201958 AHET (F7h)
AAREZEmMNERES 874413

S A4 248 Ea— 7 4 — L
BAMRREXKEISD 1 FEESEE2 0 1 3ITEH L THERK

s

=

BHEdiie X4 = U
BAZERA AXFEDUHK
AX2TUE 3mglBET]

Mequitazine

#l | %

(Ao R HE R S 2L

3 I - . =1 13ERAXFZ T 3mg G FH

o

o4 AXRHET

- # % ¥ 4 : Mequitazine

. K HE H H 20134 7H22H
4 & 5t & E e ; .
itf;;m;ﬁgﬁﬁﬁg SR L HEI Y 0 2013 4F 12 H 13 H
% 52 42 H H 2013412 7 13 H

FR% - REMRSE (WA) -

AR R o N

EXEFRELEDOERE

HE TS BEEYR— b2 22—
B\ & H» ¥ B O| TEL: 0120-517-215 FAX : 076-442-8948
=R BMRAE AT AR — LX—  httpsi//www.nichiiko.co.jp/

ARIFIZ201956 ANET (E3M) DFRNXEDGEICEDEHET L=,

BT DU SCEIT L, EIFELERERIER OSSR — L —
http://www.pmda.go.jp/IZ T ZHERR T U,



I FRRADFSIZOME —BFRBEREFNE—

. BERA VB E1—T7r—LIEBORE

P R 3R O SR 72 BRI R & L CEER A ERRIRA SCE (LUF, WSCEEKT) Bd b,
PER B C R - SERIANSE O EFIEHEE DS B BB R 3K 5 o EE G R 216 - 2 BRI
X, WASCEICERE SN E B2 BT 2 BICEMRERA L E R GAND D,

IR ELES CIE, YUk EIRIC OV THREBEE O EIRIE R Y FHFITHEROBIMNGFERSCE 2 LT
WMEMTEL TRL L TE TS, ZOBRICHLERIERZMENCATTH00FHRY A ML LT
AU HEE 2 —T F—LDNHEAE LT,

EAFN63IC H AP SRAlR 2 (BLF, BRI EBET) FiNE2/ BN TEERLA VX Ea—T
=21 (LLF, IFEHET) ONLEM T I ONCIFRRfiiik X2 RE Lz, Tk, ERIEFHE T
BB M EEGNEHR=— XD E 5T T, FRR10%9 A 12 BREEFEIN G/ N EE ST W CIF
RLAERH O UWET T bz,

BIZI0FD R L, EIEMIGEHROAID FTH 2 IR, OFTh 5 ERBIGOIEAAR, WHIC
Lo THRE  BREBEIIRESBIL LA 2% T, FRR20FEIH IC HREEREREBDICE
W CIFFLH EE2008 23R E & iz,

IFRCHk EAEH2008 T, IFAMIEAROM & U TREET 2 506, PDFEOEMINT —% & LT
T2 2 & (elF) BFAIE o7z, ZOETIZHOET, BASCEICBWT 6 - 2108
gy, TEEL AR EEREARNEBROWET) R EOUETRH S 1EAIT, WETORIT — & %
BN U2 B Oe IRk sn s Z L 7oz,

RHRDe-TFIE, () EIEMLEFRERREHEED R — L= (http//www.pmda.go.jp/) 75
—fELCATFHEEL 2o T D, HAJREBLIEAIR S CTIE, e IFZ i3 2 FEHRLFRIZUEA — 2
—IUNAAI A N THDH I EITEUE LT, MG H bt Te- IFDIEH & fiFtd 2 kA fk % 5%
& LT, flx OIFDNIRISCEEZHTT D EFERERE L CHEUNVER - T 52 & & L,
20084 L WAFABIDA 2 B a—7 4 — ARG & B Lo TR L CE 7o FHEAZ A L,
HAEFEIZL - TH, ER - FEHMEIZE-TH, FERORVERFE T L 2B 1, 22 TH
%, IFFLHCEGH O —HSGT 21T WIFREREE#H2013E L TART LN L o7,

. [F&IX

IFiX TASCESOERE M L, KARSEOEREFEICE > CTHHEFRICLER, ERLOM

BEBO D ONGH, WS FTO T2 DR, TR O 72O O, B3SO EREH O 72D OffH,

LR BE T T O D OIERENER SNTR AR O EIR ST E & LT, BRENTHE

FHAZRE L, AN D 72 DI Y 3% = FE b O RIS 3212 VER M ORI 2 88 L T D 2T & B
ENLEMTBRD,

o2 L, SKEE - BURSEMERSL B D D b 0, BRSO RIFISE S & BT D b O K OSRA AT
B O AR - I - 32 _RE FESIIFOTHFHE S T2 5720, S0z 5 &, REEENS

FEAE SR, SEAIRTE O 2S5RM - HIWT - BRAREIST 5 & & big, RERFEEZTH LD LN

Rk EFHOZ L ARHEE LTV D,

[IFD#=]

OHFITA4R, BiExE L, JFHIE LTIRA v FLEOTFER (MFTmL) T L, —6ahv
LT D, 2L, A SCETHEME - RTERAOESAIE, BRI/ b LT 5,

OIFFEHEEEICE S X ER L, KHEEAITIT Y v 7K CTReHEiT 5,

QFMOFCHIT — L, FHIHT CTHIFEERD MFRHO T & O3 | O EFTH T
DEL, 2HIZEED D,

[IFDERK]

