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111974-69-7 (Quetiapine)




. B ICET SHE

1. B FHNEE

(1) 5088 - 14K HEDOMRTH S,
(2) BfE A B )= ZRRETIZL <, AKRUF=# 7 —b (99.5) IZIETFIT WY,
() WiE MERR L

A Ebm (DR . 3 | BZUERR L

M. ERE R

O)EIREMBTER | ZYERRL

(6) P ELiREK EERR L

(N Z DD %GRS | 8B L

&
2. AR OEEEN | ZYERR L

TIZBTHREM

3. JE)JJEZ \o)EEI:IL n_t%ﬁ
i

HAIR S 7 =2F 7 7~ U O IEIC
(1) SR\ AR B I 2 1

) RN A7 S ARIEE (BAED U D AEEANE)
BB/ n~ ST T 4 —

m
Gl
B

4. HHESD

HARKER T =F 7 B 7~ VBREDOEREIC L S
ks n= s777 14—




V. #FICEy 51RH

1. KR
QF i)=Y
) AONETI

sl

(2) HE DYt
@ @A a—+

4 pH., BBEXL.
¥E. LE. BEF
NDERVRER
p HiZi%

Wiss, | 7 TFTEVER VIFTEVEE VIFTEEE
- 25mg T H$] 100mg T B %) 200mg A%
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) TAVIEE | TAVTEE | TAVUE | T4V
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B (%)
K. 3045, T50%LLE 97~102 97~99 96~98
flE S ER
“RRT#70.4:0.2%LLF
HJIFTFEVRUIIVEE. Blikey W By
RRT #90. 4 LISAD1E < :0. 1%
LIF, #%0:0.2%UTF
fEEWN) 108 101 94
S¢ (10001x B
A . 258 50 B
HE R UM A 605 Ix-hr | 12075 Ix - hr
VAR ) HWONELORG|[ENELROREO|HENERORA
BNVEHDFREBDIANL | OT 4V ba—|ODT 4NV EIT—|DT 4 )b a—
a—T4 VT T4 T T4 T T4 T
a2E (%)
95 0~105.0 99.0 99. 6 99.0
BHIE (%)
K. 304, T506LLE 97~102 98~102 97~99
HHESER
“RRT#90.4:0.2%LLT
HDIFFEURUITILEE, Blkey Blkey by
RRT#90. 4 LIS D1E < :0. 1%
LI, #%0:0.2%LT
fEEN) 108 73 70




[VTFF7E 8 100mg [B#r1)
A& al e R 2 O 72 kB (40°C, FHRHEE 75%. 6 4 A) OD%*ST% %
IRRETFICB W T SHEMZETH D Z ENHEM SN, £, Ffkmdasli

WoRHIRAFRER (25°C, MR 60%. 34F) ORER. %Eﬂ&o\é‘%’%i

B OHIFANTH Y . FRAIFICBIT D 3FEBOLEMNHER I LT,
hnERERER
ABRRA  Aeren iRl (PTPEE (PTPEEL, RV FL T Ix—
KTV =T LT 4V ATEr—GEE L AN B D) KOS T a4k (E“
RV F UV UBRIRRICRETAL, e L, AN D)) OIRIET
40+1°C, 75+5%R. H.
IH B R UHRE FsRRE 1h A% 3hA% 6 n A%
RO T ¢ | HOEEDT ¢ | OERED T ¢ | HOEROT 4
PEIR PTP /;;:Pﬂ\/ /;;:rﬂ‘/ /;;;g%W/ ;§:~%4\/
e e 7 7
E?%E&? ZAnha [BRREDT | REDT 1| REDT 1 | RED7 ¢
IND| Vha—T | Vha—T 4| )vha—T 4 | )vha—T 1
7 Vg I I
FESREAER PTP A — — fiRey
SN RRAERTEE NS A — — fiRey
MR ER . .
 RRT .%@o.%f; 0. 291U F PIP| & - - S
FVIFTEVRUITIE,
LEUSNDER 0. 1%UT |35 W — _ WA
50 : 0. 2%LLT
KA —1% PTP 1.3 — — 1.5
(BEEH—H4HER (%)) —
HIENE 15, 0%FBA L N7 1.6 - - 1.2
BHIE (%) PTP| 98~100 - — 96~100
K. 50 ElER, 30 2, T5%LALE NS| 97~101 — — 97~103
EE5ER (%) PTP 101. 0 — — 100. 2
95.0~105.0 A 100. 5 — — 100. 5




REURFHER

RERSAE - BB, (PTPAYE (PTPAEMEEL, RYF LTI %—

RPN I =T LT 4L AT —adE L A ICANTZ S D) B OV T @k (H
RV 2 F LV UBRIRRIZRTAL, e L, HFEICANTZ D)) OIREET,
256+2°C. 60*x5%R. H.
EERUERE G 3nRA% 6 n Atk 95 RAt%
OO T ¢ | HOEEAD T ¢ | EOEEOT ¢
Pk PTP a0 ¢ /EA:—?W/ /EL\:“?{‘/ /EL\:“?{‘/
BOWEBD I AL — b T—T 1 75 U U
7120t N e e e
AW Nha—T 4| Vha—T 4 | vha—T 4
7HE 7hE JHE
FERR A BR | PTP| A Sy By —
EAREBRERNEE N3] U7 S R —
iR ER
RS PTP SR Pk Pk
“RRT #90.4 XIZRRT #50.6 :
0. 2%LLF — EE
HT £ <IVEE, | .
TEnnoma o 5 wa | we | e
70 : 0. 2%LTF
B (%) PTPL e 100 98~99 101~103 | 98~100
K. 50 @E5, 30 4. 75%LLE )85 97~99 98~101 98~100
EEHE (%) Ll 101. 0 98.5 99.7
95.0~105.0 A% ' 100. 2 100. 3 99.9
EE R UK 12n8% | 181xHA% | 24nR% | 36 nA%
NGO T ¢ | OO T 4 | FOEGED T 4 | RO T 4
e PTP| via—F 4 v | Vbha—T v | vha—T 4 v | v ha—T (v
TR I P /i st st
aigder u [P | REDT ¢ | T REDT (| HOREDT 4
INT| Vha—T 4| Vvha—T 4| Vha—=T 4| )V ha—T 1
JhE U U Vi
FERREBR PTP Bk By By By
FHNARRAEERTEE D SRy SRy By by
* AR ER
RS PTP STk Py Pk Blkay
*RRT #90.4 XIZRRT #50.6 :
0. 2%131'F0\
Tomoms o e 15| we | we | owe | e
%0 : 0. 2% T
BT (%) PTP| 100~101 102~103 96~98 99~102
K. 50 [@E5, 30 4. T5%LLE /NS|  99~102 96~104 97~99 99~101
EEiRER (%) PTP 100. 2 99.6 98.0 100. 1
95.0~105.0 NS 99. 2 99.0 100. 2 99. 3

kAHEESRER IOV T, BRAARE R ONS » HRRIZRRT A9 0.4 THRERZEM L. 6 » A%LIKILA
HEVNRRT 9 0. 6 TikBRA EhE L7~

ARIER[HIC




BEAZRKEITET2RERRR (BEFEH)

mE (60°C EX - BRO

I8 B R U Eabelics 15A 35H
VAN L) HWHEADT 4 |HWEAD 7 4 |HOEAD T 4
BNEEDIANLa—TF (Vb a—TFT 4| Vb a—FT 4| bha—TF 4
Pk T BE TEE 7
& (%)
95 0~105.0 99. 8 99. 3 99. 3
B (%)
K. 304y, T59%LLE 98~101 97~99 95~97
fhiE A ER
“RRT#90.4:0.2%LLTF
- HIFFTEVRUVIVILE. A e e
RRT#40.4 LISt DfE 4 :0. 1%
AT, #8%0:0. 2% T
fEE (N) 110 112 107
TEE (30°CT5%R. H. B - B0
EHB R UHR%E Ealrelici 15A 3 1A
sl HBNEADOT7 4 |[HNEADO T 4 | EAD T ¢
BOVERO I AIINLADI—TF (VA —F 4| bha—F 4|V ha—F 4
P2k 7B 7 8E 7 8E
EE (%)
95 0~105.0 99. 8 99. 2 99. 3
BT (%)
K. 304, 5% 98~101 98~100 94~97
i BB
“RRT#50.4: 0. 2% L F
HIFFTEVRUVITILE. A WE WE
RRT #50. 4 LIS DA % :0. 1%
T, #%0:0.2%LUT
FEEN) 110 106 109
& (10001x B
. 25 H 50 8
L
A RURE PAsEs 605 Ix-hr | 12075 Ix-hr
S8 HWEOAOT7 4| HEWEADO 7 4| HWEAD T ¢

