2024 & 1 AET (55 10 hR)
BARERRSTERS : 872399

E X & 4 Vv %3 FE 12— 27 #4# — A
HBAFREERESD IF S2EESE 2018 (2019 EFHAR) ITHEM L THER

HIEEEE M=
BA%RA ETYT) FOITUEIESR
TY T RO TR 2.5mg THET]

YT FO T URIERE Smg THET |
Mosapride Citrate Tablets

#l ¥ | 74 ba—TF 0Tk

HHODBREE S| L

Y7 K7 = URBE KA LU T DOREAR

BoO® & E| 25mg:18H265mg (EH 7Y K7 il LT 2.5mg)
5mg : 18EH 5.29mg (Y7 U K7 =gl L L C 5mg)
m 4 'Y R KT
— " % 8

£ 4 : Mosapride Citrate Hydrate

HERFERESE B A | WEREAR 20124 8H 15 H
EMELEINE; - BRFEEAME | FAGEMEIGE - 20124212 A 14 H
£A8 IR 5% B fh 2012412 A 14 H

% - BLERSE (A) -

EE 1 B TR A
- B & g g | SO HIETHAR

EXRFERELFOERSE

AE TS BERIPR— & —
M W& bH ¥ B O|TEL: 0120-517-215 FAX : 076-442-8948
B E )T R — L~2—  httpsi//www.nichiiko.co.jp/

AIF[X2023 % 7 AHET (F1HR) ORMAXEORBICEISHETLE,
ATOEHIE, MSIATBOEN ER G E RS DA O R A R R~ — Y THEB L T 120,



2.

EERAVAEL—T7+r—LFADOFEIZOME —BHFRHEEREFMHE—
(2020 4= 4 A &ET)

. BEERKAM VA E1—T+—LERORR

PR RS O AR R B H & LT, ERAEELRMASCE UUF, BA3E) e b, EEE
B CEERD - SEAIATE OEFEICHEE DY B 3B B BRI O B 216 H 9 BRI, iR
CEICFE SN E R A BT 2 FICHEMRERDPLE ARG ENH Y | BIKAEEO EIEFHRM Y
(LLF. MR) Z~OEHOBMGFERSERIC IV EREMHTL TETND, ORI EHR %
MREMNZAFTHOOHEH VA M LTERGLA VX Ea—T7+—5 (BUF, IFERET) BSFEA L
77

19884FE|Z 0 AmBE Al (LT, BWREE) FINE2/NZBESNIFONLE T, IFGEERR. IFFiH
HARE L, £ O%1998FIC ARSI/ NEE S, 20084, 2013412 AFEEIRIERE B S
DIFFRREFHEDO KT 217> T T,

IFRE# EaE2008 LMK, IFIZPDFEOE 7 —% & LTI 2 Z E MR 2572, 2T LD,
W SCEOFERUGT N H > -G A ICSGET ORILT — # 2B L2 IFAE MRt S 2 & &
Motz BOROIFIL, ERMERERRGHEME (LUN, PMDA) OERHEERMIERRBEO—
(https!//www.pmda.go.jp/PmdaSearch/iyakuSearch/) [Z TABZiTW5, HIFIKTIL, 20094
KXV HEREOIFOFEHRE RS T 2/ LT M v X Ea—T7 35— 2 BHE] 2%EL, Hx DOIF
DA SCEAMET 28 EAHERE L THEENER - RETLT05,

2019F OUAT CHEFLHBEHOETIZ A D, [FLHEH2018 03 ARK S L, Ak TEEHEIE G OI)R
TGRS T DA KT A4 ) [CBET 2 IE RO =0, TOEFMEZKE L1,

IF& (X

IFiZ T SCEEOFREMTE L, B - RIS OERIEFHIZ L > TH R EBICLER, EHREL
DREELDOT DO R, WHHEEO O DR, TR O OIFHR, FEIHM O IERH D720 D
., HLENIRBE T T OO OERENERN SR ANRENOERMEHEL LT, BRENT
HEAE A R E U, KA O 72 D10 Y541 3K 0 0 BE IR 78 T ARTE I #50 B R ZEITHERR KL O fE 24K
FHL TV DGR SALERT B D,

IFICFE#s 2 H B RSN AR RE U7 IFRR s E I L L, — 5 OB A bR E AGR O FEFHN O 1F
WOFEH SN D, 7270 L, BEBEOKEEICED S b O R ORI B OGN - ik - f2fit =
FIEEIIFOTHFEL TR O, ENHZ 5 L, SEAEN RIS IR, FIREE S35
fili - fIWr - BRREH T 5 & & bic, BERMTEEZT DD ENIFRMEFF O L AR LTW5D,
IFORRMLITE 7 — 2 2 HAR L U, ®IEAE TORKITLAETITZR,




. IFORAIZHT=->T

A EIAROIFIZ, PMDA® EH I E TG WIRR O~ — DIl sk E Sh T\ a,

RUSR S TR A 7 B a—T 4 — 2MERO T & ) 12t » TIFZMERL - #2863 528, IFOJF AL
EHEE 2 ERBGICRE LT D ERSCIFERRRR RO LR E RS 2OV TSR3 O MR
DA AE2—IZLVFIHEAOPNEERRESE, IFOFHAEEZ@O L LERNH D, £1-, bR
BETEN DA EOEESICET 2 FHEICE L CiE, IFAKET &N D £ TOMIT, RESRAENRIT
DUGTNEZW LN L2 CEE H 25 WSO E R D IERIBMEY — £ 2582 L 0 AR A &2
i 2% & &bz, IFOMERIZH 7= - Tk, BT OU T SCE 2 PMDA D [ 355 [ B 2R T B R D~
— U THRT DLEND D,

7eB, WIEFERASCZEMNOMARO SN LR INTWD VA, BRME < IXI. &2E&6, IXII.
%) BT 2B ETARELZIT TOWRWEFRNEENDLZE08H Y, ZORY FNITHoREE
TRETH D,

. FAICKRLTORBRER

IFZ HEEBICBOVTRNT Z ENTERWEREBERIRE UTUHEH L TWeZ & 720, IFX AR
DEGEZ T T, ML R IR O RIKEIRFE X ITARTE I B 3 MMERL - #8692 PR IE S E A
TeODFIER T D & ONLEDITTEA, Foal « RBUTITIEMEIE O JRE RIS =3 5 O iR 5eE
WARMHEENCT 204 FI A2, B a— R - 47 - 7777 4 2AZ0HNE —EREZT IS
AR, IRGEIE RSBV A N7 A Tl REKGRIECAFRIN O AL ICE T 5 F @I HHz SV
T, BIEBENERULEFEENDOORDIISCTITI T EIEFELILZRNE SN TEDY, MRE~DA
VEAE2—RHLOHFHAE R LTI FAZEE ORIFONE A REIELRELOTHDL I L&
ik L TRt by, BERMEN OB O A HEROBAIRILEZ R L, T OREIMEZ A
&, ERBFSICR T A EEM A AHET D 2 SIFERFOAE TH Y, IFZIEH L CH (B2 E
IAESH A S DI L TWETE X0,