OIFZFAI E L TRIFIoE 5288 (WRA, EHAL SARAD ITERESN D,

OIFIZF#E T 2 H B R OEFNIE B IREERE L 72 IRl ERE I LT 5,

O LEZEONEZHiTET 5 & DIFO LS > THERTFRNTH I NS,

OREREEOFEEICET 2 0, BEKMSEORIAET) 2 23 5 & O K OSRAAN 2 13 U D EF
PEFEE DT - BT - SR RE FHIZOW I REE S v,

® MEIEMGA VX Ea—7 5 — AR EMHE2013)  (LLF, [TFFE#EZEME2013) S0E9) Ik D 1E
ENTIFIE, BFEATORMZIEARL U, MBS U TEARAE SR (PDF) 2> 5 IR
LTS, B TORKIILETIIR,




3.

4.

[IFDH1T]
O [TFFLHEEGH2013) 1X, FRk25%-10H AR ICAGE SN fTESE A B & 70 %
@ LRI D EER IOV TIE, [TFFEHEEE2013 112 X D 1ER SR 0HTEH S b & o TiEau,
O EOEREOWET, FEAM R IR FRARFRHE) 23AFR A7 RE A0 N #EIGE
DPERZEN 72 S, T RENBERREL B DS TG AICIEIFNSET S5,
IFQOFAICHT=>T
MFFEEZEE2013) I8 W T, PDFY 7 A MWIC X D E AR CTORMEEZ AL LT 5, 1Kk
ZRIFT DAL, BAEASHEIBI L CRIAT2 Z EBNEAITH 5,
A EARDIFIZ DWW TS, &35 RS A TS O = 38 5 PRI A 1 AR IR — A — 2 fgidlk
LR E SN TN D,
BSRAET TR A VX B a— T 4 — LMEROTH & | 120> TERL - 1263223, TFOJF A%
B E z, EEBSGICAE L TW A ERSCIFMERRHZFEH LW RS IOV T REEREOMRE
DA UHEE 2 —IC L0 IAEER GRANFERESHE, IFOFHEEZ GO HLEND D,
F7o, FRFSGET SN DM EOFEEHEICET 2 FHICE L T, IFASGET SN D ETOMIE, Y
[ S D IR 2 N R 2 AT SCEC B I S SCES, D WITER L ERE IS E WA —
ST KA ST 5 & L b, IFDEMICHT- > TE, B ORM SCE 2 ERE N E
SRS B AR AR — AR — U CHERT 5,
72, WIEMHSCZ OO S LIl SN TV D TEREGE ) < [E724ME TORTERDL
BT 2 HEEHIIAKREFRICEDLDD Z ERH Y, ZOBHWIZIFE+HIEETRETHD,
FIRICEBLTOEER
IF% 3RARISE O B EBICBWTRNT Z ENTERWVERGLFRIFEE L UEHLTHEE -, L
L, HERESEFRAEEL Vo —rara— RECL I LY, REREENEERGIEHR &
LCIRETE28EICITA T ERANRD S, IFNTAFREORLEEHEZ 21T T, YUEEL ORI
ENERK - IET DO THDHZ &, Fllll - RBUITHNEZZ T S 255202 L 2785 L T
BT IZ 25720,
FREEMRET, IFRH ETHIMN CEEZMTET HHREM THY, 4% A X —F >y N TORA
B GBS E 2, $EEE O RERBICEM L2V L 9 -FE LIER SN TWA Z L 28 L Tl R4
EHT DHERD D,

(20134E4 A &zT)




= R

I, BE(CEAT BIEE - vvvvvrrrrrrrenaees 1 VI BB BIEE - ovvvrrrrerrees 9
1. RBOBE ... . 1 1. EEZHICAEOHHILEMRITILEME. 9
2. HEOREFN - HEFRHEE ... 1 2. EBER .. 9
I. ﬁﬁﬂ:ﬂﬁj’élﬁﬁ ........................ 2 VI. %%ﬁ%(:ﬂﬁ#élﬁﬁ ................... ]0
1. BRSE® .. 2 1. MPREOHR - BIEE ... .. 10
2. —&B ... 2 2. EMRERAINTA—F 11
3. BEAXITRMER ... 2 3. WRIR . 11
4. BFRXRUDFE ... 2 4. SR 11
5. b8 (@8E) ... 2 5. R&B .. 12
6. B4, B4, KBS, EB5EFS .......... 2 6. HEM ... 12
7. CASERES .. ... ... 2 7. FSURR—E—IZEATAHIER ... ... 12
M. AR IS BIRE < eeereeeenne e 3 8. BWFICKBMRESRE ... 12
1. WERICEMME 3 WL R2HE (EALOZEES) (MY SHE -~ 13
2. BYRSDOEEEHETICEITSRESE ... 3 1. BERNBSEZTOER ... 13
3. BYEOORERHERE ... 3 2. BRARLFOEH (RAEZESZEL) . 13
4. BPRSDEEE ... 3 3. WEXFHRICEHET SERLOIELZED
V. ﬁﬁﬂ(:ﬁﬁﬂ'élﬁﬁ ........................ 4 IEEE"'\ """"""""""""""" 13
4. RERUVAEICHEETIERALOEELEZD
1O 4 BHE . 13
2. WEOMEB ... 4 5. EERSNEEZOER ... ... 13
3. BAER, IFONBECHTHIEE ..., 4 6. EELEAMEELZOBEBARVLEAE 13
4. HAOEEEHTICETARENE ... .. 5 7. MEMEE 14
5. ARERVBBEOREME .............. 5 8. BIERR ... ... . 14
6. ¥ EDREELL WMEILFEMNEIL) .5 9. BREADES ... 15
TOOWHME L 5 10, 1E4R, IR IBIBE~ADERS5 . 16
8. EMEMIERERE ... 7 1. INBEADEBS 16
9. HEPOEMRS OERRERE .......... 7 12. BERRRERB(CRIFTSE . 16
10. REPOBEHERASTOEEE .............. T 13 BEHE 16
L 2 T 14 BRALEOEE ... 16
12. BATHA[REEDHHRMY ... .. 7 15, FOMDEE .. 16
13. FENDELRSR - N BRLERRFICEAT 16. FDh ... 16

