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J ) 2 7 H kel | &Rl | kAL | ZiL | EFARL
7| ® [ emn | mimL | mml | sl | coomm | EFaL
?@ - 2 % H kil | ZfeaL | BekL | ZfAaL | EFARL
I 4hA Bl | Bl | RRMETF | W | RRETF
Ve ) 471 Z2feie L Z2feie L Z2feie L Z2feie L KTl
{f 20¢ 8 H kL | &Rl | kAL | ZiL | EFARL
> - 2 % H kel | Bkl | Bkl | Bl | EFARL
2 670 | Afeal | B | BUREE | O | EFARL
i - 2 7 H kel | k7L | BUSEEE | e | IRFAL
7 471 kel | kARl | BUKEEE | 0l | RRET
(AT )
{RAFM e vl ESTN e aiR pH FigmwE | ERE
BRY m L sy | 18 e L | &fezeL | HIR#EEDH | &Mkl | KTFARL
et M | Akl | Bkl | HUEHERE | &AL | IETFAL
T HH T 5 AR 1 ZAe72 L | 2 el | BUSHELDH | 270 HN | RREE
et 2R | ZMbeL | ZbAL | BUSEEE | Zevsn | ST
MRBEERI2500 Lux, 1H FRIIFRI2405%R, FEE M 840,000 Lux-hr
(HIESERRT)
e it {RAEIH LN B pH FigwE | ERE
WA s | 2B | kAL | ZMeRL | BURERE | Bkl | ETFRL
et 14 A 7L | 2kl | U | Zkzel | IKFARL
B HH 5 2R | Akl | ZMbAR L | BUKEEEE | RO T | o TR T
et 1% H ZAbza L | Zfk/R L | HUKSHDR | O THIM | M TIR T

1 B 6 BEIES B E 6 Le GRIRETIFRIAT 180 HEfE)

6. BREOREM
R L7

7. uF L DERELELL (MEBIEFHEL)

BROEEEGABRSHO Z &




10
(

(

11

12.

13.

14.

15

16.

.l
BARYAYA

. EYFREREBRE
Y L7gn

. HEPOEMES ORI
1) AN A7 kv
WE  363~36Tnm (2RI
2) WEsu~ 7T 7k
(ERYESAE)
wWE g e~ NI TRV BT (EOEFIAND) 2 VTR U 7o g AR
JEBRVSIEL - h s AT Y IR =4 1
JEBHEEHE : $910cm
B WIRBIER GEEBRAR Y B
oo E  BUBHRIRIN DR AR v b LAEMERIE D O AR Y O REEIZFE LUV,

. REPOEIHSDEE
Wik v~ N 77 79 (NEEERE)
BT YA (bum)
BEIH © ~F o Wik = F/LIRR =100 : 1
B H s AR R (REE K 358nm)

palii
L

BAT HETRETED 3 5 K

1) hLF /A4y haz=U 13- AR
2) hvF /A4y bazzlb -V AR
3) hLF /A4y ha7z ) LmBXRUR

BRLIENDEGERICEHT SER
LA

- RIEE
(=N Tt gAY - A E G AN

Z Ot
L



V. ARICEYTSHEA

. PEEX(ETHHE

. BUWIRDE (FAMEHE

%\

BEPRIRVETE RS, RIS )

(%)

BE « BVRICEE S S EoEE]

BB AR Z T 256 ARIOXRITEGH% O “RBEIC LV A CTEVMEERE Th S

DT, HfEREIC

X LIt OO ik A B ETDH 2 &,

3.
(1) E

(2) B

(3)

RZERUVAZ
FER L OYRROKE SR CHEEZFHT 5,
S A2ER%E, 1A 1~2[\ T =B Lol LCIHT 550, XX BEHEBAT D,
B PR B
BERRT—R /8y — (2009 £ 4 ALRARGE)
YL
SIS
EIN 109 fiisg CIHM <417z, 348 filod —H B iRk 2 5 T i R OMEELILLU T i
ThdH, 279
_— SR (TMeE) D EoUGER %)
— i B AR PR PR i PR SR it
EIE 21/ 30 (70.0) 99/129 (76.7) 120/159 (75.5)
EEART 21/23 (91.3) 51/ 55 (92.7) 72/ 78 (92.3)
BRI TR 5 43/ 53 (79.6) 8/13 (61.5) 51/67 (76.1)
T RREE 8/ 25 (32.0) 9/19 (47.4) 17/ 44 (38.6)
7t 93/132 (70.5) 167/216 (77.3) 260/348 (74.7)
FRPREIEGAER | ARMHER
BRI L