B
I. BEICETBIEE -veevreereerreeseesensieesinnnns 1
1. BHEE DRI oo, 1
2. B OIRIRZAIIFFE oo 1
3. BEORBNIZHIRE e 1
4. WIEMEICBE L TR RS FME 1
5. AKGRBEMHEL OIS - EH EORIREHE ... 1
6. RMP OBEE ..o 1
M. BERICEIT BIEE evrervrrrerrrmrrrrrrn, 2
1o BRIEA oo 2
2 B e 2
3. REERSUITRMER 2
4, TR O T B e, 2
5. b4 (415 XUIARE e, 2
6. HEHA, Bl&. BBE. BEED 2
M. BEIRESIZEET BIEE - rreerreerrrerrrnrrnnina, 3
1. WAL SEAOPER oo, 3
2. AR OBFEEM TR T D REME ......... 3
3. A OREGRIRBRIE, EEE e 3
IV. SEIZEET BIEE - oreereeerrrerrermn, 4
Lo BT e 4
2 BUFNDFATL voveveeieeeeeeeeeeeeee e 4
3. UMTHEFRIR DR OFE B e 5
Ay M e 5
5. BATDAHEVED & 2 MDD oo 5
6. RHOEMEEM TICBTDLEME e 5
7. FHBLE R ORI DL TEVE (e 9
8. Al & DR G WE L FRIZE) ... 9
9. TEHIME o 9
10, 2% BEE e 12
11. BRSO B oo 13
12, Z DML oo 13
V. BEICETAIER e 14
1. ZHRE TN e 14
2. RESUTD R BIE T DVER e 14
3. HELUHE e, 14
4. AEROMHEICBEET DR e 14
5. BEIREAE oo 14

x

VI. ZEHEB(CEAT BIGHE e 16
1. FEHPRICEED 2L G XU LEWEE ... 16
2. FRIRVEF e, 16

VI %%a%(:ﬁj’%lﬁﬁ .............................. 17
1. MABREDOHERS (oo, 17
2. HPPHEIEFRED/NT A= oo 18
3. FHEM (Rtalb—3a32) BT .. 18
A WL o 19
5 e A e 19
6 0 AR e 19
T BB e 19
8. NIV AR—=F—IZHT DR e 19
9. BTHEIZLEDFRET (e 19
10. FFEDTE AR T DEE e 20
11, ZOM e, 20

V. ®2t% (HRALOXES) ICEJTSHHEE- 21
1. BENEREZOEB e 21
2. BEENREZOBME 21
3. REUINRICBE T DIEE & O ... 21
4. MEXOCHEICEET HEE S Z0HE .. 21
5. HERERNEREZOHB (e 21
6. FFEOERAATH2EFICHETIEER...... 21
T KHEAEF oo 22
8. BIER oo 22
9. BRMREBREICKIETEE 23
10, EEAE G, 23
11, B EDTER oo, 23
12. ZOMDTER oo 23

IX. 3'5%5555(:@?—6@@ ........................... 24
T FEPERBR oo 24
2. FEMERRBR oo 24

X. %Emglﬁlzlﬁj—érﬁg ........................... 25
1o FRBIEET oo 25
2. AEDHIRE o 25
3. BEEREETORE (o, 25
4. BB EOTEB A e, 25
5. BETNTEM e, 25



6. [A—R57 « TFIZIE o 25
7. FEBSHEAFEA B e 25
8. BIEHRIFEAGAEH B R OUKRE B, FAMKELUE
AR H B BRZEBAEFEH B o 25

9. ZhRESUIAE, HEK OHEZ T BNE
DOFEH B EOZEDHR oo 25

10. FHEARR. B RARFEA B R OZED
P et 26

11 FEEAEHIM e 26
12. FFHIMHIBRIZE T D1E R o 26
13 BT F e 26
14, BRIEASAT EOTER (oo 26
XTI. xﬁk ................................................... 27
T BIUHSTER oo 27
2. TDOMDBE MR oo, 27
XII. §%§*;|, ............................................. 28
1. FEZRIMNETOFRTERD e 28
2. WM DERAR SR oo 28
X 1. ﬁﬁ% ................................................... 29

- A - IREESCRR IR U R 21T 0 1I2H

T2 TCDBETEH oo 29

. DD BEEIEEE e 32

W

il W& EE PN
AUC | i A - ] el g T T f
Cmax | sl
tmax | s i HR R R EERE
tie T 2R 2 R
S.D. FEEHEAfR 2=
HPLC | mdiikr o~ 797 4—
RRT | FHXIPRFFIRFH




I. BEICEYTSEE

1.

2

FRFEDEE
AANT, YTV N7 = B & ARG & DI B RESGEAI T H D

47 Y R7 o U fptElE 25mgl HIET. ) KO T 7Y K7 = @RIEEE bmgl HIE T 1%, HIE
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I. &WICEYTSER

1. B5EA
(1) M4
EH 7Y N7 = U ERESE 2.5mg TH[E T
EY 7Y K7 = UBRESE bmg [H[E T
(2) *4
Mosapride Citrate Tablets
(3) BAMOHEE
—fRA LD

2. —i4
(1) M4 (WMAE)

YT Y R = UBREKFY (JAN)
(2) #4 (WaE)

Mosapride Citrate Hydrate (JAN)
(8) RT L (stem)

ZNE Y REFEIR : -pride

3. EERXITFHER
== s

Cl N /¥/\ N/\@\ HO CO.H
H
Q\/J - HO.C COH * 2H,0
H.N 0" NCH; \X/

F
RUHRGRMER

4. HFRRUDFE
453 Co1HesC1FEN3Os « CéHsO7 « 2H20
& : 650.05

5. %A (MAiE) XEFE

4-Amino-5-chloro-2-ethoxy- N-{[(2 RS)-4-(4-fluorobenzyl)morpholin-2-yllmethyl}benzamide
monocitrate dihydrate (IUPAC)