BIFE. ... 7
14 ZOM 7 K. FERBRICHTIRE - 17
o =BHd AIBH - - - -« e e e 1. ;T;EEEEKEQ """""""""""""""" 17
V. ARi-My WA 2. EBWHER . 17

1. BhEERIEE ... 8
> RERUEE g X. BEMBERICBITEIEE - 18
3. BRERRRIE ... ... 8 1. BREIRS . 18
2. BEMHIBXIEERRE ... 18



3. WE-REEHE ... 18
4. FEFEBHEWEDFES ... 18
5. RBEHFE ... 18
6. A% 18
7. BEOME ... 18
8. E—HH&-B%hE..................... 18
o. EFEEFERAB ... 18
10. HERFTARDEABRUVERES ... .. 18
1. FEMELZWREERB ..., 19
12. EEXIIZREM, FAERUVRAELERENSE
DEABRUZEDOAR. ... 19

13. BEEHE BHERERAKRERABRUZD
R 19

14, BEZTHM ... 19
15, HBEHRGIRERERICETLER ....... 19
16. &FBa—F ... 19
17. RE#EHLEDEE ... 19
XI. xﬁ ................................. 20
1. BIRAXE .. 20
2. TOMDSEXRK ... 20
XII. %%ﬁ*;l_ ............................. 20
1. EENETORTIKR ... 20
2. BB THEBRER®R ... .. 20
X1I. ﬁﬁ% ................................. 20
TOMODOBEEER .. ... 20
171-51_1 ................................. 21
171-51_2 ................................. 22



I. BIEICEY SHE
. FARORE
KANL, AFZ P2/ T DEHEMEIE A2 I UHITH S,

AR UBIRNITHD [ AXXE ) U8 1, BRERLELTTA 27 AT 4 v 7 AR
AR A A L, %%:Jaotzﬁ%ﬁ%jﬂﬁ%&ﬁ, ZEMERER, AR e iR & R i
L, 1992 4F 1 A 27 BIZAREZEIUS, 1992 4 7 A 13 HIZHGEABAtG L7-, (CGEHEE 698

7 (BEFn 5545 H 30 E!) _%’3%7?%@5'35%

Bkl (SEEREE) OfEE, 20064 8 H 11 A, FEIHEF 14 505 2 HEA B OKIRIESF

H) DWW B %Y L2 & OFFHER R 21572,

200946 H 1 HIZ, 74 a2 A7 4 v 7 ARAEStE, 42 AETL Y 7 —~ &Stz

BHE LI,

EREFEEBGIE DT, 2009 4 7 H 1 BiZikesz [AXZ8 ) gl b [AXx28 v

BE 3mg) ICEHEOKGEAFT, 2009 49 H 25 HHMRE LT,

201246 H 1 HiZ, HELY vy —~HAStI A E TStz 0t s, fhEk7Eon

H & LRSIk S Tz,

2, ERESGIEO=D, 201347 H 22 HIZHGEA % [AXHXE ) U8 3mgl D [ A

XX UUEE3mgl HIET ) [ICEEOAREZSET, 2013412 A 13 HHHk5E Lz,

2. SR0AEFEN - HAFHFE

(1) RANZX, AXHP ARG LT DEHME ?LE745"\‘/§'J“C“3?)5

(2) PTP>— MIEyFar ha—Lz170, 18I EICHS4, aREFRR LT

(3) BERRREWEH BEARH) LT, vav72, 7%747#‘/~, TP RER S, PE,
IR 3 STV D



I. &#¥IZEE9 5EE
1. WR5E4
(1) M4
A XL HE 3mgl AE T
(2) *4
Mequitazine
(3) AFFDHE
—fRA LD
2. —&#4
(1) 14 (@&%)
AXxH T (JAN)
(2) 4 (@&
Mequitazine (JAN)

(3) RT LA
ex:
3. EEXNIT TR
[NE
H |

B OB S AR
4. FFXRUSFE
7773 0 C20H22NeS
R 322.47
5. {248 (@m4E)
10-[(3RS)-1-Azabicyclo[2.2.2]oct-3-ylmethyll-10 H-phenothiazine (IUPAC)
6. ER4A, &, BS, BSES
Brlza L
7. CAS B#i&ES
29216-28-2



