2019 &£ 5 BT (£ 4 ER) BAEERANEES
87449

EERAVIEL—T+—L
BARBRERHRD IF BHEE 2013 (CEL THR

A4k T oZBEERE
[EXMWE - 7 LILX & JER

€FINAFOD#E10mg [979)

EVTFILAR MF MY LORNARIRSE

MONTELUKAST Na

#l REABMARORE

¥

'

A oRE R S| ZHELGWL

18P ETFILARMFRYSDL10.4mg (BEUTILARKRELT 10mg)

Bo® & E| zay®
— n M A: EVTIAXFTRUDL (JAN)
% %

£ 4 : Montelukast Sodium (JAN)

HERFTARBFERAB | HRERTHAZBEARD : 2016468 A 15H
O OE O£ IR B | EMELEWREEAB : 2001666128 9H
3

1
o)

¥ 5 A B| % 5% & A B : 20166612A9H
F% - &ERST (WA) LEIRSETT . EHESEKRASH
R E L | WER: HEXRRKRT 7 —IHASH
EEERIELEDBERL

HBRK T 7 —IHAEH BSEHHERE
e bt =0 TEL 050-3383-3846

ERERER THR—LR—
http://www. kyosomirai—p. co. jp/medical/top. html

AIFI£2019 F 4 ARETORMNXEDREICEDES/ER L 1=,
R ORAXEFRIE. BIATBEAN EEREBEEILEHER—L~R—2 https://www. pmda. go. jp/
[CTTHERLZELY,



https://www.pmda.go.jp/

IF R OF5| & OB E— A AJR e A2 —

1. EIALHE 2—7 g — DMERR DR

[ PR 2 38  D FE AR 22 BRI i & U C R R 3R AL IS S0 (DL L M SCELIE ) 23 5, R
5 C I Al - SEAI M O BEFRIE S H 7Y B R RS0 B2 [ 38 5 oD 36 1E A A A TE F 3 A BRI, IR
R INT N A AT 2 BGRB8 038 5,

RIS Tl YL IE AT DU TSR AR JE 0D [ 3R E w4 4 H OB INEE RO B2 LT
ZRHTEL TR TE TV, ZORBRIC S E R EME RN AT T DI DIFRY AL T, 2—T
F—LINFEA LT,

W3FN 63 412 B A BEsEAIAT 2 (LUT . HIRSEEIE ) P e 2 NE B AN TER A A 2 —T 4 — L)
(BLFLIF SBT3 OAL@E I ONT [P R RE Lz, T0% ., EERIEEH I N B AT R
A ER=— XD T, Fak 10 45 9 AIZ BIR AN 3 /NEBRICHWTIF G ZEHEOKET
P TN,

FIZ 10 EANGE LT-HE, EIRMFEROAN T e iM% VT ThoER GO KA, W7
(& THE | EREREIIRESEMLI-ZE22T T, 20 4 9 AICHREEEFREZEERITBWT
IF FE#EERE 2008 23R ESNT=,

IF SR 6 2008 Tk, IF ZARBADOHT-L L CHRMES 5057505, PDF S0 BRI T — 4 L THRAES
B (e-IF) BRI L7207z, ZOZE T T, IRASCEIZBWCIRhRE - 2h oy | [ - 2E 2
L HARHNEEDOUGET )72 E OBGET 13 -T235 510, BETORILT —F 2B TR HTR D e-IF A3RALS
naoszZkblrolz,

BB D e-IF 13, (Bh) (= 36 5 22 0 B 45 08 & P A oD 5 3K 00 R B 2 1 AR b AR — A X —
(http://www.info.pmda.go.jp/) H—FEL CAF R EEL /> TWD, H ARREIEAIRI S TI, e IF 2487
BIE KB HRIE A — L=V AM AN THDHZLITEUEL T, FAM A< HE T e-IF OfFHRE
R DMk A R E L T, H & O IF WIS SCE LT D B AE#REL CEUINEE - RET o288
L7,

2008 FELVE A BIDOA L FE 2 — T 4 —MRFt & B L7 T L CE - F A HAHm L, RS
EoTh, [ERT -SRI EICE>TH, 2RO RUVERIRETHIEEE X 7o, 2T THAR, IF FLREED 5
BRI 2TV IF GEHEGE 2013 EL CTAERTHEDER-T2,

2. IF 1%

IF (X T SCEEDOTEREMTTL . FAIMNE O EREFE > THEEB LI, EELOMEE
HOI=DDIEH, WITEFTOT_D O #, A OT= D OIEH, IS OM EME O OIF#H ., FKFM72
BETT OI2 DIERENEAISNI R E B 72 BRI O3S fFEEE LT, HREN G EEA R EL .
SEHIAN DT Y 7% 5= 3 5 D IS BN TAER R R BEAARFE L COD AT R AL Ef T B,
772, SR RS S T B0 50 0 USRS BE O BRI ) A BN T 5 D J OSEAIRT H 523

FTAM - 7 - PR REFIHE T [F OFCHF LT, VR D& BSOS IF I,
SEHN AT B HANFEAM - JI T - BRI T DL &b 12, MERMTEE T DD EVIFRIM AR DT LA ATfREL T
Do
[IF k]
OFITAARN, BEEELL, JFAIEL T 9 RAVILEOTIR (KEIFERL) TredL ., —@hlve42, 7272
L A SCECHRME 2 OB, B A T s Icitb ot 45,




QIF GBI IESEERL . FHEA A XTIy 7K TRif 35,

@FMOFHEITHE — L. FHRISHET THIFIRIERDONF FHADOFFIEOME | O L EFTHTIHOLL,
2 HIZEED D,

[IF D1ERL]

OIF 3R U TR o £ 508 B 51 (WA, RS SVRAD Bk S s,

QIF IZFL#k 72X H L OELAHNT B FEA R E LT IF Frai I HERL 5,

UM LEDONEZMTETHED IF OFE I > THLERE A TEHEIND,

@RI DO FIZBT 200 [ ZEDORANGS )2 B350 O o OFEAI 21 LU0 ERIEF
F A DOSREAM - I - SRS R EF IOV RS LR,

OIEHK AL HE 2—7 3 — LG EEH 20131 (BA T, TIF FofiE6E 2013 ) Ll 77) IS KBRS L TF 1

B IR TORMZ AL | MENTIE T TEA Y E 134K (PDF) 2-5HIRIL T2, m%f@

BURIZZETIEAR0 N,

[IF D%47]

(DIF L EAE 201311, Rk 25 4 10 A DARRICARGR S M7 B = 3K i D FH &72 2,

@ LRELIAA D EIR SOV T, TTF SEHEERE 2013 12 XD 1ER - #R TR HI SN0 O TIEAe,

OfEH EOIEREDOUET ., FREAR R X iﬁéﬂﬂﬁﬁ‘*% (Eﬁ.r“ﬁé%ﬁ) DNANFE S AT R ST ONZ 38 T DIk
REEWIRSI, T RENBEDRELE DTG AT IF B&ETEND,

