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[t B 6wt

[(BFRRUVEE]
<60rpm : pH1. 2>
A & 4 1655 AT EEI85 % LA s H L7,
<50rpm : pH4. 0>
i A & b 1557 LANIZ 4585 % LA RIsHI L7z,
<50rpm : pH6. 8>
A & b 1655 AP EEI85 % LA s L7,
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IV. ®ANCRT5EE

<50rpm : /K>
LA & 5 154y LA 485 % LA Ry Lz,

LLEORRE Y WRAIOEHEENIFRSE TH L & L7,

(A HH#R)
<50rpm:pH1. 2> <50rpm:pH4. 0>
(%) (%)
120 I 120 I
00} @ rf o] w0 b B T 0
8 | 80 |
B B
H 60 H 60
40 —@— OFX V707 Naffifi10%H7 1] 40

--=O--- {RERFIHHL. 10%)

—&— OFXVUTOT7xUNafhi10% 471
=== O---- 1REEBUFI (KRR, 10%)

20 2 |
OCJ 1 1 1 1 1 J OCJ 1 1 1 1 1 J
0 5 10 15 20 25 30 0 5 10 15 20 25 30
B 8 (min) B (min)
<50rpm:pH6. 8> <50rpm:7K>
(%) (%)
120 l 120 r
100 | , 8 ¢ o) 100 |
8o | 80
& &
H 60 [ H 60
0 r —e— OFYFOTIUNafBi109% 71 40 —8— O YUFOTTU N 10% [+ 7]
20 | ---0---- ZAEBUF| (KK, 109%) 20 ---O---- REERFIHRLL 10%)
O(J 1 1 1 1 1 J 0(/ 1 1 1 1 1 J
0 5 10 15 20 25 30 0 5 10 15 20 25 30
B i (min) B 1 (min)

( I ) B 0D 3 4 RiPH)

@Y 17 = Nab60mg VU 1 | FEAERIK] b D Hrig) 1V

[ P 125 3 5 D i PR A L 4R 2 3B HHRRBR (52) ST T ) : PRkl 14E

R 3 H25H EIFH601S
RBRELE | S Bk | 50rpm (pH1. 2, 4.0, 6.8, 7K)

AR IR 6~y

[(HRERUEE]
<60rpm : pH1. 2>

R HERLA O SR H =R 360 % (1553) K TU85% (3043) F1r D 2 R UZ W T ek BR A D S5

FH SR A HE LA D S PR £ 15% O fHICH - 72,
<50rpm : pH4. 0>

R HERLA O R H =R 360 % (1553) K U85% (3043) F1r D 2 R UZ W\ T ek BR LA D S5 1R

FH SR A HE LA D S PR £ 15% O fHICH - T2,
<50rpm : pH6. 8>

R BRI O R H =R 360 % (1553) K TU85% (3043) F1r D 2 R UZ W T ek BR LA D S5

H SR IR HE BRI O SRR R = 15% OFFHIC H - 72,
<50rpm : /K>

R HERLA) O IR H =R 5360 % (1553) K U85% (3043) F1E D 2 R UZ W T sk BR A D S5

HH SR IAE ARG O S R+ 15% O#IPHIC H - 7,
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V. ®ANZRET 5HA

IbEORRE D WRAIOEHEENIRSETH L & L7,

N
(A HBEER)
<50rpm:pH1. 2> <50rpm:pH4. 0>
(%) (%)
120 —aA— OFX Y707z NafEsomgl 474 120 O%Y70710 Na§ieome 47
(HIEERD) N e
; 100 Al
O B BIFI(ERH, 60me) O FEEBFIGHH, 60me)
oo
=0
Ho60 g
z
40 .
L 20 |
C‘"‘ 1 1 ! 1 1 L 0CY ! 1 1 ! ! !
0 5 10 15 20 25 30 0 5 10 15 20 25 30
B P (min) B§ Pl (min)
<50rpm:pH6. 8> <50rpm: 7K >
(%) (%)
120 —A&— 0%y 7Oz Nafibomgl 71 120  —&— OXY7O07z2NafEe0mgl 471
(BFIZERT) (BHIZ AT
---O--- A BB, 60mg) - O {RHERFI(FEHI, 60mg)
B
H
(J ‘. 1 1 ! ! ! 1 0 L‘ l L 1 L 1 1 1
0 5 10 15 20 25 30 0 5 10 15 20 25 30
B i (min) B il (min)

(T = #s st & 408

QY17 = Nabg60mg ¥ U A | (BIFIEF wij$ D HEg) 'V

T 1 [ A D AT A2 D AW E R R SRR T A BT A o0 T 2

WRI% | R34 s 31 TS0

ARALE | SRk | 50rpm (ol 2, 3.0, 6.8, ). 100rpm(pli3. 0)

AR Ik 12 <ok

SRR U 0% Y a7 NabE60mg U A | (HKIZE T %)

RS | RS

P AE R %Y a7 Nade60mg VU o ) (BEIZFFD

[(HRERUEE]
AFNT VRIS AT 2T 7=,
<650rpm : pH1. 2>
FEERLA D SR 3360 % (1043) K TU5% (3047) 1D 2 R pilZds T, FRBREA| D S
HH SR IAZAERLA O S EE I E10% OFPHIZH - 72,
A& LEHRIRE A (3049) 1238 1T 2 R BR LA DA 2 OFE I, FBREA D SR H 58 £ 15% DO #iFH
ZEBZDHLON12@F 1ELLT T, £25%0#EEHZ 2 b ORI - T2,
<50rpm : pH3. 0>
FEERLA D SR 32360 % (1553) K TU5% (3047) 1D 2 REpilZds T, FRBR A D S
HH SR AT AERLA O SRR E10% OFPHIZ H - 72,
A& LEHRIRE AL (3049) 1238 1T 2 R BR LA DA 2 OFE I, FBREA D SR H 8 £ 15% DO #iFH
ZEBZDHON12EF 1ELLTF T, £25%0#EEHZ 2 b ORI - T2,
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IV. ®ANCRT5EE

<50rpm : pH6. 8>

FEERLA D SR 237360 % (1553) K TU5% (3047) FHE D 2 RE sz i T, FRBR A D S
FH SR A HE LA D SR £ 10% OFPHICH - 72,

A& LEHRIRE A (3049) 1238 1T 2 R BR LA DA 2 O a1, FBREA D SR H 8 £ 15% DO #iFH
ZEZDHON12@F 1ELLT T, £25%0#BEEHZ 2 b ORI - T2,

<50rpm : /K>

FEERUA D S 37360 % (1043) K TU5% (1557) FHE D 2 REsilZds T, B EA D S
FH SR A HE LA D SRR £ 10% O FFHICH - 72,

A& LEHRIRE A (3049) 1238 1T 2 R BR LA DA 2 OFE I, FBREA D SR H 58 £ 15% DO #iFH
ZEZDHON12@F 1ELLT T, £25%0#BEHZ 2 b ORI - T2,

<100rpm : pH3. 0>
LA & 5 1543 LA 485 % LA R Lz,

BoR& PLEG IR AL (1670) 1238 1 2 iR BR A Ol 2 O RIE, FREBR R O LR H =R 2 15% O i
ZHZDHHONI2ET 1EHLLF T, +25%DFHAZBR 5 DN o T,