BLNRRED 7LD —T
a2k

IV haA—T 4 v

IV bha—T v

IV bha—T 4 v

&= (%)
95.0~105.0

99. 8

99.7

99. 6

B (%)
K, 3045, 15%LLE

98~101

99~100

96~98

fli B B
“RRT#70.4: 0. 2%LLF
CHIFTEVRUVITIVE,
RRT#50. 4 LISADfE < :0. 1%
LIT. %0 :0.2%UTF

»
o>

BEN)

110

79

81
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[(VTF7E 8 200mg TH#H)

A IERLE 2 FH L= I EER (40°C, FHXHZEE 75%.

65 H) 03%’%%\ %

ERIFICBWT SERIZE TH D Z LM STz, FTo, a2

W EWRAERBR (25°C., FARHEE 60%.

34F) DRER, %%R&U\/‘E’“ :t

B OHEPHNTH Y . BIEIIEICBIT 5 3EBOLEM N RSN,
IR ER
PREBRSE B AERLE, (PTPEEL, RV F LU IIR—FT I
A7 4NV ATEr—a3E L, MEEICANTZ D D) OIRET, 40E1°C, 75+5%
R. H.
5B R URE ERpeYicd 11nRA% 3hAk% 6 n A%
2N HEeD7 4 V| AGO 7 4 M| ABGO 7 A V| ABED T L
BEDIAINLI—T 4 |ba—TF 4 |ba—F 4 v |ba—F v |ba—F 4
HRHER R - _ R
5 5\ ET RO S I A ha e
it AT SR BR
“RRT #50.4 : 0. 2% AT
HIFFEVRUVITIVES. A - - e
FELUSNOER 0. 1%LUT
7 0. 29T
BRI — 1
(21— (%)) 1.2 — - 1.1
HIEME ;15 0% B 5L
B (%)
k. 50 @&, 304, Tseslk| o 101 - - 98~100
E=HE% (%)
95 0~105.0 99.7 — — 100. 3

— 11 —




REIRESAR

B R AR, (PTPEEL, RV F LU IIF— T2y
AT 4 VATERr —ALE L, HEICANT D) OIREET, 25+2°C, 60+5%
R. H.

IH B R UHR% BrgREF 3HnA% 6 » A% 91 A%
2N HEeD7 4 V| AGO 7 4 M| AGO 7 A V| GO T (L
BBDIJAINLDA—TFT 4 |ba—TF 4| ba—TF 4| ba—F 4| bha—F 4
ok 7 §E U U 7 §E
TR ER o A A A B
EATRRENESE | O e G
i AR
ERME
- RRT #450. 4 XIZRRT #50.6 : i i i
0.2%LITF A A A A
cHIFFEURUGTIIVES,
EEUSNDEL 0. 1%UT
%0 0. 2%LLT
BHE (%)
K. 50 EE. 30 4. T5%LLE 97~99 98~101 98~100 99~101
EEHRER (%)
95. 0~ 105. 0 99.7 101. 1 98.9 99.5
18 B R URE 12 n Bt 18 n Bt& 24 5 A& 36 H A&
27N HED 7 ANV ABD 7 4 V| HAEDT7 4 V|HED T 4 )L
BEDIAINLI—T4 |ba—F 4 |ba—F 4| ba—F 4 |ba—F 4
ok 7§ 7§ 7§ 7
HERREAER . . N N
s TR | e e Ha
i AR
fEgmE
*RRT #90.4 XIZRRT #50.6 : )
0.29%UT Bliikey Blikey by by
- DIFTEURUVIVIVEE,
EEUSNDEL 0. 1%UT
¥aF0 - 0. 2%LL T
BHE (%)
K. 50 @&, 304, T5%LLE 99~100 99~103 97~98 101~104
EERER (%)
95. 0~ 105. 0 100. 3 98.5 98. 1 99.3

K HHEERER I C OV T, BRGNS o H#IZRRT A9 0.4 THRERAZEM L. 6 » AHBLEITA
AL ITITHEV RRT 9 0. 6 TkBR A 6 L 7=,
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BEAZRKEITET2RERRR (BEFEH)

mE (60°C EX - BRO

HE R UHRE

bl sy

15H

318

VAN L)
BHED I /)LLa—T a4 Y
T8

HED T (LA
a—F 4 VI

HEDT (LA
a—7 ¢ U

HD 7 (VA
a—7 4 U EEF

&£ (%)
95 0~105. 0 100. 1 99. 4 99. 6
B (%)
Ko 3043, T5065LE 98~101 100~101 96~97
fEESIER
“RRT#90.4:0.2%LLTF
- HIFFTEVRUVIVILE. A e e
RRT#40.4 LISt DfE 4 :0. 1%
AT, #8%0:0. 2% T
fEE (N) 127 118 121
X O PNICHAEH TN, ABRDOHRIBETH > 77,
BE (30°CT5%R. H. YL - B
EHB R UHR%E Ealrelici 15A 3 1A
o AEDO7 45 | ABRD T (VA | ABRD T (LA

BEDI 4 J/)LLaA—T 1Y
g

a—F 4 VT

a—7 4 U

a—7 4 VU

o —N
9;iiigzg 0 100. 1 99.4 99.7
A (%)
K. 304 T5%bLLE 98~101 98~100 96~97
it AT SR BR
“RRT#90.4:0.2%LLF
HIFFTEVRUVITILE. A WE WE
RRT#50.4 LISt DfE 4 :0. 1%
T, #%0:0.2%LUT
FEEN) 127 119 114
S (10001x  BAM)
. 25 H 50 B
L
A RURE PAsEs 605 Ix-hr | 12075 Ix-hr
S ER
- . | BROTZ4VA | AARDT 4V | HEDT 4 VA
,fig")’“”‘:' TAZL N aes g | o v sk | a—F 4 Tk
P —N
ggifiazg 0 100. 1 100. 2 99.9
X ;*gﬁ*igﬁiui 98~101 98~100 97~97
it R SR BR
“RRT#50.4: 0. 2% LT
HJIFFTEVRUIVILE, A A Bk
RRT#50.4 LISt D fE 4 :0. 1%
LT, %0 :0.2%UT
REE N) 127 84 82

5. REER WRRED
REM

RN

6.1Fl & DESEIL
(MELFHEL)

RN
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7. A

DI FFEEE 2mg TEHH] OFEHZEENB T DHELE

BREIRS O LY P RSEERER AT A KT A4 2 PRk 9 4F 12 A 22 AAFEIRE
%487 B (—HBCLIE : AR 13 4E 5 A 31 AfFEZETE 786 B, Ak 18 4 11
A 24 BAHSEEHRATE 1124004 75)