(4) RFRIHER - AERGERHAR

LR L

(5) REEAIEAER
1) #EELLELTRERIGHER

KR L




2) LEEXEAER

OB UEER (%)

e T | VYT | <o
58 99/129 (76.7) 25/48 (52.1) 34/55 (61.8)
VSR 51/ 55 (92.7) 13/15 (86.7) 18/21 (85.7)
Bl PRI TR 55 8/ 13 (61.5) 4/ 8 (50.0) —
TRRIE 9/ 19 (47.4) 8/16 (50.0) —
&t 167/216 (77.3) 50/87 (57.5) 52/76 (68.4)

3) REMHB
L ER R L
0 BE - HEHER
LBk L

(6) AERIER
1) ERABERE - FEERBERAET ERRE) - RERCEREBRAR (MREERKRER)
%Y L7
2) RBEHLELTERFENDHNEXITER L -HBROBE
%Y L7
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VI. EMERICEH Y 5HE

1. EEFMNICEEHIEEMXRITLEHE
(1) hvF A4y bazd=Un 13-VA{K : hLF /A4 hazz U voREY
@) hPLF /Ay bavzli VA  bLF /A baTx ) AOREHY
38 FNLF /Ay FaTgzUn =EFUAR: FLF /A4y ha7= U Loy

2. EBER
(1) 1EREML - fEREF
AE 2 R T

AFNOIERBEFF T~ 7 v 7 7 — VBGEREEN . SR e e (LIL in vitro) . W
IR OV B MLk oy D BtV A B AR IEEE (LA L in vivo) ToH 2%, 9710

Hﬁl/?‘/'f‘/ 2Tz _

WE

2470353
WEE 1458

ﬁiﬁ ‘ , HWRICERTL

MEREHAI IRHEST MRS

|
= RN raiom | |
|

e —— HEEN -

(—— BAEANAIE | we—) T REER)

(2) EMERMTLHHERAAE

1) ARERPZFTE AR 10
7 v F OMERRZFTEAGRBRIZ W T BAF 2P AR 275,

2) BE AR EGRE e E R 12
7 v b ORERBETEFERBRIZIN T, RUF Py 7 3V Y F— LRI OWE L F%, X
(T L0 sRWANG AR NIRE R

3) UIEREIeE R 12
7 v MO REEOEIRERBRIC I T AR RIEH 2 5T,
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4) BEHREIEEIER 12
7 v FOBMEIRIABRIZI N T, Ny 7 TV Y F— SRR OB I ik L RAF2RIR
EIeEEM 2R L, seaini Bz miid 2,
5) IEHT AN EE 1
7 v b OFMERAZFZAGERIZ BT PR & 3 E 2 A B AR 2787
(3) 1ERFRIARER - Frinkef
A ERR L

12



VI. EMEEICRET SIEE

1. mMAREOH - BIEE

(1) BELADGOLPRE
MR L

(2) &R E R ERRE
A EE R L

(3) ERARARBRCHREIN-OPRE
LR L

(4) &S
MR L

(5) BE - ftREOZE
EERR L

(6) BEH (REaL—2ay) @K YHBALL-EMANSREHER
M ERR L

2. EMRERIA/ANTA—4

(1) aAVR—FrAVRETIL
EERR L

(2) RUERETEHL
MERR L

@) NAFATRAZE YT«
MER R L

(4) HEXEETEH
M ER R L

5) VIVTFIUR
MM ER R L

w)ﬁﬁﬁﬁ

ﬁl:

() mIFEQHFEER

MR L

3. MRIR

<BE >R

0.5% hLF /A2 haTzx UNVEE RAID 2 (5 EOIEHA]) 10g 245 A 3 Floi i H
AIBERAT, HHWL05% FLF /A2 Fa7 = URE 10g ZE A 3 HlosEic 1 H 12
IEf, 8 A MG EBAG L7, WPnoEAGECEWTH, mfichrF /4> barx
YT ENT, VF /A VBER R a- b 37 = o — L Ol & 68 A% CF B3R A8 T2
HILTWZRY, —J7, RPICIEWTIR bR S Tneu,

