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SRERREF . RTUYKR—RE0.3mgl h—"T |

120 pH1.2, 50rpm. /K )Lk

100
= 80
% 60
= E 13|
@ 40 —O— HEBRWHA
T 4 1
20 —o— 1ZEHH
0 . . . . )
0 5 10 15 20 25 30
R REREREE (9)
BFRE(5) 0 5 10 | 15 | 30
HEREA] | 0 |350 | 633|778 | 941
BERE | 0 | 240 | 335 | 404 | 221
HEAERA | 0 | 271 | 612 | 805 | 995
BAERE | 0 |452 | 583 | 511 | 308
120 e
100 pH6.8, 50rpm, /SR JLi%
= 80
# 60
H e
K 40 —O— BRI
20 —o— 1RELA
0 . . . . )
0 5 10 15 20 25 30
HERREREREERE (5)
BEfE(5) 0 5 15 | 20 | 30
BERMA | o |16.1 | 637 | 840 (1037
BERE | 0 179 | 272 | 362 | 131
PZAERIE | 0 | 153 | 662 | 874 |1044
BERE | 0 | 292 12931017 | 252
120 pH6.8. 100rpm, /KL%
100
= 80
% 60
ﬁ Ubs|
@ 40 —O— FEREAI
T st 1
20 —o— IREUH|
0 .
0 15 30 45
BRIRERER B (5)
B (43) 0 12 | 15 | 30 | 45
BHEREA | 0 | 699 |87.7 |1049 1052
BERE | 0 | 717 575 [ 172 | 107
1ZHERF | 0 [633 | 853 [103.0 (1035
BERFEE | 0 | 797 1273|198 | 1.99

IRHIER (%)

(%)

BB =12
=B E O SRLE
ZAESK] . £EH. 0.3mg

120 pH4.0, 50rpm. /3K Lk

100
80
60 .
—O— HEREA
40
& st i )|
20 —o—1REHH
0 . . )
0 15 30 45
HERRIERERESRE (5)
BFfE(5) 0 10 | 15 | 30 | 45
HEREA | o | 550 | 800 [102.3|105.1
RERE | 0 639 | 762 | 263 | 1.72
EHERE | 0 | 734 | 924 [104.1 (1052
BERE | 0 [1050(10.79 | 432 | 2.30
120 K. 50rpm, /SFILK
100
80
60
40 —O— HEREF|
20 —o— IR
0 . . . )
0 5 10 15 20 25 30
BRI EREREFE (5)
(%) 0 5 10 | 15 | 30
HERMA | o | 342 | 623 | 803 |101.0
RERE | 0 110 | 277 | 258 | 147
AZHEHIE] | 0 | 236 | 56.0 | 78.3 | 99.0
1BERE | 0 | 504 | 985|935 | 373
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AREREF R CRERK DO FHEHED LR (N FILE)

ARG ERITE HR (%) e
n TR E T Er— PO | e
— s e < : B AN N ABE @%E 0/)
mRE | BRI | BRI | T 0 8me) | 0.3me [ h—1D ) ’
10 %> 61.2 63.3 2.1
H1.2 1
P 30 43 99.5 94.1 —5.4
pH4.0 15 %y 92.4 80.0 —12.4 1
50rpm 15 4y 66.2 63.7 —2.5 .
pH6.8 — — i
20 %3 87.4 84.0 3.4
155y 78.3 80.3 2.0
K ]
30 4 99.0 101.0 2.0
100rpm | pH6.8 15 4y 85.3 87.7 2.4 it

] S

(pH4.0(50rpm), pH6.8(100rpm))

FEHERLAIN 15 43 ANIZ FE 85% LA AT 2356 + SBREGANE 15 43 LANIZ F-H) 85% LA ¥
32, L. 156 3BT, FREBREH D SPEE¥ H 2R AT YE R 0D S8 HH 3R = 15% D i
b5,

(pH1.2, pH6.8, /K(% 50rpm)]

