2018%1A%ET (E8KR)
BAREZEmMRNEES 87219

S A4 248 E a— 7 4 — L
BAMRREXKEISD 1 FEEEEE2 0 1 3ITEH L THERK

A

=

AR - KENEH
AXZRA —)TY UiE
—t)3dY) Ui SmglHETI]

Nicergoline

# W| 71 ba—F 4 Tk

B/ A o R HE K G LHEEERL (EE-EMFEOLGZEZLVENTLZL)
s - - & EB|l1Eh=trdV . mgaghH

— Ao %, m & =kray

7 4 : Nicergoline

AERAEHH  :201834F 2H 15 H
HAMEEVEIE - 2013 4F 6 H 21 H
FFEAH  :20134F 6 H 21 H

HERTARESFAA
EMELINE - RFTFEAR

% - RWERT (@A)

o - R 7 & it % BUGERRTE T P TRt

ERFHRELEOERSE

HE TS BEHEVFR— b 2 —
Bl v & H € & O| TEL: 0120-517-215 FAX : 076-442-8948
= BRAE AT AR — AX— 3 http!//www.nichiiko.co.jp/

ARIFIF2014F7AHET (F2hR) ORGXEDEZHICEDIEHETL -,
BT DU SCEIT L, EIFRLERERIRR OSSR — L —
http!//www.pmda.go.jp/iZ T ZHERR T S\,



I FRIADFSIZOME —BAAXKRBEEFIHE—

. BERA VAP 1— T4 —LEROEE

PR RS O AR 72 B & U CEREAERMIRM SCE (LT, M SCEERT) Bd b,
PR B C RN - SERIANSE O EFIEHE DY B EB B2 3K 5 O EE G 216 H 7 2 BRI
X, WRASCEICERE SN E B2 BT 2 BICEMR ERA L E R GAND D,

PR ELES CIE, YRk EIRSIC DWW THREBEAE O EIRIE R Y FHF I THEROBINFERCE 2 LT
WEMTL TR L TETND, ZOBICHERIERZBHROICATT 7200 HY A ML LT
A B a—T F— LNDFHE LT,

BAFN634EIZ H AR IEAIRI = (LT, HIRIEEMET) FINE2/NERERN TEERLA X Ba—7
F+—2) (BT, IFEET) ONLEM T I N IFRRsEE A R E L, T Otk, EEEEE T
WICEF AT EIR AR =— X DB E2 T T, FRR10FI A I BN E /N E B RIZHB W TIF
RLEERH O UWET M T,

FIZI0F2 0 L, EIEMIEHROAID FTH 2RI, ENFTh 5 ERBIGOEAAR, W
Lo THRE « BRBEIIRESBIL LA 2% T, FRk20FEIH IC AREERBEREBSICE
W CIFREHZEH2008 03 5 E S vz,

IFF# 2008 T, IFAMEEAROM & L TREET 2 50 S, PDFEOEBERNT —% £ LT
BT 2 2 & (eIF) MFHIE ooz, ZOEFEICHOET, A XEICENT I35 - iR 0E
my o, TS o BEARALARNEROWRET] REDUGFTR O -GA1S, SGETOMRT — 2 %
B LB Oe TFR Rt s s Z & o7z,

BARDe-TFIE, () EIEMLEFRERROEED R —AL~— (http//www.pmda.go.jp/) 75
—fELCAFARRL o T D, HAWBEEAIRS CTIE, e IFZ B3 2 EHAF MR — 23
—UNAXI A P THDHZ LR LT, EAMEAEIGEIC & CTe- IFDOE M A M3 2 Mk a5t
&L C, Hx ODIFNUA CEEAHET 2 EFEAERE L CHEENEE - T2 8 & LT,
20084 L W AFARIDA v 2 B a— 7 3 — ARt 2 P L7 CHE L CE o HE A2 M L,
WAL - TY, [EA - FKARIFEICE > TH, DROBRWEFREETHZLE2E X2, £ZTH
W, TFRLEEH O —HET 2T WIFRLEEH2013E L TART HENE 2o T2,

. [F&IE

IFIE TR SCEEOERZMTE L, HAIREOEFMNEFEIC L > THFEBICHNER, EEHOM

BHEHO T D OER, OO OE®R, sRAIO 7D OEH, EIHELOEIESEH O D OER,

P RBE T T OT D DIERENER SN TG E R O EIE S EHE & LT, BRIEN TR

PHAZRE L, FEFIENE D72 12 2 3% = FE 05 O TSR 31T AER L ORI 2 (KHEH L TV B 2 &
BT BRD,

7ei2 L, SR - BUROERESICE D S b 0, REREZEORIFILS T A BN T 5 b O K OSEART
H &AM « BT - 3Rt REFHEFIIIFOGLEFHE L 1T 6700, SNz b &, REEMHEND