6. {BER4A. fl4a. BE. BEHES
ez L



. HHEP BT SHER

1. YE{LFHER

(1) 9 - 1R
A&~ EABORBIEOMRTH D, (BERT, WRIFENITE,)
(2) Bfafk

NN-VAF VRN LT I RUFEE (100) (IZET0F<, A —MCOoRBEITIc< <, =% /7 —
b (99.5) ITEITIZ <, KIZIZFE A ETE TR0,
(3) WiEtE
MUERR L
(4) AR (SRR, K. BER
Pl v/
(5) BRIGEBEMTEHR
MUERR L
(6) DERE
MUERR L
(7) TOMDERRIEE
NN-VAF RNV LT I REKR (1-20) 1 3hEEEZ RS 720,

2. AR OEMEHTIZH T ZREM
LR L

3. BN OERBRERE. TEEE
(1) HesBaBRIE
1) RN TR B I E U
KD AL ) = NVERIZDEWINARY MAZRE L, REDART ML ERGBDOBIRART L E
T D &, MEADANT FUVER—ERD & ZAIZRBROFRE ORI 25880 2,
2) FROMRIL AT M VRE R
BALH U U AEERNEIZ LV RBREZITV, RO ANLT MV ERFOBRANT MRS 5 & &
W DAY N VER D & Z AIZFERROIREDOWIR 27880 5,
3) EMESUS
KD NN-ZAF VRNV AT I RERIZ 7 = BEOEMRIS (1) 2275,
(2) E&iE
N AT TS
Kz WERIZ D L, R FER THET 5,



V. RAICEIYSIEE

1. HFiR
(1) FBORH
T4V ha—T ¢

N

(2) RHDONER UtER

R4, TV 7Y K7 = R T 7Y N7 = R
IR 2.5mg [HET ] bmg [HIET
AT T4 ba—T ¢ T EE HIAY DT 4 ) ba—TF 4 T EE
£4 5 A
- © =
ap | wE @ @]ﬂ)
i — —
EHE (mm) 6.1 9.1X4.6
EX (mm) 3.0 3.6
& (mg) 83 134
KR FR ”2321 ”%32
Ao — R 331 @332

(3) @WAla—F
(fv. 1.
(4) HADOME

(2) WHIOHBLKOMER ) DS

(TV. 6. BFNIOEFESMETICBIT HLEM] OHEBM)

(5) £k
L7
2. RADOHER
(1) FHES GEERS) OSERUFME
N Y TY N7 > R EE EFY TV N7 xR SE
Wk 2.5mg [HET) 5mg [ FET)
1 g 1 g
PN TV TV R = UK VT Y R7 = U ERYE KT
2.65mg 5.29mg
(B 7V Ry gl LT 25mg)| (FY U F7 =L LT 5mg)
HBEAFIY, FUERavT Uy BREEKS A8, KEREE Fox o
-~ =R A= S <l N = =R < 2 c A= R S-Sl ) BN - S i SV
A, eFvru—R WBbFEL, EAT, w7 ad—/1 6000, HLF 7m0
v




(2) EREFORE

DR L
(3) Wi
DR L

3. BABRADHEBKRUVEE

A L

4. Al
FARPSA

5. BAYT HEHEIED H SR

DR L

6. HADEFEEHTICEITIREEY

(1) fnisaER

BRI : 2015/6/13~2015/12/28

OV TV K7 = UERiESE 2.5mgl HIE T JNEEsBR  40C - 75%RH [k mdtpme (PTP ik
SHERTE B ok PRt
<K > & B A 14 A 3% H 6 » H
PR A00100
<HBEDT 4V 1A A00200 A A By By
a—F ¢ U EE> A00300
fleRB R A00100
(EEAL AR EEERIE | A00200 ik — Sk Sk
h. EMR) A00300
A A00100
ﬁ@%%if?ﬂD A00200 SRy A A PRy
: A00300
A (%) A00100 1.3 1.2 1.9
(G ¥y —MEBR) A00200 1.3 — 2.6 2.5
<15.0%LL F > A00300 1.6 2.1 2.1
HIE (%) A00100 95.7~97.1 91.8~99.7 92.3~100.9 94.7~100.9
- 4;\ 800/"u s A00200 95.7~98.9 96.3~102.6 97.6~101.7 90.4~103.0
7 ? A00300 95.0~97.8 96.6~101.0 92.3~100.2 95.9~98.7
aE (%) A00100 100.5 100.5 100.7 102.0
95.0~105.0% > A00200 101.0 101.1 100.7 102.3
: e A00300 100.2 101.8 101.5 102.4

%1 : RRT 19 0.60 X O 0.85 OIAGMIE 0.5%LL . 7 O fE 2 ORGWE 0.2% 0L . EHGmE R 1.0%0L
M2 FRRISHT HEHE (%)




HREREHEHIR] © 2015/5/1~2016/11/3
OV TV N7 = UBRESE Smgl HIE T J#EER  40C - 75%RH  [Icf&alEre (PTP &) |
BRIE B 7y bk PRATHI
< Wik > & BE fia s 1A 3% A 6 » A
PER A04500TH
<HBOEEAY O7 4 | A04600TH WA SRy PRy PRy
Nbha—F 4 7 k> | A047T00TH
fleat etk A04500TH
CEMERUG, 640 AT | A04600TH A — Sk SRy
FEREE) A04700TH
G S A04500TH
#@Eﬁiﬁ%(lliPLC) A04600TH A A WA e
: A04700TH
BRI (%) A04500TH 2.6 B 15 2.4
<15.0%LLF > A04600TH 2.4 2.9 2.0
U7 A04700TH 1.4 1.4 1.3
VSHIE (%) A04500TH 91.6~95.9 88.2~91.8 83.3~87.2 86.8~91.3
<45‘i\ sowl)ui> A04600TH 91.5~93.7 87.1~90.6 88.9~92.7 87.5~90.8
7 ’ A04700TH 89.4~94.2 88.3~89.9 89.3~91.1 86.1~89.6
S (o) #2 A04500TH 103.0 101.3 99.5 101.7
<95.0~105.0%> | 204600TH 101.6 101.1 99.2 100.9
: 0 A04700TH 101.2 101.2 99.1 99.4

%1 : RRT % 0.60 KU 0.85 DFEBFME 0.5%LL T, Z Do« OEHEWE 0.2%LL T, MIEGWE R 1.0%LL T
X2 RTREICHTHIEAR (%)