IEVERLRI7S 15 43~30 /72 85%LL RIS+ 256 « IRMERA O AR 60% M Y
85%FIT D 2 72 2 W RUZ F3 U T, BRI 0D S5 H 28 D3 A UE R D -5 H 28 £ 15% Dl
FHIZ® D,

FROFRLY | BBREEZENENICONT, HA RTA - OEMEB O RO ¥ E RIS
e Lz,

o T A7V AHR—REE 0.3mgl b —U | LARHERFI O HZEINIRETH L & L7,

. EMFREERE
R L7

. HEPOEMS DHERARE
HIm TR 7Y R— 28] OERAERIZ XL D

. HEFOEIRDDEE
HiE TR U R—RE] OEREICLD

L]
FA=RRANA
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12. BAT B AREMED B B 55Y
AR L

13. FENDELRRH - MR LBHRICET H1ER
B RSN

14. 0t
A L7g0
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V. JREICET HIEH

1. hEeE - MR
Ol PRI O £ F238 HBE D e
(72720, BHRE - BERIEZIT> T DBE T HORRDFTELNRWEE, XITRF
PRI - EEHRIEIN A TRE D IIBERE TAIE L <i3A R Y UBRFI 2 LT 588 T
SILRNRDBG O NIRNGEIZIRD)
OMFFRESR I (21T 2 2 BUBEIRIF O FERERH] (B 0. 2 mgD 72
(772, BFHE - EERIEZ T2IAT > THHEESNRWEEIZIRD)

[ZhEE - ZIRICEDET SERLDIEE]
THHERERBEICH TS 2 RERBORENF DIHE (F£0.2mgDH)
AFI O, MHERER S (ZCIEREMAEAS 126 mg/dL RiiiA> 75g #1017 N oA fiakb o M
B 2 REEMEAY 140~199 mg/dL) & Il S 4L, HESRIFIEMNHE O FEARTH 5 B IE - EHhE
EE3~6 3 HifTo ThsESINT., omiiHE, BERYE (GhY 27U +EY RifE,
X HDL =t L 25 o —/LIffES) . I (Body Mass Index : BMI 25 ke/nilh |) . 2 BZ&LINOD
WERIFFZEBEO TN EBTHHEICRET D &,

2. Ri&-HE
OERIE O BB IME DS E DS
WEL. RAICIEARZ Y AR—2L L T1E0.2mgx 1 H 3EEEEINCEOEETS, 2B,
NBEARFRGAI, Bl E H oI BER LN S 1REE 0.3mgE THETHZ LN TE
Do
OTMMFERE SR 123 1T 5 2 BUBEIRIE ORIEIHI OY6 (BE 0. 2 mgD )
WHE, RACIEARZ Y R —2L L T1H0.2meg% 1 A 3RHAEAMIKROKEGT 5,

(& - AEICEET SERLDIEE]
THFEREREICH T 5 2 HBERBEOREMNFIDISHE (5£0.2mgDH)
AHN G- H ) 72 R ClpE E EIC BT A M 21TV, WIS GO M EMEIZER T D
Z&, (THEEREANEE) OEBM)

3. BRERAIE
(1) BBERT—2/1\v5r—
MR L

@) HRMR
AR L

(3) EREEHR
AR L

() BROHR
KPR L
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(5) RIERIRER
1) EEAILLTRBRGRS
VAR L

2) LB
MR L

3 REMHER
AR L

4) BE - RERIRER

(6) JAEAEA

1) FERAKERE - FECAREHAE FHRE) - RERTREERHAR (TRRERKRHER)

AR L

2) RRBRFHELTERFEONBXITER L -HBROBE
AP




VI. EERHEICEHI HEHE

1. EEZMICEAEH 5ILEYXIIILEMEE
a-7va B —YRHEH]

2. EBER
(1) YERARLL - ERRMERF 7
B8 (3T R D BE A~ D R AT O “HREUKIERER (0 -7 v 3 v X —R) ZBRE LB
B O - WINZBIE S5 2 LI K BEOBIMEE 2 %ET 5,