LLEORRE Y WRAIOEHEENIFRSE TH L & L7,

N
(AL HRR)
<50rpm:pH1. 2> <50rpm:pH3. 0>
(%) (%)
120 120
L LO I ) ‘S—— 100
80 L 80 L
S " & -
H 60 H 60
® oL —e— Oxy707x NafEbomgl 471 = 0 | —— 0¥ Y7071 Nafib0meH71]
(HFIEER) (HFIEER)
20 } ---A---- OFYFO712Nafib0mg 71 ] 20 ----A---- OF Y70 I NafEs0mg 474 |
(BHFIZEERD [€3-p4n))
0 . : , 0 ; ,
0 15 30 45 0 15 30 45
B P (min) B P (min)
<50rpm:pH6. 8> <50rpm: 7K >
(%) (%)
120 ¢ 120 ¢ —— O0X Y707z NafE0megl 474
(RFIEER)
100 100 ---A---- OF YT 071 NafEb0OmelH71 |
(BFIZEAD) »
80 | N S
S P
60 H 60
® =
2 | —&— O0X Y707z NafEs0mglH71] 40
(HFIEER)
20 —---A--- OFYF AT Nafté0me 471 | 20 r
(BHFIZEEAD)
0 1 J 0 1 1 1 1 1 J
0 15 30 45 0 5 10 15 2 25 30
B P (min) BF ) (min)
<100rpm:pH3. 0>
(%)
120
L N S— %
80 |
=
H 60
=
40 —O— O0XyJ/OI7IUNafEbomel 474
(BFIEER)
20 =A== 0%y F 071 Nat0mel 474
o , (WEEE
o s s o™ s w | (] OB A
BF il (min)
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V. ®ANZRET 5HA

8. E*@?E"]Eﬂ%ﬁfﬁ .......................................................................
EARRAA

9. @ﬁﬂﬂlﬂd)?ﬁﬁ]ﬁkﬁj\d)ﬁﬁﬁﬂﬁiﬁ%ﬁﬁ .........................................................
QXY 7 = Nafihil0% ¥ U A ]
IIIEPEAF LoD BaG
2 ) SR AN TR S B ) 1
B/ u~ NI T T 4 —
Q@Y a7 = Nadgb6Omg! ¥ A |
ARlaxy a7z F 800 AGE) OMRRBIZHET 5. ERIN TR ER)

10, BIFIRDBETNFMTERIE - v r e
QXY 7 = Nafihil0% ¥ U A ]
Wik~ N777 4 —
Q@Y a7 = Nadgb6Omg! ¥ A |
ARefy a7 N UL OEBECET S, K7 a~ 7T 7 1—)

L7

12. IE)\T%)ﬂﬁE'lio)&é%ﬁ#% ...........................................................
TRRIND AN DRIEDATERRFE CH L (1), ARFFIETH S (2] EDIENIC
@ LCo(3)RERHDH,

e

CH, CH, CH,
@)\ CO.H a \/@/k CO,H CO.H
HO
(1) (2] (3]

13. ;‘j_:%’ibfﬂ\gy’;g%g . %gﬁbﬂ‘%yﬁf;:}éﬂ_%ﬁ(:ﬁﬁj—éllﬁﬁﬁ .......................................
gk L

14. %G)ﬂﬁ ...............................................................................
Rk L
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V. {BEICBET 5IHE

V. ARICEET 5IER

1. &*)]ﬁgx [i;:j]% .........................................................................
O F R B NTIER DIE % - B
Bt U v~ T, ZIPVEBIEE, BURAE. JRPEEIER . SURBUEGRE,
O@Ffite. IMERL QN B2 DEDF - R
@ T RCR B DRFEN - I
Sk ERGER (BERE XKk 2 ) Btk ERER 25 Te)

2. }Eﬁ;‘f&u{ﬁﬁ% .........................................................................

eI RO - QD5E

HE, KACeXxY 7a 72 MY v A MEKY E LT 1[H60mg, 1 H 3MEOEKET S,
TEHOHAIE. 11860~120mg A A& 535,

RE. R, ERICE D E T S, Fo. EEROBREITET S ENREE LY,
R XTI RO E

HE, EAlceXF Y Y7o MU oA JEKYE L) 1 [R60mgZTEHT 5,

7RE, ARl ERICK VEEHEKT S, 2720, FAIE LTI H2RBIETE L, 1 HEKISO
mgZRE LT 5, F7-, EEROBGILET S 2 ENZEE LU,

3. Eﬁ&ﬂz%ﬁ .............................................................................
DERRT—2/\wr—
M L

2) ERFREN R
BB L

3) R PR BRI
BB L

0 BRI
BB L

5) RATAIEER

(1) e A AL 2T B RISHER
BB L

(2) B EtER
BB L
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V. {#EICB4 5IHAE

(3) R R
ek L

4) B - RERIFER

gk L
6) SRR
() ERMAEIE - HEEARARE HAIHD - RERSHMRIER (hREIERRR)
ek L

QEBEHELTERTFTENDHNBERITIERE L-REDHE
EARRAA
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VI. LRI 5 H A

VI. EWEEICEHT HEE

1, IR R E R AL A UTAE B IEE - -
AT oA RHHRIER . A 77720 LN T0 T 2%

2. ;?;‘IEVFFH .............................................................................
oy 7u7 =t )y AOEKBERICONWTEUTOEBY HEINTWND,

1 YEREML - {ER%R
nXy a7z F NI UAITR RT vy 7 THY, ROBES%, BRERISER 05O RE
AR D £ EHAE D DI S, Z D%IELHITIEMER#EY) (trans—OHAE) (225 #a S 1 THR
PIRIE, fREVER 2”7,
TERREFEIZ, 7% RUmBRElickBiT 57 0Adx o X F—VYOiELsEL T, Fuxg s
TV DEGHKAEIRIT S5 Z EIZL D,

2) EHERN 1 BHB A
G R L

3) VERRIRRR - Fristhefd]
TEMZEBLRR « RFEBUT R <. IRAEI5~300 i b s, ¥
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VI HRppEhielZ B4 55 A

VI EMEBREICET HRE

Xy 7u7zrF M)y ARAOEYBREIZCOWTLUTO LB HEIN TS,

1. IEREREDHERS « ITESE - oo v vt
DAaBRLEENGIMDRE
EEERR L

2) Bx = I i FE )2 B
VI. -1. -3)&

) ERPREABR CRER SN =R E
<A EI SRR >
@Y 77 = Naflihil0% P71 11
EAE FE%&®%£X@%AQ§$ FEICER LIRMT T R E BRI OB IZ DU
T : BBFNS54E 5 300 SKEFHT18%
IRmeES | O, 0.17, 0.33, 0.5, 0.75, 1. 2. 4. 6. 10hr
REEHAR 8 H Il
BIERE | MRk e~ T 7 40—

XY 7a 7 = UNaffihil0% [ D A | & AEERIF A @R N 5 222 h0. 6g (= %
a7z N T AKFE L TES. 04mg (BEKY) & L C60mg) ) ZEAEIF HRIRE N # 5- (7 1
Ag—_"—iE) L, a7 o7 o U BE K ORE trans- ORI EE 2 I E L 7=,
F O EYENRE /X7 A — % (AUC, Cmax) [Z DV THGHIRIT 21T o 7ok R, mAIDEY
LRIV MR S T,
- BUHN0. 6gh H-IF DIEMENEE T X — X

Cmax Tmax T]/z AUCoflohr
(ug/mL) (hr) (hr) (u g-hr/mL)

