2020 4 9 A UETGE 5 R BRZEBHRDEES : 872399

EEGAEFIEaA—T4—LA

A AR SEAIRR 2 O TF Frdk E6E 2013 (ZHEL L CTHER

HIEEEERIEH

A4 +7) FEELIEEE S0mg T ~—"7 )

ITOPRIDE HYDROCHLORIDE TABLETS 50 mg “TOWA”
K4 ~TVY FiEEESRE >

7l B | 74 ba—T 4 U TEE

®oH o HOH X 4 EELRV

i 8 . =1 B | 187 4 7Y REREE 50mg &4

4 A N7V NEREJAN)
£ 4 : Itopride Hydrochloride (JAN)

G IEAARAEH B 20084 3 H 14 H
B AL VEINEAEH B 20084 7H 4H
By 72 BH 4k 42 A H :20084 7H 4H

& R e ok B OF A H
FAM L AE R - FEITFE A H

PR %€ - B yE i gg (i A ) -

IJ‘%E /j—i*# : SE A
WO - 5 & i & REIRFETE « BRI RS A

s
EERMBE Y E oMKk |
FAX :
HRE RS H DI o & —
mow oo b v oz n |[Ell 0120108932 FAX 06-7177-7379

https://med.towayakuhin.co.jp/medical/
A TF 15 2020 4F 9 A GETEE 4 i, A2 TESE) OIRA SCEO RIS E Mk LT,

T DA SCE G RIS 5 R AR I AR AR — A —
http://www.pmda.go.jp/safety/info-services/drugs/0001.html (2 C ZHERL &0,



https://med.towayakuhin.co.jp/medical/

IFFIADFSIZOHME  —BHERREREHS—

 EBERA VA1 — T —LERORE

P FH RS O BRI 70 BRI o & U CIE ARSI SCEQCLT ., IRMECE LN H 5, ERELY
CEERT - SEAIATE OO AR DS B S B 70 [ 3K 5 O (B4 PG R A VE 3 2 BRI, B S

FUE S TG A AT 2 EICFEI R IE RSB R G E R H D,

FEHEB Tl MazEH I DU THRISEAR 3 0 R S Y IS OB ROE 2 L CIE R & Al
SELTHLLTETWD, ZOBRICHNERIEREZMEEICAFTLODFEHRY A ML LTS U FE2—

T =AU,

WEAFN 63 I H ARPESEAIAT (UL T, BIRE LI )P 2 /NEBED TEEMA VA Ea—T 5 — 4]
(LLF, IF ERE)DOALERHT I ONT TF el RE Uiz, £ 0%, EREER I NS BE TR
B TEH = — X OB % T T, AL 10 4 9 I HIRIRFINE 3 /NEERICBW T IF R EEOSGET 2
1Thiviz,

BT 10 FE25fE L, EREMERO/Y FTHLRIEMEZE, HNFTHLERILGOFFE, B7ics -
THE - EREFIIRES B LIEZ 2% T, L 20 4 9 HIC HREEEFREZB STV TIF R
i AE 2008 M IE STz,

IF AU 250 2008 Cix, IF MR- & LT3 5 56, PDF HOEMNT — 4% & LTt
T2 EEINNFAIE 2oz, ZOERICHOE T, IRISIHFEICEWT 1258 - shRosm) | 18 .
e HEREARNEBEOWGT R EDKETNH -T2 HEIT, ETORIT — & 21800 L 72K e IF
ﬁ%ﬁéhé*&&ﬁoko

BHRRD e IF 1, O3 5 2 R B SR A o [ 3R S ISR AR — 2~ — U (http://www.pmda.go.jp/)
ﬂ%*%bfﬂ%Tb&ﬁofwéoHK%%%@%%T@JHF%%ﬁ?é@ﬁ&%%ﬁ&ﬁ—b&—
VINAKIY A R THD T EITEE LT, FEAREAEIENC HHOE T e IF OIFHRA M 2k 4 5RE L .
% O IF N4 CEZ RS T D EA G R E L CHEEINER - REtT 22L& L,

2008 FLVE 4 DA L HZ Ea—T +— LAREta 2B Lo b CfEf L C & o FmHAa ik L, R Ae
EiZLoThH, B - HARZEIZE > TH, DEORWERFETHZ L2527, £ THk, IF ii#
PO —HUET 217\ IF G EaH 2013 & L CTART HENE o7,

. 1T FEIE

IF 1% TSGR O RAME L, EARE OEBEFEF T L o THEEBICLER, EXELOMEE
D= DOEHR, WHFERFFOT=DOEH, FHAOTZOOMER, ERGHOBEMHOZOOER, FEFEH 728
FHTT DI DIFHENERN SNTRER BRI OEEMLMFEHREE LT, ARENGTHEEELREL, 3K
FETSE D 72 D1 Y 3% R S O BUSRAR 3L I TR OB BE A (K L TV D2 BB SArEM T 6D,
7el2 L, HEEE - R EICEAD D b o, BEKEEORAE N A ENTT 2 b 0 K OEEAETE & 23
FEAMG - I - RIET R EFHEX IF OF#EEFH L T2 60, S0V 5 &, JEEMEN LRIt
IF 1%, SEAIED B S 255F - Il - BEREIS T2 & & blis, RERMTET IO LV IBWERF > %
AifEE LT3,




3.