3. IF OF|HIzHT=>T

MF S 2013128\ TE, PDF 77 A VI TR CORMA AR LL T D, EHmEFIF T2
SEFNET, B EADHIRIL TR 322808 RITH D,

BAEARD 1F 1T TR, I R AR S 0O 2 35K T R B e 1 AR AR — A — 238
LR ESIL TS,

B 3R N EIR I AL HE 2 — T 4 — DER D F5 & 1> TYERR - 28 3223, IF DJFURE I EZ
EFRBRGGICAR R L TODIERSC IF VERRFICFEHE LER ME R IC DWW TSR ED MR DA 28

2 —|CXVIEAKIENSE B OANAEZFTESE | IF OFAMZ®OLMLERHD,

Fi, MFFGT SN A EOFEEZICBET2EHICBEL TL, IF BNSGTSNDETORMIL, Hi%EHMS
DRSEEA SN RUET DRI SCERC B O SGESE | SOOI R AL E Y —E AE I3
HIffi%E B SR EETDEEBIT, IF O HIZHT-o T, B OURST SCE A [ 3K 5 R A T Stk —
LR—UTHERRT 5,

7235, W EAE SO EVEDO LR O S BRLHE SV TS TEFR S | 01 £/ 4 E o R TR 1B T2
H B IIAGRFHEICEDDZENHY, ZORIFNNIE o EE T RETHD,

4. FIRHICEELTORE R

IF 2 3EAIRTZE O B # EBICB O TR T IEN TERWEEBFRFIEL TEAL THEEZD, Lol , 3
FIERERAERERL T 2 —ara—REICLHBHNCIY , REAEREELEREL TR TE L5
PICIZ B T ERADDD, IF 13 A RO EEZ T, Yk E K ORI ENER 2T 250
THHIEND, Fisl- RBUITHFIZZ TS D72 EEFIHL TBOVRITIUT2 B2,

FREEA T IF BOSETHIRM CEZMETIEREM THY 52—y N TOABRSED I
FZ . HEE FOLFEH TR 2 OB BRSO T AP AT 85360,

(201344 H)




I. BEICETAEB ... 1
1o BAFE DI e 1
2. B OIRFEN) « BAPLAIRFE o 1

I. BFRICEET BIEE ... 2
Lo BRTBAD oot 2
2 A e 2
3. REERSUIRMER 2
4. B F R OETF B oo, 2
5. ALZEA (BIBTE) oo 2
6. IEHA., B4, BEH . RSB T e, 2
7. CAS BT T e 2

I AYRSICETIER ..o 3
1. B oo 3
2. AR DOBFESLMETICBIT BLEME 3
3. ANK Y ORERBIRERIE oo, 3
4, BT DTE R oo 3

V. SEIZET 3B ..o, 4
Lo B e 4
2. BUBNDFEIR v 4
3. IBEA]. ILAIOSBIETT AIEE e 5
4. WANOXKFEEM FICBIT DEENE 5
5. FHENE K OVEIRE DR TENE oo 6
6. M & DEAZE (WEALFIZEIL) e, 6
T VBHE o 7
8. M FEHIRRBRIE oo 11
9. BAIH DA BT DWERFRERIE oo 11
10. BHIF OENBIT DTEBIE oo 11
11 FIM oo 11
12. AT D ATREMED B D HHEDD oo 11
18. HEDBLERRL - IV Rk 2 RemC BT 5 1EH

.......................................................................... 11
14, F DM o 11

V. AEICETAER ... 12
1o ZHBESUTZII oo 12
2. FER OB e 12
B BRI oo 12

VI. EHNERICEIT HEE .o 14
1. FEEPIZBEE S S AW UL EWEE ... 14
2. FEIRMEM oo 14

VI. EMENREBICEET HEE .o 15
1. MAFIREEDOHERE « WIEIE e 15
2. FMPEFEFRID /ST A= e, 17
B WU et 18
B A3 oot 18
B AR e 18
6. HEE o 18
7. P AR=Z =TT DB, 19
8. BT L DERER oo 19

I. ¥2 (EALOZXES) ICEATHEH .. 20
1 BENEEZOEB e 20
2. BRNKFEZOHE (RAEZRZET) 20
3. eI RITEE T 2 H EoEE LD E20
4. MEXROHEICEE T 6 H Lo & 20 EH20
5. HEHEGENEEZOIEH oo 20
6. R/ HARMEE & O L OREHE ... 20
T ABEAER oo 21
8. FIEA oo 21
9. T DG e 22
10. ik, kG, A ESOEE 23
11, NSO G e 23
12. BRI RS BIT TR s 23
13, MBI e 23
14, BH EOTEE oo 23
15, FOMODTER oo 23
16, DML oot 24
X. FERKRARICEATAEBE ... 25
1o ZREERRBR o 25
2. FEMERRBR oo 25
X EEMEREICETSIER ..o 26
Lo FRTIR ST o 26
2. AR ST FHHIBR oo 26
3. HFEE  BRTESME oo 26
4. FRANBARNN EOTEB L oo 26
5. TKEREAEE (o 26
B. B e 26
WA 2 Y > = RO 26
8. AT * FENE oo 26
9. [EIBSFEAEAEH B oo 26
10. BLEIRFEAREEA H R OUKRBE T e, 27
11, FERAGEEHENEAER H oo 27
12. ZhEEIF BN, AEAOCHELTENEOFEA A &
TR DT oottt 27
13. HEARHE. HiHMIFERARER B R EDORNE27
14, BRI oo 27
15, Be G HARIHIBREE ST BT DM e, 27
16, FAET = R oo 27
17, BRBRAGHT LR e 27
XL 3THR. e 28
1 BTHTTHR e 28
2. TDOMDBZE TR oo 28
XI BEBEE oo 29
1. ERAMETOFETERIE v, 29
2. WM IT DERIR ST B oo, 29
D 11 OO 30
1. ZOMOBIEEEl oo 30



I. IZICRTSHREA

1. RROER
FEUTNAHANIRA T N U REEETIEEE LT, 20014 L D RIB STV D,
AFNL, RS A ERR S & U TR L, A% 1121 %5 2 5 (CFRk 26 45 11 A 21
H) TRD BTV D HE R OB T, MR, AvrnE SRR T 28R 23R4 L
THIFE L, 2016 4E 8 HIZAGE AT, 2016 4E 12 ARTEICE 7, FH LV HARK T 77—~k