OV ZY 7 o FMidE bmgl AET)  JERER  40°C - T5%RH - IR 2PmE (37 %) ]
=HEAIE H oy k Exeal|
<JikE > w7 BR A 1% A 3% H 6 » H
PR A04500TB
<HBOERAY D7 ¢ | A04600TB ke ke A WA
Jvbha—T 4 7 8E> | A04700TB
fleaBalk A04500TB
(EPERUSG 4840 AT | A04600TB A — By By
FERIE ) A04700TB
- A04500TB
ﬂg‘—ﬁiﬁ%(lim‘m A04600TB iy A A A
: A04700TB
AP (%) 204500$g 2.6 B 2.2 1.6
< 15.0%F> 04600 2.4 1.7 1.5
0 A04700TB 1.4 1.4 0.6
. 91.6~95.9 88.0~90.1 87.2~91.0 86.7~90.6
TRHE (%) A04500TB N N N N
<45 4. 80%LLE> A04600TB 91.5~93.7 87.4~89.2 88.2~91.8 86.5~89.7
’ A04700TB 89.4~94.2 87.4~90.9 86.5~90.5 86.9~89.1
LB (%) #2 A04500TB 103.0 101.6 100.2 100.6
95.0~105.0% > A04600TB 101.6 101.3 99.7 101.8
: 0 A04700TB 101.2 100.5 99.1 102.2
31 : RRT 9 0.60 X U7 0.85 DB MWE 0.5%LL F. DOl « DEZEWE 0.2% LT, REEWEE 1.0%LT

%2 FTRICHT 5 EHE (%)




(2) %

THARAE DL TENE

BRI : 2015/11/18~2016/3/25

At 40C

U A ]

OFH T N7 = fpifE 2.5mgl HIE 1) &

RERTA H = LRI

< HiK > &5 BR hA I 2 I R 1% A 2 5 H 3xH
FER  n=10 FEDT 4 VI | DT 4 VA AGBDT 4 5| DT 4 VI | DT 41 A

SHEOT AL | OROON s s T v |2 v S| T 4 L S| 2T 4 T

a—F 4 T hE> : : g v e
WiERE (HPLC) n= ‘ . ‘ . .

L oHPLO 278 cRosor| ity o e o e
wHME (%) n=6
Z45%y sowiLl~ |CROS01| 961~102.6 | 914~988 | 92.3~95.0 87.7~96.8 | 94.6~98.1
G (%) *2 n=3
L o50105.00~ | CRO501| 100.6~100.9 | 100.6~100.9 | 982~100.8 | 100.5~101.3 | 100.6~101.1
(25 1MH)

e (0 o1 | CROS0L|  63~58 60~69 63~72 61~73 61~10
1 : RRT 7 0.60 K O 0.85 DI 0.5%LL . = Do [ & OREIE 0.2%LL . @ E i 1.0%00 F
X2 RARRIIKHTL2EEE (%)

OV TV K7 UoRERE 25mgl HIE T Mgtk 25°C - 75%RH [, BAjL]

FABRIA H =RV PRI
<JHHE> &5 BH AR IR 2 1% H 2% A 35 A
FER  n=10 DT 4 VA | DT 4 VA AGDT 4 V5| AaDT 4 V5| FHEDT £ VA

SHRT A | OROO s s s T v |2 v S| AT 4 L S| AT g T

a—F 4 v ThE> g i o " o7
FIEREER GPLO 78 cRosor| ity o o e o

B (%) n=6

“45%y sowill~ |CROS0L| 961~102.6 | 90.3~92.4 | 89.1~916 | 87.8~913 | 87.2~905

&/ (%) *2 n=3

L 050 105.00~ | CRO501| 100.6~100.9 | 101.6~102.0 | 101.3~1015 | 101.4~101.8 | 101.7~102.0
(ZE1H)

i (N) me1o | CROS0L|  63~58 30~37 35~39 37~40 33~37
%1 : RRT 9 0.60 X O 0.85 DEEFMWE 0.5%LL T, Z DM~ DIEFWE 0.2%LL T, WEHMEE 1.0%U T

X2 RREICKHTIEREE (%)
OFHTY N7 = fpte 2.omgl HIE T #adE =R, Bt [D65 i (1600Lx) . XUE A4
I H 7y R A B
<M > FH BHAARE 40 57 Lx-hr 80 /7 Lx-hr 120 & Lx-hr
Mk n=10
LA a— D LA a— D L Aa— LA a—
<REOT (/A | CRO501 E@??i}@; E@%jyﬂﬁj E@%jyﬂﬁj Eégzi;“f*:
a—F 4 U ThE> . e e e
PR ;?EC) "=3| tRo501 o e e o
wHME (%) n=6
<4545, S0%LL > CR0501 96.1~102.6 90.4~99.4 88.4~94.1 88.8~95.7
Zi (%) "2 n=3
<95.0~105.0% > CR0501 100.6~100.9 100.3~101.2 100.7~101.1 100.6~100.9
(25 1MH)
B (N) n=10 CR0501 63~58 65~71 61~75 65~74

%1 : RRT #9 0.60 X %7 0.85 DEEFMWE 0.5%LL T, Z O~ DB 0.2%LLTF.
FTEIZHTIHIEAR (%)

K2

etz <Y)

BE 1.0%LLF




SRERFEHEHIR : 2016/9/12~2016/12/20

OV TV N7 UGS bmgl BIE T Akt 40C [, [EBERLE]
HERTE H = FRATH R
<JHHE> &H5 BH AR IR 2 1% H 2 5 H 35 A
Mk n=10 HOERRAD O | BEOERRAD O | AROERRAD O | ARERAY O | BRGERRAY O
<HEGBOERAY D7 1| BO6000 | 7ANLI—F 4 | T4NAI—T 4 | T4NLT—T 4 | T4NET—T 4 | T4V 2—T ¢
N bha—T T EE> VIBE TEE N4 TEE N4
ﬂ"@’;"‘ﬁi;?ff@ "=3) Bos0o0 | A e o i o
B (%) n=6
<4575y, SO%LLE> B06000 | 87.5~93.8 88.8~94.4 91.6~95.2 88.9~96.2 91.6~99.0
af (%) 7 n=3 B06000 | 103.0~103.7 | 103.4~103.7 | 103.7~104.0 | 103.4~103.9 | 103.4~103.9
<95.0~105.0% > . : : . : : : . : :
(BZE&1H)
HE (N) n=10 B06000 | 150~177 148~162 140~155 133~161 126~146

A

31 : RRT %9 0.60 K U% 0.85 DIFEME 0.5%LL T, Z Do 4 OMEREWE 0.2% A F . MEBRWE & 1.0% T
K2 REITHT HEAE (%)