(2) EshEEAFTDHABRAE

EMFHEE R EHZEREER)

NARTYR—REE0.2mg I k—" ] ®

TR A 5 7-(n=10)% 3 Al 3 17 1 24— " —IKIZ X 0 IR GRECR 7 AR — 25 0.2mg
[h—T ) LR & OERSREEC o0 TRBEEE SRRV 2 AMERERTC 1 5

FTORZTVAR—R L LTO0.2meREHKE Ltk MAEHERE L Ty a fiAR(100g) 21TV,
Mg 72— 2R EPBG) LML A 2V AREARD A WE L, 15 5 L7 3 <7 2

—4(AUC, Cmax)lZ oW T L EBIRE LT o 7ofE R, MsEh 70 o — 2 RE RO A A >
XUV%W@iﬁMPH}&UAED@%&%ﬁ Zxt LA BEICHIH S 4, Eoms e E

FEERBDT, EMFCFESETH D LSz,

APBG D F

(mg/dL)

l —o- : RYYR—Z§0. 20g -7}
(8241, 0. 2mg)

- EXERIF (8EAL. 0.2mg)

> IR

Mean+S.D., n=10

50

40

30 [

APBG

20 [

0O
0.0 0.5 1.0 1.5 2.0

¥ 522 OF#E (hr)
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APBG DEMENRE/NT A —4
AUC, Cmax Tmax
(mg-hr/dL) (mg/dl) (hr)
RV AR—2$E0.2mg [ F—17 |
" 18.4+11. 18.4+8. .850+0.31
GE#. 0.2 me) 8 5 8.4+8.6 0.850+0.316
2 e L . "

@Al 0.2me) 19.1+21.1 18.2+18.4 | 0.975+0.583
M K 45.9+26.4 50.4+14.6 0.625+0.317

(uU/mL)

120 [

100 [

80

AIRI

60

40 F

_O_

ke

(Mean+S.D., n=10)
M A ONZ AUC, Cmax ZE0D/87 A — & 1%, #RBRE ORI, (KR OB
A% - WSS OB K-> TRAR D ATREMN D 5,

AIR] OFEHHEFR

(&&#. 0. 2mg)

Mean+S.D., n=10

1.0

¥ 5.4% O (hr)

AIR] OEMEFE/NS A —F

: BT UR—ZE0. 2ng Th—17 |

s EEERIA] (5. 0. 2mg)

AUC: Cmax Tmax
(12 U+hr/mL) (11 UfmL) (hr)
7Y R— 2 b Mk —
LR fﬁ 0.2mg T h—U] 26.48+13.04 | 19.80%+8.90 | 1.325+0.374
A1, 0.2 mg)
FEE US|
. 92.06+11.66 | 18.47+11.18 | 1.400+0.394
(BE#41, 0.2mg)
P 5K 88.71+48.39 | 85.95+60.93 | 0.725+0.275

(Mean=+S.D., n=10)
I EE I N AUC, Cmax 2D /R%5 A —2 1%, #ERE ORIN . (K DOEREL
[ - BEE S ORBRSAMHC L » CTRARDATREE R H 5,
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DRTYR—RE0.3mg Tk—"71 ®
@%&A%%m:n%ﬁﬁ3@7Dxﬁ—ﬂ~%’ib%%%ﬁ5ﬁ(fﬁUf—xﬁo3
mg [ h—"U ) CAEMERIAD) K OMERIERE 000 TR SR I BV CId 2 A BEREATIC
xfﬁﬂ$7)$—xkbfo&@ﬁﬁﬁﬁbt%\@ﬁ@@&ﬁ%bfya%ﬁQOg%
T R 70 2 — 2@ EPBG) LML A 2 Y REARD ZHIE L, 55 - KyEhhe
R A —=2(AUC, Cmax)Z DWW TELEIEMIEZ1T - 7o R, MM 70 20— R P K OV
g 2 ) VPRED EF(APBG K OAIRDIZFERSREE I LA B ISl &, £ 2mAlR <
IRAEZEZROT, EWFICRIECTH D Ll s,