F2 0% MLTF Ay ba T = VVEE (RHIO 2 (FIREOEER) %2 1 B 1 [ 5.8g,
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FETETESEE 4N 7720 L 15 A MG A L2 i o hvF /A ha7 = U VEE,
VF A VR, a-ba 7 zu—/LREX, 15 BEGHAH L hLTF /A haT=l
AMERLF )AL VBT >T-< ST, £/, a-Fa 7o — L yEHFI% CTEIHNA LN
TURLY,

4. N

(1) ik —RxBEPS:&E@ s
MR L

(2) mnik—RaAERAPT BB
MR L

(3) Fit~DRITHE
MR L

(4) BEBR~DBITHE
MR L

(5) T~ DT
MR L

5. {X#

(1) RBERGL R U HHRER
M ERR L

(2) REICBEET HBEHR (CYPAS0 %) D7 Fig
M ERR L

3) PEEEMNROEERVZOEE
M ER R L

4) REMOFHEOEERUILLE
M ER R L

(5) EHERBYVORERI/NT A —4
MM ER R L

6. it
(1) PR UARER
AR L
(2) s
AR L
(3) HErE
AR L

7. BIEIC L BREE
LBk L
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VI. 22 (FRALDEES) ICEHT51EE

1. ZEERBREZDEH
EARRANA
2.

ERAREEOER (RAEERZEV)

AN D BA3 6 L BUE DBEERE O & 2 B

3. MEEXITHRICEHT IEALOEE L TDEH
[VIGRICET 2EHA I 22352 L

4. RERUVAEICEEY SHERALOZEE L TOEH
LR

5. BEREAREZDER
AR

6. EELGEARMIBEZOEHRVLESE

AANZ L DEFRIIRAARNERE TH L Z LICRE LK 2 » AFEEN L THIEROUENGED &
NRWGEEIZIARRIEFZBEET 5 2 &,

7. HHE/ERA

(1) HFRZEERETDHER

RN
(2) ptRZEE L ZTDHER
RN

8. BlEA
(1) BEROBE

AFNORWEREH SR L 72~ 72 5,688 fHilth, 59 5] (1.04%) ICEIWERANZRO bz, FDE

72 DI TR 17 51 (0.80%) %5 D F2 JEREIR K OV Y 14 1] (0.25%) T - Bl 11 51 (0.19%)
HThoTo, [FHEEK TROER]

(2) EXGEMER & WHAREIR
BA=RSAYA
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(3) ZDithDEI1EM

DX REWERD & b o563, FERISS CTEYIZRLEZI1TH Z &y

BIVEFH oo 48 s
0.1~1%ATis 0.1%Ait
o JETD FEIR « LB « FREESE O FRGRE IR
f5 FHERAL T2) PTG + ISR HH
Z O JAR Yy

1) ERAROEAICIER IS - b,

E2) BEEABIERLANLHEATSZ L,

FE3) YW ARG 57 S Oy LE 2TV, RiEE BT S L,

(4) IEEAEHERAREHEERVEBRREERET &

(RIEH HBL=R)

KGRI E T 15 FH IR R AT &t

A S 425 5,263 5,688

BIVE 8 BUE (1145 4 55 59

I F 7 B 2 6 68 74

RIfE AR BUERIE (%) 0.94 1.05 1.04

BIEH oS BIVERH ORBEE (%)

R g 351 (0.71) 2841 (0.53) 3141 (0.55)
FEIR 2 (0.47) 15 (0.29) 17 (0.30)
Befik (k) Rf&4 0 8 (0.15) 8 (0.14)
R 0 4 (0.08) 4 (0.07)
HLEE 0 2 (0.04) 2 (0.04)
AL DS 1 (0.24) 1 (0.02) 2 (0.04)
37 0 2 (0.04) 2 (0.04)
Kt 0 2 (0.04) 2 (0.04)
}e &R AL 8 2 (0.04) 2 (0.04)
liRZ 0 1 (0.02) 1 (0.02)
J2 & DER 1 (0.02) 1 (0.02)

Be AL 31 (0.71) 1141 (0.21) 1441 (0.25)
I 2 (0.47) 5 (0.10) 7 (0.12)
DI YRe 0 4 (0.08) 4 (0.07)
ey AT oo HA afi. 1 (0.24) 3 (0.06) 4 (0.07)

DAt 0l 18%1 (0.34) 18%1 (0.32)
JR Y 0 14 (0.27) 14 (0.25)
R B A OB hE 0 3 (0.06) 3 (0.05)
B 0 1 (0.02) 1 (0.02)

TR (1998)

(Wg PR AR AT %)

(5) ERtERE. AHE. EEERUVFHOARFERIOBERARREE

BARRNA

(6) EM7 LILF—IIx9 B FERUVRERZE

Y LA

16




10.