[IF o#=]

OFMIT Ad IR, BiEX L L, FAIE LTIORA > P EOFREREFIIREL)TEHRHE L, —ARY &9
Do 12720 WSHASCETRIE - RFEHAWZSLAICE, ETEATIE I D LT 5,

OIF GEHEHEIC RS EERR L, FHEBELA TV v 7R TRET 5,

@FMOFLHITI — L. RMITHT THWEERD TIF FIHOFS & OME ] ORLEFTHT 25D
LL. 2HICELD D,

[IF D 4ERk]

OIF 1 ZFHI & LT OB G EEBINRA, EHEL SFHAICER S,

@IF IZFE# T 2 H R OEHNT BR3E3 3RE L 72 IF eI L 2,

QWM CEZEONEEMET H LD IF OESITH > CHLEREENDH IS,

@ORIERFEOWELEICET 260, [IEGEORAIL )2 BT 2 b O K OFEAAZ 13 T D EHRAE
T A O OFHM - Il - BT R E ROV TR R S e,

© MEHEGA o F B a—7+— L5 EEHE 2013) (LLF,  [TF GE#EE 2013) SBEIIC K 0 1ERRS
N7 IF X, ErEHA otz AR L L, MBS U CERAIRN A E FBAAPDE) 2 5 IR L T
T 5, RFETORKRITMHAETIEIR,

[IF D F1T]

@ ITF Fe#ZEMHE 2013 (X, Ak 25 4F 10 A LIRRICRGE SV ESR A Dl & 72 5,

@RS DEIKLICOWTIE,  TIF R ZEE 2013) (2 K A 1ERK - Rl S s b o Tldzeun,

O EOWE OWET ., B AR B UL RTAG AL 5 (5 PR B3PI 23 A 2R S V72 IRl QNS i iE D 9E R
ENRII, RHTRENERKREL LD TG AITIELIF BRGET S5,

I FORRAIZHI=>T

[TF FofiE5H 2013 (I2B W Tk, PDF 7 7 A VI K DB A TORMEZ AL LTV D, FHREFH
T HHEARL, BEFEAENSHR LU CRHAT 2 Z ERFAITH D, BEFEAED IF (20T, B E
PN PR B HEHE o0 = SR L R SRR BRI AR AR — AR —DICHEES T AR E S N TV 5,
BUEEIRTEIRS A F Ea—T 4 — MMERDOF5 & )10 - TER - 1289 5725 IF OJFR A Z B E 2,
ERBIGITAR L TODIEHRS IF FERRFIZ GRS L MERF IOV TIREERFED MR F~D A 2
2 —| XD EARIEE ONRNELREIE, IF OFMAEEZ®SO DML EN S 5, o, FERSKGET S 5 H
FOEEFICET HSFHICH L TE, IF NBET S5 £ TOMIE, MR O RSEEIENRALT 2 IR
LERPBHMOEXEE, HDWITERELERESREFREE I — ALV EARED S8 BHT L L &
H1Z, IF OfERIZdH Tz o TE, BT ORM SUE A E IR E R IR A — A X— U TR T 5,
E, WEMASCEEMEOMAEO SN LREHE S TWD THRSRE < TEAEcoRERG (/T
LHAFITIARFHICEADL ZE03H Y, ZORPWIZITHAEETRETH D,

. FACKELTOBER

IF Z3HF%E O B HEBICBONTRNT Z LN TERVERLEFRFE L LTHEM L THE 2, LavL,
FHEREPERMNERSL 70 E—v g ra— MR | REEAENEERERE LTRItTE
HEPICITH T ERAND 5, IF (T HHIEOFLRME R &2 52T T, Yk EE L OB ERERK - =25
LDOTHDZ &b, il - RBUTTHNZZ T S22/ RN LR L TR RTER 5 R0,
FIBOEAEIT IF B3 H < ETHLIRMNIELMTT 2HREM THY | 5% A X=Xy FTOAM%ES
B E 2 FREE LOIRERBICHEAM L2V K SBE LIER SN TWD 2 & 28 L CERaiE NI 2 053
N5,

(2013 54 H)




I. BIEICEAT AIEB e 1
1. BHTEDRERE oo 1
2. BLEL ORI « BFIFRE 1

I. ZICEET BAIER oo, 2
1. T8 i e 2
2. B B s 2
3. SR SUITRMER e 2
y O ¥ A0 e o SRR 2
5. AL (I oo 3
6. HAA., A, BB, BB ED e 3
T CASEIETTT oot 3

O BIRASICETDEE oo, 4
1. WERACEEBIVERT e 4
2. AR OGS TFICB T D2REM 4
3. BN OMEZBFRBRIE oo 4
4. BRI DT E oo, 5

V. BHNZEET DIEE oo, 6
1o B T e 6
2 BUFNDFAIL oo 6
3. MREA], HAFN O T DIEE 7
4., BRI OFKFEEMETICBT DLZEM e 7
5. FREE L OVAREE DZETEME e, 9
6. Ml L OELAZALWEILFEIZEAL) o 10
7.