OV 7V N7 = UiptilE bmgl HET ) #adE 25C - 75%RH (G, Bk
HERTE H = PR HA R
< B> &5 BA hh 2 ¥ 1% H 2 % A 3 A
Mtk n=10 HEDERRIAD O | AEOERAD O | BEOERRAD O | ARIERIAD © | AROERRAD O
<HEBOEFRAY DT 4| B06000 | 74 NATI—F 4 | TA4NIAT—T 4 | TA4NAT—T 4 | T4 bT—T 4 | TV ba—T 4
VT —F ¢ T EE> UHE VIE VUBE VUE UHE
R ;?EJC) "3 Bosooo | e e e e e
L (%) n=6 -
45y, 8O%LLL> | B06000| 87.5~93.8 83.2~88.3 86.2~90.1 83.1~88.3 | 78.3~89.1
G (%) *2 n=3
05.0-105.0%~ | B0B000 | 103.0~103.7 | 104.1~1046 | 104.6~105.0 | 104.5~104.8 | 104.5~104.9
(ZE1H)
BE (V) me10 B06000 | 150~177 82~91 73~85 80~92 84~91

%1 : RRT 9 0.60 KU 0.85 DFEBEME 0.5%LL T, Z Do« OEFEWE 0.2%LL T, RIEGWE R 1.0%LL T

X2 RARRICKHTLIEEE (%)

OFV 7V N7 = UtalE bmgl HET) Motk

7w S TEY]

X3 10/12 SEMA D=0, BKRICHEAS LT,

ESN S

[D65 i (8 1600Lx), ¥ —L

KR IO A
<JHHE> &5 BH AAIRE 30 5 Lx-hr 60 5 Lx-hr 120 5 Lx-hr

FERE n=10 , ,

"R n AT 07 ¢ DRI 07 U EEOEIAD 7 4 EEOEIEAD 07 4
<HEOEFAY O 7 1| B06000 JRy JRUy U PRl
Nhm—F o TS L7 7 BE BE
fiprsER (HPLC) n=3 . . . .

RUEERUR. (HPLC) m=3 | b e e i i e
<Xx1>
VEIHTE (%) 06
<454y, 80%LL | > B06000 87.56~93.8 91.6~98.2 86.9~94.5 82.9~93.1
PLSE=N X2 —
a8 (%) *? n=3
<95.0~105.0% > B06000 103.0~103.7 103.1~104.3 103.7~104.5 104.1~104.6
SER
(ZE5im) B06000 150~177 136~152 115~125 104~118

fHEE (N) n=10

A

31 : RRT %9 0.60 K U% 0.85 DIFEME 0.5%LL T, Z Do 4 OXEREWE 0.2% A T, MEBWE & 1.0% T
K2 REIHT HEAE (%)




7. ARNERVBRRORELE
Y LR

8. HhFILDESELL (MEILFENEL)
RZM LR
9. B
(1) VWEHIB
TH 7Y N = UEEEEE 25mg THET] KOV 7V K7 o UBethle bmg [HET) (%, BAKRS

EHEERIEDONZEY T 7 o U BESEOREERICEES L TWD Z ERHERSN TV D,
GRERIR IR HHRRBRES 2 918 900mL & FVy, /X R/WEIC XL D | 50rpm TRERE1T 9 ,)

AR
Tk HLE R VAR
2.5mg, 5mg 45 4y 80%L4 1




(2) WEHBR2
<EH TV NI = R Smgl HE T >
BIREIR S OEW PR SEMRBRT A R T4 VORIV T (PR 184511 A 24 H KA
AR 1124004 =)

VeSS
LE AR/ BWHERE SRk
RIS HOR ORER R - 50rpm (pH1.2, pH4.0, pH6.8, 7K). 100rpm (pH6.8)

[lE]

- pH1.2 (50rpm) Tid, FEAERFI K OARGITE HIZ 15 /3 AN 85%LL BV L7,

- pH4.0 (50rpm) Tid, FEAERFI K OARGITE 12 15 /3 LANIZ ) 85%LL RV L7,

- pH6.8 (50rpm) TlE, FEUERLF| O PR H D 40% K Y 85% LD 2 REAIZIEWT, AbhD -
VS SR AT R O SRR R = 15% D FEFHIC B o 72,

- K (50rpm) TiL, HEAERIAIIL 15 43 ANIZ -5 85% LA EIEHH L. 15 4312331 D AR M O - R
(T AERIE O IR R £ 15% D HFFAIC H - 7=,

- pH6.8 (100rpm) TiX, FEAERLIF] O FLEVEHFED 60% & O 85% UL D 2 KfFAIZIB VT, AR DF
A HH R A HE B 0D SR S HH 3R+ 15% DI & - T,

PIE, RO BB 2 AR ERA] (7 2 EF §E bmg) & B L72RER. 2 TORBIKIZHENT I1E
FE RS DA AR FERER AT A R T A ) OHEEEITES LT,

(Vs H h )
BHE (%) pH1.2 (50rpm) FHE (%) pH4.0 (50rpm)
_____ e e 100 TRl M g
A== -
a er
S 80 /A
’ 60 P
o ’
45 40 s
s
L2/ —e— YU KT R Smg [BET) 20 /' —e— T4 F U KT B Smg [BET
-t ﬁR%T)ﬁSmgl . : - = Ifl'R-EiF‘/ﬁSmg‘ .
10 15 5 10 15
R () R (53D
BT (%) pHB 8 (50rpm) B (%) 7K (50mpm)
100 100
----------- e i
8 L A= 80 o P
N Vil
60 5 60 e
40 40 ,”
20 / —e— £ U PO T EERESmg TEETY 20 L —e— T T PO T e Smg TEET Y
. - 4= HRET 4E5mg . , 7 qmihim HREF ifimg .
15 30 45 60 5 10 15
BP9 R (530
BEE (% pH6.8 (100rpm)

100
80
60

40
20 —e— Y U FOT UEEFESMmg TEE T
7 - 2= ARETF LEimg :
0 10 20 30
B ()

(n=12)
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(3) BRI 20 O E A 0 AW 1 [R] MR ER 9

<EH TV NI = EREEE 2.5mgl HIE T >
EY Y N7 = URREEE 2.5mgl HIE T 1%, (5 &0 572 2 88 0 B RA 0 A W) 71 IR SRR T A
RZA42) CPR184FE 11 H 24 B SEAFAERE 1124004 5) (K3, €97V K7 = Ui
bmgl HIET ZFHRAIL Lz & & WHEBNRE L, EMFHNICHE L AR ENT,

Y eSS
EE . AR/ EHERE SRk
[EIEHOR ORER TR - 50rpm (pH1.2, pH4.0, pH6.8, 7K). 100rpm (pH6.8)

[lE]