11.

12.

13.

14.

15.

16.

. EIE~OERE

REER e L

bENR. Efm. BRILBFAORE
EER R L

INREADERS
EER L

ERRERRCRIETHE
AR L

i

%5
AR L

1B

BWAEDEE
{52 FAAR AL

D) EGmE 2 E R E R M O3B0 2 &,

2) IRBHICEER Lanz &y

ZOMOEE
B L

Z ot
BB L
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X. JFERFREAERICEEY 5IRE

1. REHER
(1) EHEEHER (TVI. ERREICEYSEEI 2R)

(2) BIRHFIBEER
LR L
(3) REMRIBER
I £~ U A, Ty b RO YR E AN TRE B G DR LR,

RO LTV,
(4) ZDfhDFEEAER
MR L
2. AR
(1) BEEE5HHEHR
/N B R
EifE | RHRRE | M —
NeF Ay baz=Uu | Fat ) oHlE0.25%
% O /L >2000mg/kg >10g/kg
_ BT /L >2000mg/kg —
7 AR /R >2000mg/kg —
2 /R — >10g/kg

FEPNE R & OSCHER 13)
(2) RIEEFESHEMEAR
1) E2MEH
~ U A% R 4 BFRKER DG EERBRICB VT, REES5 RO 1000mg/kg/ H T 2
IFERO LT, 72, 7 v PR X & vz 18 B ER O & 53RN T,
Z v b TIEHED 300mg/kg/ H LI ETHFIBE & DOIX TS, 1 X Tl 1000mg/kg/ H T/IMEREE D
7o« BIAH SN TWDH, FFORERRG O B2 &K ORFHEIEOIK IR BTy,
—F5. 7y FERWEBMIZ LD 4 WEERGFHERBR CIXEFITRD b TR,
FENEEN K OSCHR 14,15)
2) 1Etst
Ty MIZhVF A4y a7V 300mgkg/H, 12 » AMKEROBEE LR, &Y
CER L7 igsd8d vy, — ek, IRBHORE, MK - A(LE0ORE. HREVERED
WTHUCEB N T HBMEZAITERD b T, 16
(3) AEREFKESMHHRER
7y MZRVF /A2 ha7 =V E 1000mg/kg #% 1 #5- U 72 dEURRT M OUTEAR I 8 5-
R, IRV ORE IR 5B, JEE &K ORI 5Bz B VW T, Bt R o RRE T -
ZHERES) « AR OMERFIC 3T 2 BNTR D T, RIEOFEREL, KROBEICELTH
SN T HILTUNRUY,
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(4) ZDoFFEH
1) BRI
7 Y% D R K OG22 -T2 R — RS AR R . S ONT T > b DR & W T2 R AT R R
HMRABRIZ I W T M2 SRR 5TV RYY,
2) fulRtEEER
Ty MEBENT T 7 4 T & v — B BUEREVERBR, LR IERUER S OB LA
W bEETH D,
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X. BHENFERICEYSEHEE

1. REXSHS
EARRAA

2. AR XITEARR
IR 3 4F

3. & - REEH
SRR LR
(1) ZROMHBRNICHEN T2 Z &,
fEABIRATH > THRHER TR D~ EONITHEMNT5 2 &,
@) HEHOSELTEELEEHALHADTRIFTHZ L,

4. EFEFWEDEES

(1) ERTORERYHFLIZDNT
AR

(2) ERRHFIFDIE (BEICEEITARNEZINEBEFTIESE)
AR

5. KRBEHF
RN

6. 8%
(F=—7] 30gx1, 30gx10

) 100g. 500g

7. RHROME

wx & Xr v/
Fa—7 TV =T A R)xzFL o
R Ry xzF L R oLy

8. FE—H% - REE
Al —por e« 7e L
[l % N FF Y ZRE, VY F— MRS

o. ERELEAR
R
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10.

11.

12.

13.

14.

15.

16.

17.