8.
9.
10.
11.
12. IBRAT BAREMED H DHHMEW) oo 13
13. HEENSLEIRLR - MBI R BRI
B 2] o 13
T4 DML oo 13

V. BEICETAER oo, 14
1. BHBE « IR e 14
2. FHTE BB e 14
3 BRI oo 14

VI. EMEBICET HER .o, 16
1. PSRRI BIE D DB MBI ... 16
2. ERFRVEFT oo 16

VI. EVENEICBET BB .o 17
1. MAREOHR « FIEE e 17
2. BYHEFRII ST A= e 18
3. WL I e 18
4. 4 A e 18
5 R 19
6. HE I e 19
7. NTUAR—=Z =TT DER oo 20
8. BN EHICEDIRER (e 20

VI. &£t (ERLEDIES) ICEY HEE .21

1. BENELEZOIH e 21
2. BEAKREZOHBIFRIEEEZET) 21
3. ZhAE - DHRICEEE T A EoEE L
FEDFRF oo 21
4. Mk - AEICEET26E/H EoFE L
ZEDFRF oo 21
5. MEHREGENEEZOHME oo 21
6. EEREANEER L ZOIA R OUE ... .21
T FAEAER oo 21
8. BITERD oo 22
9. TR ~DBEG oo 23
10. 4Ehd, PElm, FEHREASOBE G 23
11, A DI G e, 23
12. EEARMRARE R IE TR e, 23
13, EHEG o 23
14, B EDTEE oo 23
15, FOMDTEE (oot 23
16, DM oo 23
X. JEERPREABRICRET DR oo 24
1. BEBHERBR oo 24
2 FEEERBR e, 24
X. EEMEBIAICET HER .o, 25
1. AT oo 25
2. BN ST A EARR e, 25
3. T RTEGE e, 25
4. FRFNBFEN EOEE L e, 25
5 FREBAMEEE oo, 25
B L e 25
T BREDIEE oot 25
8. A RSy * FIZNEE oo, 26
9. EESFEAEE H oot 26
10. BLEIRGEAGEBEA B R OERE S e 26
11, BEMFEYENELE A B o 26
12. Zh6E - 380, ML - HELFEENED
R HBTZDPIZS oot 26
13. HEABE. HiHMOfSRARES HEW
FEDPIZR et 26
14, FEBREHI oo, 26
15. #HIRHAMHIFREIR SIS T D EH o 26
16, BT T R 26
17, ARBRFEAAT EDTEE e 26
XI. X BIR e 27
1o BIHTEBR oo 27
2. ZOMDBEZTTHR oo 27
XO. BEBE e, 27
1. FERIMETOIETERDI oo, 27
2. WM DERAR ST R oo 27
XI. {& B e 27

ZF DD BEEEEE oo, 27



BZEICET 5IER

. ARORE

A N7 U NEFREE ST EBIRIEAICTH Y | A TIEL 1997 FIZ EfiSh T D, BFnEE
MRS HBBEIRLE LT, A 7Y RERIESE 50mgl h— 7 OB AZ L, JEEHE
0331015 5CFERL 17 4 3 A 31 AICES &, B L ORRBRAFIE AR E, MEEER, £
VR A FE N L, 2008 4 3 A IR A S, 2008 4F 7 HITHE LTz,

. EROBERER - HEIFMEE

B PR A4 1%

BRM A 7Y RERESE 50mgl b—U 11X, 1BMEERICB T DI ARk (E R, -
MEER . BARRIR, Hsout, ﬁbw@mmﬂbf\EM\ﬁA’i4F7JFﬁMWEL11
H 150mg % 3 [FIZ/0 1 TRANCRE NG T2 &2k, ARAMEREO LTS,

REME - ARHN I AT A S O BIVE I JE BB EE 23 IR & 72 % fR A 2 520 L TV,

RIVERT & LT, IR, (R, ME9E. AST(GOT) 5., ALT(GPT) ERERHE STV D, (VL
8. (3) TOMDEIWEH DEZ L)

BRBREWEHNE LT, Yav 2 7T 74 9% 0=l T 2L 0H 5, IHHEREREE, FEN
HobihdZenbd, . 8. (2) ERZREIWEM L WHERDOEE SR




0. 2#MICER9 51EH

1. R 5% 4

(1) #0 £
A b7V FHEERYESE 50me [ F—7 )

@ F 4
ITOPRIDE HYDROCHLORIDE TABLETS 50 mg “TOWA”

() BMDHE
—fA +HIE+HBUS(E )+ [h—1 )
[ TEERAZRBERSOEBRFEICH T > TOWRITEL DOMAICET I EFHEIZOWVWT) (F
AR 1749 A 22 H SEAFFARH 0922001 S-S <)

2. — B 4
(1 1 A &AE
A4 F 7V FHEEEHE(JAN)

(2) #* %2 (dn k)
Itopride Hydrochloride (JAN)
Itopride(INN)

3) RT L4
-pride : A/LE Y RiFEK

3. BEAXILRHER
0
CHs
CHa_ %(\O\ II\I
0 07 """ cH,
0
HsC/ .

FRARUSF
42 0 CooHasN204 + HCI
sy : 394.89

HCl

IN
3
=
]




