
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X —10.

X —11.

X—17.

§€ HﬁJL%nlb ﬂiﬁ E
&Uﬁmu%"?

RMELREHFEA B

HREX IZNFRIENM. A
FERUHAEEEIEBM
ENFERABRUVZED
RE

BEEKR . FFERE
RARFRABRUZE
DAR

BEEYM
BEHEHREE R
IZB89 B 1EHR
L£Ea—F

RIS EDEE

Bk B TR
ET—7 Re7 —7 20mg
RLEREAGRAEA H - 200843 A 13 H
KB : 22000AMX00683000
E—7 Re7 —7 L40mg
LG GEAGRAEH H - 20084E 3 A 10 H
ARE S : 22000AMX00615000

IHAR T4 PR

T—F A7 —7 (2008 4E 3 A 31 HFEHE R T)
BUERGEAGRAEH H - 199548 A 1 H

F—F Ae7— 7 L (2008 4F 3 H 31 HEHEHIMET)
FUEAR TP AAZRAE A H - 2002 45 3 H 4 H

BRTEA R
£—F Ze7 —7 20mg : 2008 4 6 H 20 H
F—F Ze7—7 L40mg : 2008 4 6 H 20 H

HAR 724 F5
F—F AT —7 :19954E 12 H 1 H
(2008 4F 3 A 31 B WHEHIRIFLT)

T—F Re7—7 L 200247 A 5 H

(2008 4F 3 A 31 HREHEIIRIKLT)

20094 11 H 6 H

[BAET Y 7~ FI2I T 2 BRI RAT O#E 1 ORhEeiEn

2011422 A 23 H
MR, SME TR ONERR - R OS0E - 55 ORhREEM

L

%Y LR

AANT, B (HDWIEHRE) BIRICBT D HIRITED DT,

s HOT® S | M Es@useinshs | L e |
& o) | mlEES=—F | @ia—k

E—T A7 —720mg | 106444501 264972952169 620007805

E— T Re7 —7L40mg | 114786501 264972953084 620007804

AFNTZIEHIM L ORI EI IS L,
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1)
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3)
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26)
27)
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30)
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32)

X 1. Sk

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

w4 \SIE AR

NS FIE N B AKKIEHE 2 — fi BARMRS EHRL TSR
#ETIZ H; 2011. p. 646-52

DRI NE B, £ — T AT — 7 20mg, 40mg/K FR LA & £,
KPT-2200 &7 W |2 81) 5 B i — Rk .
DRI NE B, T — T AT — 7 20mg, 40mg/K FR LA & £,
KPT-2200 &7 12 31F 5 14 H M 57 B8R,

DI TRENE B, £ — T AT — 7 20mg, 40mg /K GRS & £,
KPT-2200 7 % X281 £ 13@E [H#E R &% G- f 2tk sl g L 04
W A1 R,

DTGB, £ — T AeT — 7 20mg, 40mg & RSN & £,
KPT-2200 b |k 7 J& 22 5B,

DR NE B, B — T AT — 7 20mg, 40mg & FR AN & £,
KPT-220 5 Ak {112 L 2 2§22 e D i ES.

TN 1Fh B2 1991; 33(3): 351-5.

INAEIE: JEfE & R 1993; 27(11): 4425-35.

A5 1 ED JEEE L ERIR 19935 27(11): 4437-46.

B A KPR L y5E 1993; 21(8): 325-40.

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

BEASEE 1Fh FE LR 1993; 21(8): 359-68.

FRARRR 1F KL L ERAR 19935 27(11): 4447-71.

HIREET FEBE LR 19935 21(9): 409-36.

AN ELIE: SRE L HRIR 19935 21(9): 437-52.

EARANEZ 1T FEPE LRI 19935 21(10): 517-33.

FE 1E2> K L EEPR 1993; 27(12): 4877-91.

B L L ERPR 19935 27(12): 4893-921.

HAFEE: LR 1993; 27(12): 4923-44.

MR sl: JRAE &R 19935 27(12): 4945-56.

DB NG R £ —F ZeT — 7'20me, 40mg/&RERRME R, RS
iV v~ F ORI 5 &k

DRI NE B, £ — T AT — 7 20mg, 40mg/K GBI LA & £,
KPT-2200 K 2 Hi Al H 5Bk — K e 12 L 2 28 22O MG

DRI NG R, T — T AT — 7' 20mg, 40mg A& F8 R AT & £,
KPT-220 0> 5t i JH 78R — 4308 e HalBR I K 2 22t omEt

M 3RHL L 759 1994; 22(9): 4089-110.