AERFSEARDEABRUVRDRES
v 52 4 EREAGRAEA H K OROFE &
Tt ) HRE 0.25% 200843 H 14 A 22000AMX01081
Ft ) HRE* 1992 410 A 2 H (4AM) 1102

* o [HRFE4

RMELERFEFAR

Ak ) HE 0.25% (Fiile4) - 2008 4 6 A 20 H
(IHARFE4) : 1992 411 H 27 A
(R E IR T - 2009 4F 3 H 31 A)

) Ak oE

MEERFRREM. RERVAELEEENFNOFEABRVEZOAR

BARSAA

BEERR. BIMEERLAREABRUVZEOARAE
RS R AFEH - 2002 49 A

BEEHRM

1992410 H 2 A~1998 4 10 H1 B (] 7T)

REAFGIRERRICET HF®R
AANL, BEHRICBE 4 D HIRITED S TWHeuy,

&L£Ea—F
. JE AR 5l SEAG R o1 e .
R 5% HOT 2 o ; Lt BEa— R
kK 7 % OT (9#1) &= B o — 7 NER R
Tt ) HRE 0.25% 106679103 2699702M 1034 620007621
Tt ) HRE* 106679103 2699702M1026 662690011

* o [HiRFE4

RIgHa ELDEE
M L
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XI. X#R

1. Bl
1) ZHH AR : 2§, 33(4):456(1991)
2) L-300 EEARBRAFITHE « FRIR =K, 6(10):2067(1990)
3) L-300 EaARaRBRAFITHE « FRIREZE, 7(3):645(1991)
4) L-300 FARBRAFZEHE « Bk ESK, 7(2):437(1991)
5) B E JUM il BEAREZE, 6(11):2469(1990)
6) ZE T fth: ERIREZ, 6(11):2481(1990)
7) R FE b ERRESE, 7(3):667(1991)
8) AR FH fh: FEH S, 52(6):1222(1990)
9) W 1 fh SR, 43(2):97(1992)
10) Rt 2 o5A o S 3, 43(2):103(1992)
11) i ok il S SRR, 43(2):87(1992)
12) Rt D o5A o S 3, 43(2):121(1992)
13) JRH & il S HEERE, 43(3):227(1992)
14) ¥4H e fih S SRR, 43(3):231(1992)
15) J¥H  #Ek fh S HIERE, 43(3):241(1992)
16) [WliRr (&= il : JSHZERE, 43(3):251(1992)

2. ZDDSE
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XI. 2&£&H

1. ERSHETORTRR
R

2. WIME T BEREIEER
KR L
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XIM. &

ZDMDEEER
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ALt/ VEBE 0. 25%DE A ELKER
1) FEHEEH
Bk | No. Bl B
1 Wl a~A v SiEEE A 0.5g
2 NG L U VERR T5mg
3 Ry IS 1g
4 XA VU R EHER 100mg
5 EX U UEER 0.5
6 | prAEE RA| REERY T2 BE B0 FEN [7 7 A YP—)
7 Trua~w AT UWE 3%
8 rana~<AtF o HE 2%
9 TR R 0.1%
10 PR ) =0 0.1%
11 NI <A WG
12 | S EGIR A PR 7 Y — 5 1%
13 | EAEMEE EAETREA 71— R FiE 200mg
14 | JLEHEA TN R U —A 1%
15 v R K — NECE 0.1%
A 16 | FZJESNH G RRENE B ARV E Al AL =27 ) —h0.1%
17 ~ A P —#E 0.05%
18 | FEAT A RAHA CNEY 7B 3%
19 | RAEPERZ P BIR A 7 X ) —V#E 0.033%
20 A4V 10%
21 | SAHEEH AV 10%
22 5%t B Lk
23 cAMP 5 T YU 3%
24 | MBI - KRG | TuRE TV BBl | S aRE T ¢ U 0.003%
25 | IEBHAFA . AT v 7 AFMHH0.9%
26 (3 o FRHHAI) Py —
27 | vz v a— L8| V) JR— R
28 | HA Y avE
29 T8 B e
30 | AR AR ETE R A T2 ) — VSN AR
31 | B3 (REEEEAD EF B =T —
B 32 | T RF T T Y ElA| V7NV Ebug
33 | HUAEWERA iR Y 2 %30 BHL 50 HHGL [7 7 A H—)
34 e ILT A —ILTIVHARL Yy T
C 35| AlEsHEM FaATITAT KLy
2) HEBAE

BEAIHK & At ) VHE 0.25%% kA W TEAS L S REBRICEB W T, 20 & D aiigss,
pH HIE K R D EREEITo 1o, ERICOWTIL, EEEZ 100% & LIzt ED N LF /A baTx

U DR (%)

3)

e L7,

5

FE £

NGB T2 b7 L~TE A ER b7 L

HNRDOEFHZBN TR H Y

+| 1+

ABLOBETRIZIE N TEH Y
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FERIER

[3R8x A) (frrsss) R)oF Lo fEEER (No.25 OHEE)