. AEF% (@R

N-[4-[2-(Dimethylamino)ethoxylbenzyll-3,4-dimethoxybenzamide monohydrochloride
(IUPAC)

. BR%&. Hl4&. KBS, E5E5

R L

CASEH(RES
122892-31-3




M. By B3 %I1EH

1. YELEEHLE

(M

(2)

)

(4)

(5)

(6)

)

SAE - MR
F A~ A A ORI R IEDOBM R TH 5,

B RO

A L8 1g ZIENT DICEE 5 & w R
7K ImL AR | WD TP d
AH ) =)L 1mL 2L F 10mL K | W09
HEf2(100) 1mL Ll | 10mL A3 | T 0
=% ) —1(99.5) 100mL L 1000mL A& | #&TI2 <
kB M
BRI L

e (fER) - BBR - REA
ml S 0 193~198C

B AR T
MR L

SRR
MR L

Z DD F R
pH : RO KEK(1—10)0 pH 1% 4.0~5.0 TH 5,

- AR OEZREHTICEITIREL

B - L 2

- AR ORI

(1D 7= Bk - BRI & 2 REASOS

(2) A AT R E T

(3) TR AT S ETEWRAE S U D DEEFRITE)
(4) HAL O ENESG




4. BHES DEE:
RN E TR




V. HAIREI HEE

1. i
(1) FROXH., & ”RUHEIK
FITE DX B T AN T—TF ¢ TR
PR BEDEFAY 7 4 ba—TF ¢ Tk
| A
7 = 18l
s | =
$E(mm) 7.1
JZ & (mm) 3.1
‘B &E(mg) 115

(2) "WHIDYE

®)

(4)

HE S

62N(6.3kg i)

BAO—FK

(1) FFZORKRI, SMBLE ORI & 2]

pH, iZBEELE. #E. HE. BEEOERURER pH 5%

Y LRV

2. HEIDOHERK
(1) B GEERD) DEE
188 4 M7V R 50mg 2 &89 5,

(2)

B om oy
i HH W S pilll 7
R A HpEARFY), hyERaTT T
it E Al E Ry ot itilin—=2
AREEA IV A T— A
T IRA 277V Ul Mg
a—7 4 U TH tr7uAn—X bkFE voruad—)L FFuasny




3) Zoft
R L

3. BEH. AFOSHIEICHT HERE

M L7gW

4. HEOEREHTICETIREL

(1) hnEaELER v

EETUE - PTP @3 LAY A7 L 3 fask L g

RERSME - 40°C, T5%RH., 3 = v F(n=3)

—

ABRTE B BR hR 6 & H
HEDOEFA D O
[E7N ) R4
T AN A—T 4 T
Tl Rk bR STk [\
TR (%) 82.6~98.8 85.0~99.9
(%) 98.8~100.5 99.0~100.7
BIEERE - AR ) = F L RIS AN B
FERSAE - 40°C. TB%RH, 3 = v F(n=3)
ABRIE B BR B R 6 4 H
‘ FEOEFRAD O
PR ) [\
T AN aA—F ¢ T EE
ek BR A Rl
A 2(%) 82.6~98.8 89.0~99.6
& &%) 98.8~100.5 98.4~100.5

B A SRR 2 L7 N EBR (40°C, FHXHEE 75%. 6 & H)DOfER., 4 M7 U REEEE
50mg [ b—"7 ) 1X@HE OHGIE FICBWT 3ERZETHD Z EnfEll ST,




2) REAREHER?

BEETERE « PTP aldE U 7= 0,

HAERSA: - 25°C. 60%RH, 1 =~ K(n=1)

PBRIA H B A 54 6 & H
HaDEFRA D D
(TN ) Gl
T4 a—T 4 VT EE
file s R BR Sk G
AR (%) 94~99 98~100
& 8(%) 98.8 99.4
BIETERE  PTP 22 LAG Y b7 L I fae s L5

BRI 25°C, 60%RH, 1 2 v k(n=1)
FRBRIE F BH AR 5 4 6 & 1
Pk Eé@%ﬁk@@\ -
T AN aA—T T EE
iR AR ey [Fl /2
s (%) 95~98 87~101
o 5(%) 100.1 100.1
IS HE - PTP cldE LGV S 7 /L I fEmde Lo i
AREREE : 25°C, 60%RH, 1 2 v h(n=1)
BRI H BHARIE 6
Pk E@@%ﬁﬂ@@‘ .
T4 a—T 4 TR
Vs H (%) 93~97 98~100
& 7(%) 98.5 100.5
BUEIBEE - R Y = F L IS AL L,
BRI - 25°C, 60%RH, 1 2 v k(n=1)
FABRIE H PH AR 6 4
Pk Eé@%ﬁﬂ@@\ .
T 4NN —T 4 T EE
%) 93~97 84~101
o 5(%) 98.5 101.0
B a2E L 2 W - RIIRAABR(25°C, AHXHIE 60%. 5 4F 6 & H LU 6 F)DfER, A b7
U N¥ERE