- pH1.2 (50rpm) TiE, EHERFIKOARMITE HIT 15 SLINIC Y] 85% L RIS L7z, £72. &
HECBERE AR (15 43) 12361 DAL O 2+ D HSRIE, RO FAVEHE+15%OHHEEZHEZ 5 b O
212 fE 1ELLF T, £25%DHEIPAEEZ 5 b DR Tz,

- pH4.0 (50rpm) Tidk, HEEERAIL OARMLITE HIT 156 GLINIC Y 85% L, Riat L7z, £72, &
LR R (16 49) ICB T D ARG O 4« OFEHIFIL, REOFHFHEL15%OFHEBZ 25 H D
212 fEH 1 ELLT T, £25% DA R 5 b DR RINoTz,

- pH6.8 (50rpm) TlE, AEUERLF] O RN 40% K Y 85% LD 2 REAIZI VT, RO
I ERA O PR R 10%OFPHICH o 72, F7o, RALLERFES (30 23) (2B DA M,
Ol 2 OFHFIT, AREOFLEVEHFE L 15%OHPAZEZ 55 0 12 fEH 1 ELLF T, £25%D
FHPAZHEZ D6 DONRRNoT,

« K (50rpm) Ti, FEAERIAI R OREIE & HIT 15 LIS 85%LL IR Lz, 7. &kl
WS (15 47) ISR T 2RO~ ORI, RO FHEHR L 15% OB LB 2 5 b ON
12 fEH 1 ELLT T, £26% DA 2 56 ONRRhoT,

- pH6.8 (100rpm) CliE, FEHERIF|OFEEFR RN 40% K O 85% LD 2 e RIZIB T, ARfh D
A3 HH R TR HE U O SRS R + 10% DRIFAIC 8> o 72, F 72, KIS (60 43) 01T DA
SRR 2 OEHFRIE, AR OFEEHE L 15% 0L E 2 5 O 12 A 1 HLLTF T, £25%
DOFHHEZBZ DL ON RN oT,

YA b, RO HZFE ZFERK (97 7 = UBRIESE bmgl HET]) LHB LR, 2To
BRIEIZ 3T TR BN R 28 1 EIERAI O AW 2R R SRR T A R A > OB OHE
YIS LTz,
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(Vs H )

ELE (% pH1.2 (50rpm] HLE (% pH4.0 (50rpm)
100 — 100 | —
80 | 80 b
60 | 60 | ol
s —e— EY I FOTUBIER? Smg 0 T ——EH T P UEHER 2 5mg [0
i (BET ET)
20 - = YOI BB Smg B 20 -a- Y I FSTUEERSmg THE
0 £ e . . 0 Y . Ll . .
0 10 15 0 10 15
BRI () BER
BHE (% pHB.8 (50rpm) FHE (%) 7 (50rpm)
100 | 100 |
80 | I e - TR
60 | 60
40 | m —e— T T 4T B2 5mg
. THET]
20 | —e— T 7 PO EHERF2 5mg TREL) a0 - = EY U FSIUEMERSme TH
- = FHFUFOTEEESMg THETL) EIl
0 L i i L i 0 L‘ i L i
0 15 30 15 60 0 15
BERA (5 BERR (5
BLE (W pHB&.8 (100rpm)
100 }
80 |
60 |
10 |
20 L —e— ET F U O T EEERE2 Smg THEET
o me EUTYEIT RGN TBET.,
0 15 30 60
BFRE (50
(n=12)
10. B - 8F

(1) FENDELGER - 2K, MR LCESR - EKICEYT H1FH

A L7220
(2) ag

(BY T FOTURER 2.5mg THEL))
100 & [10 #£X10 ; PTP]

(FYTY FY T UERIES Smg THETID
100 £ [10 $£X10 ; PTP]

1000 i [10 $£>x 100 ; PTP]

1000 € [T A F v 748,

(3) PHEE
Y L

5]

12




(4) BHROME

1.

12,

ongd

PTP w4k

Y 7Y N7 = | PTP
Hi%E 2.56mg [ HE T

TV KT =R
ke 5mg [HEET

ARV =T 4 VA, TV

L= A

TR F LT LT HET—

RV FLUTFLIET— T

TNI=gh R F LT S=yLh-RYFLUTIFx—h

IRX—hF7 4L A

7 4V A

ARt S5 EHE
MM ER e L

Z Dt
AR H R L

13




V. ARICEYSEE

1. BREXIEHR
OfMER RICHE O IHEEHEIR (o, L - HEE)
O NGB PR AN £ 53U & AR X B B R AT AT AL E O A B

2. PREXEIDRICEHETIIE

5.RER IS RICEHET HEE

(BROBEESFNCE B/ D LER X BECRENLEB OB

AT NV O A ALY U A RIEAKSET BY U AKROEEKERE T U U AEARE O GE A
(=7 Ly Z7BEAWHAD DS OR D RETEEA & OPFHIC L 2 ERRRBRITER S L Tunien,
[17.1.1 &#]

3. AERUVHE

(1) BERUVAEOHES
(BEBRICHESHIERER (oM. B - EBH))
WH . A, 7Y 72 U@E e LT 1 H 156mg % 3 [mIZo T CRATEZIXB B ISR &S
T %,
(BOBEREFNCK B/ D LR X BECRENLEOHE)
W AR, BOBEREAORGBMGRICEY 7Y R7 = U L LT 20mg & #% NG Beid
A (8 180mL) TRAHKEGT L, £, RABEREARGK TH, B 7Y M7 il LT
20mg /Y EOKTROKGT 5,

(2) RZERUVHAEORERE - B
MUERR L

4. MERUAEICEET SFE

7T.AERUVAEICEET R

(BEBRICHES HIERER (o, B - EH))

R G 2B B, WEEIER OB SRR L, B SR LB S TR
MTBCL,

5. ERERALAE

(1) BET—aNwr—o
MR L

(2) BEFEHR
MBI L

(3) HERBERFAR
BRI L

14




(4) BRELREAER

1) AR

(BOBEFEFNZ & /) Y LER X BELRENLE OB

17.1.1 ENEMAEER
ANY 7 ARG X BRER R ORPLEICB T 57 7 U AL E ORI, 599 Fila x5 e L TE
&tz ZOFEFR, Y7V K7 = Ui SR OBETRER (=7 vy ZBEANARD OFREO Th
KGR 7 AOfEEA DT ] RO THRIBHEEEOEA 2T | IZOWT, 77 7V EERICS B
WZ ERHER SN, [5. ]