6.92+1.73 0.33£0. 14 1.09%0. 19 9.03=%2.04

* n¥% Y7 ua~7x.Na
75 | HPRI10% T D A |
b | A AERLA

+ + + +
K| . 109%) 6.74+1.74 | 0.32720.09 1.14+0.20 | 9.02=+2.55
XY o >
i %wgﬂ;7wf§ja/Na 0.990.13 | 0.65+0.18 | 2.77+1.34 | 3.29+0.64
2 Ik 0
o) [ R
GRkz, 10%)

0.98%0. 23 0.64=%0. 23 2.47%0.81 3.14=%0.79

(Mean=*S.D.)
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VI SAydhielZ B4 5 H A

10F
—e— Oy 7OT7T U Naflfi10% 57 1 |
% 8 ---o--- ZAERIHI| (FHFI. 10%)
‘EE Mean=S.D. (h=16)
|
x 6
V)
-7
5 4
I
=
E 2
(ug/mL)
0 1 1 ‘
[y
01710 10
033 075 B E5#& O (hr)
12
—e— OFXYTOTTUNaHEHI10% YT 1]
1+ ---0--- {RHEBIKI| (FBHL. 10%)
il )%
5 Mean=+S.D. (h=16)
EF' I
+ 081l
v [
a
n 06
7
0
H 04
i
& 02
(ug/mL)
0 I 1 1 1
Ad4
o 0_5T1 2 4 6 10
033 075 BE5#% O™ (hr)

QXY u” = Nabt6mg 71| (FEUERIF] L D) 1@

T M2 3 5 D B3 Sl A D KR FEICEE LR _RE BRI O Bk Iz >
T : BEFNS54E 5 H30H FEETISE

RmAF= | 0, 0.25, 0.5, 0.75, 1, 1.5, 2, 4, 6, 10hr

REHAR | 7 HRH

BIERE | @Kk~ N7 7 40—

nX Y 7'a 7 = Nafg6omg V7 A | (AT & AERERF 2 @EERA S TIZenZ2h 1
fE(mxy a7 ) U D AR E LT6S. Ing (BEKY) & L T60mg) ) 22 i iy B [=]#% 1
BhH (Va2 A — =) L, iEF ey 7'a 7 = B R O trans- O H AR FE %
E LTz, bR YEhie T A —4% (AUC, Cmax) \Z 2O\ CHEFHIIT 21T - 7ok R,
DM R DS HERE S A7,
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VI HRppEhielZ B4 55 A

FH AN 1 e G- RF O IYBIRE (T A — X

Cmax Tmax T1/2 AUCofmhr
(p g/mL) (hr) (hr) (u g-hr/mL)
oY 7u 7 xNa
ZE FE60mg V7 A1 | 6.22+2.10 0.67=%0. 22 1.5940.51 11.54=%4. 42
fE (LA 25 SR
A | AEERLA N " n ¢
Gl 60ng) 6.27+1.80 0.79=%0. 37 1.48=+0. 39 11.14+2. 80
oY ~7u 7 x.Na
£ HE60mg V7 A1 | 1.17=%0. 44 0.90=%0. 23 2.62x0. 96 3.87%1.68
EF!; (LA 22 SR
FEEHERL | N " n ¢
G, 60mg) 1.28=+0. 49 1.00=%0. 28 2.39=*0.57 3.81%1.26
(Mean=*S.D.)
8 |
. ——— AFYTATIUNafE60mgl H 74 | (RFIZFEAD)
il ---o--- $REERH (FeH(, 60mg)
%E 6k |IT Mean=S.D. (n=12)
T _
* To%R
Vi \
7
=] 4 )
7
&
=
= ]
B2 S
(ﬂg/ mL) ; x“i}:‘ﬁ
[ -:‘::'?'::;;m,
0 L1 I 1 “‘%_1_:‘1‘:—==—i=r—7——%
‘f0.51' 115 2 4 6 10
025 075 BE5#ZOFE (hr)
18F
_ A% 7071 NafE60megl H 7 1 J(HHFIZEFA)
15 T ---o--- {EAEFIK (F2H. 60mg)
;;JI% Mean=*S.D. (n=12)
h
12F g T
E i |
a ,‘ \
n 09 | \T
1841
H 06F 1 L
& | : T
= o3l ]” R
(1g/mL) ff[ R o
0 & A | L " 'l
bosb1 15 2 4 6 10
02 075 % 5.1 OB5RE (hr)
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VI SAydhielZ B4 5 H A

QY17 = NabE6omg VU1 | (RIFIZEFE R DOHED) Y

MRFEER A OEM LR T A KT A 2]

RIS H31H AR FT867

[ D E T RN DI AE D AW ERI R EVERBR T A KT 1 )
FRk134E 5 H31H EHREFEFRFT86 S

BENSE

RIS | 0, 0.25, 0.5, 0.75, 1, 1.5, 2, 4, 6, 8hr

ARZHAR 7 HIH

BIEARZE | Rk e~ NTT77 04—

AEREF | nX Y e T = U Nabéb0mg 47 A | (AL HZ)

EERE | XY o7 o Nabi6Omgl 7 1 | (HLH| 25 5 {)

13X Y 7' a7 x U Nafgbomg [ H 7 A | (WFIETHZ) L ax Y 7' e 7 = 0 NabE60mg 47 A |
(RAE R 2 @EERAB FIcEnEN 1 (e Y Tua 7o MU oAk E LT
68. Img (HE/KP) & L T60mg) ) ZERERFH R O 5- (7 v A4 — "—1k) L, fEFax >y 7
7 URERRE Lz, DN EYERE (T A — % (AUC, Cmax) (22 CTHEGHIRIT 2
AT ToRESR, WA OEY FRIRIEMED RS S T,

G 1 FER 5RO ENRE T A —XF

Cmax Tmax T]/z AUCofghr
(ug/mL) (hr) (hr) (p g-hr/mL)
gXyY a7 = Nabg
60mg 7 A1 | 5.57%+0.79 0.55=*0. 26 1.42=*0. 26 9.08*1.56
(B2 T 1%)
XY 7 a7 = Nabg
60mg 47 A1 | 4,96+1.18 0.58+0. 16 1.35+0. 18 8.99+1.65
(A1 22 BRI
(Mean*+S.D.)
8 L
—e— OFY 7071 UNafE60mel B 71| (BUFIZTF£)

gu B ——+— 0¥ VT 0TI UNaFE60mgl 7 1 ) (RFIZEEA/D)

;E 6F Mean=S.D. (n=20)

|

x

5

4 4

2

I

P

=

[ 2

(ug/mL) ||
0 52 4 3
RE#OERM (hr)

IMAEF LR 72 & ONCAUC, Cmax 08T A — & 1%, WS ORI, (KK OB - i
WS ORBREMIC L > TR D AREERS 5,

4) h
BB L
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VI HRppEhielZ B4 55 A

5)BE - fRAEDEE
VI -7. BB

6) BHEM (RE 2L —a2) ATIC KU HIBAL - AN D BB
gk L

T 1 G B
1) FERT 753K
REER e L

2) B M
ek L

NNAATARASEYT«
VI. -1. -3) &M

4) BREETEH
@Y7 T = UNaflihil0% [T A | AR A S F120.6g(m XY Fr 7z MU A
KFH & LT68. 04mg (/K & L T60mg)) ZEfERFH IR N G- Lz a0 XY 7«
> R OMR ) trans—OH R 0 i 2 FE @ 4
[RZEAAA]0. 652+0. 102hr ', [trans—OH&]0. 289+0. 091hr !

