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C) il 7e L il 7e L i@ 7e L i@ 7e L
i 7 L Al 7 L Al 7e L 7R L
e i g 7s L Al 7 L Al 7s L 7R L

1) TG B ASRBESEAIRT S - &4 - B 72 AR O BALREE TOLEMERBIEIC OV TER), TR 11428 7 20 B 128

U TRkl 2 92ht L7z,




5. AELERVABEBEOREN
BA=RPAA

6. th¥Fl&LDEESETILEILFENEL)
PSRN

7. B

(1) ARRUERERAEY
nXxY7u7xNabi60mg [ F—7 ) 1L, BAERFEELSRIIED N X Y Trn>
=T R ULEOEEHMKICHSG L TWD Z EDRMRIN TS,

ik BREHRBRIECS RUR)

ARERK : /K 900mL

[F#A%L : 50rpm

WITEE « SR80 FTHRIOE LI E 15

K& 30 R OEHERD 85% L Lo L X L a LT 5,
(L HARSER 7 R 3 A5 5%




(2) SEBHE

A%y 7A71NafE60mgl F—7 10D B H S ER
%y 707 Nafi60mel h—"7 1D MERAZE AV T, REFFHE (2R chESh - TRR4EORREERAV TR HRRET o=,

P2 Ik 72 4 XY 77 x> Nabg60mg [ F—7 |
i R oxY a7 = F ) U LAKFY
il A B Al | S 60mg(E K ELT)
el |l 5 3 |50rpm
H L ShmTE A |7l i
S @© pHI1.2 © H AT )7 R e O 2 LK
R S B iR ©® pH4.0 : HERE-EEEE ) B U U AFEETR(0.05mol/L)
% EA ® pH6.8 : AT HFRIE-RIEO U BIEEETR(1—2)
1 @ K - AR R R ROK
@ pH1.2 @ pH4.0
120 120 -
100 - 100
2 8 g 80
{%l- 60 - {;g 60 |
pad K
- —o—awmn| | —o— BB
20 - -HREH 20 @ - BN
0 L L L L I} 0 . . . . . ,
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(3) E&ER
AEYFHIRIFIEHER »
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I e R AR AR B 2 I E L
AT o TofER, WAIOAY FRREIEDS R S - (BFn 55 4E 5 H 30 H 3R E 718 BlokD

nt%ﬁtm;{? é *LT_JIII':P/}EJ_‘_

Gy e LI I)

EICEY $IEH

IRFRER THERS S M7 IR E DR 2 2 R

E/XF A —% (AUC, Cmax) |

<)o
(ug/mL)
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F
V)
7
=
7
I
M
b3
3
CI T o
0 2 4 6 8
HE#OER (hr)
E Y E OE NS A — 4
HEINT A—% BEINT A—%
AUCs Cmax Tmax Tz
(ug*hr/mL)| (ug/mL) (hr) (hr)
oYy a7 2 Nafe
60mg [ ~—1 ] 8.7441.38 | 5.8541.39 | 0.480. 14 | 1. 450. 20
(%1, 60mg)
ki eb|
+ + + +
) 8.90£1.86 | 5.91+1.61 | 0.44+£0.14 | 1.53£0. 35
(Mean=+S.D., n=16)

HEFRIR I TNT AUC, Cmax 4
DRRGAFIZ L > THER 5 W] HE

PEDR D %,

FORT A =L, A ORI RIE ORI -

ZOUWTHERH AT

IR T 5

14



(4)

hE

®)

(6)

MR L

B% - HAKORE
R L

BHE (KE 2 L— 3 0) SIS & Y 8 L - RN BB E D ER
R L

2. EWEERNS AL
(1) F7A

(2)

©))

(4)

®)

(6)

(7N

B L

RN 4
LR 2 L

RATFRASE YT 4
MM L

AR
MR L

HUTTUR
LR L

SHEH
LR L

mEEERAE
LR L

3. % g
B -y VA

4. & il

i % — BiRP BB 1
TR L

15



5.