YadE 50mgl b—U T@EFE OTHSTE FICB W TS EREZETH D Z L BRI N,




Q) BALEKEBIZEITIREKRY

ABRIE H 45 ) aaE il prtantin
i< Py 7 PV 7 P 7 (R
(400(:\ 3%)5") R'ﬂ:cﬁb R'ﬂﬁcﬁb R'ﬂﬁcﬁb R'ﬂﬁcﬁb
i -
(25°C. 7T5%RH. 3 5 ) b7z L A7 L A7 L A7 L
jll/: IR N I I
(60 77 1x - hr) bl L b7 L b7 L b7 L

) BRI TGE) B AHBESEAIRZS « 8EA « 7 72 LAl O A ERAE COZEMRBIEIC OV TE
H), SFRk 114 8 H 20 B ORHEIIEEIC L 5,

@) HEHEORER 9
TR « Bl v — LIC ARz b 0%
IRZLE - 25C. 60%RH, JENMAE, 17 v F(n=3")

BRI H B AR Gy EIE 1 & H 3 & A
Fogh K F [ /e [/ [F] /2
enunal — F Gk 6] A2
B (%) 96.1~98.1 88.5~97.2 95.2~98.9 90.2~96.5
7 5(%) 100.3 99.7 99.7 100.2
1 EHEOARBK 12 V= V7 L— MIARTZH O
%2 IRHEBEOL n=1 TEii L7=T —¥
ALAETERE  BAR v — LI AL b D FL
FBRSME - 25°C. TB%RH., HOEMRAE, 1 v v F(n=3*2)
FABRIE H PH AR Sy E AR 1 & A
K A, [l /e [Fl /2
PR
5y — A [l 22
Vs (%) 96.1~98.1 88.5~97.2 92.0~97.9
7 5(%) 100.3 99.7 99.6

1 EHEO BB 12 ¥ =17 L— MEART b0
%2 WD n=1 TEHE LT —X

B D EMNRBR(25°C, FXHEE 60%., HEXARIF(S B A) RO 25°C, FXHEE 75%., H
1FE QA @EH)OFE, 4 7V FHERRESE 50mg [ h—U ] 1ZFNTNORBRIER T, 3L A
AL ERD 2o T,

. AERUBRBROREN
RN




6. fthfl& DEREEEIEILFHEL)
R L

7. BHM

(1) BERUREBRAED
A N7V RHEREESE 50mgl b —U 1%, BARFER T EIRLBUEE SHEIZED bivicA R 7Y
R SE OVEHBRICHEA LTV D 2 E DR ST\ 5,

¥k AREHEBRECS KAL)

ABRE : K 900mL

[Bl#5%% © 50rpm

BITEE © SRS AT EE R E 15

OB 30 DRI OEHRN T5% L Lo L & 3#Ea L5,
(H st - B AR S J7 Fh R IR AL B 26 3 )

10



(2) W FHRIFEHER ©

(P2 FE =TS DL IR SRR T A BT A ) (BEEERES 786 5 VAl 13 4 5 H 31 FITHE

WA HHRER 21T - 7,

<RIEFEH>

= BR & : pH1.2.pH4.0, pH6.8. K

[ & # : 50rpm. 100rpm

REREH] . ANTRIEEEE SE50mel b —"T |

120

pH1.2, 50rpm. /\FJLi%

100
= 80
i?;_]’r 60
E5t B UL X
W@ 40 —O— A BREH
2 —o— IRERFA|
0 L L )
0 15 30 45
HERRERER R (9)
B (5 0 5 10 | 15 | 30 | 45
HERWA | o |325 |628 | 80.6 | 983 1005
RERE | 0 |64 125106 [ 31 | 12
MK | 0 | 275 | 628 | 833 [ 995 |101.0
HERE | 0 |23 |73 |78 |27 | 12
120 oLt 8
pH6.8. 50rpm. /SR L%
100
= 80
# 60
H .
K40 —O— iBREA
20 —o— RHERF
0
0 15 30 45
SERIREREREERE (5))
BFRR(5) 0 5 10 | 15 | 30 | 45
BERMA | 0 | 341|627 | 806 |970 |99.7
BERE | o |82 | 125109 | 47 | 20
1ZHERA | 0 | 220 | 525 | 754 |98.1 | 99.7
BERE | 0 |68 |94 | 71 [ 19 |13
120 ors
pH6.8, 100rpm. /KL%
100
= 80
1;;? 60
SHER B
@ a0 —O— AERBFA|
35 5t il
20 —— 1RERH
0 L L L )
0 5 10 15 20 25 30
R R IR (5)
(5 0 5 10 | 15 | 30
HERMA| | 0 |353 |668 |887 [101.6
BRERE | 0 |63 | 58 | 46 |09
AZHESF| | 0 | 403 | 788 | 97.8 |101.7
BERE | 0 | 81 | 91 | 44 | 07

TR (%)

B (%)

BB =12

HEBZE O FLE

1ZHERF] . gEH. 50mg
120 pH4.0, 50rpm. /SFJLi%k

100
80
60
40
20

120
100
80
60
40
20

—O— FEREF
—o— 1RHERF|
15 30
HERGERER R (5)
B (43 0 5 10 | 15 | 30 | 45
HERWA| | 0 |348 | 653 | 827 | 986 [100.6
BERE | 0 |63 |106 76 | 27 |13
ZERK | 0 | 271 | 619 | 848 |100.8 |101.7
BERE | 0 |44 |53 | 49 | 13 | 11
K. 50rpm, /SFJLE