AL S NIFE, 3EARTE O 23580 - W - BREIS T 5 & &b, RERMTEETHHDEND

Wik z RO L EFHEE LTV D,

[IFD#]

OHEITA4R, BiEx L L, JFHIE LTIRA > ML EOTFER (MFTHmL) T L, —@hv
ET D, 2L, IRANSCETHEE - RTEAWEEAIE, BRI b LT 5,

OQIFFLHEFEICE S EER L, FHELAILT Yy 7K TRET 5,

QFMOFCHEIT — L, FIHT CTHIFEERD MFRHAOTE & O | O EFTH T
DEL, 2HIZE O D,

[IFDYERK]

OIFZFAIE U CTRIFIoR5ZER (WRA, EHAL SARAD BRSNS,

OIFIZFE# T 2T E L OESNIE BRI E L7 TFfd B IS HERL T 5,

O LTEONE L HTET S & DIFOEEITIHN > THLERFERNTH I NS,

ORI ZEOKEEFITRET 2 b 0, BERKSEDORAFIZE ) 2 5023 25 b O R OSRAIRN % 13 U DR
PEFEE DAFHM - BT - SR RE FHICOW I REHE S v,

® MEIEMGA VX B a—7 5 — AFR#EEHE2013)  (LLF, [TFFE#EZEME2013) S0E9) Ik D 1E
B ENZIFE, BAEARTORMEZ AL U, SHEICS U CRARTNE FEAR (PDF) 75 HIG
LTS, B TORKIILETIIR,




3.

4.

[IFD#1T]
O [TFFLHEERH2013) 1X, FRk259-10H DARRICAGE SNBSS B & 72 %
@ LR UA D EE IOV T, TTFGEEZEE2013]) 12 K A ER - #REH35EH S p b o TR0,
OfEH EOEEOWET, FEAME XIIHENE R RN 2323 S A7 RE R0 N #IGAE
DPERZEN 72 S, BT RENBEDRRE LK LD G EICIFIFNSEET S5,
IFOFABIZHT=>T
MFE#EEEE2013) 1B W T, PDF7 7 A MIC X A E TR CORMEEZ LR L LTV 5, [HH
ZRIFT DAL, BAEALSHEIBI L CRIAT2 Z EBNEAITH 5,
A EARDIFIZ OV TR, &35 R A TS O = 3K 5 PR A 1 AR IR — A — 2 fgidlk
LTI E SN TN D,
RSRAET TEIESA VF B a— T+ —AERO TG & | 1ITHE > TERL - 2863228, TFDJRE%
B E Z, EEESGICRE LTS ERCIFMEFRC FEE UEEO SRS I o) TR O MRS
ANDA VHE 2 —IZ LV IEKAIER SRNFERESE, IFOFAEEZEDLILERD D,
F7o, MERFSGET SN AMHH EOEEFICEAT 2 FHICEHL T, IFPSGETISN S £ TOMIE, %%
[ S L D USRS ARG 2 YA SCEC R A B CELS, H 5 WVITER N ERE S E R E Y —
ZEC K0 A S EET 5 & L b, IFDEMAICHT- > TE, B OURA SCE % E 35 E
PRI SRIH AR AR — A R— Y TR T 5,
72, WIEEHSCEEEOMERO SO LR SN TV D THRRAR < [ E24MNE TORTEIRI
BT DTS IIKRFHEICEADL Z 0 HY, TOERRWICIT OB ETRETH S,
FIAICELTOEER
IFZ A% B HEBICB O TRNT 2 ENTERWVERLERRE L UEH L TIEE 20, L
ML, EEESCEBRAERL 7 eE— g ra— FEICLAHENC LY, RUSESENEIRGIEHR &
L CRAETEZ2HAICIIATEMAND 5, IFTEFREODEEEZZ T T, YiZERL ORI
EPMERR - RIET 200 THL Z LD, Fifl - REUUTHINZZ T I 2252002 258 L T
BORTIZe 5720,
FRIEPET, IFAHL ETHIRMICEEZMTT HDHEREM THY, 5% ¥ —Xy b TORA
B LIEE 2, HEELEORERHICEMLUZ2NE YFE LERIN TS Z & 28R L CE#R%
EHT20ERD D,

(201344 H &7T)