6

(2) MKk —RaAERE P9 @B
VI. 10. i@, s, RHEE~OKREDIE 1) 3)% &M

) At ~DFITHE
VI 10. 4. PEhs. RS~ G- DOIE 49) %5 MR

(4) BB~ ORITHE
LB L

(5) TOMOMEADITHE
LB L

£ B
(1) fRBERL R UL RS
MR L

(2) RBIZB5T BB (CYPAS0 %) D5 FiE
MR L

(3) NEBBHROERRVZOHE
MR L

@) REDOFEDHEER VLR
ZEE R L

(0) EMERBMDEERI/NS A —4

MR L
Bt

(1) it ER 2 UARES
LR L

(2) it
MR L

(3) HhittsERE
MR L

16



7.

RS Y RR—5 BT SR
LR L

. BNFICEDBRER

LR L

17



I. 2t (ERLOIESF ICEAI SEE

. BERNBETDER

A% L7

=%

- FISIC

REELZDEH(RAEESZED)

1

2)
3)

4)
5)

6)
7

8)

22 (ROBHFICEFHEELEZWLNIE)]
LSO H HBEE [(TaRZ 05 DU ASEIEIC LY . BomiieEs s Ll
{EMEGEP BT 22 3D, (220, MEEES ) OS]
EERMKOREOH 2 EE LI/IMWHSRERELRZZ L, BT o282hrnd b, ]
EERIFEEOH HBE [(BWEA L LUFEERHEINTEY, BT hnd
%]
HELEEEOSH L BE [AMBEE, 270 —YEENSORIER 2T 52 L0
H%,]
HERIMEEREDHLHEE (BOTuRZ 7T 0D ASRIMHENT X 0 il JEERA
REOHEMMBEZ Y DIEOEFEENEINT 5 720ERE B ST B8ZNRH 5, |
AFN D A3 I BUE O BEEE D & 5 B
TAEY VMR GEAT v A RHEERERAIZEIC L 2 ERIEOHER) T+ O
DHLHEF [TAVY VIRERIEEFERTH RN H 5, ]
SRR O 4t (Milhs, PEM, RILEE~OKY ] OESH)

L

%

F
or

W

k=]

. Ri&

- RICEETSAERALDIE L ZTOER
L2

- AEICEET A ERALDZFE L ZTOER

BARRNA

- BERERBELEZNER

1
2)

3)
4)
5)

6)
7
8)
9)

RERS (ROBEFICIKRECEET S L)

HIEMEEBEOBEEO H 2 BF BEZHBIELZ2 055, ]

FEAT v A FHEHERERAOEE G X 52 HEEHEESE O H 5 BE T, AFIOEME 5
METHYD, oIV TR AN UZEDLTEEPMTONTWHEE [I Y7 X F—/T
FEAT T A FEHRERANC L0 A& U IEER 22068 - 2R E LT D2, I/ 7'm
A b= UZ X DRI 2 R LB S H 5 O T, KElZ kiR 57 254512
X, ol sglgg L, HECRETHZ L, ]

MR D T XEE O ERE D & % B IR EORWERNE Z V3<%, ]
HEEXITEDOBEREO & % 838 IFEELE(EIIHRIEL2 015, ]

HEEXIZOBEREOH 2558 IE, AR, WE7 vy F=v b, mB Y v A
JEEDRWERNEZ D5 R H 5, ]

DR T OB 5 BF (K5 OHBM)

IBHECE DOREERE D & 5 B3

RE I EORBRE DREZEL ST 288D 5, ]

BEERGROBE REZE(LIEDLZ 083D D, ]

18




10) 7 e—oEE REZELIEDLZERH D, ]
1) &id (TEmE~0&K5 ] OHESR)

6. ERELGERMIELZDERRVRES K

ERGEANEE

T5HZ &,

&
— o

1) WHREVAANS X D 0FRITRRRIE TR HERIETH D Z LICHET D Z &,
2) EPRRE (BEETY U~TF, BRMERIEE) (6 LAKIZ WS 56123, ROFEZ BE

(1) EWHRG T 2558 EMOICERMRAE (RRE, miisak O #ERES) 2179
b, Fle, BERROONTLAICITEE, RESEOED) BB AHET DS 2 &,
(2) FEWFIELSNOWIELEET D L,