K&t THsEES N TV 5,
2016 4F 12 A IR E M B omis 2B M L7z, £7-. 2017 4E 1 A2 0D SO IR AN 3 4RI 4E
EL77,

2. REOERFHN - RFAIFREHE
(1) 1B 1Eg®ENIREARET 5,

2) NFFEKTHD,

(3) BERAREMWEHE LT, 774 7F% v —, MERME, BUENTSR, 1T, ITHGERE . 31H,
i EE R T AR A ARIE (Toxic Epidermal Necrolysis : TEN) . ZJEKENRARIE(EEE (Stevens—
Johnson SEMERE) | ZIALBE, M/ MR DG S Tnsd, (V8. (2) EXALEMER (58

EEA) &AHEEK I ZH)



. BWICET 5B

. IR5E4
(1) #04
FLT VA FODEEIOmg [ Z 41 4 |

(2) *4
Montelukast OD Tablets 10mg “TAKATA”

() BMDHEX
— AL D

. — k4

(1) & (W4

FUTNAAANFT Y UL (JAN)

(2) #4& (Wf%)
Montelukast Sodium (JAN)

3) RTF L

nA 3 b= RS - —lukast

. BEXNITTRERX
R
i N s Y cons
i
TN j HO  CHs
\/
I 7 cHs
R

. FRRUSFE

ﬁ\%ft . C35H35C1NNa038

4y 1-& 1 608. 17

. e2H (GdhE

Monosodium (1- { [ ( (1R -1- {3- [ (1£) -2- (7-chloroquinolin—-2-yl) ethenyl] phenyl}

-3- [2- (1-hydroxy-1-methylethyl) phenyl] propyl) sulfanyl] methyl} cyclopropyl) acetate

. ER4A. A, BS. E5E&S
Rl 1 L-T06, 631

. CAS #ZR&ES
151767-02-1



. AR ICEI HEE
1. MELEFNEE

Q)

(2)

)

(4)

(5)

(6)

Q)

HER - IR
HE~EABDOHRTH D,

R

AH )= VR X ) — L (99. 5) 2D TEITRT L,

R 4
WIIETH D,

MR (0ER)  BR. BER
ZEER R L
FRIE R ARREE 2
pka=6.5*0.8

DECHRE

U EE e L

Z DD ELRIEE

JAZ Ko THAICET 5, MMmZENRBO bND,

2. AMBGDEBFUHTICHETIREM

AR L

3. AMBAOHEEFERE

HiE TV A RF R UL OMER

4. BEMHESDEEE
Bl €7V A RN DLA] OEEEZLD,

RERIC K D,

KIZETRT .



V. ®HA|CE8¥ HEE

1.

2.

Fil e

(1) FRORA. HERTIER

4 ET IV AR ODSE 10mg [ 74 |
PR WM OB
E ]
H O£
b FIL%
w’io"fr
. £ oD%y
s B E X
0. 3g
| S
SR
9 4. 3mm
(2) HEIDWYE

BB L

(3) #EAa—F
U L

(4) pH, ZEEL., HE. LE. BEEOERURER pH 5%

U L

S| DR

(1) AED CEHERS) ODE=E
LEEFUZELTABDARFT R A 10.4mg (BT A RE LT 10me) &4

(2) Fhot

D-~r=h—b, hUFTaTTFUF b RaXo oo —R EE =Rk,
fimEre—2X JaAnAa—AF N UL TASNLVT—A (-7 == VT 7= 1MtH

W) . AT TV U~ T 2T A, BEL mFAR=Y o A=Yy el S a—

4




(3) Znith
PPN

3. BEF. AXDOSEMEICHT IR
RHER e L

4 HADEERFHTICHITIRE.

@t 7 /L HANOEEOmg 2 H & D

F AL 2 N AR (40°C. T5%RH, 6 » H) KOEWIEIERER (25°C. 60%RH.

24 H H) OFfE. AFNT@E OHGHE FIZBWT 3 FHLETH L Z NI ST,

) RESH B ) EER
PRE e | um SRRE SLEARAIES SEET E
REREE
25°C PR WO M DO REE A M OB
60%RH fife e i i
/ R — 1 ]
Efigiﬁ PTP Gl 36 @A | pENE (7)) 55-69 31-38
(PTP/ 7" v T P (%) 92.1-103. 4 84.2-93. 2
I m R (%) 100. 58-101. 48 100. 08-100. 46
##) i 5 kB i i
40°C PR YR A M TE O REE 3 A M O #REE
75%RH AR 1 1t
/ R — 1 ]
P[IBE: PTP 7). %% 6 & H ARsENE (D) 55-69 24-32
(PTP/ 7" v T P (%) 89. 5-96. 8 88.3-95. 3
e/ & &y (%) 100. 58-101. 48 100. 71-101. 62
##) i 5 2B i i

XAl - 2EE L
ARERHE, WEESRECRAT LGB 0L EERABRR R 2R LT 5D TT,
—UERBO A RIZ O E LT, EREERRIC T T2 E E 9 L0 BV WELE T,

RESH . R
ARE L | HBRAR SRR HERE T
RIFHE
PEIR W B M B O $REE W A [ B O REE
RREENE (FD) 76 - 84 48 - 65
60°C Tas ik (%) 88.0 85.9
e / - TE w5 (%) 100. 4 95. 5
R S I e & R
A fik R (N) 41.6 37.3
BEJZ (mm) 4.3 4.3
e (m) 9.1 9.1

101 15 H % X0 Bssh




REEH +
HBA / o swmme - B
RERE ’ R ERFAIE R ABRIR T By
PEIR W M B O HEE WA TE O HEE
— AENE (B)) 69-82 27-29
Ta i (%) 86. 1 78.6
75%RH ——
/ 43R ﬂig@?&(%) 101.0 102.3
5 il 2 5k ] ]
P 5
B e (N) 37.1 24. 0%
BEJ= (mm) 4.3 4.5
FELE (mm) 9.1 9.3
PEIR AT O HEE W T O HE
RREENE (FD) 69-82 62-70
10001x Tes i (%) 86. 1 84. 2
/ 20 7 | EEEG) 101. 0 98.9
R Ix « hr | HlERBR i AN
P g (N) 37.1 34. 1
HE )% (mm) 4.3 4.4
S fi{% (mm) 3;1 _ _ 9 1 _ _
PR W AT O HEE W T O HE
25°C AREEE (B)) 69-82 22-27
85%RH e A (%) 86. 1 89. 8
/ - & Bk (%) 101.0 102. 1
e | O Tz i &
P J%. pAEd pAEd
PTP 2 — k e (N) 37.1 33.1
DI 5E/E (m) 4.3 4.4
FE£E (mm) 9.1 9.2
PEIR W M TE O HEE WA TE O HEE
RREENE (FD) 69-82 71-81
1000 1x Tes ik (%) 86. 1 86. 4
/ 40 )7 w1k (%) 101.0 101. 1
PTP > — b 1x « hr | fliEEER il Sl
D I e (N) 37.1 39. 1
BEJZ (mm) 4.3 4.3
FELE (mm) 9.1 9.1