@uXY 77 = NabgbOmg VU A | ZEFERAL FIZ1E(nX Y T T F R D AK
& LTe8. Img (K & L T60mg) ) ZEEF AR OG- L-Baouxy a7 -0
TH I e 4

0.501+0. 081hr™*

SVITIVA
gk L

6) TR
gk L

7 MBEQFEEER
t NTOEARAERIT. vy a7 =2 T97. 0%, trans—OHIKT92. 8% THh 5,

PO, weNICHEE L s s,
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VI SAydhielZ B4 5 H A

4. ﬁj\;ﬁq .................................................................................
1) Ifn & — iR P9 @@t
YMERR L

2) & — Ra AR EA P @ad i
<BE>SEMER (T v b) THBREBES RS STV 5D,
SRR O T > MG LSBT, IR OBIIRE IR il STV D,

3) it ~DBATIE
<BHE>EHMERR (T v B) TAHF~OBITHRE STV D,

4) EE~DBITIE
AR L

5 Z DDA~ DIBITIE
AR L

5. 1’t§§‘f .................................................................................
1) A BIEB L B M AR B
FIF CIEHERH T H D trans-OH & NI TH D cis-OHIZH s 5, &)

2) KB 59 5% (CYP450%E) D7 FiE
BRI L

) DEBBHROERRUZOHE
WAL L

4) KEYOFEEDHERU LR
TEHERH) Dtrans- OHENBEMEIE X 7 1 A FHEFIIUER & L COEM 277, Y

5) SEMER MO LR (54—
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BEE, HofkReslg L, EERICES T2 L)

3) MR D EH EE OBEEE D & 5 BF EMMEE MEORHWERNE Z Vo3 < 75, )

4) FFEEXITZE OB O & 2 B8 FEEZ B UIHRIEL 2 e03H 5. )

5)FEEILEOERERO S 5 BF FE, EAKR, MiG7 V7 F=v B G ) 7 A
MIEEDORIERNEZ S Z 08355, ]

6 ) LERERE O & 5 B3 (B R OB M)

7 ) WBOE DB ERE D & 5 A

) KE XM B DOBE RELELIEDLIZERH D)

_24_




VI Z2t (A EoiEE%) Il 2HA

N IEBERIGRDOBE JRELZ B ST 20355, )
10) 7 B—JRDOBRE URELZE(L ST 03B 5, )
11) s (MEEE ~D& 5| DIESR)

6. EE@EKE‘]E%:‘:%@EE&U@E?‘?% ................................................

ERGERWIE

1) MR BERANC L B IRRITRIRRIE CTIE AR SHERIETH D Z LIEETHZ L,

2) B AR (B U v ~F . BIRMEREIE) 126 LAKIZ WS E5A1ICE, ROFEELZEE
THIE,
(1) BEMFE 53 255 1 3EMOICEERRAE ORRA, MERE & OB AL 217

HZ L, F. BENERO ONIEAIITEE, KEEO@EY)RHEZHETD 2 L,

Q) PFRLELNOFIE L BET D Z &,

3) BMERBICH LAAIZ W DEAICIE, ROFHEEEETDHZ L,
(1) BMERIE, KRN OBAORELZZB L, BET5HZ L,
@) JFHIE LCR—OFEAORMEGEE2BET D2 &,
@) RERFHER HAUXZ N EITV, AR EEIRE G LN &,

4)BEOWREE DB L, BERORBUCEET L 2 L, BEOKRIE TR, B, MUB
BHENHLDOND Z ENH DO T, FRCEEVEM: O milE X ITHENEEZ GO LT
WHBREHEIZBWTL, #EZOBEDREICHSEETDHZ L,

5) EYE & REEMAL T2 BENNH D DT, B KD RIEICH L THWASAIZITNE
W Ul et Al 2 O L, Bl e+l TV EBRICER 5T 562 L,

6 ) M DOTEREEIHA & OFFRITERET 5 Z EDREFE LV,

7) BREILEER ORBBUHHCER L, LER/NROMHICE o5 CEEICER ST
5HZ &,

7. *Eﬁﬂgﬁﬁ .............................................................................

1) #tA

BRETDER

BEARR/4A

2) A

FEEEDER
HRAZTE (HFRISEET S &)
KAl 4 % FRRSEIR - HEE T 1A BEFF - fEBRIAF
7 = U 2R hukE Al T OPUEEMAEH Z RS | AR OT w22 7T DR
INT 7Y BTN DO TER | BAHIEMIC X0 i/ MREEE D
U BB HIVTERET D | #IH] S AUl EEE REDSMEC T L .
Z &, < OFEFN O FUEEMAEH AN &
NooLEZLNTVD,
FXalR 7 FHLEA Hif DfERYEZ ¥Rk S8 | FUiEH 2RI 5720 & &
2BTNRH D, ZHNTND,

_25_



VII.

Pt EoEES) BT 5 HE
oA 4 F BRI - H 8 7R By - fERIA T
ZJVIR =)VIRFE R MBERE | £ O MbERE FEH Z @ | AFlo e M TORAMEEIT
T TAHEBFNRNHAOTE | BXY 17 = TI7. 0%,
MLT &I R BL.LERHIVTHET | trans-OHAT92.8% & & <
5Tk, EEREAROE WIS & OF

% & AT IE MR O OF I 203 1Y
ML, ZDRANOIEH M &
NHHEZEZENTND

—a—% )/ v RPLEA
LART7a Xk
W)

T DR SR & 158
THLILENDD,

—a—% ) nURHEAIL, P
FXAFRE R DN PE AR AR W E
TdHHGABADZRHIE~DHE

AERHEL, KEFRIEHAL R
29, AFIOGFHICE Y Z DR
EEHEZHERT A0 EEZD
nTW5A,
ABMBRLFH—F M A NI Y— MNE | BFIIRBATHLN, AKFIOF
Ex ER T ZOEREZ | BT TR E 770 D04k
WRT 52D HHDT, | GEMHEERHICLY, Zhvbd
VER BT ET 5 2 | FEH OB P 8D Ui i B
E, NEHT D EEZSNTN
U F o LB MU FoLREL B | 2,
IREEY F 77 A XHE VFyLahEESED
TZENHDHOTILHFD
UF o AREICERL, &
ERHIVIET HZ &,
F7T ¥ RRFPRIE Z DORIPR « B EVEH 255 | AF OB Té7mx&77
tRkaszoaF7Y R | T58BFARHD, VU EE RHIER S
i m\%hU?A@%ﬁ%ﬁwé
HHHEEZLNTND
et 5 ZOBEEREZRI T 5 | AFIOT R 7700 DA
ACEBREH BEIRH S, AEIHEERICL Y, Zhbo
TUUHATF YN RN O FEIEAEH 2 )55 S 5 Al
HIRFEUA BEMERH D,
F |\ REEEELLIEIBE | AFlOTaRE T T Dk
nnd s, ARANHEERIC X 0, Bl

METT570EEZBND,

1 EE

RADHE

AR AL Rl A5 D

BV RE B EE AN R & 72 DA 2 92 L TV 720,

2) EXZ

BIER SAHAER

1) EXGEMER GHEER)

Wvavs,. 77724 5F—:

By (et

vav s, TTF7 4 7% —ULEKT,
GIEPEAIEN W%l%#ﬁ%ﬁﬁmézkﬁ%émf\ﬁé%+%
IFEBICEG AL, WUREEZITH =

ﬁ Mz
F8:0)

%ﬁ

%M

(AT,

_26_




VI Z2t (A EoiEE%) Il 2HA

(2) |ERMIBRAE, AMMAM., BMmBREA. M/NRED - WERIERE, WmtEgim, A
MERRD . MM RS b s ZENHDHDOT, MkHREZ1TH e CBRE +
ATV, BEPRO ONGAIITE LI GEZFIE L, @U@ E21T5 2 &,