3) BMEERICK LAAIZHWDSEICIE, WOFEHEBETHZ L,

(1) ZVERIE., KREUORBORELZEZRBL, 5752 L,
(2) JFHIE L ClR— 03RO EMR G285 2 L,
Q) FIKEERHIUX I NEITV, AAIZEBIREEG LN &,

4) BEOREZHLSBIZEL, BWEHORIBUCEE T Z &, BEOMRIE TR, EM., 1A
HENSLDOND ZENRDHDHDOT, FRICEAZIED Gl UTEREEEREZ AL T D
BEICBOWTE, HE5%OBEORREICHDERET D Z &,

5) RYYEZEARBMALTH2BZENDRH H DT, YR L D RIEICK L THW DS ITIINEIZ
I U Ty 2 tE 2 O L, Bl +o0lATWEEICER 5 T5 2 &,

6) MOIEHRITFAIE OPFRITEET S Z EDREE LV,

7 EEEIIERERHORBUCHICTER L, LEE/NROMEHICE 57 PHEEICE ST 5

7. HHE/ER

(1) HHAZZEZFNER
BARSAYA

(2) ftRZFELZDER

GHRZER (BrRICEET S L)

A4 % ERATER - E G BT - fEBRIK
7 = U 2R hukE Al FOHERMERZ R T 2B ARKFOT e R 2 7T vk
INT 7Y FNDH DO TEE L, LED|\E EIHIERIC XV /) okt
HIUTHETHZ L, £E DN & i i B [ AE 23
T L. ZOFEROFUEE AR
HnEnslebtEx 6N T
W5,

5 Xa [K7-PHFA H i O fE R 2 K S5 Bl ER 2 i3 2720 &

TNDH D, EzHNTW5D,

19




A VIR =)V PR 3R R U R A
M7 %R
%=

Z O MHERE T AER 28504 %
BENWRHLOTHEREL, M
MBITHET D Z &,

AHFlor FTOEARKARIL,
n%Y a7 =T 97.0%.
trans—OH KT 92.8% & = < |
EEBAEOEWIEA & OFH
T 5 &I IE MR o OF 3K
DEEINL . £ DFEFNOIER 531
BINLTDEZEZ LT
o

—a—F/ a RbEH

= OROBH R & WIS 5

=a—% /v REEANL,

LARZaxHho ki |2Eh D, HEFR 78 ST O F i) AR AR )
£ BTHD GABA DZHIK~DFE
B afilE L, EEFE L
9, AAIOPEFHIZ L Y Z DR
FEEM BT 572D EE %
HILTVW D,
A b bFLFH—Fh M A~ — MNREZBEFIIRIATH D0, KR O
ERSE ZOERZERT L(ICBIT 2T 0 R T T
ZERHDLOT, BERGHIVIESKIMHEERICEY, 2 b
WET DL, D HH D& HE A3 L i
U F 7 LB My FoLRELZ EHIE IRENEFTH20LEZLH
PREEY F 7 I VF U LHREREITZERNTND,

HAHDOTIMH DY F 7 LR
WICHEE L, WERHIVUIEET
AHZ &,

FT Y RRMpRHE

Z ORI - BEEMEN Z2 553

AKADOEICB T DT 0527

[N =78 =8 =0 VAV N LHBENDRH D, 7 VU REHIERIC X
% AN/ Rl NURVNTRY 118
LEEDHEHEZEZ LT

By
e FE A ZTOBEERZRBTL2B8ERKBNOT a2 772D
ACE BRFEF b s, AAEIIHEERICL Y 2h b
TUVET v O FEHN O EAE ] 2 8055 S

IT RS LA L AREER B B,

£ B r B bSO BENAB| KA O T 0 A Z 7T VD

5,

G RIS & | Bl
BPET T 50 LEZION
2o

20




8. ElYEH
(1) BMERDOBE

AHN A Rl A A5 O BIE S BRAERE DS BT & 72 2 i 2 520 L T 7y,

(2) EXBEIER & HEEK

BEXGEIEA (BAETRHA)

M) Yavh,. 7HrI243F>—:vavy, TFH74T7%v— (MERT, 2ERS, WriETE
fiE, FEVRNEESS) 235 60N D 2 ENH DD T, BEELHIITV ., BHENERD SN
AIITEbICEEA IR, WEURLEEAITY Z L,