EYTY Ry Rt L

fits 7T R =7 Ly J7EANARED
OF FHEE
FHRIG AN O LOFE AT 9.4+1.0 9.3+1.5
HRGEREDEADT 92+1.5 10.8+1.6

T RER S, A5 AF 46 B
Z2a7 AR BTG, AT, §15) © (U o a0fEM] RO MEREORE] I2oVT,
HOALAEIC b BeEREAL L. 3 Mo RSz GFt L7 b D (s @ 16 /L, wIK : 3 50,

LRI G 48 B (VT R/ UL =7 Ly 7 BELEWNHAIE OOFREE) | 8 1 (16.7%)
:Eﬁﬁﬁﬁghto%ﬁﬁfﬂ5%uif%o RIVERNE. NEEIEAR 8 4] (6.3%) Toh o7z 9,
) REMHAR
afZ 1R L
(5) #BFE - WBHFAR
MU ERR L
(6) ARMER
1) EARERE (—REARKRE. HECARKRE. CARKLRAE), REFRFRT—4A
—RRE. RERFTREBRAROAR
MR L
2) RBRFH L L TEREPEOABRNITREIE L-AE - HROBE
PR/
(7) =0ttt
Y LR

15



VI. EMERICEYTSEE

1. REPHICEAESHSLEMX T EaMEF
MEEEDREE, o b= AR

TR BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT DL &,

2. ¥BE#EHR
(1) AL - ERBF

EH U RILERZ2Ee =2 5HTs ZBZKRT I=A N TH VY, HLENEMREIHFET D

S-HT ARz R L, 72T =) O K A I LT RO FETHALE B R R 27~
EBEZADBNTND 97,

(2) ENERMT SRR
18.2 LEVHILEESREER
18.21 B. +EImENREEA
HEEEFNIC, BBMOE., +HBHhEEEEER 2779 (1 X),
18.2.2 BHHREER

(1) fERERRA R OB IEE REH 265 & LIEFHHRRICES W T, =37 ) 7 = B Smgl [\l
LGB UEHIEEIEH 2 ~d 99,

(2) RO EHEHIEEER (w7 A, 7y b)) ROEESOEHERIREER (7 ) 2287, 72
B. 1 HEOKE®RES CHIEHIEEERIZETT 5 010 (F > b)),
18.3 TERHILE-EBREER

18.3.1 HEER KR VAR X REER
M BARAFANAE &S e O A s et (E 2 os3 710 (FE v b)),
18.3.2 BEADEFEEDRR VKL EERDER (BOERERSH AR

A IBE VR (=7 by Z7EEPRAAD 5L 5MIBROUEEIREHR L, & HICHEERN DK
SEBZEYT LW (FALEY ),

(8) EARTEM - FihsaR
B R L

16



VI

1.

EVBEICEYSEE

meREDOHR
(1) ABAERLAEVWGOLFRE
MU ERR L
(2) BERERTHERESL-ODRE
16.1.1 BT
(fERERL A 5 B, ZEfERFEY 7Y N7 = VM Smgl IR O 5) 12
Tmax (h) Cmax (ng/mL) Tz (h) AUCo~o (ng + h/mL)
0.8£0.1 30.7£2.7 2.0£0.2 67+8

TN £ AR UERA S

16.1.2 £¥OBRERSF OF AR

(fdEREpc N, ZEMERFEY 7Y R = i 20mg (1 [F1H) &BOEhG%, ROBEERA (=7 1Ly
JEAENHAD ZARH L, 1 EHOHEENS 2 F%ZES ) K7 = Ui 20mg (2 [F1H) #&O#
By 13)

Pe G REH Tmax (h) Cmax (ng/mL) AUC (ng * h/mL)
1[EH (24 ) 1.0+0.5 116.1+35.1 150.3+45.2 02
2 [BH (23 #1) 2.5+0.2 272.6+80.9 848.8+301.4 (0~24)

B E AR R A

16.1.3 £MFHNFEEF1EFER

<EYFY N7 = RS 2.6mg [HET) >3

EWTY R o fESE 2.5mg THIEET] X, [EENEZR D80 BERRA O ALY 7R MR R T
A RTA > CERR 18411 H 24 B IRAFRAI 1124004 5) | (S, V7Y N7 = it EE
Smg [HET | ZFERERAIL Uiz & & IWHEREA[RS &HE S, AWFENICRS E xS,

<EH TV R = UERHESE bmg [HEET) >19

BRERLOEW LRGSR A R T4 EO— ek EICOWT CFk 1845 11 H 24 A A
HAFEF 1124004 )

EY TV KT U RERE bmg THIET] ROHAET VEE bmg &2, 7 0 AL — /=B LV ENZE
W1EE (EH 7Y R =Rl E LT 5mg) BEFEMRAR FICHRERERAFKE L CiiEfsd 7Y R
BEZNE L, SO YEE <7 2 —% (AUC, Cmax) (22T 90%15 #8 X MIEIC THEGHENT
EITo-4ER, log (0.80) ~log (1.25) OHPHNTH V| WAl EY LRI REZENEDSHER Sz,

YR T A =4

HE/NT A—H BENRT A —H
AUCt Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
Y7V N7 = RS
50.4+18.8 23.819.28 0.81+0.31 1.54+0.29
5mg [HETI]
HAETF HE bmg 51.4+19.7 25.51+12.4 0.84+0.36 1.59+0.41

(1 gg 5. Mean*=S.D.. n=20)
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(ng/mL)

3017 . - —o— BV TRV I ERIEISMg [HETL]
';EEI; -&- HRXEF §E5mMg

& 18E#%5, Mean£S.D., n=20

£ 20 1

kA

7

)

N

M= 10 7

E

A (hr)

1fi 352 o HEA I HEHERS

IMAFE TR N AUC, Cmax FED/NT A —2 3, #ERE OBR, (KR O LRI S - Ry 5 0 3R
KL > TERDWEEND D,

(3) HHEE
M ERR L

(4) BE - SfRAEOEE

16.71 TYRATA LY
Y7 K7 U 15mg/HIC= ) Au~A 2 1,200mg/HEZHH L= & 2 A, BMEERICH
NRTC, Y'Y FOREIMERREE T 42.1ng/mL 7> 5 65.7ng/mL 2 EF U, RS 1.6 K5
2.4 FERICHER L, AUCo~41% 62ng *+ h/mL 75 114ng + h/mL (2N L7= 19 (fEEER A,
(V. 7. FMHAEAEH] OEZH)