M. 532 BT 5IBE
1. MEEFEHEE
(1) 58 - &K
HEORER IS EEOm R ThH D, (ERTHD, )
(2) BEH
A X ) —)VUIEEEE (100) [ZIET0T L, =&/ —)b (95) IT00BITT <, Kiize
o ETET 20,
(3) JkiEtE
M ERR L
(4) R (2R . BR, RER
Al 0 146~150C
(5) BIGEMBTEH
M ERR L
(6) HEFRM
M ERR L
(7) TOHDELRMEE
A ) —)VIRIR (1—-50) [THESrEE R S 720,
2. AMHSOEEELTICETARE.
HANZ K o> T2 IZERT D,
3. RS OHERERE
(1) SRS TR BEIE 1%
KD ANRT MV ERFEDOSANRY MV T 2D & X, WEHED AT MVIEFE—
WEDEZAIZ, FEROEEDOWINZ R 5
(2) TR AT hVRIE K
BAbH U U ABEANEIZ LV REBREZITV, REDOART ML ERBOBIARY L%
g 5 L&, MBEDANT FWEFR—EEO & Z AIFROIRE OWRINZFE 0 %
4. EMESDERE
LR E TR
AR Z I L, BIEER THET D,



V. ®&|IZE89 5EE

1. FiW

(1) FIBORR, SHMERUEHR
N e T e
e Pk Prit(mg) EA(mm) & (mm) == |

PEX T 12, © . ——) KK 0.8,/ MZ
3mgl H[ET FE ‘wai%E  0.8-MZ

A 115 7.0 2.3

(2) HEOYE
( [IV-4. WF OBFESLM FIZR T D2 LZEM] OHEH)
(3) @WAla—F
( TIV-1.QOAE DA, SR ORI ) DIEZH)
(4) pH, ZEEH, HE, LE, SEEOERUVREY pH HE
Y ERR L
2. HEIDHERL
(1) FHES (EHERS) OEE
18P AXRZ Y 3mg 2 a AT 5,
(2) &y
D-~r=}F—J, huFwassT o7, TLZ77—{bTo 7, B Rukxi7a Lkl
n—2, Bro—2, 257U Mg
(3) =D
Y RLHEEREH R L
3. BARFl HAOSBEICHT IR
GA=R02AA



4. HEOEEFHTIZETERER"
AR O EIEEER (40°C, T5%RH, 6 % ) ZAT-o 7ok, A% 224 3mgl AR T
(FIBF O TICBWT 3FMLETH D Z LS T,

OAxz Y fE3mgl HIET) JdaBR [Hdalidprg (PTP i) |

W ETE H RN e i
<> & BE # 1% A 3% H 6% H
PER 6JA
<HGOEFRAY OFET, 1B 6JB pay A2 il A2
WE7e <, BRIZh T M E N> 6JC
ek 6JA
(BB, S TR E 6JB BNy — — ke
%, EEsa~v T 7 1) 6JC
6JA
B ERERR 6JB BNy — — ke
6JC
B (%) gj‘g 87.4~ 91.6~ 91.0~ 86.2~
<45 7%y, T0%Lh > 6JC 94.9 96.6 100.7 92.9
8 (%) * gj‘g‘ 99.99~ 102.27~ 99.59~ 99.33~
<93.0~107.0%> 6JC 104.31 106.67 103.04 108.17

X RRRICKT SEHE (%)

5. BRAEERUBREODTES
A L2
6. fiFlE DEREELL (MELFHZELL)
Y L
7. B
(1) BHBE
AFZ Y UHE 3mgl HEL Y, AAERTERLERIZED BN AFZ T UEEOER B
IZHEET 5 Z ENRERIN TN D,
GRERIFI I HFRBRES 2 78 900mL & VY, /S FEIC LY, 50rpm THBRZ1T D)

TR RS
T B e R THIZ
3mg 45 4y 7T0%LA I~




(2) BHHAR?
BIEE L O LY FRIRI SRR T A R T A EO—ESEIZ SN T (CER%134E5H 31 H
= HR I TR6 )

N e S
Pl AARERES  BEHEERE SRk
[FHRE N ONRBRIE © 50rpm (pH1.2, pH4.0, pH6.8, 7K)

CHIE]

- pH1.2 (50rpm) ~CliE, FEAERLAIR OUARMILE HIT155LINIC85% L FIEH L7z,

- pH4.0 (50rpm) TIE, FEHEREIL OARMITE HIC1675 LLNIZ85% L FisH LT,

- pH6.8 (50rpm) Tid, ARAERGHIOFLEER HFRDI40% L U85 % (L D 2IF Iz VT, A
i O 2415 HH SR VA YE R O SR R £ 15 % D& & o T,

- K (50rpm) Ti, FEHERIE| O IR DN 40% MK U85% L D2RE AU T, RO
S RAT R AT I E R O SR 2R £ 15 % DI & - 7o,

VLE, ARdhOfsHzes) & AR R 2 il L72fER, £ ToMBRKICI W T TREEKL DL
YRR SRR T A BT A ) OREIEMEIES L7z,

NS ¥
(VA HH Hl )
szelHRR( 0 meHER (O
BHEE(00) pH1 2 (50rpm) ) pH4.0 (50rpm)
100 o0t

80 80 |

60 g0 |

40 —— R e THE T 40 —— R g THE T

20 —— i §HF, ) a0 | ——EEEE G, 3ne)

0 il 1 1 0 il 1 1

0 5 10 15 0 5 10 15
BFFE1 (93 ) BRI (45)

szelHRR( 0 o PR
BHEE(00) pHB.8 (50rpm) AHEO) & (50rpm)
100 100

80 80 ¢ —e
60 60

0 —— A F 2T it [BEL 10 —— A F Y e [BEL

50 —— i §HF, ) 50 —— mERT] (§F, Sne)

0 ‘ ‘ . . 0 ‘ ‘ . .