GRS EiRkfF

Bil A& & A
No. (Bl &> pH) HHE FCAES | 12 BRR% 1 A% 1 A 1% A%
BLAtl ; BEA3EA . At V)
RN T~ A L ST 0.5 Ay WA (—) (—) (—)
1 (pH3.4) pH 3.6 3.7 3.7 3.9
(0.5g—10mL : 20g) A7 (%) 99.8 99.1 97.5 100.1
Ny ERNE T5meg AN ) (—) (—) (—)
2 (pH6.9) pH 6.3 6.2 6.3 6.2
(1.5mL : 20g) A (%) 100.5 99.1 97.4 100.6
Ry MY UERH 1g AN SR (—) (—) (—)
3 (pH5.2) pH 5.2 5.0 4.8 5.0
(1g—10mL : 20g) A (%) 98.0 95.4 97.0 97.8
R A vV AR 100mg s\ =) (—) (%) (+)
4 (pH —) pH 2.7 2.6 2.7 2.8
(100mg/D.W.5mL : 20g) A (%) 99.2 100.2 101.2 101.7
EH UM 0.5g S8 WHE A (—) (*) (+)
5 (pH6.6) pH 6.9 6.9 6.5 6.4
(0.5g—20mL : 20g) A7 (%) 97.0 96.8 89.9 70.3
WEERY 2% Bk S8 WHE A (—) (—) (—)
6 50 FEANL [7 7 A —] pH 5.5 4.7 4.8 4.8
(1g/D.W.10mL : 20g) A7 (%) 100.4 101.6 101.6 101.6
TrawA LU WE 3% ) L (—) (+) (+)
7 (pH —) pH 2.2 1.9 1.9 2.0
(20g : 20g) I (%) 100.4 100.4 99.6 99.6
rana<wAtFUomE 2% S =) (—) (—) (—)
8 (pH6.0) pH 5.5 5.6 5.5 6.0
(1g: 1g) I (%) 99.8 100.0 99.4 101.7
B RE 0.1% AN ) (—) (—) (—)
9 (pH —) pH 4.5 4.3 4.4 4.3
(20g : 20g) A (%) 101.2 99.6 100.4 101.2
PRy Y —50.1% S =) (—) (—) (—)
10 (pH —) pH 5.0 5.0 4.9 4.9
(20g : 20g) A (%) 100.4 100.4 101.2 102.7
AV A AV (¢ AN ) (—) (—) (—)
11 (pH —) pH 5.5 5.5 5.4 5.4
(20g : 20g) A7 (%) 103.5 99.6 96.5 94.9
PR 7 ) —h 1% S8 WHE A (—) (—) (—)
12 (pH —) pH 5.6 5.6 5.5 5.5
(20g : 20g) A7 (%) 101.2 100.4 101.9 103.5
71 J— KF 7 200mg S8 WHE A (—) (—) (—)
13 (pH4.3) pH 4.3 4.2 4.2 4.3
(20mL : 20g) A (%) 96.5 95.7 96.9 97.7
TR R Y —A 1% AN =) (—) (—) (—)
14 (pH6.1) pH 5.5 5.3 5.6 5.6
(1g: 1g) IR (%) 97.7 98.9 98.2 99.8
B RS — AECE 0.1% S8 WA (—) (—) (—)
15 (pH —) pH 4.7 5.0 5.0 5.4
(1g : 1g) BT (%) 99.5 98.4 98.2 100.5
ERAZ—LT7 U —Ah0.1% S =) (—) (—) (—)
16 (pH4.7) pH 4.8 4.9 5.0 5.1
(1g: 1g) P75 (%) 99.0 98.7 99.8 103.2
~ A P —1KE 0.05% AN O =R (—) (—) (—)
17 (pH —) pH 4.8 4.8 4.8 4.8
(25g : 25g) A (%) 100 99.2 97.8 97.3
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Al & FE A