APBG D HEFE

(mg/dL)

60 I

—O— : R R—R 0. 3ng [ h—"17]
(%Al 0. 3mg)

o : fEHERLE (G2A. 0. 3me)

Mean+S.D,,

50 |

0 I

n=11

30 T

APBG

20 T

0.0 0.5 1.0 1.5 2.0

¥ 5.6 DR (hr)

APBG DFEMEIRE/NT A —4
AUC:2 Cmax Tmax
(mg*hr/dL) (mg/dL) (hr)

RN Y AR—A5E 0.3mgl h—V |

. 14.7+6.4 14.9+6.4 0.750+0.447
($£#4). 0.3mg)

FEE US|
. 16.0=4.5 15.3+3.9 1.068+0.501
($£#4). 0.3mg)
M 5K 46.6+27.4 50.8+18.4 0.500+0.274

(Mean+S.D., n=11)
M E R EE N N AUC. Cmax ZED /85 A —X 3. R ORI . K OEE
[« BT S5E DFRBREAC L > THRAR D ATREM N H 5,
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AIR] OFEHHFR

(uU/mL)

80

60

AIRI

40 r

2

00
0.0 0.5

1.0

#5% ORR (hr)

2.0

AIRI DEYFE/NF A —4

s RV R—R 0. 3mg [h—17)

(&EFl. 0. 3mg)
 EEBIA] (§gAl. 0. 3mg)
Mean+S.D., n=11

AUC. Cmax Tmax
(1 U+hrfml) (pU/mL) (hr)
R R— 24 Mh—
A7 YAR=AFE0.3mgl M= on 2041095 | 99.56+10.12 | 0.909+0.539
(A1, 0.3mg)
FE HE R
L 23.22+7.26 |18.81+579 | 1.159+0.407
A1, 0.3mg)
il 87.79+32.70 | 73.90+24.97 | 0.659+0.302

(Mean=*S.D., n=11)

I R EE Y ONT AUC, Cmax S50 /85 A — 2 |3, #ERE ORIN . (KiEOELE
[ - RS ORBRSEIC K- TR DD & 5,

(3) MERRIRE - Friukefd

AR L
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VI.L EYENREICEIT HIEE

1. MAREOHT - AEE

(1

(2)

)

(4)

®)

(6)

A LA R
BB L

B 75 I b R EI 2B
BB L

FAREER R & h iR
AR L

hEi
BEERR L

BE - fRROEE
BEERR L

BEAGREaL—2 3 V) B#ICK YRR L-EMEANBEEEHER
BEERR L

2. BEWEERINT A4S

(1

(2)

©))

(4)

®)

R A%
REERR L

IRk U328 B TE 40
REERR L

RAFTRASEY T4
AR L

HEEE TR
BN

QYT VR
BN
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(6) HHEHE
AR L

(7) MEBEREEE
AR L

3. % )}
MMER L

4. 9 il
(1) Mm% —AxRa P9 @@ 4
BRI L

(2) Mk —HRAERAPTEIB T
AR L

Q) Eit~DFBITIE
VI 10. 4Efa, PEME, RILEF~OHRGOH 2) &SR

(4) B~ DB
AR L

(5) ZDHOBBAOBITHE
MR L

5. & Bl

(1) fRBERLR UL BHRES
MR L

(2) KEIZBEE9 SR (CYPAS0 F) D53 Fi&

AR L

Q) ¥IELEBHNRDEERVZDES
B - L 2

4) REPYOFEDEERULE
Mgk L




6.

7.

(6) FHERBMOEER/ 5 4 — 4
R L

B
(1) Bt ARG R UAERS
R L

@) Bt
R L

(3) Bt
LR L

kS LR K— 8 — I B1EE
R L

. BEMFICKBBRER

LR L
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3.