X1:4 W% LD B B (2 1 £ THEEPN) %2:10 77 1x « hr 10 #kSh

5 MRERUVBHBEOREMNE
A% L7

6. fhFlLDESEL (MEBILFHEL)
AR




1. Mt ?
OEMEMIREIERRR T A N T A ATB 1T HHHERLA & OV H 38 O T

FLT VT AR ODSE 10mg [ 4 | (FAEAERLA) (BEA, 10mg) DOHFEESS & L TH%E Sz
ZEnn, BEERLOAEDZFNRIEERBE T A T4 VSO EIZ20NT PRk 24 4
2 H 29 HATHEAFRARE 0229 55 10 5) ORIHK | 25 EHEL DAY FHRI SRR T A4 N7 A
V) ATHE BRI B ORERIME & R L7,
- RBRTTE - AAFRTT —aRBRIEE HERERE (8 RLiE)
- ARG
ABRZE © 900mL
AR 37%0.5C
AERIE k= B ARIEJF 7 REEROK
pHI. 2= HFBRER 1 K
pH4. 0=pH4. 0 DD 7= McIlvaine DFEMEHR
pH6. 8= HFERER 2 K
pHI. 2 (0. 01%) =FR HERBRES 1 i~ 0. 01% (W/V) KU Y 1~_— |k 80 ¥R
pH4. 0 (0. 01%) =pH4. 0 DD 7= McIlvaine DOFEE K~ 0.01% (W/V) KR Y J— h
80 ¥
pH6. 8 (0. 01%) =IA HFRBRES 2 i~ 0. 01% (W/V) AR U Y 1~_— |k 80 ¥R
[Al#% © 50rpm &Y 100rpm
- AREBREE 2 F 12Ny L
- BREER . RESW

L AR AR BRI

7K 5, 10, 15, 30, 45, 60, 90, 120, 240 K& TF 360 734
pHl. 2 5, 10, 15, 30, 45, 60, 90 & T 120 431%
pH4. 0 15,120 KT 360 771%

50 pH6. 8 5, 10, 15, 30, 45, 60, 90, 120, 240 &% T* 360 43 7%
pH1.2 (0.01%) 5, 10, 15, 30, 45, 60, 90 & T 120 431%
pH4. 0 (0. 01%) 5, 10, 15, 30, 45, 60, 90, 120, 240 &% T* 360 473 7%
pH6. 8 (0. 01%) 5, 10, 15, 30, 45, 60, 120, 180, 240 % TF 360 47

100 pH6. 8 (0. 01%) 5, 10, 15, 30, 45, 60, 90, 120, 240 % T* 360 47

CONTIE Wik~ ST T 40—
- HIE HE
OEEHERAFI 15 53N Y 85%LL LIRH T 254
FERBA DY 16 27 LIS 85% LA BV HE T2 72>, XUE 156 7312361 2 3R A O S v
HH R DR AERA DO PSR E15% ORI H 5, _[ARBBRTIE, %7 L]
OEHERIAN Y 15~30 4312 ¥ 85% LU EVAH T 554
FEAERLAI O S DY 60% K OF 85% (13T & 72 21 X4 7 2 REAUZ RN T, sRBRELH 0 -8
B R AR R O SEES HR £ 15% OFIPRIZ 0 D 7>, ST £2 BB OfEA 422 DL ETH
%5, [ ARBRCIE, %M L]




(OEHERIHFN ) 30 43 LAWNIZ ) 85% LA EIRH L7aW G4
TROWTNNTEHET D,
a. HE S N7 BRI N do W THREHERIA O SEER 03 85%LL B & 70 D & & | AR YERLA
DIFELJE TR DY 40% K O 8% AT D 24 7 2 R U I T, BRERILA) 0 S0 H SR A
HERLR D SRR 159 DRI H 27, XUT 2 BEOEIT 42 L ETh o, (AR
BRCid. pH6. 8(0.01%) - pH6. 8 (0. 01%, 100rpm) A35% 4 ]
b. HiE S 72 BRI do U THREHERIA O SR 2708 5O%LA B 8B%ITIE L 72 & & |
FEAERLH S HE ST RBRIRE R 36 1T 2 BRI R 0D 1/2 O R A 77718 Y 72 FRF
M ROBUE S A7 BRI 1 360 CRRUBR A oD - 24135 HH 2R DS A ME R 0D SERA s HH s -
12%DFEFN 8 2 7>, X% £2 BI O 46 DAL Th 5, [ ARER TlE, k235%4]
c. BUE ST BRI I 3 T AR YERIAI OSBRI 8703 BO%IE L 720 & & | AR ERLA
DBUE ST RBRRFC 36 1T 2 S EIR R O 1/2 O R 2 /T Y 22, KO
BUE AV ERBRIF I 30 T BRI 0D S 243 L =R ) A VRS 0D 2515 HE 38 = 9% D
FICd D0, T £2 BIOER 53 L ETh D, 7272 L, BUE S BRIz v
FEVERLH OO SR RS 10% LA T D556, BUE S AU [ T O H3H i L, 3B
D L R DM IERIF O SEIJER R £ % DOFEFAIZ B> D, _[AFER Ti, pHL. 2 -
pH4. 0 « pH6. 8 + pH1.2(0.01%) * pH4. 0(0. 01%) H33% 4]

- AR

AR K OGRBRAEGA DS R R O R 2 TR FRYERGA) & SBRA o SEE Ea H
HifR) (2. F7o. WHZRBOFEWEZ TG LR % TR WHEsh OB 1R L
7=

Z DOFER, pH1. 2, pH4. 0, pH6.8, pHI.2(0.01%) ([Al#5E% : 50rpm) K O% pH6. 8 (0. 01%) ([a]
HAEL: 100rpm) (2B W TIEH A R T4 IR ENTHEREEICHES Lz, Ll K,
pH4. 0(0. 01%) . pH6. 8(0. 01%) ([FI#EEL : 50rpm) IZIBWTIIA A R T A IR ST EHEZ
WA, WA OBLMENHER TE R hoTlz, 2B, T T /B A B 0DEE 10 mgDE
W SRR CIR, WA D[R E D RS S 7z,



RER& - 7K. 50rpm

T

o
°®

60 120 180 240 300 360
B (53)

T ()

o
S

©
S

RER%& - pH1.2. 50rpm

EAER% : pH4. 0. 50rpm

TEEHE ()
& 8 8 8

)
o

%

® ~@
240 360
B (53)