0 15 30 45 B0 &0 120 190 240
BFREI(43) BFE 4]
(n=6)



10.

11.

12.

13.

14.

. EYERRRE

A=A

. BFIROBMRS OHERFRERE

RO TR B v

ARELDOWIX AR ML ERIET 5 & &, KK 253~257nm & Y 301~311nm (ZWUX DA

wRT,

HEIPOFEDRHS DEREE

ERAN TR FE I E VA

FRBHA R B OEHEVAIRIC D &, S8 AT S ETEIZ L 0
T OWOLEARIET S,

palli]

PAROrA

BAT SRR D & 5 K H#EY

M ERR L
ABRNDELES - NENFREBHFCET SR
PAROrA

Tt

RERZ1TV, R 254nm 1238



V. AaRICEET BHIER
1. FEEXIIHIR
KJEXME, 7TULAR—MER, CAME, KEREBICHEY Z 55 (B - KEER, K&
9 FEIE)
2. AERUVAER
[&E S B DA ]
WHRALEAFZ P L Temg 2 1 H 20RO#ET 5, ok, i, ERIZSETT
HEIEHT 2,
[T v —tEak, CAME, BEEREICHES Z O (B2 - JER, KEZOHEE) O
)
WHEEALEAXFZ YL LT3mg &2 1 H 2EEO#&ET 25, 728, i, ERIETT
HEIERT D,
3. ERERALIE
(1) BRT—21R\w5—2
M ERR L
(2) ERERZHE
M EE R L
(3) ERFRZEEEER
M ERR L
(4) BEMNHR
M ERR L
(5) HREERIEAER
1) B|IEALEITRERGHER
M EE R L
2) HEHRER
M ERR L
3) REMHER
M EE R L
4) BE - WA
M EE R L
(6) AEMER
1) FAMERE - FECEARERE FIRE) - ERTRERGER (MREEKEER)
M ERR L
2) RBEFU L LTEETEOABRXIIERE L -HBROBE
PAROrAN



VI. EHNEEICE§T HIEE

1. EEPHICEEEDHHIEEYMRITILEMEH
PLEAZIVH VL AF T, 7aVvTy =7 I~ LA RS
BTV AX—H . 7uel VBT NI UL, NT=FRAN, FENFT TR,

7Y T AT IGERG

2. EEEH

(1) {EREREL - ERBF
PTLAX—HTHDH, e AZ I i ZBEREHUEMZFEREL, FIINAT 4 =—4
— (afa b=z, FarRIH, PAFS) OfEAE - EEEMEIER 28T, »

(2) EMFERAITLHERAE
M ERR L

(3) ERRTHRE - FibfE
MEE R L



VI. EWMBREICEY 5RE
1. mepREOHR - AEE
(1) ‘BRELAMGMDRE
EEE R L
(2) EEMAiREESERE
(TES PR AR CHERE S U7z iR EE ) OIS )
(3) BRERERTHERESA-OPRE"Y

AW R RIS VERBRICEE I 2 BRI E (R 55 45 5 H 30 H  3R5R%E 718 75)

AXZ U UEE3mgl HET | SHEHERIFIZ, 7 o A4 —_"—JEICI D ZNEN 18 (AF XY
& LT 3mg) fEEMAS A RRBRR DG L CiEf 2 22 DU REAZREL, 55
NI- Y EHRE R T XA —& (AUC, Cmax) IZ2OWTHBSHTIEIZ THREHENT 21T - 7275 51,

WA D AW “FRI R S PE D RS S vz

(ng/mL)
1.4
1.2 —— XX KT E3mg [HEL
i 1.0 o EEHERE (52%), 3mg)
"i};z 08 - |/ 1§38 5, Mean=£S.D., n=12
2 06 -
E
0.4 -
02 \“E-—H__ﬁ___%f&

0 4 8 12 24 36
BFfE (hr)

M HERE) N T A —H ]

HIE/RNT A—H BENTG A—H
AUCt Cmax Tmax T1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
AXH T8 3mgl HIE L 13.80+2.12 1.25+0.12 3.17+0.72 11.48+3.71
YA 1 X
PRAERAl 13.87+1.68 1.25+0.11 3.25+0.75 11.88+2.77
(£, 3mg)

(1 &% 5., Mean+S.D., n=12)