ARERFVE © A AR/ HFEEHRBRIED /N Rk
PR S
BRI E ; 900mL.  RFE : 37+0.5C
B pHL. 2 HARIER A R 1K
pH5. 0 D7~ Mcllvaine DFEETK
pH6. 8  HAIEH s tHalRes 2 ik
7K H A J5) 54 K
ml#E% : 50rpm (pH1. 2, pH5.0, pH6.8. 7K). 100rpm (pHS.8)
AR & 12 Xy L
ARBREER - pHIL. 2 TIX 2 B, T OMOREBRIZ TIT 6 B &4 5, 72720, 12
YERLA O SRR DS 85% & 2 7= f T, BRAKR T2 &
MNTED,
SINTIE o SRON TR R v
HPIEREHE A RTA CORERED H B, ROEYST DB THE - THEWE
ZHIE LT,

[pH1. 2 (50rpm), pH5.0(50rpm), 7K (50rpm). pH6.8(100rpm) ]

FEVERIA 2N 15 43 AT ) 85% LA EIAH 3 256

FRBREUA 2N 15 43 LINIZ ) 85% LA BRI 320y, XX 15 22 Bi1T 2588Rk
A O IR H SR DME YERLA O PR R E15% OFEIFHIZ H 5,

[pH6. 8 (50rpm) ]

FEVERLAIAS 15~30 7712 85% UL Risth 3 256
FEHERLE D SELA R DY 60% K O 85% 11T & 722 D4 72 2 RS IC BV T,
AR LA D SR HH R SR HE R O PR R £ 15 % O#PHIZ & 5 2>, T
£2 B DN 42 LLETH 5,

R DWTFROHEAITE N THIEHZEENAL L TS L HE SR,

pH1.2 50rpm pH5.0 50rpm
120 ¢ 120 +
100 | . ® 00t » —8
g 80 ;\; 80 +
i;_lk 60 # 60
Wl —— JIFT7E L §E25mel BH) 33 w0l —e— HIFTE L 25me BH)
—o— fEHEBA| (§4H), 25me) —o— fEHEBH| (§2H). 25mg)
20 [ 20 L
0 : . . . - ! 0 : . . . . '
0 5 10 15 20 25 30 0 5 10 15 20 25 30
B F (min) B§fE (min)
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pH6.

8 50rpm
120 1

100 Py

B (%)

20

0

pH6

120

100

=3
o

Y
o

n
o

o

80 1

60

40 r

BHE (%)
=

—— JIFTEV§R25mel BET)
—O— AR (25, 25mg)

BHE (%)

—— HIFFE§25mel BHT)
—O— 1RHEHF| (FRH, 25mg)

0 15 30 45 60
B (min)

.8 100rpm

—— HIF7E U EE25mel BET)
—O0— RHEBF| (2. 25me)

0 5 10 15 20 25 30
58 (min)

0 5 10 15 20 25 30
B5fH (min)

K WHZEENC T DFEPME GRERE K OFE YA O 48 H =R 0 L)

srpa s REERF JIFTEE
B (8E%. 25mg) 25mg TH#TI HE
Bl |HER& | IREEFR R EY R EY
pH1. 2 15 %y 98.1 99.7 A
pH5. 0 15 4y 94.7 99. 2 e
15 4y 82.3
50rpm w N
pHe6. 8 30 4y 91.2 £2 %DMl 57.9 A
45 4y 92.0
7K 15 %y 97.0 99. 6 ke
100rpm | pH6. 8 15 4y 96. 6 99. 1 e
(n=12)

JIFTFTEE 25mg TBH X, HAERFEERLERICEDONZ7 =F
T YT VB SEDOIRHRKICES L TWD Z ERMR STV D,

BRI EL7 B I ] Tt HAR A
K 50rpm 30 43 75%LL L
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JIFTEE 100mg TBHI OB HEENTIS T 2 8P
BIRERTLOEMFRSEMRBR T A T4 2 PRk 94 12 A 22 AfFHEIRE
%487 B (—HBCLIE : AR 13 4E 5 A 31 AfFEZETE 786 B, Ak 18 4 11
A 24 BAHSEEHRATE 1124004 75)

ARERFVE © AR/ HFEEHRBRIED /N Rk
PR S
BRI E ; 900mL.  RFE : 37+0.5C
B pHL. 2 HARIER AR 1K
pH5.0 D7~ Mcllvaine DFEETK
pH6. 8  HAIEH s tHalRes 2 ik
7K H A J5) 54 K
ml#E% : 50rpm (pH1. 2, pH5.0, pH6.8. 7K). 100rpm (pHS.8)
AR & 12 Xy L
ARBRMER : pHI. 2 TIE 2 BE. 2o BRI Clx 6 B & 45, 72771, 1=
YERIFN O EAHEN 85% &Ml 7ok s C, RBRA K TIHZ &
MNTED,
SNTIE o SRAN TR R v
PIERAE A RTA L ORERED H 6 IROFS T DB HE > THEEUIE
ZHIE LT,

[pH1. 2 (50rpm), pH5. 0 (50rpm). 7K (50rpm). pH6.8(100rpm) ]

FEVERLAIAN 16 43 LANIZ Y 85% UL R4 256

RERBIAIANS 15 3 LANIC ) 85% LA EIRIHT 240, XL 15 ki) 2Bk
A O IR H SR DME YERLA O PR R E15% OFEIFHIZ H 5,

[pH6. 8 (50rpm) ]

FEVERLAIAS 15~30 7712 85% L Risth 4 256
FEHERLE D SELA R DY 60% K TN 85% 11T & 722 D24 72 2 R SIC BV T,
AR LA D S HH R SR E R O PR R £ 15 % O#IPHIZ 8 5 2>, T
£2 B DN 42 LLETH 5,

FER VT NOGAITE W T HIEMEEENELL L T\ s EHIE SV,

pH1.2 50rpm pH5.0 50rpm
120 120
100 | —9 100 t a —8
g ot S 87
60 [ B 60 [
331 a0t —— JIFTEEE100me B3 ?3 w0t —— JIFTEVEE100mel B
—O— fZAEHF| (5%, 100mg) —O— ZRERF (5eH. 100mg)
2 | 20 |
0 . . . . . ! 0 . .
0 5 10 15 20 25 30 0 5 10 15 20 25 30
B FE] (min) B§FE (min)
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pH6.8 50rpm 7K 50rpm

120 r ]20 -

100 Py PN —0 100 Py :8
g8y g
# 60t Q 60
?33 40t o= JTFTE AR 100mel BAF E(iu w0l —— JIF7EV4100mel B )

—O— 1RELFHI (2. 100mg) —o— FBAHFI (551, 100me)
20 2 f
0 : : 0 - - - -
0 15 30 45 60 0 5 10 15 20 25 30
B fE (min) B (min)
pH6.8 100rpm
120 ¢
100 » —
g S
# 60 [
gg w0t —— HIFF7EUEE100mgl BH)
—o— i (525, 100mg)
20 t
0 . . . .
0 5 10 15 20 25 30
B (min)
7 HARENC I T A FELINE  GUBRELA K& O ERLA O S0 =R D HLig)
- EERE JIFFTEUEE
SHEREH I
(#Z#l. 100mg) 100mg TB#] ¥ E
ElEngh |SAERK| FREREERE EHBHEY EHAEEY
pH1. 2 15 %y 96. 5 98. 6 ey
pH5. 0 15 %y 93. 4 99. 6 Py
50rpm 10 43 55.1 66. 4 .
H6. 8 ik
P 30 4y 85. 0 94.5 e
7K 15 %y 93.0 97.0 ey
100rpm | pH6. 8 154y 91.4 97. 2 SCika
(n=12)