0 0 36 66 96 126
BFRE (49)
EXEX;% : pH6. 8. 50rpm
100

240

180
B (93)

| SRBR& : pH1.2(0.01%) . 50rpm

120

SXEX& : pH4. 0(0.01%) . 50rpm

________ 0
e o=
F o O
'egg_Q-Q— ® ®
60 120 180 240 300 360
B (53)

BLERi% : pH6. 8(0.01%) . 50rpm o | FABRI® : pH6. 8(0.01%). 100rpm
----------- O--=-oneeee0
----------- O---m-mmmm--0 _w | e s
—— —e ti: 60
& 40
):;
20
1 1 1 1 1 ) 0 . 1 1 1 1 1 )
0 60 120 180 240 300 360 0 60 120 180 240 300 360
B (53) B (53)
—®— T /LHANODEE 10mg [XA g jEUERLE] (5250, 10mg)

HRHERLA) & BRI O P28 Hh i i




& EHIZEB OB

2 2%
AL A A
HE
oy A HIE AR U s (O
Bl | RERIK et EEEHER (%)
« 15 %y 71.2 62.9 AN
/]
30 4y 80. 0 57.1 AN
30 4y 17.2 16.0 1
pHI. 2
120 4% 32.0 27.1 ]
pH4. 0 360 4y 1.1 1.7 3]
15 %y 28.7 32.6 1
pH6. 8 :
60 4y 31.1 33.1 1
50rpm 30 4y 19.6 18.0 i
pHL. 2 45 4y 23.2 22.6 i
(0. 01%) 60 4y 29. 2 24.9 1 K
90 4y 40. 0 27.6 i
pH4. 0 90 %y 16.6 7.7 AN
(0.01%) | 360 %) 37.0 9.3 AN
pH6. 8 15 %y 48.9 51.0 AN
(0. 01%) 180 %3 85.0 62. 1 A3
oli6. 8 15 4y 54. 2 60. 6 1
100rpm N
(0. 01%) 120 %> 86. 5 71.9 1

1 {2 BIBOEORE. 53k EChore, (12 B%=59)

10




10.

11.

12.

13.

14.

EYEREERE
PARSAA
KA PDOEH S ORERSERE
SRON AT S B R T
HWEIhOEFEYE S DEEE
Wk~ ~777 40—
RS« SRS ER UERE -

BT NS 0mn, X 10emDATFT U L AFIZ5un DEE s u~w N9 7 4 —HT7 ==

389nm)

WU Y BTNV EFET A

kil
AANTIMMFETRITEEY L,

BAT BAREED 3 53e4EM
MR L

ARMARBELRS - NBENRHRLCRRICHET H1ER

R L

Z ot
LR L

11



V. ARICEY SR
1. ZEERITEHR

S 3 M S

2. RERUAE

CBRANCIZECTADARE LT 10mgEw 1 B 1 [FEE
— &R >

CHRANCIEECT AL A RE LT E5~10mex 1 A 1 [FgE

AR O #EET 5,

RO 5T 5,

(.

(Ri& - REICEHEY 2EALDERE)

k3]

1 BEYTILAR I ANLT—T 4 VTRERVOBRABREFESTLARMFaT7INEEE
MZRICEFTIERWO, EVTILVAR ST 4L La—T 4 27§ dmg RIFOREMNERIESE b mg
EEVTFIVARMF AT IIVEE Mg ZEFNFNEEICKALLZWN

2. [REXWMBRUT LILEY—

&

REEH LA ZREXMBDABRED-OICANSRAEZAEIC
UTIVARRELTI0mgZE 1 B 1 ERMEANICEARET S &,

3. EREKAE
Q)

BB T — 5 /S 4 —3

BB L

(2)

() ERER

(4)

HRREGER

DR L

(5)

TREERIEAER

1) EELAELTRERNHER
A ER R L

2)

B ER

EERR L

3)

R MR

MR L

12




4) BE - RERHER
B L

(6) BEHIER

1) ERARERE - FEERMERE FRIRE) - SERTERERGER (TRRERREER)
AR L

2) RRBEHELTERFEOHNBERITEE L-HBROBE
M L

13



VI. ZEXhZEEICRIT 5IEH

1. EEZHICEESHSIELEMRITILEDEH
oAb D URRREREE (T v R B KTn)

2. REER
(1) {ERARGL - 1R ©
EUFABARF R OAE, FITLAXR—HKTHD, TLAX—DAF (= —F—D 15
ThidrAa =y (L) OZFEITIE, cysLIZAEERE cysLTZ A/ RN S 208, AKX
cysLTEAREITEETH Y | ELHEST LAF— ARSI bR S,

(2) EHEES 1T HRBAHA
LR L

(3) fERFI - FARERRT
TR L

14



VI. EMBEICET HRE
1. MAREDHERS - BeE

(1) AmLAME M RE
BAE R L

(2) e I AR EE ] ¢

F e P P R EERERT (hr)
FEUTFHARNODEE1O0mg [Z 4 | K72 U CHRA 3.00£1.05
K CHRH 3.08+1.27

(3) EREREER CRERE SNI-MMHRE (EMFEMRIEMERER) *

<K7p U CHRA >

A & AEERLA (BEA], 10mg) &7 m AA— "—{EIZ LY | BERAB 241 EhEh 1§
(BT NAARE LT 10mg) Z2Z2MERHIS, AANT 1 84 HO ETHBLEER S & 612 1578
PR &8, AEYERLANE 1 22K 150mL & & bICHERRO&E L, #5080, 5% 0.5, 1,
1.5, 2, 2.5, 3, 3.5, 4, 5, 6, 7, 8, 10, 12 }x O 24 KfIZ AR DM L 7=, LC/MS (2
FOPELIZETNAHA SDOMBETREOHERB KO NT A—ZITROLEY THY | ek
B2 T 90%IEFEIX [ 2 R D T fE R, HIE /ST A —H OXEAE O FEIE D 1L 1og (0.80) ~log
(1.25) DOHEPAICH Y . WH DAY RISV HER S T,

(ng/mL)

700 ¢ —e— £ 7 )VH A FODEEOngl ¥ 7 ¥ |

600 - ----0---- FEHEMIA (BE3). 10mg)

500 | 10mg (n=52)
Ifl mean=S. D.
#0400 F
t}) T
i 300
JiE

200 r ‘

100 FT/°

0 1 1 L L 1
0123 5 8 12 24 (hr)

w1
{1 ET A AL ODEE 10mg [ X2 LAFRHERAIOSEA M REHERE Ok LTRM)

15



# 1 FEYBRED /T A=

HIE/NT A —H BEINT A —H
@ﬁ” AUCt Cmax t max t 10
(ng+hr/mL) (ng/mL) (hr) (hr)
ELF LB AR ODEE | 4321.68% | 57156+ s 001 05| 5 3420.70
r .00+1. .347+0.
10mg 1577 2] 1189. 85 123. 63
o e 4150. 19+ | 490 96—+
b 3.91+1.31 | 5.33+0. 83
(G, 10mg) 1209. 83 130. 81