MAEFIREENE NS AUC, Cmax F0/3T A—21%, #ERE OBR, (KIROBRIRMEIE - K

/5 D BB ENC S > T Bt 5 WTREME N B

10



(4) s
M EE e L
(5) BE - ftAEDEE
( VIl— 7. MAEEH] OHESHR)
(6) B&EH (REaL—3Y) BFIC&KYHBALEENERNSEEEER
M EE R L
2. EMEERP/AT A —5
(1) BHAE
M EE e L
(2) BRIGEEEH
M EE R L
(8) "MATRAFEY T+«
MR L
(4) HREEEH
M EE e L
(8) VU753 VR
M EE R L
(6) HMEHE
M EE e L
(7) MBRERHEE
M EE e L
3. R
M EE R L
4. S
(1) Moi-fxkEIrT @
M EE e L
(2) m&-RaiERIPTEBHE
( TVI—10. 4Fhw, Ml RAWFE~OFRYE ) OHEZMH)
(3) Ait~DBITHE
( TVI—10. 4Fhw, Ml RAWE~OFRYE ) OHEZMH)
(4) EBEADOBITHE
M EE e L
(5) Tt ~DBITIE
M EE R L

11



5.
(1) KEMLIRCRBHRE
MR L
(2) KBTS T 5BK (CYP450 %) D4 FiE
MBI L
(3) MEEBNRDERRVZTDOEE
AR L
(4) KEMOEEOEERULLE
R L
(5) FEHERBMOEERN/ S A—4
MBI L
6. Heftt
(1) BEEAI R R
AR L
(2) HEittR
MBI L
(3) HEiftERE
MBI L
7. FSVRR—2—ICEAT S8R
AR L
8. EMEIZLIK(ER
MBI L

12



VI. &% (EALDOFESE) ICB8Jd SEAB
1. EERALTDER
Y FLHCE R L
2. EBRNRLTNER (RAEREED)
(22 (ROBEFICIEFBRELEWLNIL) ]
(1) RRIORSy, 7 = ) FT7 20 RIEEY R OE OFELEUL ST 3T LimBUE OBEERE O &
% B
(2) BHEBAZRNEORSE [(Fia ) ALV IRES EF L, JERE2BESES 2 &R
H5,]
(3) BIZARAE RS TERIRISICPASEMIRB O H 5 BE [Hia U AERIC X 0 HER R #E% 2
TN D, ]

3. MREXIEMRICEET SEALDITE L TDER
ML
4. BERUVHARICEEYT AERALOIRE L TDER
PAROrA
5. EEREANBTLTDER
[(EEHE (ROBHEICIESICHRETSL) ]
(1) BEFOH HEE [RIRLH CHKMAMEZR & LT BUN EARALND Z &0
5, ]
(2) BB ARENEOREDRE Hia ) AEHICEVIRES ER L, IEREZEL S5
ZERDD,]
(3) miwd (& ~0kh) Om|EH)

6. EEGEXRNIBLEEDEHRVLRESE

BRRAMTZENHL0OT, KFEG P OBFICITE B EOEERS G A 1 5 e
FHFESERVE S THEET LS &,

13



. #E#%R

(1) StRER L EDER
R L

(2) BtREE L EDER
HREE (BFRICEET S L)

AN F BRAER - FEIE Tk B&FE - fEpRIAF

XA IS A] (v ey — L | IRREDRH Hoivd 2 &2 | ARHI o s /E I
EETRR, FRERAD, HRRVEBR | 52 0T, BT AR LIS | LY, EANMREND
B, B, RRREAE) | Tao L, LB,

Tz )NV EH — ) LEE

Hla VA E A 2584 (= | 0B, SHRNESER DS | AR OH =) AEAIC X
BRPLD O, MAO [HEAIE) | 22&03H50T, WET S | W, FHREBRENLZ L

17T IV, 7T | REEET L, NdHo,
ZaRT I R
A RFH Lo JEARBBEUE 2 TR EN | 2D OEANTERRERSZ M
B 5, O DI EHT 5,
T a—)L IRKSENH Hbd Z &2 | AH ORI 1E I

HHOT, Tha—LVERTE | L0, EHABREREINS Z
BB EDOEBRICEET | £ 5,
HZ L,

. HIER

(1) BEHERDOBE
ARAINIAE P AR A A S O RIE P RS BUB RS 03 B Rl & 7 5 A 2 FEM L TR,
(2) EXLGEMEREERER (B RE)

1) 3wy, FF2453Fo—vavl, 774 79F%F v —% BT L0nbD
DT, BEL+2IATY, AR, FEREREE, WHEEE, =02, TR OE
K bonlGaIcidgbG LU, EURAELZITH Z &,

2) FFi#8EEREE, #E : AST (GOT), ALT (GPT), Al-P%0 L7 A% 5 ATHERERE
EOEENDLDNDZENDH D, T, BUEHROHREND D, BIEE2 71
1TV, BENRBOONTGAIIIRGEZ RIS 5708, EURLEZITH Z &,