4.

I. £ (ERLOIESF) ICAYT SHER

. BEERNR LT DER

A RWAN

. ERRBETNOEHRAERZED)

2SS (ROBHICEIFEELEVNI E)]
1) HIES b= A BERIFVEE S SRR MED B
[ L DA > AV N2 K Do e @ O S IER M L 72 % O TARFN O #5131 <
7200, ]
2) HEJERRYYE, FATR, EERIMEOH DB
[ A AEFNC K A M EEE N E N 5 O TAFOF G135 & 720, ]
3)  AAIOERSIXT T D IEBUE OBEERED & 5 BE

MEe - HRICEET HFEALDIE E ZTDEH

(%heE - HRICEET SFERLDIE]
MAERERE(CH 5 2 HERFRDOREMNFIDEZE (6 0. 2mg DH)
AAN O I, WbhEaE R (ZERE R MFE 7Y 126mg/dL A:iifi2>> 75g #% 1 7 K o iEA sk o i
B 2 FfEEAS 140~199mg/dL) & HIWT S, BEIRIPIFIEINH| O HA T H 2 HHHRL - HBF
% 3~6 » AfT- ChEES T, omiEiE, RERFE MY 7V 'Y FijE,
X HDL =2 L 27 v —/VffES), fEiE(Body Mass Index : BMI 25kg/m2 LA |), 2 BIZELIN
DIERIBFEBEEONT NN EAT DL EICRET S &,

A% - REICEEY 2EALDIE L ZDER
(A% - REICEET 2EALDIE]
MHERREREICE TS 2 RBERHROREINF DIHE (8 0. 2mg DH)
AF P G- 1 ) 7 TR C B A BRI B 2 A 21TV FICERGHEGE O ML EVEIZIER T 5
Z &, (THEEREANER] OEBHR)
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5. EHERSARLEZNER

EERE (ROEFBFICIKBEICRET S L)
1) MOFERFHIE ARG P OBE URLESEZ 5 2 L2305, (THERREIWEM] OHER) ]
2) PHIEFIROBAEXIIEAZEOBED & 2 88 B A5 ORI K 0 HHZENFEB L

T, ]
3) WL - WLREE & - T BRI O B TRAIOIERIC X 0 IRIERSELT 5 = L 13
%.]

4) v AL RIEREE, BEO~V=T 0 RIBOSE - BHEFORBE NI AFEOHEINIC
FVIERDEL ST D 0D 5, ]

5) HERMEFEDH L EE GHHREBNZ(T 2 Z L2 H 5 72D ibEE HRI A R E <1k
TORTNND D, Flo, HELQFEEAT, &7 & =7 MAEAHEE UEiEE 2045

B D,]
6) EEALBEEODDEE RHEHRENEILT D Z &2 D 5 =DM E RIS K& < £1k
THEBZENND S, ]

N =t (T&EEE~OfRS ) OHESR)

6. EELERWIBLZOEHRVLESE

BEELGEXRKIEER

e E

1) WERIEORZW ST U7 BB MR R F 2 BT 2H K L COrEHAEBET 5 Z
Lo ZNH LM O IR ES ORERUER 2 B 2K A (BMEREIR, 2 AVERFCHIR S
FOR IS RE L B MEIER S O FElE B, SEAERMEOMPERERE %) RN b Z LICHE
THI L,

2)  ARANOMEILD 5o U ORERIFIEFE & OWERIFIIE IS O FEAR TH 2 B FFE, EEEIE
AT o720 A THED AR+ DG AR BET L2 L,

3) AANIEMAFIERZH =32 L83 H DO T, PERFBE ULMHERERE 259 57Tk L
IR IAESE IR e O DL FIEIZ DWW T35 2 &, Fz, mpTfE¥E. BB
IR L TV DHERFAEE IXMBEER T2 AT 28 ICEEG T2 L XITXEHEET L
& (TERZ2EIWER OHESHR)