BAOFRE 1T EIELIFTE 1993; 24(8): 819-30.
DTN B, B — T AT — 7 20mg, 40mg & RSN £,
F—T AT =T L E—T AMNZEBIT D808 L ORI RS ek
B — o X IRBES LR ET L2 T —.

DA TEEAENE R, £ —F AT — 7'20mg, 40mg/&GRIFREARE B, &
Nra 72 EHT—7# (KPT) O H[al#E Rz R — ' — T A
& DIIC X D EEEE OMRE—.

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

/N — 1 F A KB L AR 19895 17(7): 287-309.
DRI NE R, £ — T AT — 7 20mg, 40mg & R HF A& £,
T—T AT —720mg DREFER A BYEZ G & LT R G 3B RE 2211
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ZDHhDSE K

33)

34)
35)
36) 7
37)
38)
39)
40)
41)
42)

43)

44)

45)

B81) EAEFHEGEIE B v~FOBR~Y =TV FKETH) 2

DB NGB, = —F AT — 7 20me, 40me 7K FR A & 6t
KPT-220#% 523 FH I & 2 [ BAEITIR 70 & ONTHEARPV IR BE DS,
KB 1F A EILBFGE 1993; 24(7): 727-41.
KB 1E A EILBFGE 1993; 24(7): 742-58.

TR — AR 1 SEPE L IRIE 19845 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.
FRAT— 1E2 B EHEIEE 19745 708 801-18.
Ll 1 Zh KB LRI 19755 3(5): 28-35.
DRI NG R, T — T AT — 7' 20mg, 40mg A& F8 AT & £,
KPT-2200 7 v MIET 5 EH K& L OB E~OR & 52
PR RAER.
DRI NG R, T — T AT — 7' 20mg, 40mg A& 8 R RFH & £,
KPT-2200F/LE v I 5 RS CE/EMERER (Adjuvant-strip
%) .
IS B AE N B %»—?7@? 7°20mg, 40mg 7K B IRFRE A & Ak,
KPT-2200FE/VE v MBI 5 EECE/ENRE (Non-adjuvant
%) .
B OARE 1TH EHEMIFE 19935 24(8): 831-41.

p={t}

Wro~=oT7 L EEBMICEDSIBENA RI 4.
HAY 7= FMH; 2004. p. 63-5.
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XI-1. FHEMAETOREFTR | AHF L E—-ORFIHETIIRE SN TH2RY (201946 H HiE),
; Fl—m oz afMHE LTROE I RLORH 5,

E4 AZVT

A4 Keplate 20 mg cerotto medicato

=4 BUE  JOLBUERRA S
M2 &ERMES (Marketing Authorization Holder) : Hisamitsu Italia S.r.L.
7B © Abiogen Pharma S.p.A.

o Ogni cerotto contiene: ketoprofene 20 mg.

Zhie « ZhiE | 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.

Hit - & | osologia
Adulti: salvo diversa prescrizione del medico, applicare un solo cerotto al giorno.
Popolazione Pediatrica: bambini di eta compresa trai 12 e i 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.

I1 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.

[E4 U

HR5E 4 MOHRUS; PATCH 2% | MOHRUSy PATCH 40mg

YA s G - SO S
Mot (BOeAGRMER) « IO (Bl AIRAF

R 517588 1 FBEEE )BH 20 ER ketoprofen | 52 28584 1 B Y& 40 25 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

o
b
o
&t
7B

SERFHEBENLENER  BARUTERRBINER : BSE (BIGRE, BEEEHE, #E
BRg. BHAE ) BRER. BAL NBL/ BEKX BER. EELRAE (HIWEKRE )
RENESRER / .

FERERRBE XS ENBEEER,

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.

W% - &

BAERBUREE , —A—R. RJHHAA.

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

g - Ao RSERR At
AT A& GRMER (Marketing Authorization Holder) : Hisamitsu Italia S.r.L.
Br7{C¥)E . Laboratérios Azevedos Industria Farmacéutica, S.A.

Cada emplastro contém 20 mg de cetoprofeno.