3) M/MEBY : /MBS 5 s Z LRk 50T, BEE HoIcdTy, B
DD NG IIIE G EZ R IET 570 8, @WUIRNLEZITH 2 &,

(3) FDHDEIEA

BEH

B E" | B, RBEUE

B B2 | AST (GOT) L&, ALT (GPT) L&, #yHE

Mmoo &Y | R

FaAaER | RX, BOE 5050 B, OEV, HE

H O e & | niE, BECORPUR, R, R, BACNME, R, B, R

B R & | SR OB

W R OF/ | PR

£ O | ST, AR BmRL, BIEREIRETE, HRRE, WRERE, oA LOU%
T BHELLGECERG 2T L,

1 2) BlZEAT5IATY, BRENBOONLEA TR 2TIEL, WYRLELZITH 2 L,

14




(4) HERBMERRGRHER VRKREERE—E
REERR L

(5) &it&E, A0HE EEERUVFNOAREFERINOEMERARREAE
EEE R L

(6) EM7 LILF—IcHT HIBRUEBRE

1) B2 KRORSy, 7=/ F7 00 RMEEY RO OB LA W3 LisBuE o B
O DBFIITHRG Lienz b,

2) BRBRMER : v 2 v/, 774 7Fv—%2 BT ZERHDHDOT, BEE NI
ATV, MEART, PRURREE, WHEERNE, RO, IRKEDIER D & & OB 581X
BhH&2FRILL, MERAEEZITY Z L,

3) TOMMOBEMER : WEUE (82, HHRBUE) PRBE LGSR S 2P 52
E,

9. BlRE~ADRSE

EEE TIEERMERAR S bW T, EETHIZ L, BKRABRICBW CEIEIZO
15 DORIWEA OFBBRNEVERNZRED 5TV 5,

15




10

irim, ER, BRIBF~ORE

(1) b XATAER LTV D ATREME D & 2 I NI G- L2 Z EREE Ly, UEd O
B 52 BIT DB RMEITMENT L T, ]

(2) @IS TG A I RLERIESED 28, [EWER (T v F) CTHLAH~
BATTHZ BT WD, |

. INREADEE

RHEARER, BrAR, LR, SR XTIk 22223 LTy (i AR
BRASD 720N

12.

13.

RERRERRICRIETRE
AL & =t
BERS

(1) 8 - B4R « 3o TR L7 & X ICIRE, B, RIE, BEEOR =Y e
FEENHID,

(2) S : %, TSI, AT O, MBI CRBIE U A TR, H
S il T R

BRAEODIEE

EKIZZATEF - PTP AKX PTP > — bWV L TIRAT A L ofgiE+5 2 &,
(PTP > — FOFREMKIZ LY, WA RIEREA~FIA L, BT E R 2 LT
AR ZEOEEREGIHEEZ T2 Z EnHEshTWn5s, )

15.

ZTDMDEE

ERR (T v F) TRAT=2CHTHBMERBO N TS, £, o7 =/ F
TR O EMBES I RERGIC LY AR - KEEOEE, B - Ao aH
ENRESNTVDIOTHEETSHZ &,

16.

Z Dt
R L

16




X. JEEGEREABRICRE9 2 HE
1. EBEHER
(1) ENFEEHRER (VI EPEBICEAI 2EHISE)

(2) BEIRBISEEHR
EEE R L

(3) REMREHR
i%HE RS L

(4) ZDHDIEEHER
EEE e L

2. BEHABR

(1) BEKESESHEHR
% HE RS L

(2) REH/ESSHEHR
i%HE RS L

(3) £ERESHESR
EEE R L

(4) ZDHDFHFEME
i%HE RS L

17



X &

1.

2.

3.

4.

HEEICET HEE

B 5
oA AXH T8 3Smgl HIET ) L
BNEGy | AFET | )

E1) 1EY 3mg LA F UL 0.6%LL F &2 &/ 2NHANXER LD,

AHAR NI GERARAR

AFESFICZR ORI 2 2 &,

fri& - RESH
KE At CRIRRAT, BOELRAF
EHIDFZ N LEDERR

(1) ¥R TOMYHE N LOFEARIZOLT
( THREBIXSy] ROMEFE « BRAFSE OIES M)
(2) EFIZMBFORFZWNZONT (BEFICTEEITRELEFES)

10.

<FTvolky : f

(34F -

L EMERBRAE R FED <)

(TVIL 2=tk (R Eo7ERS) IS 5 | OHESHR)
(3) AFIFHDEBEERICTONT

YRR L

. RBEKE

GAS BT

. B

s

PTP

A X2V 5E 3mgl HE T

100 £ (10 $£X10) , 1000 &£ (10 %E X 100)

. BROME
PTP A3k : WU b E =L 7 4 )V A, T =0 LE
. E—m5 - R%hE
Fl—p%s) : = RT V6 3mg, AT V6 3mg
. BFREESERH
T~
HEHRFTRBEABRVEREES
o4 ROEKGEAHEH B HKRE
AFxH T8 3mgl HIE T 201347 H 22 H 22500AMX01297000
IH Ik 5E4 SOEAGEEA B HKRE
AXHEY ) 8 3mg 20094 7H 1 H 22100AMX01729000
IH Ik 5E4 SOEAREEA B KR
AxHE ) B 199241 H 27 H (04AM) 0097

18




11.

12.

13.

14.

15.

16.

17.