—O— ERAHI
—O— RERFK|

45

15

BRI ()

30

BFRA(5) 0 bl 10 | 15 | 30 | 45
BERMA] | 0 | 348 | 640 | 816 | 953 |97.2
RERE | 0 | 90 | 11794 |34 |13
KA | 0 | 260 | 562 | 769 | 929 | 94.7
2ERE | 0 | 63 [107 110 | 31 | 09

45

11



AEREHI R VRERFN DT BEHERO LK

RPN A ] g
I R g | 470 R BRI o |
MR | I | SR | o 50 | BEAEEE S0me DI Seop)
15 4y 83.3 80.6
pH1.2 30 4y 99.5 98.3 85.0 ]
45 43 101.0 100.5
pH4.0 154y 84.8 82.7 —2.1 i
15 %) 75.4 80.6
oHes | U™ | 804 98.1 97.0 74.6 i
45 43 99.7 99.7
15 %y 76.9 81.6
K 30 43 92.9 95.3 72.7 i
45 4y 94.7 97.2
pH6.8 | 100rpm | 15 %) 97.8 88.7 —9.1 | i
(n=12)
e e

(pH1.2, pH6.8, /K(% 50rpm)]
FEVERLAIS 15 43~30 3Ty 85% LA LIS T 256 « EEVERA O AU RN 60% & Y
85% 3T D 2 72 2 RF AT 35U C ., FRBREA 0 P45 =R AT VE R 0D SR H 3R = 15% D i
I D70, T L BEEOMEIZ 45 Ll ETH 5,

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

FEVERLHKIAN 15 43 LANIZ ) 85% LA FIR T 23564 - RBRILAIIX 15 43 LANIC ) 85% LA i
322>, 3T 15 43130 TRASR B 0D AL H R AR HE R 0 S22 P HE R = 15% D i PH I
H5b,

FROFER LY BBREIEENFNICONT, HA KT A O HZEEE) O RS M o] & L
e Lz,

o T A 7Y FEERRHESE 50mgl b —U | & IRHERIFI O HZEENIFSETH 5 L Hlr L7,

- EMEFRIARRE

BARRNA

. REDOFEMAS OHERABRE

(1) 7= - BrEERIRIZ L5 2 0p0s
(2) SEA& AT BE I E 1
Q) #HEgro~rsro 74—

12



1

o

11.

12.

13.

14.

. BADDOEMESDEES
WKk v~ N7 74—

Pl
M L7gW

BAT 2 ARAED 5 5 IHM
R L

EBRMNREGERS - MENERLCERICET S 15
A L0

Z Dt
R L7

13



V. AEICET HIER

1. hEe - R
&ML H RIS D IHLEEIR
(EHIziE, EREERE, SRR, Mo, Bl gk

2. B -H=E
W RAIIZA 7Y RiEEeE S LT 1 A 150 megZ 3 [T/ T CTRANCRE NG9 5,
B, Fin, JERICX VI EERET S,

3. ERERAUIE
(1) BBERT—R/I\vHor—o
BA)- L S

(2) BEERZhER
MU ER L

(3) BEPREEIREAER
MU ER L

() BRMEBR
AR L

(5) BEEHHER
1) AT R E R
AR L

2) HEER
AR L

3 BeMHR
LR L

0 BE - HEHIRER
AR L

14



(6) AL
1) EARMRE - BEEARARE HAEE) - WARIRE
R L

2) EAFGFHELTEEFEDNDABRIIEIENR L -HEBROBE
%M L7gW

SER (h R R ER RELER)

15



1.

2

VI. EMEEICEHT H1EHE

EEZHCEEH SILAYRITILEYE
ARruTZ IR, oY R, £ 7Y R 7Y FENKGEEEF)

. RIEER

(1) YERRRLL - ERKF
RNV De ZREE W T2 LIk 7 EF a2l A(ACh)ERE A RET 5, BT T
Nal) 27 7 —PHEENC LD EfE S ACh Oz Hifl L, > J 7 ARk
5 AChREZmD D, b OEMIC LY b EEEEN 2757,

(2) EhEEN T BDHERAAE
MU ER L

() VERHIRMEM - HER
MU ER L

16



VI.L EYENREICEIT HIEE

1. MAREOHT - AEE
() ‘AREAEDGMHRE

(2)

)

B L

B e I P BE B 2 e ]
(3) BEIRFABR CHERS S 7z M PR EE DI A 2

EREREAER CHESZE S iEE

S YEHIRIE R D

A N7V RERIESES0mg [ h— 7 | LAEWERIKIZ . 7 o A4 —_"—EIC L N1 8E (1
N7 U RHEFEE & LT 50 mg) MERERRAS T (n=24) |THEEHERE O#H S L g RZq(l
RIEREZHE L, B5NEYENEE T A —4 (AUC, Cmax) (2D T 90% 5 HH X ]I THE
FHENT 24T o 724 5L, 10g(0.80) ~1og (1. 25) DEIPHN TH ¥ . Wi AW FH R SV A HERR
=iz,