JIFT7EVE100mg THHF 1. HARBFERLERICED LN =T
T YT NVBESEDORHBAICES L TWD I ERMEGR STV D,

BRI [EIL T JHE FREf Vo RS
7K 50rpm 30 4y 75%LL E

— 1’7 —




YIFTEE200mg TBHF I OBEHZEENTI T 5 RSN

RN 28 O EI A ORI SRR T A K74 > R 12 4 2
A 14 AATESEES 64 5 (—HDOE Rk 1345 6 A 31 HATEIREIE 786 5,
R 18 4 11 A 24 HAFSEEASEE 1124004 %)

ARERFVE © A AR/ HFEEHRBRIED /N Rk
PR S
BRI E ; 900mL.  RFE : 37+0.5C
BRI pHL. 2 HARIER HIRHREREE 11
pH5. 0 77z McIlvaine DFEMEIR
pH6. 8  HAIEH s tHalRes 2 ik
7K H A J5) 54 K
ml#E% : 50rpm (pH1. 2, pH5.0, pH6.8. 7/K). 100rpm (pHS.8)
AR & 12 Xy L
ARBRMER : pHI. 2 TIE 2 BE. 2o BRI Clx 6 B & 45, 72771, 1=
YERLA O SRR DS 85% w2 7= p T, BRAKR T2 &
MNTED,
SNTIE o SRON AT R v
FEHERLE - 7 =F 7 L 8E 100mg [ H T
HIERAE A RTA L ORERED H 6, IROLT HIHBE K> TR
2T LTz,
[pH1. 2 (50rpm), pH5. 0(50rpm), 7K (50rpm), pH6. 8 (100rpm) ]
FEHERLAI AN 15 53 LANIZ ) 85% LA B3 554
FRERBUAIA 15 43 LANIZ Y 85% L Vs 52>, UL 15 2B 1) 53Rk
BRUFN D SFRIER H 2R A HERLA D IR R £ 10% OFHIC H D,

B PRI a0 (16 49) 1231 2 slBRELA Ol 2« OIFHFRIZHOW T, fErER]
KNI R 85% LA HICET 5 & & RBREUK O EHIRHER+15% D
FAZBZ5 B0 12 1 ELLT T, £25%0OFPHEZBZ 5 H DN,

[pH6. 8 (50rpm) ]
FEAERIEI A 15~30 431 %) 85% LA L¥EH T~ 2356
FEAERLA O SR R DK 60% KO8 85% & 72 AT 72 2 BEcB VT, Bk
BRI 0 -2 VA HH SR DS VE LA O SRR ISR+ 10% OFFHIC H 5 5y, XiT
£2 B OEN 50 LA ETH 5,

A LIRS (16 43) 12361 2R BRBA| O 2« OFEHFIZ OV T, FEER
KN R 50% L FICE L 85% I L& & | BREREUHKI D )i
HEZ12% O EZB L5 HON 12 fHF 1 ELLTF T, £20% OFiPH A 2
BDH DN,
R WA RTA v DI YER 2T LIS 2B AN R & Hlr Sz 7= 0, il
AN AW FRNC RS L T STz,

pH1.2 50rpm pH5.0 50rpm
120 120
100 + 100 —D
g T S %
13{% 60 # 60
331 a0t —— JTFTE:200mel B {3433 m —8— JITFTE L §£200mel BHi)
—O0— HIFFELEE100mel BET) —O0— HIFFEL4E100mel BET)
2 20
0 . : : ! . ) 0 : !
0 5 10 15 20 25 30 0 5 10 15 20 25 30
B (min) B (min)
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pH6.8 50rpm 7k 50rpm
120 [ 120 1
100 | N e 100 . '}
;5 80 § 80
# 60 60 f
33 w0t —— JIFTEER200me! BHi) 33 w0t —— JIF7EVE200mel BH)
—O0— I FT7EEE100mel BET) —0— JIFFEUER100mgl BT
20 20
0 : 0
0 15 30 45 60 5 10 15 20 25 30
B (min) B (min)
pH6.8 100rpm
120
100 a —
g 80
B 60
E«(iu a0t —— HIF7E U §E200mel BE)
—0— JIFFE U §E100mel BETI
20
0 . .
0 5 10 15 20 25 30
B5 8 (min)

£ EHEENCERY D REME GREREA M OMFEHERA O PR H R O L)

EAEBE| HIFT7EUE
= 22
FABRSRHF (%2%1. 100mg) 200mg I B#7) $I5E
Mm% | AER& | FRERAFRE EHBRHEY THAEEY
pH1. 2 15 4y 91.6 98. 7 A
pH5. 0 15 4y 97.0 98. 4 A
15 4y 82.8
50rpm N v i AL
pH6. 8 30 43 95.3 £2 BEOfE 81.9 |H#A
45 4y 96. 6
7K 15 4> 94.9 98.3 By
100rpm | pHe. 8 15 %y 91.5 96.9 WA
(n=12)
#£ I BT B RIEEME GRERELEI O ~ DR HR)
- YIFF7EUE
B 22
SBREH mwnm|  200me TE#H e 21 5 i
b — R 5%
mes || |, | B0
: R | A%
TRBRAUAI D Fe ik LLBSIRE S D SR |
IN ~ AN
pHI. 2 15 98.7 97.3~99. 8 R+ 15% DR B2 5 b O G
12 A 1 ELIFC, +25%D%H | . .
pH5.0 | 154y | 98.4 |93.T~10L 4| s oy pein W
50rpm SRERIUAN D o FLHE 15, 0D SRR
HIRE 12%DOFHEZ 25 H O .
IN ~ N
pH6. 8 15 %5 84. 8 82.0~91.0 12 @ 1 ERLFC, +20%04H A
EBZDHDOMRRN,
TRBRAUAI D I ik LLBSIRE S DR |
IN ~ N
s 15 98.3 |96.0~100.3 Wi+ 150 ORTEA 2 5 b 07t 18 A
12 {5 1 EEAR T, +25%DiH | |
IN ~ AN
100rpm | pH6. 8 15 96.9 95.2~98. 3 B2 D LORAR, G
(n=12)
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JIFT7EUE200mg THF 1. AAERFHFEELEFICED LN =F
T TN EBEREDORHBAICES LTV Z E BRI LTV D,

¥ 8td [Efzxs 5 E R ] Vo RS
7K 50rpm 30 4y 75%LL I
8. MR ER L BARAYA
9. HABDEMELD | HAKFHF 7 =T 7 v 7~ )V S ORI L 5,

MR ERA RO PIRR S BE R E v
10. HEPOBEMRDD | AARIER T 7 =2F 7 00 7 < VRESEDE BIEIZ L 5,

EE&

Wik a~ 797 4—

1. 7 AANT I RIZREY L
12 BAY HEIREMEDSH | iZ 4B R L
BB
13 ERARERESR - | XA L2V
NEDREIR TR
EY 51EH
14. ZDfs Y L
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V.ARICET 51EHE

1. MEERIFZNER

=N bIE

2 AERUVHE=E

WEL. RN F T LT LA 26mg, 1 B 2 XX 3\ XY &5 2BLG
L. BEOIRREIDG U T2 I ET 5, 8%, 1 B¥5-813 150~600mg & L.
2 X 3Ny TR A% G35, k. BEHEITFE - ERIC X0 #EEHE

T, 22l

1 AEE LT 750mg B2\ L,

3. BRI
MERT—2/8v 4
-
(2) BRERZN R
(3) BRI AR
(4) R EHIEER
(5) FRELAIERBR
1) |EALAUITH
2 RIGEER
2) LR ERER
3) T MHER
4) BE - TREERIEABR
(6) ;AEHIEM
D ERARERE
EFERARERE
4FRIAE) - 8
ERFEERERKS
E& (ERTZER PR
ER)
)EBEHELT
EREFEDOAE
X(F=ERE L =3
BOBME