(3) M EMRKRIEFEFAFE (Toxic Epidermal Necrolysis : TEN) . K& #5IRARAE 1% B
(Stevens—JohnsonfEIZEE) . ZHAN. RMEARERDSHERABLE | PR R EE
RMRIE . R EREIEIRIEERE, SIALEBE, QMR ERBHIREER S bbb 2 &
NHDHOT, BIEEHSITITV, BERROONTGAICITELICHER G2 IEL,
WY 7R LE AT D 2 &,

W) ANBEREE., *70—UEEH. MEETR  SEREE, x7 e —BERRE. i
BHBERPHOLONDZENHDHDOT, BIELZZITITV., BREDRD NG E
WIEBICEEEZ L, @YRLEEZITHY 28, i, REBEEEICHEVE DY
U AMJERSH oD ZENHDHDOT, FICEETDH I L,

(5) S 2 MHELARE : 5 -MELARENH L LD Z ENRHDHDT, BIEL HDITITV,
FEPROONTHEEITITELICEGEZRIE L, EEURLEZITY Z &,

(6) BB MERM A « BN, IRk, MEURIREE, MO XERER R AFERERIE 255 2 1 O MR 2%
DHOLONDZERNHDLDT, ZOLIBRIERDD L ONTHEEITITEDICER %
HIE L, RIBEEARLVE CAIORGEOBMYIRLEZITO Z &,

() EIEEH M « EERE SR TG, Kigoo ok, Tifn, mEESEOEE H
MAHE L, ZHUEI v a v 7 n"bobND Z ENH D DT, BEE 0TIV,
ZNHDIERNRD SNT-HEAICITEBICEREEZ I L, @EERLEEZITY 2L,

B)HILEZET : MILEZAN DL HbND Z ENRNHDHD T, DEE. RS OIERN
RBOOLNTHAIITEDICEEZ I L, #UIRLELZITY 2 &,

(9)INIG - REBDIEZE - FAZE : /M - RKIBOIBEICED, %2 - ERHLbND Z L
N DHOT, BIELHHITATV, B - gk, R, MRS OERITE D b
FHAICITEBICEEEZF I L, WEYARAEAITY 2L,

(OFFHsgEfESE . #IE : ITHRERE S (Y. AST(GOT) L&, ALT(GPT) L&, v-GTP
FRE), BUIEFRRH LN ENH DT, BEEHITITV, RENED L
NIGEIITF T 25 7 Sl e L& 2175 2 &,

DMs B RAE : h ERIELEORVEREEN D b d Z ENHDHD T, BlEE 51T
W, BE RO ONIIGA I ARG ZELIZHIE L, U AEEITO I L,
(QEFMEREIR 2 - MR VEREM I (L, SR, L0 - M, TEERE R, ERRIRESE) 23 b
HbDZ ENHDHDT, BIRE 5TV, BENBD SN HAITITEBICRS
ok L, @UIRAEEZITH 2 &, BRICSLEXIIMCTD OB IZRIL L0, )
(DER AR ERAE : BB MARIEDN B oD Z ENH DD T, BEE+0IITV., HIA
. B, CK(CPK) E&, mHEBRF I A7 r ey ERERRED LNTEHEEIC
IE, #GEHIEL, EYRMEEZITO 2 &, £, MBUTRARIEIC X D 2R REE O

FIEWCER T HZ L,
2) EXGZEIER (FBX)
BERBRMEMN : thoIERT oA FEEREURAIT, BAEASBRERELNH LD &0
WERD D,

3) Z DD EIEA
3) ZDHDEIER

SR

B B EY| RP. TR HHE, SR

B e B | MW, FEORHE, RPCRIE, O - WRRE, TR LI
(ER, Hg=CUF, mNZE, B R, D8, MM, /MG - K
DG

{3} 23 #F | WiE. e B

BOm MR R IRK I, LU, DEL

_27_




VII.

eV EH EOERES) I 5 HA

HE EASEH
im R | A, AimERECD, FEREREE 2 /N>
B i | AST(GOT) k5. ALT(GPT) k5. Al-P &

A R #= | MR, AR, PRRINEE, FREHRD
Z ) fi | FEAE, BRmBUR, M. R R
E)BGE2HIET D &,

N ABAHENERRRAE R UBRREERE 5
ek L

5) RERE. SpHE. BEERUFHOERES RO EARTAL
ek L

6) EYMTLILF—IHT HIERVARE

[(ZR](ROBHIZIFEELEWNI &)

6 ) A DR NI BEUE O BEIEIE D & 5 B

)T AEY U E (GEAT v 4 R R A% X 2R RIEOFEI) itz OREERE
DBHHEFE(TAECY VEEERIEEZFZRTHZENH 5. )

BEERE ROEEHIZITEEICKRET S L)
7 ) EHEUE DB TR D & 5 B3

Bl{EF
1) EXGEMER GHEERH)

DYavd. 7F7243F0—vavr, 774 7%= WEET, S5, Mk
SRV IE, ﬂ?'ﬂzlﬁ!ﬁﬁ F)NDOLDONDZLNHHDT, BEZE TIATV. REDHE
LI HEAIITE GG 21k L, @Y RLEZITS 2

(DR EFeE - “ E%\é{’ﬁ 03% @?'ﬂfi FERDHLOND ZLBNHLDT, &% 7147
W, REDRD SN HGEIIE AR ORGEE IR L EURRAEEZTY Z &,

3) £ DD EI1ERA

BAE AT
B B EY | RB. ZOEE HRE, AL
E)GE2HIET D2 &,

EiEE Tl BIEAZ S 5oL 0o T DENGIGT 27 EEBEORELBIZE L
PNOERICKREGT 5 2 & (THEEREANEE OHSM),

_28_



VI Z2t (A EoiEE%) Il 2HA

10. y}y%~ j—‘é’;&%~ 1:%;[]&%%,\0)1:95_ ..........................................................

11.

12.

13.

14.

15.

16.

1) dhi GRARAZ I LASR) SUTIER L T % ATREME D & % ZoMEIZITIB IR LA 151k 28 fa Rk
Z ERD EHE SN L HEICOREET D 2 L 5T HERICIE, BER/NRICE L0,
HHFEKEZHRT DR EEBICKRET 2 Z L, URRT OGBS 22236
LTWawn, w7 aAdx 7 —2IREA @EOARL, BAD 2@ L, RIEOBERK
REFE T K QR B, ZUTHE D FARRDIEN R E 72 L OREDH D, )

) ERBE I O LTI R E L2 &, (B FER (T v b) THOBREBERS S ST
%)

3VEIRBRH O T » MG LIZFBR T, RIEOBIRE IGHH S STV D,

D) EAFTOLMEKEGST D Z Lt Ra A TRET2HAICIIRAzTILEESED Z
L @BMER (T v b)) THAHF~OBITARES LTINS, )

IN A DR - o e

fRHAEREIR, AR, LR, SR SUT/NRITRT 2 22 PEIERENL L TRy,

Eﬁﬁ@ﬁ%ﬁ%(:&[ij?;%ﬁ .............................................................

M ER e L

B G

BN -y AP

ﬁﬁﬁia)fiﬁ ........................................................................

BHIZATEE - PTPEEOHEANIPTPY — OB H L CIRAT 2 L5 HEET L2 L.
(PTPY— F OFEHIC LV BB I BRI ~HIA L, B34 5 2 L CHEREA
REDOHBRAHELIHET L Z LPME SN TND)

%a)ﬂﬁa),jz%f .........................................................................