(2) |IRRIBREE. AMMEEM., AMmMBRED. Mm/MRED « BEEREE, EilrEgm, [ ek
DMUMD RS B S Z LN HDO T, MIEREEIT ) 72 EBEE oI T, B
HWRROLNTHAIITEBICRGEPIE L, @YRAEEITY Z &,

@) HEMHRKEEXAMARIME (Toxic Epidermal Necrolysis : TEN) . FE J§ #E % R fiE 1% ##
(Stevens—Johnson JEIZEF) . ZRAIH. SEAFKERSHEIRBE | FEMER BT,
R RS RIEERE, ZIEATEE, SR RIERBHEBEEN D bbb Z En"H DT, Bl
BTV, BERREO ONTZHEAIITE DI G 2P U, @R L@EE21To5 2 &,

4) SHTES. *7O0—CEERE. MEEER  SMETES, x 7o —BiEGER, HEEE
RNBHHLONDZENHDHDOT, BEEZHSITITO, BENRO ONGAITITE BT
Haik L, @O20EE175 2 L, £z, ANEEFEICEVED Y U AERD &b
HTENRBHLDOT, FRTIEETHZ &,

(5) S o2MHEDFE : 9 >MMELARERHLDLNDZERHDHDT, BEE+HoI2ITV., BE
DRDOOLNTHEITTELICHE G 2R IE L, BYRMEZITY 2L,

(6) FIEETERTZ - FEN, DLk, PRWRIREE, O X BRELE . AFRRERIE S5 A E O RV MER R 2N B
LN ERHDHDT, ZOLIERND b IZHAIITEBICEEA2PIEL, &8l
R RV VRO 5 OREY) I ALEETT D 2k,

(7) BB - EE R EMERE T/ G, RS ok, T, mAE% o Hif )
HEL, ZRIHESI Y a v 72 03HbbND 2 ENH LD T, BIEE HRIITV. Zhbo
JERDSGRD SN THAITITEDICE G2 IR L, @URLEEZITH 2L,

(8) SHILBZEA  MLBETRAN L LD Z ENHHDT, DEERFE. EREDIERNRD 5
NESSICITE IR G2 R L, EWYARLEZITY 2L,

9) /MG - KEBEOME - BAZE . /D5 - KIBOETZED, 22 - PAER S LD Z LD
DT, BIEE STV, Bl - EM, IR, AN S ORI RS 258 IR
Hlogth ek L, @WURAEEITHI Z &,

(10) FFi4pefEE, #IE : IPHREREE (BYA, AST(GOT) LS. ALT(GPT) L&, y—-GTP L5H-48) .
BUEFRDR S HbiILD Z N DHDT, BIEE 7TV, BENRD NG EIIEH
1957 U R ALE 1T Z &,

(1) bR A - WERIESEORMEIFREENDH oD Z e85 DT, BIERE 52TV,
BENRDONTHEICE, AFoRGEZELICHIEL, #@URAEEZITY Z &,

(12) |EEREIR 2 - WEMEBEER (B, SR, 0 - M, TEEEHE, ERREE) b5
PNDHZENHLHDOT, BIEE+2IATV, BEPRDONGAICITELICEG ZH I
L. W@ 4175 2 & (BFIZ SLE W MCTD D BFITHREL LT )

(13) R AR RRARSE : BSUTRIMIBIE N D SN D Z ENH D DT, BE%E2 5TV, B,
fii S, CK(CPK) B, MmH R ORFIA ey FRERRD LR EAICIE., 5%
ik L, EURAEEZITHY 2L, o, BETRARIEIC X 2 A EEOREICEET S
Z &,

EXGEMER (8%
BETRMEEMN : oA T v FEHERERAI T, FERREALN S S5 bND & OWEN
b5,

21



Q) ZnnEIEA

T OHOEIER
BEEEAR
BERE™ B, T O BB, BB
- @%\%%KR@\Q&K%\%b-@%\Tm\MMﬁﬁ%@\@%\%
R, ANKE, WERR, 1, EEEE, G - KIBoisg™
BIR% hE, i E ES-
BaaER IR&, 8. LOYWL, DFEWN
mig A, BRI AFEREREE S . /MR
FFF fik AST (GOT) b 5-. ALT(GPT) L&5-. Al-P L5
MR 2R MR, EAR, PEREEE, REED
ZDih FIE, HEEVE. MR, AR, RBIT