S A P B A TN AUC, Cmax Z50D /85 A — &3,
E[H) S DFRBR AT L > TR D AREMR & 5,

<K CARH >

A L ABYERLA] (BEA, 10mg) 227 v AL — R—JEIC L0 | HERABF 24 4IcThEh 1§

(BT NHARELTI10mg) #ZEERFICKCHEROKE L, #5811, %54 0.5, 1, 1.5,
2. 2.5, 3, 3.5, 4, 5, 6, 7, 8, 10, 12 } O 24 BRI AIBEE AR, HERIM L 72, LC/MS 2 XV
HE L' T A A FOMERREDOHB K O/RT A —2IZRO LB THY | HaHTIC
T I0%IEHEXM % RO TRER VHE T A —F ORHEEE D F-EIMED 71X 1og (0. 80) ~1og (1. 25)
OFPFIZH 0 | WAIO AW FI AP R ST,

(ng/mL)

700
600 F
500 |

400+ 1

IfiL
r

200 r

JiE

100 (¢

X2 E2T7I)VHANODEE 10mg [4 44| EFEAERE| OV MATRREHERE OKCTIRA)

mean=*S. D,

(mean=*S.D.)

PR DI, IR OERELEIEL -

—e— EYFIH A MODIEOmg ¥ 1 ¥ |
----0---- PRHERIA] (5EH]. 10mg)
10mg (n=24)

16

12
L

24(hr)




2 YD/ T A=

HE/NT A—H BEINT A—H
A AUCt Cmax t max t 12
(ng+hr/mL) (ng/mL) (hr) (hr)
ELT VI AL OD §E
10mg & 71 %] 4024.24+1109.01 | 531.08*£129.04 | 3.08=*1.27 5.30%0. 60
TR
(f%%f%éig) 3866. 271+997. 60 496.90*t115.67 | 3.40%1.16 5.15%0. 75

(4)

(5)

(6)

(mean=*S.D.)

XA RN ONT AUC, Cmax DT A —2 (%, #BRE OER, R OLREEEL -

FERAE D RBR ST L » TR D AREEN D 5,
R
MMER L
BE - HHEEOEE
B R L

BEF(REaL—2 3 V) BFICE YA L -EYMERSELEHER

LR L

2. EVEERK/INS A —5

M

(2)

©))

(4)

®)

(6)

(7

B 3%
R L
IRAR R S 2
AR L

RAFTRASEY T 4
M TR L

SHE R

Kel (hr!) R

ELTLH A S ODEE 10 mg K72 L CHRA

0.1325=%0. 0192 52

(2270 %2 | KT

0.1323=%0.0143 24

17




3. R

xEEE R L
4. S

(1) 1% — B FT @B %
EER R L

(2) Mk —HEREFeEB Y
R L

(3) BiABAOBITHE
LB L

() BRADBITH
LB L

(5) ZDHOEHADBITHE
LB L

5.

(1) FREBERER U RBIEE
R L

() KRBI<BIST BBER (CYPASO %) D5 T
CYP2C8/2C9 2 TF 3A4

(3) DEBBHROERRVLOHE
LB L

(@) REMOFHLOERRULLE
B L

(5) FEHERBIMOEERIN/ S A —5
AR L

6. Hhitt

(1) e ER B R
LR L

() Bt
LR L

(3) HRt=EE
ZEEE R L
18



1. b3 RR—2—IZET SR
EER e L

8. BMFEICLIRER

(1) BEREEH
R L

() MEEH
R L

Q) EREMmMAEER
EEE R L

19



. B2t (EFRLOIESF) (Y HEE

1. BEENBLEDEH
BASCERICRCHRR L

2. ¥RARLETOEAR (RAIEREZED)

(B (ROBHFIZFRSLEGENIE) ]
FHE DS <3 LBBEOREENH 5EE

3. MEXIIHRICEET HSERLDIE L TDER
(V. AEICET HIEE 22352 L,

4. AZERUVRAEICEET 2ERALOIE L TOER
(V. AERICEAYT HIER) #2852 &,

5. RERERNBLEDEH
I SCEICRLE e L
6. EELGERNIBLCOERARUVRESE

(1) AANZ. mEOE[RFINY TR, MENBFIZay he— LI TWAHILE THik
BLTRHAT A X9, MEBEEFICH ML TR Z &,

(2) AFNTEHELILRA, AT 5 A AL RAY | 3 CIOR T > TV 20 IR A
DEAITRARNOT, ZOZ LTEHITHRIIL TH BER B D,

(3) RE N BBFIAR G, REEZHIGET, JEILERN S 5 VEAT 1A
Rl Z# G+ D 0ERH 5,

(4) EMAT oA NEEEZZ T CVDHEET, ARIBEGIZEY AT a1 ROBEZ TIN5
BlIE TR ER T THRAIITI 2 L,

(5) AFKGIZ LY AT v A FiERF R &S LIGIZBE T, AFOKRE 2P IET 25813,
JFREFHEOBENNH DD THEET D &,

(6) ErTHh A MUK L OREEMRIZH S TIZRWD, 900w, HEAE. AREOK
TR Z B OBHER P RE SN TWAD T, BEORELY FICBET L2 &,
( 115, ZOfOIEE] OHEBMR)

(7)) BT h R MR ZED T A 2 b = 3B A FIC Churg-Strauss JEEREAE DI
BREELTZEOWEND D, ZNHOIERIZ, BN AT a1 FAlO#E - ik
FRIZAE U TS, AFIMERREL, FRCHRERELOHERS KON L O, DAL/, 282, BIS
i, MORBEEEOMERERITIEETDHZ &,

(8) AAHFHIZ L VR PBD LN NGEEIZIE, BAREEMICOIVRE LRI ) I2HE
BToZ L,

20



1. HE%R

AFENT., FL U THEYHEEEZEF v 2 —A4P450 (CY P) 208/209 TN 3A4 TRE S A,

() HtRAEEREZDER
BASCERICRE#R L
(2) HFAZELZDEH

HEHN 4 B RIELR - HE 715 e - falRX1
7 x /)N R —)L KENOVERNEITAHEBF | 7=/ 7L E X —)L7S CYP3M %
nnd s, FEL ., AFORBNEES
%,

8. ElEM

(1) BMEROBME

ARF I A AR AR S O R E A SE BUBE 23 B & 70 DA 2 M L TV 7,

(2

~

EXGEIER GEERE) & HEK

EXGEIERA GREARH)

) 7FHI745F>— TT749F%—NHLONDLZENHDHDT, BIEE 45I124T
W, BERARD LN B AIITE BICERE 2 f Ik LY R AE 21T 5 2 &,

2) MEFE MEFERHLLNDLZENHDLDOT, BELTHITATV. BENRD D
NTEBAIITE B2 ik UEy) AR @E 2475 2 &y

3)  BMERTHR. FFk. FFHEEREE. BE AVEATR, TR, IFRERES, WEXH 5D
NDZENDHLOT, BELTHIATV, BEBRRD OGN HE I3 KEGZ Pk L
OB ZAT D 2 &