R L
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VI EEEICEHT HHE

1. ZEZHICEAEH D

TIETITS =, TP, saPry, sulduav D UoEEE,

EEYMXITIEEMEE | 7 RXUXRY Koo ~axX K—)L, TafFrtvl o, 7aisXY R—,
o AvnothistE, VT I U, ) ARY R
2. ZE/ER

(1) YERERELL - VAR
J"%_‘”

() BN ERMA 1T DA
BR AR

Q) ERFERER -
ot s ]

JZFT L T NEEEIE, A RIERERE (Bn h=2 - R UZER
W) TH D, ERPREMIRIEK L [E U< Do/ IEIUER 25 54 L4
W2, EMERICE ST A L ZE 2 b bt e = 5-HTuw ZRIEREHUER 3 b
5HZ LT, BEMERIC R AR, FEEHURBIERR & B RS,

MU ER L

B L
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VI. EMENREIZEEd SR E

1. M REDHT - Al

ik
(1) A% LA 5 e
B

(2) ZE M RESE
Ry fi]

(3) ERPRFABR THERR
ni=mAiRES

BB L
VIL SEBHEICB T A 1 (3) BRI CHER S M i) & 2

(VTF7EEE 2mg THHFI. VTF7E & 100mg TB#H1]

IS ST D L SRR T A R 54 L SRR 9 4F 12 A 22 BATIE IR
5487 5 (—EBCLIE : Rk 13 4E 5 A 31 AATEIRE I 786 5. PRk 18 4F 11
H 24 BATERAHRAEIRE 1124004 )

Y9I FT7EEE2omg TBH LEEERAIZ 7 o X4 — =Lk ZhEh
188 (7 =F 7 & LT 25mg) fREERA S AR RERL AR D # 5 L C il
R LIRIREE ZHIE L, 0N 73BN N7 A —4& (AUC, Cmax) (2D
T 90% B XFEIZ THEEHFIT 21T o 72 fE 5. log (0.80) ~log (1.25) D
PN TH 0 R O AW 20 R S D3 s S Az,

HIE/NT A—H BEIRT A—H
AUC0724 Cmax Tmax T1/2
(ng+hr/mL) (ng/mL) (hr) (hr)
JIFTEVE
+ + + +
25me B ) 197.83%92. 96 169. 23£42.43| 0.9%£0.3 | 3.0X=0.5
2 e )

196.22£77.64 (63.63+£31.15| 1.0%£0.4 | 3.2%0.5

(§EA, 25mg)

(Mean=S.D., n=19)

100 r
~ 80 [ .
1 - JIFFEUEE25mel BET]
& —o— I (5, 25mg)
ol]
S 60 1 Mean=+5.D., n=19
)
il
o 40
®
£ 20
0 ®
0 4 8 12 16 20 24

i (hr)

M3 TP EE N ONC AUC, Cmax 2500 /35 A — 2 1% #BRE OFR . R O£ B A
3 - RS ORBREIEIC L > TR D ARERD D,
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(4) b

G)BE - GtAEDE
-

6) B&EH (REaxL
—>3Y) BB
& U FIBA L =FY
ARNERETHER

JIFT7EE 100mg THFT] LEERKIZ /7o xAd—"—JkicLYEn®
NW18E (Z7F 7L & LT 100mg) fEFER AR FICHEaRFEER O L T
MARP R EZHE L, B o5Nn-EYEhiE F A —4% (AUC, Cmax) (2
DT 90%EHE X ENEIC THEHEIT 21T o 7246 R, log (0.80) ~log (1.25)
OFFANTH O | WRHF O LWL RIS R S Tz,

HE T A—H BENRT A —H
AUCy-24 Cmax Tmax Ti 9
(ng+hr/mL) (ng/mL) (hr) (hr)
DIFTE
+ + + +
100mg T B%F) 826. 28 £367.87(267.96+-132.48| 1.2£0.9 | 3.7%£0.8
FEE US|
. 813.321%346.46|272. 21+=155.67| 0.9+0.3 | 3.6%=0.8
(BEA, 100mg)

(Mean=S.D., n=24)

400

- JIFFEEE100mel B#i]
—O— 1R HERLAI ($EA], 100mg)
Mean=*S.D., n=24

w

()

(e
T

100

M AEH R FE (ng/mL)
S
(e)

0 4 8 12 16 20 24
M (hr)

TP EE NG ONC AUC, Cmax 250035 A — 2 1%, WiBRE OFR . (A OELEAE]
o R EORBRSLIC L > TR D AR H D,

[V TF7E 8 200mg THHI]
HIFT7EEE200mg TEH] 1%, [EENER 580 E TR 0 A Y e Rk
MRERHT A RT A > Rk 1245 2 A 14 AFTEIRES 64 5 (—HPkE : FRk
13425 H 31 H TSRS 786 75, TRk 184F 11 A 24 H AT AR H 1124004
F)ATEDSE, JZTF T EUBE 100mg [HFT) ZAREERGE S Lo & & I
BN U< EWRICIRSE & AT ST,

KPR L
LAt (BB LOVERS) (CBIT A TREIER ) 22

AR L
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2. BYEERAI/NS A
—4

() fEr A& MR L
(2) RISIR FE 7E 3 MY ER e L
Q@VINALFT7TARALSE | VI SEpENREICBIT 2THE 1. Q) KRB ClER SN -MPRE] 221
V7«
4) BHEKRETER MR L
GYOUTIUR MR L
(6) P FRTE MY ER e L
() MIFEEFHEEEY | 83.0%
3. kU MY ER e L
4. 9%
(1) % — AMBEFS @B | iR T 5 EE 26N D,
:|‘$4)
(2) ik —RRBEREAPTE | TVIL L2t (M EoEES) 2T 52HE 10 s, Ehw, RILEE~OH
B 1) #&8K
@) it ~DF1THE VI 224t (R EoEES) (BT 2HE 10. i, e, FilmE~0k
5.(2) | =5
4 BER~DFITHE | U EE L
(5) ZDDMEBAD | L4 EE 2 L
BT
5. X
(1) REBERL R RH | =& LR
i)
(2) KB 5 T S8 | CYP3A4
3% (CYP450 %)
nEiE
@) WEEEMRDE | ZYEE e L
‘|BRUZDEE
4 REYOFEDE | 4 EE L
TR ULEER
B) FHERBMDORE | 4 EE e L
RN A—4
6. HEitt M ERe L
(1) Bt BB K MR B
(2) Bttt ==
(3) HEith R FE
7. FSURR—E—IZ | U ERR L
B9 51E%R
8. BNFIZKBBRER | LU EEL
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VI. ®&H (EALOIESF) ICEISHEHEE

1

BERNREZOER

LEZLVMREDO LR D, MRFES 7Y F—2 R, BIRFIEEESE
DEXRGREMERASREL., RTICESBALHHSD T, FFBEHL,
MFEDMEEDHRZT57ITTS &,

2. BE5ICHE=>TIE, HoMLOLEEHERASRRT SEENHEI L%,
BERUZTORKICHSICHAL, A&, 2%, 2R, ERFOEEIC
FBL. CORSBERSAHoOLAIGEIZE, BELICIREZHETL.
EMDOBRERITSELS. HETH L ((EXELGEFRNIE] OES
i)

EERRNBELTDER

(RAIEZZE0)

ROBHEIZIF®E LB E

L EEREO RS [BEREZELIEIBEZNRH 5. ]

2. 7NV B — )VERFHIERGE O XA RAMAI R O RV T h DB [T
AR EIVE R N R S D, ]