H) wh5zpik+5Z L,

(4)

(5)

(6)

HE IR RTUEE R VR E B RS —
BAE R L

LS. A%HE. EEERUTHOAREERAIONERRREE
LR L

BT LILX—IIT 5B RUEHRE
RAXE LY ¥

22 (ROBHFICEFHFEELEZWLIE)]
6)  AHN DR HE DO BEAEFE D & 5 B
N TAEY UE GEAT v A RHERERAEIC X 20 B EOFET) XULE OBEEE
DHLHEH [TAVY VIRERIEEFHERTHENH D, ]

HERES (ROBEFICFEEHRETEZL)
1) WEUEOBEERED & 5 BE

BEXGEIER (BETH)

M vavh,. 7HF243F—:vavy, 774 7F%— (MWEKT, =SB, MRIEATE
fE, FRERIREESS) N HbND 2 ENHDHDT, BEEL DTV, BENRD S8
AIITEbICHEEA I L, WORLELZITY L,

(N R HEME - WMERIMESOLAMEREEND b D Z LN DD T, BIgE+0I12iTV,
BN O NTEA IR, AR OREEEBICHIE L, @YIRLEEZIT) Z L,

ZODOEHER
B
BEE" RIB, TR, RS, R

F) wh5zpikd+5Z L,

22




10.

11.

12.

13.

14.

15.

16.

. mfE~NDERE

=mEIENDRES
mlp A TR BIERA L LT 0o T, DENGHRGT 57 ERAOIRBEZBEL RN
BEHRICKRGT S 2L, ((HELREANEE) OHSZHR)

bR, ERR. BIBF~OERE

iR, ER. RIGEFE~ADERE

1) dm GEIRREILIAN) AR L T 2 AIREME D & 2 PRI _ L OIS fE Rt 4
FEDD LHIIENDHGEICORKET D L, BET DB, REE/NRIZE E,
HWHFEKELHRT DR EEERICEREGT 52 &, URIRTORGIZHET DL 2L L
Ty, 7 uaAdxv 7 —BIER @OAL LAD i AL, kIZoBKRE
P K QR B . ZAUSHE D AR DIEDNE S 72 & OWMENH 5., ]

2) HEIRAWOLMEIZIIERG Lan &, [EER(T > b)) THOBREBENAHRES L TND, ]

3) HHRRMIOT v PTG LR T, RIEOBIREIMEIBE S T\ D,

4) RATOLMEICREGT D LEET, Rz HTFRETLI5EICERAETLESEL Z
o [BWER (T v ) TP ~OBITHAHRES L TN D, ]

INEFE~ADERE

INRE~ADERE
EHAREIR, BrAER., IR, SR/ NRICHkT 222 M. L TV,

FRRRERRICRETEE
RSN

BERS
M L

BRALDIEE

BRALEDIE

SRR - PTP WEEDFEHNLPTP > — BV L TIRAIT 2 K585 2 &L, [PTP &~
— FORRERIZ KD | BEWSA AN BRI A~FA L, BT LA 2 U CHERRIF R E D HEE
BREPHEE DT 2 Z ARG STV 5, ]

ZOHDEE

ZOHMDITE
AT oA RHEHEREFEAZ RYIMER G STV LMEIZBWN T, —RERR A EDR TR vz
EDOWEND D,

Z 0t
BN

23



1.

2.