2. EYEERBNTA—4
(1) BHFAE
MR L
(2) BRIGEEEH
BRI L
(3) HEEEEH
MR L
(4) V7S VR
MR L
(5) HHEE
MR L
(6) Tt
R L

3. B%H (R¥aL—Lay) &
(1) Bt AE
M E R L

18



(2) NS A—SEBRER
DR L

4. R
MR L

5. 9%
(1) miE-kKEIFIEEYE
ZUERR L
(2) miE-RAEEIFEBYE
(TVIl. 6. (5) Tl DOIEZRHR)
(3) Ait~0BiTHE
(TVIl. 6. (6) #=Fhw) DOESH)
(4) HE~NOBITHE
MUERR L
(5) ZotoB~DRBTHE
R L
(6) MFEEAKEAE
16.3.1 MEEEFHSE
99.0% (in vitro, t hIiE. lpg/mL, [RAFAiEE L EHRENTTE) 10

6. i
(1) REBLIRUCKBER
16.4.1 EHRHEY
4-7 NV Fa R DV R 12
16.4.2 {LHEIIREE
T L LTHIET 47 v A XU Vo, 2k TR VB B ANOBLE O T8 3
AEDKIAGIZ X > TREF S 5 10017,
(2) REICEAE5T 2R (CYPE) ONFiE. F5F
16.4.3 {XHBiEER
F & LT CYP3A41®
(3) MEEGBMNROFTERVZTOEE
MR L
(4) REVOFHEOERRUELL., FHELE
MM ERR L

7. Bt
16.5.1 HEM#RER
PRA FAE 19
16.5.2 HEit 3R
P b5-t% 48 Wil £ CORPPEIERIT, RELR L LT 0.1%., ER#Y (4-7 A4 a0 OV EEREEAR)
ELTT.0%Tho7lz 12 (RN, ZMERFEY 7Y K7 = @B 5mgl B,

8. FSUARR—E—IZET HIER
MR L

9. BMEICLSHRER
RUERR L
19



10.

1.

HEOHREHT 5B
LR L

ZDfth
Y E R L

20



VI. £t (EAELOZXESF) CEYHEE

3

4.

5.

. BEERBRETOER
EIN TN

5

. ERRARETDER
BEEN TR

. DREXEHRICEET SEELENER
(TV. 2. ZhEESUIZNRICEET DR 22452 L.)

RZERUVHAEICEET 5B L TDEA

(IV. 4. AEXOHEIZBEET IEE] 228 T52L,)
BEELGEXNTE L ZTOERA
SEELEXNIE

8.1 BUEAT RS EE RN RER S, HHNHLDONL ZLBRH LD T, REINCOIE>TER LG L

MNZE, Flo, BEICH L, AFRGRICHEEK, BRICNE, JREL. IRERESE S UE OMER D
b OIS EIE, KAk L, EMFICEE S K584 5 28, [11.1.1 2]
(fiF)

JPFERERR 5 55 2 BEAL SRV 20T, ZOMIHHER Z W RSHERT 20N EEE 2D, £
DI ARG T AR G- OATHERERF 2 B9 2 MIHER O RH-L, BB L7256 Oxf
JMED &, BENFET OHFOEEMEZ1T> T\ 5,

6. FEDEREZAHITHEHRICEHTHIE
(1) &HHE - RERFOHLHBE

BRE ST R
(2) BHEEERE

=L

AxX A&

Y A GAVAIA

(3) KritkeEERA

2L

BE STV

(4) XHEREZ=HT 5F
RE STV

(5) b

9.5 TR

(6) RELiw

PRI SUTEEIR L T D ATREED & 2 PRI, ini oAt EF D L Hrsn 556
(COBFEGSTDH L,

9.6 R

B EOF MR ORAREBOARMEL B E L AL O SUT T IE 2 55 2 &, B3R (7
v 8 THIH~OBITHHRES TN D,
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(7) INRZF

9.7 NE%
AN s G & U T2 IR ER R BRI T S i L TR,

(8) EinE
9.8 BiNE

BEOIRREZBE LN OEEICHRGT D2 L, —RICBHE. TS OATMEENME T LT
5o 728, BIHEERICHE D MIEEERICH WA, BWERAARE LG4, BE Bl 1
H 7.5mg) T 57 Lyl %4795 Z &,

7. HE%EHR

(1) BtRERELZTDER
BRE I TV
(2) BtRFE L EDER

10.2 BiRERE (BHRICEE TS L)
A & BRAEIR - 5 15 B - fERIAR T
g ) AR AT 5 A AFN O VEF 238559 D B REME 23| AHKI O E E B O HEMERIL,
7 hrEY HHOT Ha ) CHIERAT |2 ) AEE IR ORITIZ LY
TFNLAART I % LA IRAMREEZ &1 57 E1ERIT 5720, i U HOPEH
BEIHZ L, WZE D ARFOERRIEI S D,

(fifa)
WA X & HVEEBRT, Hia ) VA TH DT N B OFFE T Tl AN E EB 2L LR
TENRERTWD B,
8. El{EA
11.El4EH
WOBWERMNRSH LoD Z ENHDDT, BEE2 0TV, BREVNRO ONEZGEEIEREE T
157 SR E AT Y 2 b,

(

—r

) EXARIVER & EIER

1.1 EXGEMER

1.1.1 BIFERF3. FFEEREE. 2E (Wb HEERH)

BIERFZ¢, & L AST, ALT, v -GTP ® ER%% 0k 5 \EE2 MR E, HErbbbnd Z &
DHY, HTIZESTHIGH D, [8.1 M

(fi70)

ARENP G-HE, BRI, BRCRE, B - mH, #E (REOHE, BHOHY) . IROBEEAL,
R B, SRS OWIMIER OV AST, ALT. v-GTP, ALP, v VLt EFEOIFHEHE
MEMBRFICEEL, 2NOORENRD LNEEE. BEHICAFI OS2 IE L, #HLI2E
Y7 uiE %175 2 &

22




(2) Z0iDEI{ER

10.

1.

1.2 ZDHOEIER
(BB RICHESHERIER (o, B - BH))

1~ 2% A5 1% A B R
I REE I w5, CAME
1IR3 I ERERIE 2 1 1L Bk e
Hibds T - A HYe, PRTEER. MER, &R, MEmE, DL
- U (&, D% 25T
JH M AST, ALT, ALP, v -GTP,
ARV 7SR e =8
THBR % DT
FEHRFR RS R HEWV - SHOE, FHE
Z DAt HPENERT D 5 R PRk
BOFERFRICEL B3 D LERE X EEZBRERLEDHED
1~5% AT 1% ATt
Hib#e JEEB A, RS, BT B APR, B O
JHF MR UL D LR
Kt R G IR
Z DAt PRI, REEH P A PR, 285, MBIRNER. BRI AR,
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