No. (Bl &R pH) HH BlATER% | 12 Bl 1A% 1 M4 1% A%
BlAtl ; BeA3EA - At V)
DNE Y 7 #RE 3% S8 R L (—) (—) (—)
18 (pH —) pH 4.4 4.3 4.3 4.3
(20g : 20g) A2 (%) 99.6 98.8 98.8 100.4
7R ) —)VEE 0.033% S48 RE R, (—) () (+)
19 (pH —) pH 4.6 4.9 4.8 5.1
(20g : 20g) A= (%) 100.4 99.6 100.4 101.2
A4 YV 10% S Visici=) (—) (£) (*)
20 (pH —) pH 4.4 3.9 3.2 2.9
(5mL : 20g) AT (%) 87.5 54.5 47.7 41.3
o . iR (=) (£) (*)
” A P e mole | mome | mom
(20g : 20g) pH 3.8 3.7 3.6 3.5
' A2 (%) 97.3 94.9 90.3 77.8
5%t BT K S IR (=) (—) (—)
22 (pH —) pH 5.0 4.9 5.0 5.0
(5mL : 20g) A= (%) 100.2 100.2 100.7 101.7
ot a0 03 ) (=) (—) (—)
7 “(p%/fkf 3% e ik | o | mpme | o
(g : 1g) _pH 7.3 7.5 7.4 7.3
23 AT (%) 100.0 97.9 99.4 98.8
TU RV UWE 3% s181 =) (=) (—) (—)
(pH —) pH
(4g : 1g) BeAr 3 (%) 105.0 102.4 104.0 101.6
TaAE T 4 VECE 0.003% S8 RE L (—) (—) (—)
(pH —) pH 4.6 4.5 4.5 4.5
(30g : 30g) AT (%) 100.0 100.8 100.8 99.2
TaRAE T 4 HE 0.003% S8 R L (—) (—) (—)
24 (pH —) pH 4.5 4.5 4.5 4.5
(20g : 40g) A3 (%) 100.0 98.8 99.4 101.2
TaAE T 4 VECE 0.003% sl o= (—) (—) (—)
(pH —) pH 4.5 4.5 4.5 4.5
(12g : 48g) A2 (%) 100.0 100.5 101.0 100.5
BT 7 AHHEL0.9% SE Rieth (—) (—) (—)
25 (pH —) pH
(1g : 1g) AT (%) 54.8 38.5 32.3 29.1
2— X2 L a—URE AN ) ZRtE (=) (£) * (£)*
(pH —) pH 4.5 4.7 4.6 4.7
(10g : 10g) BeAr 3 (%) 99.6 98.4 93.3 87.1
2= RAH a—URE )
(pH —) pH
(7g : 10g) AT (%) 98.3 97.5
2— X2 L a—URE S8
(pH —) pH
06 (5g : 10g) A= (%) 97.9 93.3
2= RAH a—URE AN
(pH —) pH
(2g : 10g) BeAr 3 (%) 98.1 79.1
L—RRE a—URE ) Rieth (—) (—) (—)
(pH —) pH 4.6 4.6 4.5 4.5
(2g : 3g) AT (%) 104.6 94.8 92.4 60.7
2— X2 L a—URE AN (gion (—) (£) * (£) *
(pH —) pH 4.6 4.6 4.1 3.8
(1g : 10g) A= (%) 98.1 75.5 61.2 57.9
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Bl A SR
No. (BLA T pH) HA BLAES | 12 B 1 H% 1 3B 1% A%
BlAtl ; BeA3EA - At V)
. 1034 (—) (=) (—)
or o) M Wl | el | o
(20g - 20g) ‘ pH 6.8 6.9 6.7 6.6
27 AT (%) 101.2 98.8 100.4 99.6
VLR— R S8 o (—) (—) (—)
(pH —) pH
(4g : 1g) A3 (%) 101.0 97.4 101.4 101.0
B A3 TR S8 RIEM (—) (—) (—)
28 (pH —) pH
(1g: 1g) A7 (%) 100.6 102.4 100.6 102.0
REE S8 RO (—) (—) (—)
29 (pH —) pH
(1g : 1g) FEA7ER (%) 99.7 103.4 101.7 103.2
T U — LA R S W (—) (—) (—)
30 (pH —) pH 5.9 5.7 5.7 5.8
(1g : 1g) AT (%) 100.2 103.5 102.1 103.8
YA =T — S ) (—) (—) (—)
31 (pH —) pH 3.3 3.3 3.4 3.4
(0.1g : 9.9g) Bt (%) 100.2 99.5 101.4 100.9
(%]
BUatt ; BLEHEA At s v
No. | & (At ) v OBAER)
T A 10:1 5:1 4:1 3:1 2:1 1:1 2:3 1:2 1:4
(9.1%) | (16.7%) | (20.0%) | (25.0%) | (33.3%) | (50.0%) | (60.0%) | (66.6%) | (80.0%)
2 :L“/\OXZ 4 sec 3 sec *3 20 sec *2 1sec *3 =120sec =120sec
T 10000cps | 10000cps 7100cps 13000cps
N . =120sec =120sec =120sec 14 sec 5 sec 1sec *1 1sec *1 | =120sec*!
27 | IR 42000cps | 27000cps | 11000cps | 4700cps
923 77j°/3/ =120sec =120sec 2 sec 4 sec 1 sec *1 1sec *1 | =120sec*!
T 3% 57000cps | 27000cps | 9600cps 6200cps
FEE: 20g OWEFEIZT TV ET D E D Do XWFREE, 90 BT TV T 5 E TORFM A HEIE LTz