(ng/mL)
500 |
450 |-~ A MU FEEHESES0ng [R—T) (§EAL. 50mg)
—o— ERERIA (§7A. 50mg)
i 400 L Mean+S.D., n=24
{g 350 { ||

300 i

0 2 4 6 8 10 12 14 16 18 20 22 24
BERORKM (br)

EYWEHE NS A — 4

HENT A—H BENTGA—H
AUC24 (ng-hr/mL) | Cmax (ng/mL) Tmax (hr) T12(hr)
A 7V N EE

50mgl h—7 | 794344 315.50*£169.30 | 0.746=%0.279 | 3.5689%=0.966
(BEA], 50mg)

s Y1 AL

PR 790+286 330.52+149.49 | 0.809%0.476 | 3.6331=0.904
(FEA], 50mg)

(Mean=*+S.D., n=24)

MAET I TN AUC, Cmax 5800/57 A— % 13, HBRE ORI, (REORIRIEL - FFi%
DR L > THRARDWREMENR D 5,

17



4)
AR L

5) BF - HAEORE
AR L

(6) FHEE (KE 2 L— 3 2) BRH7IZ & U $I8] L - BN B Z HER
AR L

2. FMEERN/S A—S
(1) BBHT Ak
AR L

(2) AR
AR L

(3) NAFTFRASEYT 4
AR L

(4) BHEEEEH?
kel : 0.2085+0.0626hr! (fEFHEKR AR 1. MEEkOo#s)

B vITSIUR
LB R e L

(6) HHEH
MR L

() MEBEREEE
MR L

3. | I
B - L 2

4. 95
(1) % — B EdE e
BNV YA

18



5.

6.

) hik—HREFEBE
R L

Q) Eit~DFITHE
VI 10. ARt PEfE, RIELEFE~OERL O 2) 221

) BE~OBE
R L

(5) TDOMOEBRA~OBTHE
LR L

® B
(1) feRER R U R B
LR L

2 #BISE5T BEEE CPA50 %) D5 T8
LR L

(3) HEBEHROHFRRUZOHS
YR L

@) KEDOFEEDFER VLR
RS L

(5) FHERBMOEER/ 5 4 — 4
YR L

B
(1) HetERA R U4EEE
PR L

(2) ot
BB L

(3) HEM=RE
BRI L

19



7.

S Y RK— S — BT B R
MR L

. BNFICKDBRER

R L

20



VI. Z2M4% (ERLDIESF) ICAYT SHIER

2. ERANBELZDEA(RAERZEL)

[ (ROBEICIFBELELNIE)]

AN D RTINS L BUE DBEERE O & % B3

3. e - HRICEET SHEALDIE L TDER

A L0

4. RiE- REICEHEYSERALOEE L ZTDEH

R L7

5. EERERNBREFTNDER
BARSAA

6. EELERWIBLZOEHRVLESE

EEGELNIE

1) AFNEITEF A=) OEREZRERT 5D T, F0D ]
2) HEEHEROUEDR A LN WS, BRIIChI > TER LT & Thu,

THELTHEMATDZ L,

7. ME%EH

(1) RS L ZTDHER
A% L0

(2) HREE L ZNER

GrHRER (BHARICEETSHC L)

Jis

A

TFNAART IR &5,
FAE VT LBACKFY

KA F FRARSEIR - HEE T A HEFr - fEBRIA ¥
= U Al ARAN O EEIRIE(EH (2T = U > F o {E AL B HE Eh 0l
FHR VT LRW U AEHD 238853 2 BT s (TER 25 . AFIOVEH & KB

WZHPTd 5,

21




8. El{ER

() BMEROBE

AR FH BB A 55 O B TS BUBEE D3 AT & 7 2 AT 22 SR M L T,

(2) EXBEIER & HHREIR

BEXGEMER (BEEFRH)

M vavh,. 7HFI7243F—:vavl, T7FH74 7% —%BITIERHDHOT, Bl
BaH0IATV, MERT, MR RS, WEEEFEIE, S92, B H. BITFEOERNRD 5
NS AT G2 IR L, EYRAEEITH 2 L,

(2) FFi&aebEsE. #yE : AST(GOT), ALT(GPT), vy —GTP @ A% % 1} o fHrelEE, sE H 6
PNDHZENHDHDOT, BEETHITITV, BEPROOLNGAICIIERGEZRIEL, i
U7 LE 21T S 2 &

Q) _ZnihnEIER

Z0HDEIER

A
iBEREE™ BT FR T O EER
i Z o
gt IR
M5 a7y Fr LR, ZiEIE
1 %™ /MDD T ER
HibER TR, fERE, M, RS, EERIEGE N
RS B, A T A T, BEREE, DFEV
AT AST(GOT) E5. ALT(GPT) R, vy -GTP LH. Al-P E5
=i BIN b/, 7L 7F=" LR
Z 0t s E e 9 5 Ik

) ER (GEE) 25580 DN SEICIE, G2 TIET 572 SR NLE AT 2 &,

EEHEEAERAE R UBFREERE 8
AR L

EREE. B6HE. BEERVEROARSERIORERRRAE
MR L

EWT LLE—(CHT BEERURRA
FXEL Y iR

BEXGEIER (RETH)

M) 2avd. FFI243F>—:2av s TTI74T7FV—2BITILRHLOT, #l
LaAPIATO, MERT, WRINEE, WREEIE, S5, AR, FEITEOMRIER0 5
NIZHBEITIR G2 IE L, EWYRAEETS Z &,

22




9.