AT v A FYEHRERAZ BEHIMEEG STV LMW T, —RRRIENRD 5
NI EDOWEDRH D,

_29_



IX. FERRAREERIZB 2 H A

X. JFERERHERICEE T 5IHE

nXxyru7zrF Ny AOI ERARBREEICOWTUTO LB HES TV,
1. ;’?EIEEKE% .............................................................................
1) EFEEAER (VL. EMFEE(CEHTSEE ISH)
2) Bl REOEEERER
BN -y AP

3 RLMEERR
ek L

1 Z O OFEHES
ek L

2. %:l‘ﬂigitgﬁ .............................................................................

) EBEERESESHAER
LDso (mg/kg) 15)
B M &0 BT JEREN Ex
<7 A 3 3, 030 1,070 1,130 740
7wk ? 145 285 275 155
2) RIEREEMAER
Bt
) AETEFHAE TSR

VI. -10. &R

§) Z DO E
BB L

_30_



X. FHRFIHEIZET HHA

X. EEMNFEHRICET SRE

1. iﬁ,?—ﬁ“ [ MR T T I I I

A BARAYA
HER Sy | BISK

O AIHEARSISUIEAERREARR - - oo
i FAIR - 34

B, B  fRTELEE oeee
EIRRAF
BHEMZ IR S 20T TRIFT 2 2 &

4. ;?"eﬁuﬂ'y*&(' \J:O)ltjzf%":)f_‘-'.\ .................................................................
DEBTOERFWVEDEERIZDONT
RN

2) BRI AR DORENICOVWT (BEFICBEI NERLAFEE)
BAMEELTA RN A, <FTVOLEY : AY
VII. -14. &

3) FFIFDBEERIZDONT
s P EOER
FE6Omg I XEERN K HIEHARIC LI DRV RNHEND Z LD D,

5. %Eﬂ%ﬁ;% ...........................................................................
BN

Q@uxY T = Nafihrl0% 471 ]
300421 (1 7810. 6g + 33HE) ., 100g(»37)
@Y7 = NafE60mg ¥V A |
PTP : 1005 (108€ X 10) . 1, 0008E (108E X 100)
/X7 1, 0008E

_31_



X. FHRFIHEIZET HHA

7. ?éi'_%ga)*j-g ...........................................................................
Q@Y7 = Naflihil0% WA |
S [(RE]tEe =LA [Er—]R)=F L7 /LA
N [KIKIRY) = F LR, [PE]RY=F L
[(Fr v 7R ey, R)=FL v
Q@Y a7 = Nadgb6Omg! ¥ A |
PTP : [PTP>— MRV b=V FT 7 4 VA TV
(B —]7 VI T IR — KT /LA
NT D IRIKIRY) =F LU, [y vy 7R Tee L

8. ﬁ—,ﬂiﬁ\ . /sj]% .....................................................................
—mRAy s v X = IR 10%,/8E860mg/ 7V 1 Y%/ T — 7 50mg/ T — 7 100mg/ X~ 7' 100mg
RS : (7 a7y, LN a7 %

9. ERBIEAEGE AR - - o rrrrr
BARSAYA

]0 %ﬁﬂﬁﬂ“ﬁmuﬂgﬁ E&U‘ﬂmu%"? .......................................................
QXY 1T = Nafhil0% ¥ T A1 |
BLEIREAREFEA B 20114120 148 (ARFEAZE ) . 7KGRE 77 1 22300AMX01265000
o B HIRI10% (IHERFE4)
BIEIRGEAZIAEA B : 20074F 3 H 6 A, 7&K S - 21900AMX00261000
v B RRL(IBBRGE4)
REARGEAGRAEA B 1 19984E 1 H13H ., /&8 5 : 21000AMZ00082000
@Y 17z NabEbOmgH U A |
BLEIREAREEA B 2011412 140 (RFEAZLT) . 7KGRE 7 : 22300AMX01264000
ok o gE60me (IHERFE4)
RUEIRGEARSAEA B 1 2007422 H 2 A, A&GEE 5 1 21900AMX00087000
ok o8 (IBERGEA)
REARGEAAGRAEA B 1 199745 5 H13H ., /&% 5 : 20900AMZ00403000

11, BEMEEURELFER B - - -
QuxY a7 = Naffihil0% VU A ] : 20124512 H 140 (AR7E4 A )
B RRI10% (IHBRFE4) : 20074F6 H 15 H Ry E#IM& 17« 2013429 A30H
B RRL(IBERFE4) 119984 7 H10H BB EIR# 7 :20084E 3 31 H
@Y 77 = Nafg60mg VU A | : 20124E12 140 (4L H)
B o 8E60mg (IHERFES) 2007426 H16H  RRamEEHIR T @ 2013429 A30H
o U8 (IHERGES) - 19984E 7 A10H  #amfFE I T 200843 A31H

_32_



12.

13.

14.

15.

16.

17.

X. EHARIHICBET 5 HA

EEX (I REM. HERVAHEEEEMEOFEABRUEDRRE -
@ & kL (IHERFE4)
K W H R 2 UL (IRRGEA) 199941 H12H
o2 g (RRTEA) 0 1998411 H2TH
ZhRe « SWRNE - Tk ERGER (BERE IR &1 O 2tk EXGER & i) OfFEN - §h ] O
e - R E B LT,
L - HENE 2068 - Zh BNy, BhEO L - HEA B L7,
<K A A B 2005512 H22H
ZhRE « ARG« THTR ) ORRE - WA BN L7,
i - HEANE  [2EROBREITRT ST ZEREE L) EBRR L,

ﬁ%ﬁﬁ%%\ ﬁ;¥1ﬂﬁ{ﬁ§%/_&§§ﬂgﬁ A &U%@W@ .........................................
A L7

ﬁgﬁ,ﬁ;ﬁﬁaﬁ ..........................................................................
A L7

?Q;T;;‘,H;ﬁ FEE]ﬁ;-“ BEE;;?E& (:Ej-é:lﬁ#& .......................................................
AFNE, B (H DD EG) BIIZBE T 2 HIIRIZED HIL T 7wy,

JEAE T8 A FE

2! HOT% 5 . . L7 hEEa—FK

o T T o
n¥%Y7n~7 = Na
. 100985901 1149019C1157 620098501
HPRI10% 5D A1 |
n¥%Y7>n~7 = Na

100993401 1149019F1013 620099301

BE6Omg 7 A1 |

BRBEHANE QDR - oo o
AANTZHHRIN EO%FEELLTH D,

_33_



X I. ik
XI1. X@k
1. §|Fﬁxrﬁk .............................................................................
1) BAER R EREZESH, F+LtE BARERFEHE, E)IIEE, 2016, C-5998
—C-6002.
2) AARAKIEIHE ® o ¥ —H, BARIKFE G EESE#HR 2011 JPDI 2011, Ui 5, 2011,
p. 2190-2198.

3) BARRAEE W, ERAHEES SEERE, No. 2, IEFHHRIL, 1999, p.62.

4) VHMAEME, BITRE~OEET A R 7 v 7 BHERER (CKD) O3EYIa#E, %ET 3 I,
CiE 5, 2017, p.198-199.