EMmELNBFEA B

Hx7e44 HAMFLAEHAE A B
AXH D E 3mgl HIET 20134512 H 13 H
IH R 7844 HRAMELHEIEHAE A B
A¥xHEY /) 8 3mg 200949 H 25 A
IHBR 754 HAMFLAE A A B
AXHEY ) U BE 199247 H 10 H

PEEXIIZREM, AERUVAERZEEENEOFEABRUZTORE
GAS BT

BEERR BI@BRAZRFEABRUVZORE

ML

HEEHM

PAROrA

BEHRHRERESICET 51FH
AHNL, FEERIRIHIBROXIG: & 72 2 R3S TIERu,
&EI—F
W S AL LT HOTG® f7)
IR o — R BHo— =2— R
AXH TV 8E 3mgl HIE L 4413004F1286 620933702 109337702
RERBHHLEDEE

AANTORBRE IR EOBRFEER L TH D,

19




X1. X#
1. BIAXHE
1) BETHASH ANEE (ZEER)
2) AETHERSH NER (B HRER)
3) FHHLE A AR S E C-5349, J)IIEE, HHAL (2016)
4) AETHRASH NEER (S0 RS

2. FDDEEIE
L

XI. 3E&EH
1. ELRSNETORTRRE
7L
2. W\ E T SERKRZIRER
7L

XI. fEE
ZTOROBEEEH
L

20



& 1—1

EARE 03310158 (R 17E3 831 8) IZEIK ARRERICHNT 288

AMTR1RVAER2- (1) ERAERREYRE

L PN EAN | ZOMOERS | AEMICRSE
RO Bl CeRERS) | GRERS) | %
A EIFRSUIFERO |1 BRI R OR o >
TRk R OVINEC |
BUFLERRR |2 AAEICE T 5 HH o <
FIZEAT &R R
3 REME K OV o = 3K o >
fih & D LI RRE
7 BGEFEIEONCEL | 1 B E R E & OV E o %
HEOREBRTIEE | bt E s
\ZEAT &R 2 BE 5k O A
3 B L OB 51k O O
N ZEMEIZEET 58 |1 EHIRFRER O X
Bt 2 il O X
3 R O O
—OEREYERICEET A |1 bR ok o >
2 RIRAOZER - 22
e O X
3 T DS A X
AN W, oA, ARG |1 Wiy O X
PRI BT D8R | 4 45 O X
3 O X
4 Pek O X
5 MRS X o
6 OO EE A X
~ 2ETErE, WEAME |1 HElk G5 O X
i, 1B, |2 RIERGEN O X
fETTEMEZOMD | 3 sl EEM: O X
BECBIT DR 4 3 A X
5 EFHRATENE O X
6 JR TR A X
7 ZOMOFEME A X
b %ﬁj?ﬁf;ﬁmﬁ“ B SR o X

O &4y, X WAAE, A flx OEEBIZEZVHESD

21



tT&1—2

EXERE481B (FRR11E4A8H) [CEIKERBRERICHEMNT 2E8H

AMTR1RVAER2- (1) ERAERREYRE

e BRI SR | Z DM ERS, IMARBIE
IARROPE Al CERERS | (rEEs) #
X REXIFERO |1 XL RO 5 »
SR ONEIC| &
BB 2 s EIC ST B A 5 «
T AR | ki
3 R K& UMl o = SR o >
B L DS
= PERRHEROME |1 R O X
AR USAT S ™ iy 7o 0
BT S| O X
e
FRt 3 U ORI 0o o
N EEHICET % |1 B O X
£ o LR O X
3 Ik ER O O
— b, madk |1 EER G O X
B 1B (2 pomR sk O X
fATTAEZ DM |3 Al b 5t O X
OEECET D |4 geRENE O X
Bt 5 M AN A X
6 JRFPRE A X
7 Z OO A X
R EEEFICET S |1 A BT S 5 y
%kt Sk
2 O X
~ g, oA, 1wl O X
B, YRR S [2 o O X
ekt 3 R O X
4 i O X
5 AW A X o
ngjzg%w‘ B R o %

Ot Isfr, X B, A filx DERMICE D HERD

22



ft&1—3

ERE 698 S (BM554%5H30H) ICEIARERERICHMNT 288

AMTR1RVAER2- (1) ERAERREYRE

e BEDSEER | oMo EER, INTAR 5%
TR ONE Al CEREER) | (REE) i
S BEIRRO (1 BFEIERLOR o «
R R OSNEC | A
B DR |2 4EIC T D o %
SCET AR |k
3 R K UM o [ 3R o >
i & DR
B OERETEOE |1 mEsE O X
FOLOVIURER o™y s by 27 o P R
OB s O X
S P I o o
N EEERCET S |1 EMRGRER O X
ek 2 SRR O X
3 NEHER X O
oAb, AN |1 AN O X
Wk, BMEENE |2 dadEEiE: O X
WAREZOM 3 181 O X
OFMEBITD |4 Agflc RIFT 8 O X
ey 5 A7k A X
6 PUEE A X
7 RN A X
8 M AEHE A X
9 BTN A X
A SEMERICRIT |1 S EEAT o %
2%k AR
2 O X
~ W, Ay AR, AR |1 mkie O X
A, PECEIT 5 |2 A O X
G 3 Rt O X
4 P O X
5 R R X O
N EERRBRO TR
R G | Hab R O R BR A O X
B

Ot Isfr, X B, A filx DERMICE D HERD

23




	医薬品インタビューフォーム
	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１）
	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．薬理学的に関連の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
	その他の関連資料

	付表１―１
	付表１―２
	付表１―３