4) hEMRKIFEFERMAEEGE (Toxic Epidermal Necrolysis : TEN) | RS FhIRARSE IR B

(Stevens—Johnson fE{&EE) . SWHAIBE P EpE LR EEACRAIARIE . B2 RERE IR AR JE (R
SRR H LoD Z ENHDHDT, BIREZHD0IATV. BRENED LNT5EA
(3G A Ly 2@ 2175 2 L,

5) Mu/MREA /s (WIER ¢ SRBE, SHm, P H S o B eEm) 235

bONDZLBHDHDT, ZOXIWIERP S bONTHEITITHRGEPIEL, Y]
IRALEZAT O T &,

Q) TDthDEIEM

TRLO X D REER RS b HE I, LEISC, G2 IET 57 St e s %
192 &,

Mg A B
U Bz JREE. SRS, IO GFBRERIR 1

21




O A B

G, MR, EREAL, AR, D%, HF v, BERE (LUNn%) | %

vy ey 5

FRPRREESR | Sk, RO, RN, RNk, AEE. RN, BT, Uk
S, HAE, MR
PO 5 AT BRI 2 0
N[ TR, . HARMUE, IRA. IR, IR, RS, D%, WIERRE
I JIFRERESLH . AST(GOT) L5, ALT(GPT) L5, AI-P L5, v -GTP LH. #

WERA | s g,

Z DAt A, PV ZU®D FES, HifmE (i, 555E5%)
R, FEE BB, B, B, RS, BIR

e, R, MR, JREE. FE, SR, BmREHEm, JKRE

- EE

) EEEAERAERUERREBRY %
AR L

(5) BHEES. AfHE. BEERUFHOGREERIOBIEARIERE
R L

6) TMT LAX—ITHT HERRUHBRS

VI 2. Z2BAB EFODERB UL FTORHEHDHY,

[ (ROBHICEH/RELEWNIE) ]
AE DS IZx LBABEDCREEDNH 5 EE

. 8. (2) EXAEIER EMEHER ICLL T OREHEDY,

W, BEPRD NG EIIE R G 2R LES R AEZT O Z &,

N 7F+F7245%2— 7%74'7%‘/—75%;%29%6’9:75%5@(‘ BEE 0197

MV 8. (3) & DMDEER LU T DRE#EDY,

WEUE © BB, JREE. SRZ. FFls o o BRERIR 1

. mEE~NDORE
BT SCE SRR L

22




10. 34, ER. BABF~OERE

11.

12.

13.

14.

15.

(1) B SUTIER LTS et & Dl ANITIE, 16 L OB RMENGRRIEZ ER D &
WS HEAICoREEE3 52 L, UERTOEGIZET 5L L TV
W, A OTIRZICB W T, WRFICE T A A NIAIZRAE L2 BENSHAL
TeHAE I RN SN A DN E OFRENRH D, L DIEGHOIFE E A E 13T
PR o BEIREE LR LW, BT Al A MK E 2 b OFELORSES
FRIZIA B I STV, ]

2) AP OWANEKET 2 HEITEEICRES T2 L, [BWER (T v ) TS
~OBATRHES LTV D, ]

INREADERE
B X R >
(1) 6l Eo/NRISH LTI, BT NVAANF2T7 7 VEE 5mew 1 A 1 FIgEERNIZ & 54
L2k,
(2) 1Ll E 6o /NEIZx LTiE, T T/ A Ml 4meg% 1 B 1 [BgEERTICE
545z L,

(3) 1 RO, HAER, RHEAERERICHS SE 710 A FRFI O L e 3RS
LT, (ENTOET VA NRAIOHE AR 20, )
<T LILXF—PEE S >
INREEIZH 2 T 0 A MRAIOZEVETHESL L TV, (RN TOE T Lh
A N BRGEIOMEREBRD 720, )

BERBRERERICRIFTREE

Py A

BERS

WA SCEICE#H A L

BEARALEDOIE

(1) Z|EHIZZ(TBF : PTP AZEDIANIPTP > — LBV ML TIRATA L 98T 42 &,
[PTP >— FOFRERIZ LY | WS NEE R~ A L, B3 %
LAEEZ U CHERIAREOEELREIHEL R T D Z LA STy
%, ]

(2) BRARE: T LTHET 20T, A2 LXEADY TIRITTE 2,

Q) BFEOHEIIONDOLTHEETE S,

ZTD/MDIEE
AL TS L 7=~ T 2 A% FREG R R 41 3R 2 X RIS E T 21T o T2 R, =T L
H A AR SEE 9,929 B 1 FlCBW T HZRSE RO HN=DIZx LT, 77 REE

23




16.

7.780 Bl W T HARSEITRD b d o 7o, F7o, ety Il L 7c 77 & AR RER KR
BR 46 SR 2 RGO RNT 24T o ToAE R, ATV BEE T 5 F5 (RIR, ZhfliMrEss)
M, BT IUH A NRIFIBESRE 11,673 B 319 1 (2.73%) . 77 & AREE S, 827 #iH 200
Bl (2.27%) IZBWTRED LR, HEHANREEZITRO bvRo T,

£ Dt
Y LR

24




X. JFERERHERICEEI SRE
1. REHEB
(1) RNFEEFER( (VI ZMEEICET HEE &2H)

(2) BIRMFEEHER
MR L

Q) REMREHAR
EERR L

@) ZOOFEEHS
AR L

2. SR

(1) BEHEEMERR
LR L

() REHSHERR
R L

(3) ERREHUERR
R L

@) ZOOREHEN
KPR L

25



X. EEMERICEYSEE

1. AHRX5
oA EE LW
BNRSY 3 Lw
2. BZhEARM XI5 AR

IR « SMESF ISR (3 4R
( V.4 HFOEBEHTICETIRER ZH)

3. Ik - REEH
L L- KBRS A, BT
4, FEFIRFLEDIER
(1) ERETOWMYFZELIZDOWLT
MERe L
(2) EFXMEHOIE (BEFICHBETARNENAEEES)
( VI14:BARALDEE] 1)
BEMTERLTA R HY
() FAFEHNEEAIZDOINT
MUER L
5. RBEHSE
L

6. B
PTP A1 100 82 (10 #£X10) . 140 82 (14 £ X 10)
1. BROHE
PTP s « RV Tub L7 40 A, TILI=ULE
te—giE . I = A - RV ZF LT IR— M7 VA
I i
8. F—H% - MEK
Fl—HES @ o7 LT 8Ebng, Yo7 LT HE 10mg, 27 L7 0D 10mg, 7 L AHE 5 me.
X7 U AFE 10mg, F 7 LA 0D FE 10 mg
[l %h 3 . vA a3 M) UoZREEGEE (77 v 2 N AKF)
9. EFfEEERAR