5) IR (FR) +LNERH ZEMERER] v Y71 7 = U Nafilthil0% 7 A |

6 ) IR (BF) N ERHBOETOZEERR] oY 7 a7 = U Nafihil0% ¥ 71 |

7)) PHHBEE (BR) AENE B DINERRR] 2% Y 72 7 = U Nafg60mg 47 A |

8) PHMIE (BF) NG R a2 FoOREMRR] =% Y 7' e 7 = NabgéOmg 7 A |

9) PUIFHRISE (BR) +ENER B S 2R AGRE] v Y 7' 7 = U Naflthil0% 7 A |

10) IRIFBEE (BF) AENERHDAHRER] v Y 7 a7 = U Nafithi10% [ 7 A |

11) RABE () +LNE R AHRER] 2% Y 7' 1 7 = U Nabebomg 7 1 |

12) FF 1L EAERERIL, BR19AR, mIILAE, 2006, p.2662-2663.

13) PR (R) HNEEH A FrIRSEERER] v % Y 70 7 = U Nafithil0% 47 A |

14) RIFBREE (BF) AENERH A ZORSEMERER] 2% Y 707 = U NabE60mg 7 A1 |

15) MR, HlIERELEI, F 5, ClE5, 1992, p.581-582.

2. %0)1@@%%2% .....................................................................

_34_



1. If;%@—cw%ﬁqk,ﬂ .................................................................

O HEOMCESIF BBEER TR EDR - e
Bk L

XII. {iE

%@1@@@5@:&*4 .........................................................................
Al A2 LB AR )
<P TTIE>
2 Y a7 = UNafthil0% D o ) (LT, S48 & Al 2Bl S L, MR OB 120,
M, wRENE) 28l L. SEAHE LT,
BRIFEAEZOEX Y a7 2 S N ULAEEZI00%E L, ( )ICRREICKHTLEAHE
% T LT,
A ARG A B SEA R A SIREG LTz,
(PRTFESM) R © 9~20°C Wi : 7 BRRY
vk s v — VB (T2 LI INRALRNESICT D) - 8L T
ENE - TRAF), T U k), TSk, TR O 4 BePETREm L 7=,

20214 7 AVERR OB A AR B 2 faal L 7=,

_35_



O+Y 707 x VNaflifi10%[ Y D] BESE(LHERME

. B & =& A ) & & & 2
2 - = ‘ HHBH | B
B mamonE sy | B 9 B [EeE EEE | BE EAE% 1 8% 3A% 7 B
5B i it Fifs Fife
% | PLC & ks ! .
Bl (W PLAR) | EC) SR I B L L BL B
EIZ ’ S 4¢g 1. 8g T L L L ZL
ol o mone W BT BT BT BT BT
&%) | 100.0(102.5) - - 99.7
. - s B I Fis Fifs Fif
s A3 L BI0% ) FEAREA CBw | bFrEREEY | &L nL nL
% (HWES : AV avid | vv77 v B Lo 13 T 7L L L L
A Ttﬂﬁiﬂfﬁlfi . ag .08 DIz 1] AS S S S
m| HBonE A e BT L AL AL EAL
) &%) | 100.0(103.3) - - 100. 7
I 5Bl o B B e
% R . B v L L L L
= (RS : 72 ¥ §) ijzﬁj@it L2g | 18g | Wtk 0 mL Bl Bl
Al O BHE " i BT BT BT BT
Bl eBeiaL &i(%) | 100.0(103.0) - - 98.9
| N 5 B F B i Pl
g eA7 = vRaWs | B Bl mL mL L
| HIE - €47 =03 ) *;fmg‘ o | Lse | mmEnE 2L HL ZL B
2 wne ; e B BT T BT BT
% &H(%) | 100.0(103.9) - - 99. 8
) o OB | mrae Pl 11 Pl 11 M
& Ay MKE20% B ZL L ZL L
i R S AR VRAFTY 4g 1.8g e L L L ZL
e 2L Bk BT BT BT BT
&%) | 100.0(102. 2) - - 100. 1
P T 0% hn e o e e
| (FRRR TN V) 2] (6| e wmi wL wL Bl EL
somne e BT BAF BT BT BAF
1t (%) | 100.0(101. 3) - - 100. 4
i s Bl P i i i
BN 7 A RAEI0% CBU | DFPERELEY | DIPBREEY | b AEREBY | DI ARRE Y
(= — 77V v | 15g| 18z | Witk L L L L
v bFRERRIEEY B B B FLBF B
& (%) | 100.0(103. 2) - - 98. 4
e OBl | wEAe W W W EE
7TV L0 T 7 4] B | DIHBREBe | DTACBREL BN | b MBREIEY | bFMBRE B
= A 1.5g | 1 8g o %L L L L
(gt SN mBPE | Rk B R R
M - &%) | 100.0(102. 8) - - 99. 6
. weean | YHAZTIY 5B i it it i
;H;i;; ):vfa;fi%gﬁ] Al AN S ZBw L L L L
2| AKEALT VI | 8g | 1.8 | Mt L L L L
o ECIVIN. e e BT BT BT BT
U L7322 &%) | 100.0(97. 6) - - 102.5
~— i LS ﬁﬁjfa\%ﬁﬁ : TAVL Y AN ff Xf% mf;fj mf;[/@ mf;jé mtcﬁl/%
“Hgﬁ’“%_ - AL SHR pomI ] 2g | s [mmt &L &L &L &L
oW s e BT BIF BT BF BAF
(%) | 100.0(104. 0) - - 98.7
OB | ke wHEE G G R
@é Y i”?‘?ﬂﬁ*ﬁﬁ ey | BV | FFRZICBY | DTAEERIIBY | bTRIERRIBY | b RAEE LB
B (ises -~ F— 2D | R (LR s
M o o 3g | L8g | MM L L L L
S|l wtE | R B Bk FUF
) (%) | 100.0(103. 4) - - 99, 2
%1 HIEE% o0 B Tk 0 L 72,




B & E B & & 8

7 - = wrslEl | R

B monong sy | B H B EeE E4E | HE | momi 1 8% 3B 7B
] % B KAt KHB o KA o KA

B S | pAET A B | BRAEE | BWAGE | BRGEE | BEEE

H — ¥R | 3.9g | L8g | WM L L L AL

%t] homome EH ga ;(b/r?; & Lﬁ%m s Lﬁ%lﬂ: 5 Lﬁl%w: s Lﬁlﬂ.;"%ﬂ:
v =0y 7 ABEARAER | S RARAE T f* zﬁ i% 2 % 2 % 2%

) (RfEs : v —my 7 ABBAIRE) | LI = o4 L8 13 T L L 2L L

V. Kb . 08 . 08 ot £ £S £S A
oW ARSI i B BT JbF BT BT

& &%) | 100.0(102.7) - - 99.5
vo7xy VERRRADS | KANILT R AT L AN i

- N 71@;1?: 48¢| Lsg | mimeE AL AL ZL nL

nomone o AN i B BB AT BT BT
(%) | 100.0(103.0) - - 99. 8

7l e B Fis Fifs Fits Fia

R kepe | EL CE Bl Bl

P Uy msA | L2g | L8g | WmETE L L L L

S| e i B JLBF JLhF AT BT

3 &rhit(%) | 100.0(103.3) - - 9.5
2 S HIE0%! s B D TvkEs RN I3 T

e T . B | bERRKEE | DFSEEE | bINEAEE | DIMERLEE
(HWGFE4 oY) VD | 7=E2 3y —

\ KA lg | L8g | il L L ZL
n RTome B BAF JLAF FLBF FAF
(%) | 100.0(103. 2) - - 99. 6

R OB | dTuits | dFuEE | dFuER | dFuf

JNEI100mg IZB W | F LY UREE DIV USR] I SITER (TR
v77run |7.5g| 1.8 | WM ZL nL L AL
LIRS e 3 P JAF BAF JAF JAF
&(%) | 100.0(103.5) - - 99. 4