FEHR
(1) FHFIBEER
AR L

() BIRIEERS
DR L

(3) REMFERR
AR L

(4) Z OO IR
B L

SRR
(1) BES SRR
BB L

(2) REHS B
BB L

Q) EERAFMHER
A ERR L

4) FDnEkEH
MM ER L

X. JEERIREAERICBEI HTHE

24



X. EEMNEIEICET HIEH

1. REXS
M L

2. AR XIIERABR
EHIIR : 5 F£OME, 7 VLIZRLH)

3. & - REEH
Il SRR

4. EFIFRHZEWOEDEE
(1) ZBTOHRY ?&L\J:G)"”:E",ﬁl 21T
MR L

(2) ZFEFIZATEFOERIZLNZDLNT
BETEESLTA R EEfiH
<TOoLEY : #HfFH
Z OO BE T ER ¢
VI. 14. @A EOFEEOEEZ B

Q) AFFOBERIZDONT
IR
n¥Y 77 = Na$g 60mg [ h—U ) (&, SEAIREIHEHNEARZIZ LD ROBERRZ LD
ZENDD,

5- ub%#l:%
A=A
6. a%
B RE NEEER., BEXTEEE)
PTP 21 | 100 $€. 1000 £

25



10.

1.

12.

13.

[FIZhEE - JER T 1A R A S Al

. EFfEEFAR

1986 43 H 1 H

HERTEAZFABRUVERES

@EESIAE ME
PTP ARV ke =1, TIVIE
PTP &% [ — CTINI =g A Ry F L.
RIZFLUTLIHL—FTIF— b
. B—m5 - F3hE
Fl—p%sy « &% Y =88 60mg, T Y =KL 10%

LG IR T ARRAEA B IR T i
19974 5 5 13 B | 20900AMZ00394000

2006 4 8 H 14 H | 21800AMX10662000 | 74 A HIZ LD
20134 2 A 15 A | 22500AMX00572000 | fR7e44 28 IZ L 5
EmEENHFEAR

FAMEEIGHAEA B ik

19984 7 H 10 H

2006 4£12 H 8 H

R EIZL D

20134 6 H 21 H

R EIZL D

A ERGER OB

BELTHE., BiMIBRAREAARUVUZTORNEAE
Y LR

BEHFHmAERARFEHAR 1999410 A 7TH
EF RS SR SR 14 458 2 A B URRIEST FR)OWTIIC B L2V & OfE R4

AR

1l

uj

O

R
o

< FhESBINMEA B ;2005 4E 12 A 22 A
- 22 I 5L [A1EE OO BN K OV OO BN

BE - EREM, Bk - AEXEEENEOERABRUVZOAR
CZHESBIMEA B - 199945 H 10 A

26




14.

15.

16.

17.

BEEHM
L

REHREFIRERRICET 1F®
AANE, B (D DWW ITFE) HIFIZEE T 2 HlRIZED STy,

£EI—F
- JEA B SR A RS v o e e
HOT % % B e | LT Rk
100992702 1149019F1625 620099201
RGBT LEDEE

AANIZHHRIN EOBRIEEELLTH D,

27



XI1l. X A

1. BIAXH
1) RS RRS AR - R
2) HRIEEAMRR St thNE R - RIS
3) MRSt AhNEE - AR REIC BT B R EMRER
4) HFNIESRA S ALNERE - BRI R
5) HUFNSESLARASE R - B EEEAN R
6) i+ NUOE B AR EE, C-5359, 2011
7 SRS HNEER - AR R R R

8)
9)

FOREE SR AL AENERL Bk O 2 EMERBR

FFREE AR AL AEPERL - fEE - IRBRME R ORI G- T 2 — 7 Ol PERER

2. ZOBOSEXH
AR L

XI. sE&EH

1. EGAETORFRR
DR L

2. HINCH T BERIBES
s R L

28



XI. {& =

. BRFEl - REXEICEL CEREKFIEZT O (CHI- > TOSEFR

AREOFEHRIZET 2FE - RBRIZIIARZZ T TORWEICET 2 HRP G EN D, 3Bk

FEEPHESL L TV RVARLEENTEY, L ETHLRHEIN TV IR AFIETEON

TAERAZBFEL L TR L TV D, EREEE DEKREH 2 R34 2 ETOSZEHRTH O,

IMNTHEDRIR Z7RT 6 DO TIER,

PoslARAL - TR H RIS ORGEIGHMIRMEERNICBE T oA R 74 V2T 25 Q&A 12O\ T
(2?0 3)) (BRI HE 9 A 6 Bt BAFBAEI - AIGHAE RS « RS RR
S EA)

(1) #$8e®
B UREA
n¥% Y77 x> Na $£60mg [ h—1 |

B %
O MIRERLT 1k
ABRBIA] 50 825 & 0, BEAAEE (TR I v —27"F 2 LM-PLUS) T 15 ¥ 5. (n=1)

O RAESIE

- ENEOL

e RV AT ZIRE L OV E, PR IY 600lux (HTICFRE (8 » A OREA TR 120 7 lux -
hr L L), BIAOBEOESIZ3mm U T ET 5.