3.7 RV F U v ag&GEHRORBRE (T RLFT IV ETT7 4 7% —0ORA
TR, UTHEARHEIRIC B 2 2RI S L < I PcE T 2% 6
<) (THAEER] OEZH)

4. RENO RS %F LIsBUE OB TR D & 2 B

5. BEIRIFN D BFT . FEIRIEOBEEIED & 5 B3

3. XBERIETEICEE | 3% L
THERLEDIEL
ZNDIEH
4 FERUVASICEE | %Y LW
THERLDIEL
ZNDEH
5. EERENBEEFD | ROBHEICITERICERET D&
bl (D) e EO b A BE (AT FEICTEICZ vRF SN0, 7075

VAN L, METREN LRSI ENH D, DB (Bl 21X 1 8] 25mgl
H1[E) 226#&5420 1L, 1 HEEEZ 256~50mg (29 % 72 EEH OIKEE
EBE LN OERICKE T L, ]

(2) 0> - MEHE, MM EREE, KOLEIZNL 0RO H 5 BE 5]
@O IMERE TS bbb I Enb b, ]

(3) TAMAFEDFBMERER, XN O OBAERD B 5 BE [ K
TEELIBZENRH D, ]

(4) NEENR T2 OBEEREO & 2 B3, Je kM QT mERIEMREOBHE . % QT
SERZEZTZENMON TV DA ZEGFOBE [KAOERGIZED
QT fHIBRAE R 3 5 AlREME D & 5., ]

G) ARAEROMER OCAZRSE AT 285 UERZEBLIELIBZALH
%, ]

(6) s (TEkE ~0& b OHEBM)

(7) BEPRIS O FIEIE, & MUbE B 2 W AERSE OB RIE O ERIR 7% 73 5 B
(TEE AN ERE ] OBESMH)

_26_




6. EELGERIEL
TNEARVRES
&

(D ARFOFEEIZ XY FLOIMBEEO EFNS, BERFMES 73 R— &
B R IR SRS O BB R B 27 85 2 N H D DT, AFFEETIX,
MPHEORESS 8, 28, 2K, BIRSEOBEZ 7512179 2 L, FRT,
i A, AR AR O BEIR IR O fERIK 12 A9 5 B3 Tid, mpEE EA- L.
Rtz 2 E L SE 2 BEARNH 5,

Q) AFNOEEIZL Y, IKMERDH SbND Z ENH LD T, KEFEG I,
Wik, Rk, mvF. BREk, MR, EREE % OMRMBEERICERT 5
bl MAEEOWESEOBEZ+mIiTo) 2 L,

G AFNOEHIZEE L, HE L EFE (1) KON ORIERNEET 2560
bbHZELE, BEROPEOZFEICHIZEII L, @ilfEER (n\, 28K,
LR, BURE) . RMBEER (R, ek, miF. =ik, IR, BEikiE
FE) WCEEL, 20X RIERPS b IciE, Bz a2
WrL., ERiORZEREZITL L9, BETDHZ L,

) ARFNOEEIZ L W IRERINZ KT ERHDHOT, BMICEEL, Bilo
HERH Hb A IE, REFRE, EEREEOMEYRUELITH 2 &,

G)ARHNL., FriAERABMBICEIMENEZE- T2 083H5H5DT, iIb
 BH, DFEVWEDRMTEIERDH SO =S I ESE, @Y7L E
ITH T L,

6) AFNTEE U THIARERICERT 2720, IRR. FEH - &5 h - k5
BEREAEDETNEZDIZENHHOT, RABRGFHOBEEIZIIEHE
DEGREBREFESBBOBREICEEIE VI IICEETLIZ L,

(1) BHEWRIED GO0 B2 OFE, FEAERDBL T 2 rTaBrEN & 2 0 THlES
TV RN ORNEREOHAREZMS LoD, AEZRLICEETSZ
EMREE L, Fo, FEROEADED 5 NTHEIIE, holREEICY)
VR D72 ) 7RAEZTT ) Z &,

®) B HEORILRD I LEEOFIRIC I D, AR, Bl §AF, FH,
NGRS DBERIER N B D Z LN d D, BEEZTIET 3848100, ik
W ET A7 EHEEITITY 2 &,

(9) PUkEARIEIZ IV T, ITZERIE, BRI IE 2 O AR ZERIE DS s S 41T
WHDOT, AERKAE, REIEVR, B, BACKER OfERK 1267 5 48
FIHEGTHHEBITIIERET D L,

7 .tBE{ER

(DHREREZDE
==

Q) pRZFEEEDHE
==

AANIEE ORI CIRFIAH S D, AFIORBHZBI G35 172 PA50 FE#
I3 CYP3AM4 T 5,
AL &
R
TRV FY

HWr - BIREF
T RLFU ALY KL
U EittE o, B-ZAE
DRIFEAITH Y . AHD
a — AR W ERIC X
V. B-ZERORIEAE
PEALL 720 I ERET
TEHIDMsR S LD,

ERIRAEAK - HEHE
7RV CoER%E
(TF 74 7% — | s, BERME
ORRATEE, XX | BTE2EZTZE1H
WRMEEKICBIT S | B,
RS L <X
(R R
L85 %R<)
(RAIV)

HAISEETSE

ERIZF
HHX AR R 71
T Iva—)v

WF - BIREF
AV AR & 2
TZLERD D,

ERERAEIK - HEEB AL
HRX AR BT R FH 203 1
ML ENHDHD
T, fHx OBFEDRER
K OBERFMICEE L.
HEICEETHI L,
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EHHF FREREEIR - HEHE AR
CYP3A4 i EAE & | AAIDOIEM M BEST 5 | AF O LEHEER TH

B9 D HAI ZEND D, % CYP3AM OFFEIZ LY
TJxz=hAV KFND Y VT T A
BN P m+zzendbs, sE
NV Y — LR ANZBFEZ7z2=r 1
PHER PEA&EEGHICB VT, A
U Ve ooz V7T AN
£ KI5 fEIZHEM L., Cmax &

N AUC IZEINZEH 66% K
W 80%IE T L7z,

5 VNCYP3A L EAE | AR OIER 25892 | KK O EERBEEERE TH
HzA3 2 3EHA BENNH DD T, | 5CYP3M &R [HET S
A NT7aFry— | flxOEFEOIERLD| 720, MAEFHREN EF
IV BRMEICERE L, AKH | T2 0EERD D,
EWET S 708 LTE | AMEITHRYV CYP3A4 fHE
HICEGTHZ L, KlThHsrr hatry—n
PRI X v ARFIomEE | ROl ENRIETE) 2
HIRENEMEE 20, | IPHBE LEX, 7
QT RN ERET 282 | F7 B O Cmax &Y AUC

NndH 5, TENF N EME S O
3. 35 fE K Y6, 221 TH -
77
CYP3MMALFEM %2 | KFIOIEH Z MR 5 | AH O FEGHER TH
BT % HHA BXERRHDHDOT, | D CYP3M %[LET D=
T2 A Y| flxOBREFEOERKEO| O, MmAEFREN EHT
N DRMEICERL, EE | DRSS,
T HZ L,
TRUVFUCER | BEERMERTZEZ | 7 KL -V 37 KLtk
i B R A TZEND D, U AEEE o, B-ZRIK
URBA TR DORNPAITH Y . AH D
Ly o R ERERIC X

V. B-ZHEORFEAEH
WAL E 720 MERET
TEH RSN D BE L
DD,

) bR RGP IET 5581003, AROBREZETHZL1H D,

_28_




8. &I{EMA

M EMERDOBE

Q) EXRGEMER LD
HAE K

AHIN AL FH Al i A % O BIE IS BUSEEE 23 B & 72 2 548 & 520 L TUheuy,

(BEEANH)