HEREODBRBMBOREDSS

4) BERFIREOEARTH 2 BRI - EERIEOLEZIT-> TODHBEE T, B5OBEOR%
A 2 BEREE L 200 mg/dL A B &2 7RI HAEICIR D,

5)  REEE, EEEREIII A TR O MFER FHISUEA R Y A EEH LTV S BET
X, BEOBEROZEIER MAFEIX 140 me/dL LA LA B &35,

6) AFIFEEGFIL, A2 THMICRET S & L b, aE+oIcBigk L, FIcEEMED
VBEPEICOWTHEEEZ Y 2 &, AElZ 2~3 5 AL L THAEZMIEIHT 22088 R
Fo3 B A (FRIRIMLAE T &% b 2 FEREAS 200 mg/dL L RIC 2> b — L TE RN L)
I, KVBEEYEEXONDIRBE~OETEZBETDH L,

B, BROEO+S72ay hr—b (FRIECRZ L 2 FefE2% 160 mg/dL LLT)
MBI, BEREE - EEPRE XX IO IO A TR O MR TR LIZA 2 v &
FEHT 2 DH T L HW SN DA TR, ARG ZmIE L CRIBEIZEEZITH Z &,

MHEREREICH T2 2 HWERRORENFI DSBS

AFNOF GEIMGEH T, 1~ 3 » AEE B2 ZZER MRS, RIS, HbAlc 25 BB R

HELOMEEMEE I D E L BT, 6~12 5 A2 BRI 5g A7 oAt 4 Fh

L CHoIcamBiss L, WIcR Gk O L EMICEET D Z &, £/, MAFEME (228 Mk,

75g #X07 RofEARTER O b 2 ReflfE) CHEARERIEA o AV MR T E 26T 5%

AL, FERIFRIEY A7 BNELRDEOWENRH LD T, THRBIERZITHI Z &,
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k. 2BERM E WS NG EITIE, WYL BEZXONLIRR~DEFLEBETDHZ L, £
7o ARG BRAGTE (CMTPERE S W 25 L. RFRE - EERIEO LT Ll s o 56
(Zid, AAIOFG 2 1k U ORGP MR A S X Db Blm 2179 2 &,

7. HHE/ER

(1) BtREZEZNER
YL

(2) fIRFEELZDER

GAZERE (BFRICEET S L)

FEFN4 FRIRAEIR - $EETIE - B
FERRAE AV AT U RRA LK=LY LT RIEA| L O LT
AZNVR=ZNVT I RRKOA VB =7 | B, ARMBERBOWE N H L DT, LRLFEH L O
L7 SR OFFRERCIE, KB RBOFEREZEZE L, K&
v 7T A RRIEH PO ERGT 7 CEEICERET 52 L,
A A Y B

A R Y ARGIESGEA
HEPRR FZE R U7 D MHERE T 1F A & 1858 | /2L O PFINCIN 2 ICAAN 2 O3 256 12%, b
XIFFBETARFNEHALTVDEES  |RWHEOMA LOERICSREHEOM AR E

BERP IR DO MBERE TR 20T 2|2 & & b, AR OREEWIGREFER D5 Z &

A WL DB EETDH I &,
B A
U FILERH

E T R UL EA

7 4 77— FROER METREA

N7y v

-
BEDRIps FH AR 0 g R TR 20855972
SEA

TRy

R BB ARV E

FORIR A VE v

Yirixy

xF
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8. EIfEH
() BMEROME
AT A pIAE A AR 5 D B 1 P 8 BUBERE 23 BARE & 702 % A 2 SR ME L Ty,

(2) BEXRLGEIER & HERK
EXGEIER (RET)

Q)

(2)

®)

(4)

ORERIFAE E O CIRMBEN S SN Z LN DH, Fi-. MOBHREHRE A
L7 WIEA THIRMAESHE ST D, AENT HEEOMAL - WINZ EIES 5D T, K
MR AFE D SN EA Iy a TR 7T R U259 572 b 2 i 217
5z &,