10.

11.

12.

13.

14.

15.

16.

ZODEIER

B

B BE"™ WL FR, X D FERK
) IR GRE) 2580 DG AIIE, G2 PIkd 570 Db 2 uEETT O Z &,

=mE~NDES

mEIENDRS
— I E S TR T LTS 2 EREL BERAR S 5T 0o T, +o72
Bz T, BIEAZY S 6 O TG A ITITE AT 5 PEEICR G T 5 2 L,

i, ER. BRIF~DOERE

1R, ER. RILEF~OKRE

1) 3R SUTHER LT ATREME O & 2 eI, 169 EoA istEn et 2 ka2 & )k S
NGB OHEGT 52 &, URIRT OFRGICET 5 ZaIfsr L Tuien. ]

2) RILPOLME~OEGITRET D ENEE LWV, R HTRET 256 3R 2 kT
SELZ L, [EMFERT v b) THIHFICBITT 2 Z & HESh TV D, ]

INREADZRE

INREADEE
AN R B R BVEITRENL LTV R, (R A 2200

RRRERRICRIFTHE
R L7

BERS
A% L7

BRALDIE

BRALEDEE

EHIZ A0 : PTP WEEDOFEFNL PTP v — bSO H L CIRAT A2 X H5ET 52 L, [PTP &~
— FOREIT LY, BEOELA TS RIEREA~FA L, FICIE L Z R 2 U CHEBRIAR S D EEE
REMEZPIRET 2 Z EAMESATWS, ]

ZDMDEE
Y L

Z 0t
RN

23



X. FFERPREAERICEE9 HIHE

1. EEHER
(1) FFIBHER
DR L

(2) BIRHEEER
BUE R L

(3) REMEIEHAER
MU ER L

4) Db ZEIRAER
MU ER L

2. EMHAER
(1) BExE5EMHHER
MU ER L

() RERSHEHR
LR L

(3) TR BB
AR L

(4) ZOHOEHEN
AR L

24



X. EEMFIRICET HEE

1. HREXS
LA

2. AR XITERLR
ERHIIR : 5 F£OME. 7 ~VLITRLH)

3. Ik - REEHK
Il SRR

4. FEFEFWLEDEE
(1) %Ht@ﬂx%&utwm‘é‘;ﬁl 2L\T
B E R L

(2) ZFEFIZATEFDERIZ LN DLNT
BERTERGT A N
<FvoLky : F/

Z OO BEWITER ¢
VII. 14. jEf EOEEOEE SR

Q) AFFFOBERIZDONT

AR L
5. ﬁnm*#l:%
AR
6. 9%
A HE WA RERE, AE IS

100 &£, 1000 %&

PTP 434k 1050 $£(21 & X 50)

(210 5E(21 $E X 10) : ®iEH 1)
VA 1000 %

7. BEOME

A3 ME

PTP it PTP N B = Bl Py )
AV Ak ., & AJz=FL v




10.

11.

12.

13.

14.

15.

16.

17.

. R—H5 - A

[W—psr : ) b > 8E 50mg
FZh#E: A b7 a7 I IR, RyRY Re, 297U K (7Y R ENKGEEEEL)

. EFfEEFAR

199546 J1 30 H

HERTEAZFABRUVERES

BOERTE AR A A KB {iks]

2008 4F 3 1 14 H 22000AMX01199000
EMELNHEAE

S AAENGEAEA H 15

20084 7TH 4H

$heE - SIREM, B - AZELEFENZENDERABRUZORE
BARSANA

BEERER. BIMESERARFABRVUEORE
A% L7

BEEEYM
BEARRANA

REAFGIRERRICET HF®R
AANE, B (D DWW I3FRE) HIFIZEE T 2 HIRIZED STy,

72720, V. 6. EEARJLAMEE & OB N OWLE FEOE QI EME OFER H 5,

KLEI—FK
o JE AR 55 1B S AT J Y o a1
2399008F1012 622895500
Gt —4) (fE—4)
118595901 2399008F1144 620007910
(f&E51) (& 351)
RIRHAF EDEE

AANIZ N L OB FEEHKLTH D,

26



XI1. X [

1. 5IFAXH
1) HFSRERRA S AN - R
2) HRSKMER A ANE R - BRI
3) BUFERALHRASHE HNER - SEARIRRRIC BT B R E MR R
4) HAFKMEER A FENE R B OREMERER
5) BRSNS AENE R LR R
6) HANEKALKER A NE R - AR SRR | I B
7) BRERERAHE HNER - AR RS e R LR

2. ZOMDSEH
AR L

XI. s&EEH
1. EHNETOHRTIKRR
MR L

2. WHMZE I B ERER BN
AR L

XI. g &

ZDDEEE R
R RS R — =

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



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

ELERRFETT

RAFEmAEDN 4L

ABREFEDHRE28® 1S

5 it —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