() Em#E. HRBEET L7 F—I X, BERFEESE : SbERD S b,
BERIFME S BT o R— A BEIRIFIERIE DL TIZE S 72 EO M7
Rz 852 nH 20T, MEEORERS, A\, L8, 2R, HIR
LOBEEHSIATV., REXRD OIS ACIE, BEEPIEL, 4>
AN RRNOFE 21T ) 70 &, WYIRAEEITH 2 &,

Q) EMm#E - (KMbER D b s ZE0nHL50T, AR, BEE, @i, E
R R, ERkREE S ORIMPHER 23R S - EAICE, &5 &R L
WEIRAEEZIT O 2 &,

Q) EMEMEEE (Syndrome malin) : BEMIEEIHENH LDONDHZ ENHDHDT,
MEENHRER . SREEO AR, e NN, SR, mEOZEE), BITENRELL
FHCOEDDERBDALON LG, &G E2HILL, KHAL KoH
WMEORHEHRL & HITHEY B AT O 2 &, AERIERCIX, HiiEk
DML CK(CPK) D EHNRHEND Z LN, o, IA T u v REfE
) EHEBEIR TN A LND Z ENRDH D,
eI, mEDERE L. ERRREE . PR, PEERENL, BAER, SRR
fEE~LBITL, LT LIEAIARES ATV,

(4) HERFRERIE - AU MARIEN S DD Z ENHDH DT, HARE, B
&, CK(CPK) E5-. MR ORF I A7 m vy ERHEAERRD SN-HAalcix
Behawik L, @UREEITH Z b, Fio. BEBUHRAEE IC X 5 2Pk
EEORIEICEETDLZ L,

G)VES . KERHLDLNDZ ENDDH, ZOLX D RIERNS b HEIC
TP E I 5 EEEI R AEEITO 2L,

(6) |EBRIBRIE. BMEKFA  WREKIERE, AMERBD NS LoD Z L0
HOT, MEMREZITO 2L, BEE STV, BENRBO LR SE
WIT B E2 RS D7 ST R E AT 2 &,

(7) FF#%RERES ., #YE : AST(GOT). ALT(GPT). vy -GTP, Al-P o ERSA £ 5T
MEREREE . FIEAH DONDZ ENHDH DT, BEE 5T T, BN
RO LNTHGEITITE G 2R IET 57 U @& 2T 2 L,

8) BREETEA LR« IHEME (RACAIR, Bl « ek, 3 LUMERG, o
54 & 2 T tEE R OB D 5 > I ORER) Zk L. BB LY
ZNIATTHZ R HHDT, WEMEN L iGaIcid, &H5xeH
B3 570 IR AEEITO Z &,

) EXMECRXRTT  NEAREORMEEEEN S Hbir, HG5H % LR
WToHrZEnd 5,

(10) FZEEASAE. FEPFRARMASSE : FURMIIEIZIW T, ZERRE, FRMARAE
S D MARFEAIEN G SN TWD DT, BlE %2 o2 TV, Bk, s,
VU DT FIESENGRO DT GAICIE, &5 E2 T 257 EiEt) el
EXiTo 2 &,

(1) hEMREIEFERARE (Toxic Epidermal Necrolysis : TEN). RS $5ERRAE
{%#% (Stevens-Johnson SE{ZE$). ZWAIBE : T EptE L L EIERIARIE, F2E
FEREARIERERE, SRR Db D Z ENRZBH DD T, BEEH0I2IT0,
HENRROONTGAICE R G E2FRIE L, @Y RAEEITY 2 &,
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Q) ZDHDEIER

(4) HE RIBIE AR
HE R VERRRE
EEE—T

(5) ZHEKE . AHHE.
EREERVFMHO
BRFERNOE
ERRIERE

6)EMT LILF—IZ
9 HEBRRUE
BRi&

B E & %

FatfE
%

ARIR, ZREE, BIR, A2, SR, OF WV, R B
KAREOBE(L, =, HBRNEIE, B~V OIKT, Fik,
PRRE, =AROBAE(L, VB T, BIEARLE, Bk,
PAEL. BB RE, ARAEX, MRS, BRKS. Z3E,
BEEIRRT 7 b= AL AR, EEE O OF, MR, &
112, BEME, YAz, BE, MEKRIERIS, Wl ke,
VANV ALy AERREE, B RIS, HIRE, B
BEE, AGITE)

Ei:3Z ¥
EIR

TAYT IRk HEEREE, R, TS, EETRE,
ATIEE, DAFZRVT, WETEE, YA =7 IR
VR, N—F Y IEMRRE, RERERETE, MEASMEEE

m &

TERIERIBY . A RERVENNE, B, /MR, 3 i EREE N

EIRS%= R

SR, ARSIV, GOETCE, DB, KT, &
JE. AR, REENR, b, AR, B, LEXQTIER

BB

AST(GOT) &, ALT(GPT) L&, LDH EH-, Al-PEH. y-GIP
B BULVE U ME, SRR

MFIR AR

NG, gk, N, SEA

HiEs R

R, RAEGR, Eul, BAUTE, MR, R, TR L
AR, B, B, shide, HLEEE, i, B
bR, A, MEESHEG, W RE R R

AR

e FLECHT PR 551, REBER

e - W

53

m7ra 7 FUME, T4, ma bV A7 e —/VilgE, Tsl
Ao ARREE . FRIBER, ®IEMAE, &0 U v AMmGE, B
WE. R, K b U T AmgE, KPR, SEJE. TSHED .,
TSHES-. & FV 7 VvV RIJE, &REIMAE, RIEBE, FT,
WA R HE

B BLIE

®%, MERM, <58, W5

WPREFR

PRIRBRTE, PEIRINEE, JREE, JRPA. BUNLF-, Fefeshie, &
WEE, AV ART A BUR, Bk, IREB G

Z Dfth

Bk, BEAE, CK(CPK) L5F-. MR, (REHN, B
T BIT BB RERCD ., MR, AR, ERREL, L OUK,
Al PRI, RIEPERIE, 1ZTY . B, BIETRE. BT,
SHEBREIEL, FEfE, @ER G B, T, PEE, 18K
R, WHESE, M, BIEROS, W¥ME, HokEE, RE
fHIgs, S, BBE, BABEUEGTE (RIR, BD, BE, T
A, A . AVE, RIERPED N, TR BRI

AR L

Pt A

ARAND LI5S BOE DBEER O & 5 BE 23R G LT &,
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9. Bl E~NDKRE

miE IR (BIAE 1A 26mgl H 1[R) 2»6&528046 10, 1 HIEEEZ
25~50mg (2T B 72 PREOREZBILZ LN OERICKRG T2 L. [EnE
TITFEREMIMRE LR TI/ T T OO 27 VT 7 2 A0 30~50%fK< . AUC
TR L5 ETHY, EmWIMEHRRENE T 2N EO b Tn5b, 70,
HIMNER BRI W CIEm IS & bhle U, B SR O S BB A3 EN3- %
I FEH BTN D, ]

10. 124, ESR. RELR
EAOBRSE

(1) $E8&SF - IEIG S FIEIR L T 2 ATBEMED & 2 NI, TR L O AN
fatt A RS LT S D58 il 0skbd 52 L, UERTOHREIZ
B9 2 LTSI L Ty, BiER (7 v PRD %) THRIEA~
DBATHHE SN TN D, £z, EIREHICHUMRER RS ST D
Yrtr. A/ERICHIFLEETE BUR, PPORRET, IRE, FhERIKT. Stk
FEDBEMIERSLHEARINEIER D D B oI L DMERH 5. ]