R B STt | STelE [ STeBE | STuke
b INEBE10%[H 7 A | 2BV | F LY ISR DTNV VR L L
t77ruan | 7.5g | 1.8g | @ L L L L
URSSaAN wmtE | R I I Bif
(%) | 100.0(103. 8) - - 99. 4

% e Wom | wRARe PRI WAREI WAL
ETE%:;@*#{‘} ?ﬁﬂo,z/"% CBV | AFON)RRE | DIRANRRE | %L #L

RRETTIMNA v ovon | 3g | Lse | W AL ZL ZL mL
Ear TR S WO | i R i [

) o &ri(%) | 100.0(102.8) - - 101. 2
ZYARYVFIA Y1y 710%"! A I _He e _He
B oams sk ym) | EIATTAY B\ | DYPCEREEE | DTHBRLIE | bIPERNE | bTHRLES

YIFNANT | 12g 1.8g i 7L =L L =L

B ooomoae | BRIATV e Bk BLAT BT BT BT

R TR &%) | 100.0(102. 9) - - 99. 4
g s e N e D PR Y I T

p . - e e | < ZBw N A2 a9 a 4

B : AV VR a7V g | s [Cmm AL AL aL AL
homomen i B BT JLbF BT BT
&(%) | 100.0(103.3) - - 100. 5

U —— 5 M Wl Wl el ekt
2% 471 N, BN EL L L ZL
e 10g | 1.8g | fitE L L L L

SO e L B A hF BT BIF
=Bl kL Zr(%) | 100.0(103. 4) - - 99. 3

%1 [HBE% 0 BA B E L 72

*2 BAFHROE—2 LGHTE RV,

%%T% o7,













	Ⅰ．概要に関する項目
	１．開発の経緯
	２．製品の治療学的・製剤学的特性

	Ⅱ．名称に関する項目
	１．販売名
	1)和名
	2)洋名
	3)名称の由来

	２．一般名
	1)和名(命名法)
	2)洋名(命名法)
	3)ステム

	３．構造式又は示性式
	４．分子式及び分子量
	５．化学名(命名法)
	６．慣用名、別名、略号、記号番号
	７．ＣＡＳ登録番号

	Ⅲ．有効成分に関する項目
	１．物理化学的性質
	1)外観・性状
	2)溶解性
	3)吸湿性
	4)融点(分解点)、沸点、凝固点
	5)酸塩基解離定数
	6)分配係数
	7)その他の主な示性値

	２．有効成分の各種条件下における安定性
	３．有効成分の確認試験法
	４．有効成分の定量法

	Ⅳ．製剤に関する項目
	１．剤形
	1)剤形の区別、外観及び性状
	2)製剤の物性
	3)識別コード
	4)ｐＨ、浸透圧比、粘度、比重、無菌の旨及び安定なｐＨ域等

	２．製剤の組成
	1)有効成分(活性成分)の含量
	2)添加物
	3)その他

	３．懸濁剤、乳剤の分散性に対する注意
	４．製剤の各種条件下における安定性
	５．調製法及び溶解後の安定性
	６．他剤との配合変化(物理化学的変化)
	７．溶出性
	８．生物学的試験法
	９．製剤中の有効成分の確認試験法
	10．製剤中の有効成分の定量法
	11．力価
	12．混入する可能性のある夾雑物
	13．注意が必要な容器・外観が特殊な容器に関する情報
	14．その他

	Ⅴ．治療に関する項目
	１．効能又は効果
	２．用法及び用量
	３．臨床成績
	1)臨床データパッケージ
	2)臨床効果
	3)臨床薬理試験
	4)探索的試験
	5)検証的試験
	6)治療的使用


	Ⅵ．薬効薬理に関する項目
	１．薬理学的に関連ある化合物又は化合物群
	２．薬理作用
	1)作用部位・作用機序
	2)薬効を裏付ける試験成績
	3)作用発現時間・持続時間


	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移・測定法
	1)治療上有効な血中濃度
	2)最高血中濃度到達時間
	3)臨床試験で確認された血中濃度
	4)中毒域
	5)食事・併用薬の影響
	6)母集団(ポピュレーション)解析により判明した薬物体内動態変動要因

	２．薬物速度論的パラメータ
	1)解析方法
	2)吸収速度定数
	3)バイオアベイラビリティ
	4)消失速度定数
	5)クリアランス
	6)分布容積
	7)血漿蛋白結合率

	３．吸収
	４．分布
	1)血液－脳関門通過性
	2)血液－胎盤関門通過性
	3)乳汁への移行性
	4)髄液への移行性
	5)その他の組織への移行性

	５．代謝
	1)代謝部位及び代謝経路
	2)代謝に関与する酵素(ＣＹＰ４５０等)の分子種
	3)初回通過効果の有無及びその割合
	4)代謝物の活性の有無及び比率
	5)活性代謝物の速度論的パラメータ

	６．排泄
	1)排泄部位及び経路
	2)排泄率
	3)排泄速度

	７．トランスポーターに関する情報
	８．透析等による除去率

	Ⅷ．安全性(使用上の注意等)に関する項目
	１．警告内容とその理由
	２．禁忌内容とその理由(原則禁忌を含む)
	３．効能又は効果に関連する使用上の注意とその理由
	４．用法及び用量に関連する使用上の注意とその理由
	５．慎重投与内容とその理由
	６．重要な基本的注意とその理由及び処置方法
	７．相互作用
	1)併用禁忌とその理由
	2)併用注意とその理由

	８．副作用
	1)副作用の概要
	2)重大な副作用と初期症状
	3)その他の副作用
	4)項目別副作用発現頻度及び臨床検査値異常一覧
	5)基礎疾患、合併症、重症度及び手術の有無等背景別の副作用発現頻度
	6)薬物アレルギーに対する注意及び試験法

	９．高齢者への投与
	10．妊婦、産婦、授乳婦等への投与
	11．小児等への投与
	12．臨床検査結果に及ぼす影響
	13．過量投与
	14．適用上の注意
	15．その他の注意
	16．その他

	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	1)薬効薬理試験(｢Ⅵ．薬効薬理に関する項目｣参照)
	2)副次的薬理試験
	3)安全性薬理試験
	4)その他の薬理試験

	２．毒性試験
	1)単回投与毒性試験
	2)反復投与毒性試験
	3)生殖発生毒性試験
	4)その他の特殊毒性


	Ⅹ．管理的事項に関する項目
	１．規制区分
	２．有効期間又は使用期限
	３．貯法・保存条件
	４．薬剤取扱い上の注意点
	1)薬局での取扱い上の留意点について
	2)薬剤交付時の取扱いについて(患者等に留意すべき必須事項等)
	3)調剤時の留意点について

	５．承認条件等
	６．包装
	７．容器の材質
	８．同一成分・同効薬
	９．国際誕生年月日
	10．製造販売承認年月日及び承認番号
	11．薬価基準収載年月日
	12．効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	13．再審査結果、再評価結果公表年月日及びその内容
	14．再審査期間
	15．投薬期間制限医薬品に関する情報
	16．各種コード
	17．保険給付上の注意

	ⅩⅠ．文献
	１．引用文献
	２．その他の参考文献

	ⅩⅡ．参考資料
	１．主な外国での発売状況
	２．海外における臨床支援情報

	ⅩⅢ．備考
	その他の関連資料

	IF_ロキソプロフェンNa_細粒10％-錠60mg_「サワイ」.pdf