Para o alivio sintomatico da dor e inflamac&o associadas a condi¢cdes musculosqueléticas
agudas tais como traumatismo, entorses e contusdes, 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 pedidatrica
Criancas entre os 12 e 18 anos de idade: conforme prescrito pelo médico.
N3ao utilizar em criancas com menos de 12 anos de idade.

Duracéo 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 administracéo

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 articulacoes
muito méveis tais como o cotovelo ou o joelho, podera aplicar uma ligadura na articulagao
quando dobrada, para manter o emplastro no lugar.

4
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Keplate 20 mg gydgyszeres tapasz

R - MO R
ek iEMER (Marketing Authorization Holder) : Hisamitsu Italia S.r.l.
A7 CEE : Sager Pharma Kft.

20 mg ketoprofén gydgyszeres tapaszonként.

TR

Akut mozgasszervi betegségekkel, példaul traumas sériiléssel, ficammal és ztz6d4ssal jaréd
fajdalom és gyulladas, valamint izomfajdalom, izommerevség, iziileti fajdalom és
derékfajas tiineti kezelése.

=
2
s
il

Adagoléas
Felnottek

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

Gyermekek és serdiilok
12 és 18 éves életkor kozott: az orvos utasitasa 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 tertileten naponta cserélni kell.

Az alkalmazds médja

A tapasz alkalmazisat megelGz6en az érintett teriiletet meg kell tisztitani és szaritani. A
véddbréteg eltavolitasa utan az éntapado részt kozvetleniil a bérre kell helyezni.
Amennyiben a tapaszt nagy mozgésterjedelmd iziileteken (példaul térd, konyok)
alkalmazzak, a behajlitott iziiletre kotés is helyezhetd, hogy a tapasz a helyén maradjon.

Gondoskodni kell arrdl, hogy a beteg megértse a betegtajékoztatoban részletezett
alkalmazasi dtmutatét!
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544 Keplate 20 mg 1é¢iva naplast

Ea ByE - SO a
AT A& GRMER (Marketing Authorization Holder) : Hisamitsu Italia S.r.L.

Br72{¥#)E : NORDIC Pharma s.r.o.

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

ZhHe - R | Symptomatickd tleva od bolesti a zanétd souvisejicich s akutnimi potizemi svalové a
kosterni soustavy, jako je trauma, podvrtnuti a kontuze, stejné jako bolesti svald, ztuhlost,
bolesti kloubtu a bederni patere.

1% - & | Dospéli: Pouzijte jednu néaplast denné, pokud lékaf neuréi jinak.

Pediatrick4 populace:
déti ve véku 12 az 18 let: podle pokynu lékare.
Nepouzivejte u déti do 12 let.

Délka trvani 1écby ve dnech: podle pokynu l1ékare.
Neprekracujte 14denni 1écbu.
Naplast na postizeném misté je treba denné ménit.

Pred aplikaci naplasti ocistéte a osuste postizené misto. Seyjméte ochrannou f6lii a adhezivni
dil aplikujte primo na kazi. Pokud ma byt naplast aplikovana na vysoce pohyblivé klouby,
jako je loket ¢i koleno, 1ze na ohnuty kloub pouzit obvaz, ktery naplast udrzi na misté.
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— A N7 U 7 4 #4 . The Australian categorisation system for
prescribing medicines in pregnancy

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 4F 6 HHIfE)
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 KEPLATg
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.

BUEDOUAS RERFEH
(2019 4% 6 HBUE) | ABEMEMEHERSESGL, F/ERGL, W50, 5o G bl I 72 Ak i e o7

(I RSB AT TR o

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).

INUH Y — DU IE
(2019 4F 6 A 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 alkalmazhaté.

< Package leaflet: Information for the user>

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

AL N H VO CE
(2019 4E 6 A BITE)

<SUMMARY OF PRODUCT CHARACTERISTICS >

4.2 Posologia e modo de administracdo

Populaggo pedidtrica

Criangas entre os 12 e 18 anos de idade: conforme prescrito pelo médico.
Nao utilizar em criancas 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. No
utilizar em crianc¢as com menos de 12 anos.

F = aOESFCE
(2019 4F 6 A BifE)

<SUMMARY OF PRODUCT CHARACTERISTICS >

4.2 Davkovani a zplsob podani
Pediatricka 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 l1ékare.
Nepouzivejte u déti do 12 let.
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