MR, BiiG. BUREEIEN S B, BT AZEORMz XY | BEAERHLDbNLD
ZERBHDHDOT, BEETIATV., FiET 20, IRHZEOERNH &bz HE12iT
BehGahik L, @@ a1t Z &,

BIFERF#. AST(GOT). ALT(GPT) D ER-EZ > BEELGIHKERES. BENHLOLDODINLDLZ &
NDDHDT, BEEHZITATV, BENRO NG AIIT R G2 RIE L, e aE %
1152 &,

BEGHEEFICIRE LGS, HRELZZEE L CHE7VEZ7LENMEEL. BHE
BEEEY ZERHHOT, PERNEZ HSICBIE L, BEPARDONZHEITEDIC
PGk 57 CEU R AuE AT Y 2k,

Q) _ZnthaEI1ER

Z DD EI{EF
B A

- T R, NEEREA. R, MRS, MR, ERL. RACRER. O, IEM,
Mo, Ave, BNR, BRERE. BE R REE

BEET RBE. I, OLBLREUE

i AST (GOT) b5, ALT(GPT) k-4, LDH k5. y-GTP EH-.. Al-P L5

FaaER HEV, FR, SHoE, R

ik g, RS BERER R

0 LU, BEEFOFE, RO H 1ETY, AR, W& S0V
U AMSE, M7 I 77— E5. WL 2 L 272 — /KR, 3T, BE

H2) ZoXks a3 behiEds L,

(4)

®)

HERBERERBEERUVEREEERES -

af

PR L

ERES. SOHE. EEERVFROARSERNOEMRIEE
BB L
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10.

11.

12.

13.

14.

6) YT LILF—Ixd 5 EBRUVEHRE

AAXE LY ¥

BEROBHRICITESLENI E)]
3) AA|D RS x T DIRBUE DB O & 5 BE

ZDHDEIER

WoOE K M
BEE™ B, €O FE EHNBEUE

) ZoXdngaidkEE IS 2L,

. BERE~NOERE
ERE~OEKE
— I A TIRARSREME T LTV o T, EHE (BIAF 1TEE 0. 1mg) 25526
5L LIS, MAEEL O ERERORIUCEET 572 L, Hihz +oICBlEZ LR bE
HICERETDZ L,
WM, ER. BRIBFOERE

YN, EWR. RIBFAORSE

1) 3 SUTIEIR LT 2 FIREMED & 5 MR TR IR O A ISME a2 L E o 2 &l
ENDHEAICORES D L, UHRT OREGIZHET 2 L EMEITHESL L T 72w, ]

2) AT OLME~DOEREITHET 2 Z ENEE LVR, RUEHFTRET L5613, Rk
FEEs 2, B (T v b)) T, BEMWORFE RN OGN E R 9 2 FLITEAE O
HlZ LD B2 6N HAERDOKEDIIFHI D 5hTWD, ]

INREADERS

INREADERE
NN R 2 BRI EHESL L TRy, (BEFTRER S 72 0)

FRRRERRICRETEZE
Y LR

BERS
BEARRANA

BRALOIE

BRALOEE

EHIZTATEE : PTP @ OIEFNL PTP > — MOV H L CIRAT2 L 548952 L, [PTP &~
— RO LD . FHOELATAEIEREA~TIA L, FIZIEZELEE 2 U CHRERRIARZE D EE
REPHEZDRT 2 2 ERHMEEN TN D, ]
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15. ZDHDEFE
A L

16. T O
M L7gW
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35


https://med.towayakuhin.co.jp/medical/product/index.php

_—— BB
FFE kT e

ARFEPIEMHFBII2E 1S

10 iR - 2



	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．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・効果
	２．用法・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．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・効果に関連する使用上の注意とその理由
	４．用法・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・効果追加、用法・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