TE

Ak CHRE 0.25% DR RIE. =120sec THH 7=,

: ERDREEERH 2 IO TR O S THRIE DO RIE 21T o 72,

Ft s B 0.25%D K5 IX, 15000cps Toh o7z,
*1:EA 1 HRZRICHESBEDRRD b,
%2 BA 1 EBBICHSEENRD b,
*3: BlA 1 » ARICHDBERRD iz,
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[3A8% B] (s KU =F L oG ass (No.32), £AaoR ML (No.33) GREESAE) 25°C
B & 341
(B AFiT pH) Bl & 2 L | 1#EM | 1A | 3xH | 6xH | 94 H
No- | manpte A g | LRBSHE # # # #
BlASEH - At )
DS B g S| WEEm | (&) (—) (—) (—)
pH 4.5 4.4 4.5 4.4 4.4
32 (pH —) pY=rn
(51 g/lmL : 20g) (;:f 97.5 98.0 98.9 98.6 98.1
DS _ _ _ _
B S %oy B K %ﬁ% R L (—) (—) (—) (—)
33 | 50 FHAE 75 4 e 1 P _ 4.5 4.6 4.6 4.3 4.2
(pH —) %ﬁ* 99.2 100.4 | 102.3 | 102.3 | 100.5
%1 : BAJE  13viallD.W.39mL, A v® / U ELA T 1560g
(3B C] Unfrasy) Wiimiz 47 ABICHET GRS KRR
AR
trmng | me e — B A —
AT A —NTILHARLY T TaXxT I T 4T Kby
It s | 7V — AERIERNROOE L TV D, 7V — KNEDRBAOHE L TN D,
LR B 0.25% | BAiRcEkig L, EFNE TR L,
AR 7 V=R O> TGN AEL D, | 7V —LB0 > TWERS N0 < 72
LT B, STW5,
At/ | 7V —ABDEHBRROROME L TN D, 7V — NERDRRORCHE L TN D,
3 A% U 0.26% | BEFHICEIE e L, BRI EIT R L,
7 V= LRDOSTHZEGRALRY | 7 U= LBR0 > TOIZER -0 < 72
BIGHER |
S %{Fﬁbfb\éi i S>TW5, I
Fk v | 7V —NERENEER L TWD, 7 U —LJEIE AR L TV D
5 f% HUE 0.25% | IO T NICEANEL R D, NI DTN H AL foczoo
A TV —=LBDO>TWEEHSBAL 720, | 7V —ARD>TWEHaA < 7> T
LMWL T TS, W5,
Ft v | 7V —NERENEER L TWD, 7 U — NEIE AR LTV D,
7R OB 0.25% | ilidb 3 cEmanEL b, BT T I EHENEL R D,
AR T U —LBDO>TWEHDBAL 720, | 7V —LR0O>TWEEHGAHL 7> T
LML T o TN D, W5,

29







	表紙
	IF 利用の手引きの概要
	目 次
	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
	２．一般名
	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
	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
	２．製剤の組成
	３．用時溶解して使用する製剤の調製法
	４．懸濁剤、乳剤の分散性に対する注意
	５．製剤の各種条件下における安定性
	６．溶解後の安定性
	７．他剤との配合変化（物理化学的変化）
	８．溶出性
	９．生物学的試験法
	10．製剤中の有効成分の確認試験法
	11．製剤中の有効成分の定量法
	12．力価
	13．混入する可能性のある夾雑物
	14．治療上注意が必要な容器に関する情報
	15．刺激性
	16．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

	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

	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移・測定法
	２．薬物速度論的パラメータ
	３．吸収
	４．分布
	５．代謝
	６．排泄
	７．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
	８．副作用
	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
	２．毒性試験

	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
	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
	別表