(2) #2307 - AT OWmANCEET L5611, AL TS Es 2 L,
HPA~BATT 2 ZENWE SN TND, ]

LBk

1. IMNEEADEE

ANREE T 2 2 ENEITHENL L TR (BERIRRER DY 220

12. B RRERRIC R

B2 488
e

PR & U

13. BERE

FEAR ¢ A ER IR, HER, BEIR, RMESTH D, TNCEEE, ECICE
DIEBIDN S ST\ 5,

WL« AFN R A 72 RTEAN T 7 W I OMEFIRIE 21T 9 2 &, BB e
BN TH D, RIS b SGa I idKEOmiR, AN TR oY) /s
WEZFTH 2 &, RIMEN S &bz HA TR, RGRIEEIEE O £ 5.4
DEYRAEEAITH Z &, 12720, T RVF U v RS T, AAID o —%
R ER I X 0 RILEZ2 B SRR H LD THRE LT &,

14 BRLOIE

RN P T PAEOEAIP TP — "Bl LU TIRAT A L5 g
T5ZE (PTPY— FOREEIZL Y | #OGAERSEIEREA~TIA L, EiZiX
ZBIAEEZ U CHtRBIRAR SO EE L2 AIHEEZ PR T 2 EnHiE STV 5),

15. ZDHMDERE

(D) AANZ L D1E%F, FIRARBHOZHBRIER A ST 5,

(2) ENEEAERIZ I VT, ARHI & RIERBIGR AR O Ui sZE, HA i B VS0
HEINTWD, Fio, AMEEMEGRBRICBN T, SEBEENHRE I T
2o

(3) HMECTIME S 7= FRAVEIC B U7 btk GRRRIMVbEE - 2038 2A 75
TR kIR & LTz 17 OEERRERIZIBN T, AHN 2 E T e Ok R 55
H5RHIT T B AREEEGRE L i U R RN 1.6~1. 7 fFEmn-o7- & OWERDH
%o FTo, SMNETOEFFRHEIZIB T, ERFUEHRIE S IEERPUG RS &
[FERIFE RO AR E9% L ORERH 5,

(4) A X CTEMKE (100mg, kg HZ6 KON 12 5 HM) EOf&kbicky, 2Lz
Ta—)LEEIC LD EEZ HND ZAREEANENRD iz, LavL,
H=7 AP ek 225mg, kg, H % 56 M) KONF>HEICES L TH AW
IR Do Tz, £z, BRREBRICEWN TS, K& B L 7= AR
IFERD B ho T,

(5) 7 > MZ 24 » AR OEE L7e S AURMEERIZI T, 20mg, kg, H LA B
DOEGRECTHIRESE DR BBEE O_EF-NHRE SN TS, ZH S DIEBEORT R,
WX, FolElckWnWT T n T 7 F o LR L-ATRLE L THE STV DM,
b NTIET'R 77 FUARED E5 L IEE R O BhEM IR SAUTUVRNY,

16. £ D1

BA=RPNA
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X. JEERRAERICR T SR E

1. FIEER
(1) 3N A ER
(TVI. ZE3hZIE (2B
ERIEIENIE )
(2) B REFEIEABR
Q) R EEAER
(4) & D th o> I ER

k2 L

2. =HHER
(1) BEx 5 =4HER
(2) R EEHHER
(3) EE R A FMHHER
(4) Z Db DY EFE

M ER R L
VIL 224tk (R EoEES) ICBd 2HE 16. ZOMOER (4) | 25
MR L
TVIL 224t (fEH EoiEESE) (23 25HE 15, Z0MoEE (6) | 2581
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X. EHENERICHI SRE

1. RHX el Al B, AUFEEIES (EE - EMEOUFZEICLVFERTLZ &)
HRhAksr - BIZE
2. HhEAMXIEERR | EAMIR - 34 (et RIcE-S<)
PR
3.0k - RESEHE KB RR. EIRRAT
4 EFEFEWNEDEE
=
MEFBTORYKWL | REAE
FOBEAIZOWN | (DFEHABIBEANTH-TH, BERZRIZR DX ESNHEHT L Z L,
T (2) BEMZ IXBR ZRE T TR D Z &,
(2) BRIZfTHEEDERY | VL Z2&tt (EH EorES) (B4 21EE 6. EEARARIER L FOHA
F’UNZDUNT KOMLE 51 B) . (6), 4.8 ForEE] #2531
(BEFICTHBEITR | BEMEELTA N AV <ThoLky AV
EWNARIEE) BEREEZE . fF0 (X ZoMoEEgEE ] Z25m1)
Q) RAFIBFOBERIZ | Frlc/e L
2\ T
5. ABEHSE BA=ROAA
It
6. 2% PTPai NS A
£E 25mg 100 &€ 500 $E
£ 100mg 100 &2 500 #E
£ 200mg 100 & —
7.5 B
BEROME F HE
PTP PTPAEE : RN E=L, TALI= A
i w.ﬁ
£% 25mg w | Ry o F L
NS | xRV 7aely (R)ZF L8Ry % 4A)
b Bt o #K
PTPAY . Rk =1, T/ I=UL
PIP | Er—ads . RUTF LU FIFX—FTAI=T A
b B 5K
f 100me & B ERUTTFLL
NS | Fryv 7 R) Ty (R)oF LRy b))
b BE 6 A
PTPAY . Rl =1, TILI=ULA
$£200mg | PTP | ' r—Ad  RYZF LU FIR—FTNAI= A
b B 5K
8. R—mM4% - A%hE | F— ko : s/ 25mg §E - 100mg § « 200mg HE

. 7V — L, TP, suYy, sarrawy
UHEERE . YT e, RYRY Ry o~ R—b, Tat v
U, TrLANY = Xaxva UERE £V T
ek, U ARY RooAk
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9. EffFEAFAR

R

10. BLERGTEAZEFEAR

RUKRES BR5E 4 HERSEAREEAR RBEE
HIFFEEE 25mg TAH 2012458 A 15 H | 22400AMX01082000
HIFF7EE 100mg THE 20124E8 H 15 A | 22400AMX01081000
HIFF7EEE 200mg THE 20124E8 H 15 A | 22400AMX01080000
11, BMEEWNEERR | 2012412 A 14 H
12. SHEER(IFhEREM, | ixH LW
AERUVHEZEREE
MEODERBRUVE
DAHE
13. BEEFER. Bl | X4 L0
HEARFEABRUV
FORAAE
14. BEEHAM BA=RAYA
15, IRFEHARIFIREZRES | AANT, BEEHIMICET 2 HIRIZED BT,
[ZBE9 B 15E%R
16. —FK
&HHEa—F EEEBE
—— HOT B5 | SEMER#ERE | LeT+
e (9 #7) EESO—F | 88a—F
Yda—F)
HIFFELE2mg TR | 121975302 | 1179042F1178 | 622197501
HIFFELE 100mg THE | 121976002 | 1179042F2174 | 622197601
HIFFELE200mg TEE | 121977702 | 1179042F3170 | 622197701

17 {RER#EF EDEE

AANTZHHIM EORREEKMTH D,
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X 1. XX#k

1. 5 A#k 1) BEfgRRatt ANEE (ZEh)

2) BTSRRI SH ANER (IRadEeErE)

3) H TR SHE HNERE (Wil R SErE)

4) FHI\KIE A ARIE R R E, C-1567, EEIIEN (2021)

2. EDMDBSEXE | ZEERARL

XI.&EZ8H
1. EHNETORTSR | 2224887 L
iR
2. BNCBITHEBRERX | 4 ER L
AL
XII. {§&
ZDHDOEEER [7x=F 7 THHIZRASNIEBESE E ZFKED T~
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