19974 7 H 31 H

26



10, ERFRZEABRVEARRES
EUTIILHARNODEE 10mg [# 4|
EIRFEARFEAEA H 2016 48 H 15 H
p G = 22800AMX00603
1. EMmEEINFEEAB
2016 412 H 9 H
12. HEEXIIHREM, AERUVAEZEEENEOEABRUVZETDORE
HENEIBIE 2016 4F 12 H 7 B KA A
13. BEERE. FiMERRELAREABRVUZTORE
BN
14. BEEHM
BAARAA
15. ‘R5HMHREERICEET 518FHR
AFN T G- HI R EF AL I2EEY L
16. £#FEa1—F
JEL A= {8 %
HR5e44 HOT ==— K (9 #71) gﬁﬂgégﬁmf;jﬁ_ R | VES NERa—FR
FELT )L H AR OD & 10mgl Z 4 | 125119702 4490026F4060 622511901

17. RER#GH LDEE
AANIIREZIRE EOBRERLTH S,

27




XI X#k

1. SIAXER
1) & HESEERENE R (0D 5 10mg, ZEM)
2) e HECEER P E R (0D B8 10mg, ¥ HIME)
3) BANRGMHEREZB SR Bt BAKRAMHE (B)IEHE) -5601, 2016,
4) FheTAh 2R LT, 53 (9) 1767, 2016 (0D #E 10 mg, ‘EW=ERYlRISEME)

2. ZOMDSEE

28



XI. $E&H
1. EHSETORTRE
B L
2. WIMH1T BIBRKEEE
P L

29



XIL (&

1. ZOMORERH
AR L

30





hono
テキストボックス
ＭＥＭＯ



ISHRGE

SENEEL R

TV cEFMmAXEaEI203&F i1

ARFEIT

L] -
& pIREDF-V MR EL
RREEIIIXLET1-4-4

KMNT-1(4) 2019 4F 5 A kET



	表紙
	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. 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. 効能又は効果に関連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. 投与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. その他の関連資料



<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /All

  /Binding /Left

  /CalGrayProfile (Gray Gamma 2.2)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /sRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Warning

  /CompatibilityLevel 1.7

  /CompressObjects /All

  /CompressPages true

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.0000

  /ColorConversionStrategy /sRGB

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments true

  /EmbedJobOptions true

  /DSCReportingLevel 0

  /EmitDSCWarnings false

  /EndPage -1

  /ImageMemory 1048576

  /LockDistillerParams false

  /MaxSubsetPct 100

  /Optimize true

  /OPM 1

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo false

  /PreserveFlatness true

  /PreserveHalftoneInfo false

  /PreserveOPIComments false

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Remove

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

    /Arial-Black

    /Arial-BlackItalic

    /Arial-BoldItalicMT

    /Arial-BoldMT

    /Arial-ItalicMT

    /ArialMT

    /ArialNarrow

    /ArialNarrow-Bold

    /ArialNarrow-BoldItalic

    /ArialNarrow-Italic

    /CenturyGothic

    /CenturyGothic-Bold

    /CenturyGothic-BoldItalic

    /CenturyGothic-Italic

    /CourierNewPS-BoldItalicMT

    /CourierNewPS-BoldMT

    /CourierNewPS-ItalicMT

    /CourierNewPSMT

    /Georgia

    /Georgia-Bold

    /Georgia-BoldItalic

    /Georgia-Italic

    /Impact

    /LucidaConsole

    /Tahoma

    /Tahoma-Bold

    /TimesNewRomanMT-ExtraBold

    /TimesNewRomanPS-BoldItalicMT

    /TimesNewRomanPS-BoldMT

    /TimesNewRomanPS-ItalicMT

    /TimesNewRomanPSMT

    /Trebuchet-BoldItalic

    /TrebuchetMS

    /TrebuchetMS-Bold

    /TrebuchetMS-Italic

    /Verdana

    /Verdana-Bold

    /Verdana-BoldItalic

    /Verdana-Italic

  ]

  /AntiAliasColorImages false

  /CropColorImages true

  /ColorImageMinResolution 150

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 150

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 1

  /ColorImageDownsampleThreshold 1.50000

  /EncodeColorImages true

  /ColorImageFilter /DCTEncode

  /AutoFilterColorImages true

  /ColorImageAutoFilterStrategy /JPEG

  /ColorACSImageDict <<

    /QFactor 0.76

    /HSamples [2 1 1 2] /VSamples [2 1 1 2]

  >>

  /ColorImageDict <<

    /QFactor 0.76

    /HSamples [2 1 1 2] /VSamples [2 1 1 2]

  >>

  /JPEG2000ColorACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 15

  >>

  /JPEG2000ColorImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 15

  >>

  /AntiAliasGrayImages false

  /CropGrayImages true

  /GrayImageMinResolution 150

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 150

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /GrayImageDownsampleThreshold 1.50000

  /EncodeGrayImages true

  /GrayImageFilter /DCTEncode

  /AutoFilterGrayImages true

  /GrayImageAutoFilterStrategy /JPEG

  /GrayACSImageDict <<

    /QFactor 0.76

    /HSamples [2 1 1 2] /VSamples [2 1 1 2]

  >>

  /GrayImageDict <<

    /QFactor 0.76

    /HSamples [2 1 1 2] /VSamples [2 1 1 2]

  >>

  /JPEG2000GrayACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 15

  >>

  /JPEG2000GrayImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 15

  >>

  /AntiAliasMonoImages false

  /CropMonoImages true

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 1200

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.50000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects true

  /CheckCompliance [

    /None

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXCompliantPDFOnly false

  /PDFXNoTrimBoxError true

  /PDFXTrimBoxToMediaBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXSetBleedBoxToMediaBox true

  /PDFXBleedBoxToTrimBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXOutputIntentProfile (None)

  /PDFXOutputConditionIdentifier ()

  /PDFXOutputCondition ()

  /PDFXRegistryName ()

  /PDFXTrapped /False



  /CreateJDFFile false

  /Description <<





    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200036002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200036002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /CZE <>

    /DAN <>

    /DEU <>

    /ESP <>

    /ETI <>

    /FRA <>







    /HUN <>

    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 6.0 e versioni successive.)

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200036002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /LTH <>

    /LVI <>

    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 6.0 en hoger.)

    /NOR <>

    /POL <>

    /PTB <>





    /SKY <>



    /SUO <>

    /SVE <>

    /TUR <>



    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 6.0 and later.)

    /JPN <>

  >>

>> setdistillerparams

<<

  /HWResolution [600 600]

  /PageSize [612.000 792.000]

>> setpagedevice