FERE R T IAF v 7y —L &2 T v 7 THEI.

Qiﬁ%@ﬁ&@ﬁﬁﬁ%
- ARBRIEE AMEL AR URER Diat T4 100% & L TR
-ﬁﬁﬁ%:%@%@ﬁ%ﬁ%iE% hiGE % HGREDRF DR K OB GIEICHEL S, (0=3)

|
PRAF et AERTE H e 1% 1% H#% 3 5 Ak
S IO TW | ZKHFTV | IKHTn
I~ HEOBmE | fIaomER | FEaoBhR
aEW%) 103.5 102.6 99.8
(B 17 % (%)) (100) (99.1) (96.4)

{RAFEHAR] - 2014 £ 1 H 14 H~20144 4 H 14 H
B 20.1~26.2°C
1L 12~48%RH

29



(2) ftE - BAMRURERSF1—JDREBEML

2.

W ARBR LA
n¥%Y7n 7=z Na §t 60mg [ F—17 |

B ik

OFT 4 ARV —DER M EEHEIIY T 4 AR —NIZHA 1 HE ANTEARA %
R,

QKB ZEHNWTHS,E1ICIZRE LTZEGE T 4 A —O0n 58 20mL WWERY v v 7
THU., T4 AP —2 R LI-REE T 5 DkiE T %,

@FT 4 AR Y —%FT 90 £ 15 FEMIR L, FAE - BEORNEBET S,

OREEL TV D Z ENHERSANIEODOFINE~HETe, FAEER R OBREILHE 5 M KEE LD
FNEZATV, BRENHEZR SNNZO D FIE~H#ET, & SICHE LRWEASIEIR® D EE~
e,

OXTFTREIODSELTZHDIZONWTO~ODIEXZIT O, ERBROLAIIFHE 5 5 HiE
LODFENEEITH, Z OFFFRICTHREE - BB L7eWiGE., RBra k45,

O®OF 4 ARV —HF Yy vy TERODANA L, Fa—7 (FPTOFALNS 23 %KEZL, T
g AR A= X 30em DIEICE Y P LTEHEL) ITERY olF, JEER 2~3mL,
W CBEIR AL e,

ORI e T 2 — 7T NICETH LIAATEE, S BITKIEK 20mL 25 4 AU H—THEAL,
Beu = te,

@NWZ AZOF 2 —THEAD, N O IIZOWT, G W OEEM O ®EZ HRIZ T
R4 5,

@iEEMEIC CREBENR AR U, HAWVEFa—THERRX-HE, F2—7%% 12Fr 12
EW L, iz ik, O~Q0EIEEIT I,

B A5 - R

AR 4T o (B ma—ax T I3V T7 4 —F 4 T Fa—T 8 7L F(FnES
120cm)

Baxa 8! Exacta-Med A4 —7 /L7 4 AW — (&) 60mL H1 X

Baxa 8 O R by 7 ay 7 =GR

THER 74— Faxs Z2—100

[ S
= AE R
PR A K0 550)
e K ($155C) TITREARRTHY .
A . K ($55°C) - 104 CTHAEEL /-
\%‘%‘I\i 8Fr ?“1“—7\\ : ﬂ{&ﬁf£< %1*—7\\%55@‘?‘6
- (R BA I LI 5)
BRAT EFEAERL
Z DRI B

HAAK 7 7 =< AR ERBERA AT A — L=

http://www.kyosomirai-p.co.Jp/medical

30



SHLEERFETT

RIMEmRINE

ABREFIEMHABEI2EITS

BR5E T
I str)kk D r—v R4t
RREGAIIXLET 1-4-4

1hR—1



	表紙
	IF利用の手引きの概要　　－日本病院薬剤師会－
	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
	１．調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	２．その他の関連資料