H
1. BECETBIEE veoveerreorreereerneeneeanns 1
1. BB DERER e, 1
2. BROBEFH - BRI . 1
OI. BFRICEHT BIEE --oooevvvererrrrremeereeeenn 2
T BRTE B e 2
2 BB e 2
3. BERIETRMER oo 2
4 D F R IR T oo 2
5. BB (BBIE) oo 2
6. 1A%, A4, KBS B5EFS ... 2
7. CAS BB B e 2
M. HYESICEET BIEE --oovvvrrrrrrrrrrreeeeen 3
1. MIBIEZEBIMEE oo 3
2. MBS DREEHTIZETLRE.E ... 3
3. AMEDDOHERHERE. .o 3
4. BVESDEEE oo 3
V. SIFICEAT BIEE ovveovveerreerreernemrneeeneeenns 4
1 BT e 4
2. BIRIDARR oo 4
3. BAF, ABFNOSEMEIIHT HEE........... 4
4. HFOREEFHTICETE2RENE e 5
5. AEERVBMBEDREME oo 6
6. FlEDEEEIL WMEBLEFEHEIL) ... 7
T T e 7
8. AEMERIEERIE oo 9
9. BHIPDAVBSDHERRERE ..o 9
10. HEIPDEEIDEEE oo 9
11 I e 9
12. BAT HA6EEDHITHEY ..o 9
13. FEIADELESS - NENEGRLRBICET
BUEER oo
TA, F Do 9
V. SAEICEET BIEE oo 10
1. FHEEUETIER e, 10
2. FERUBEE e, 10
B B RAIE oo, 10

R

VI. %ﬁﬁﬁ(:ﬁﬁj—élﬁg ............................. 11
1. EEPHICEAEZEOHSLEMXILEEDE 11
2. BEIBVER oo, 11

VI. i%ﬁ%(:ﬁgj—élﬁg ............................. 12
1. MAEEDOHR - BIEE. .. 12
2. EEMBERERRAI/ST A= e, 13
B R e, 13
A B e 13
B R e 13
B . B e, 14
7. FSURR—Z2—IZEAT BERH..ccccovven. 14
8. BNEFICKBBRETRE .o 14

V. &£ (FERLEOFESE) (CEAY5EE - 15
1. BERBEEZOER ..o 15
2. EEABLETNER (RAIEZZET) ... 15
3. PEEXIIHRICEET SFEALDITELZTD

TEET e 15
4. BERUVA=ICEET 2ERALDEELZD

TEET e 15
5. EESRSHNEEFOER .o, 15
6. EELHEAMTIELFOEARVMERZE 15
T FBEAER e, 15
8. BIER oo, 15
9. EEREADTEG e, 16
10. 134, IR, BEABEAOERE.............. 16
11, INREADEES e 16
12. BERBEERICRIFTEE . 16
13, BEIEE oo 16
14, B LD R e 16
15, DI R e 16
16, DM 16

X. 3Fﬁﬂf§ﬁ§§(:§§?’élﬁﬁ .......................... 17
1. BRIEEEER e 17
2 R R e, 17

X. Eﬂﬂ‘]EIﬁ(:EﬁTéIﬁE .......................... 18
T BRI DD e 18



2. BEIEIIEERIAR. ..o 18
3. Bk - RIEEM e, 18
4. FEFRERD EDFEER oo 18
B AR e, 18
B . AL e 18
T BB DME e, 18
8. BI—HD " BITIZE oo, 18
9. EFEFEAEEAR oo, 18
10. BERFTRBEABRUERZEES ... 18
11, EMEENFHETD oo, 19
12. #hEEXIIEEM, AERVHELEEENE
DEABRUZDAR oo 19

13. BEEHRE BIMEEZERAREABRUVZD
R S ettt 19

14, BB e 19
15. 5 HMHIREERICET HER ............. 19
16, B BT R oo 19
17, BRI E D EE e 19
X I . xﬁ ................................................. 20
T BIADSTER oo 20
2. FDMDBESTER oo, 20
X1II. %%ﬁ*ﬂ, ........................................... 20
1. EENETORETRRT. .o 20
2. BB HERZEER .o 20
X1 ﬁﬁ% ................................................. 20
ﬁ-i b [ B R LLEEREERPRRRY 21
ﬁ-i b [ D L R LLEERE R PRRRY 292



I. BIEICE9 %1EE
1. BROEE
AFNT =BT BRI LT 5 MRS - REMEERITH 5,

Te L7 U > N §E bmg| 1%, HETHKRRSHENBIEEIRENE U THEEZAm L, HELD)

RER L RE, REMRER, AW Sz 5 LT, 1999 4 12 A 24 HIZAR
ZWAFL, 200047 H 7 HIC EfiL7e, (G5 698 5 (BEFn 5545 H 30 Af) 12K
X IKGRHGE)

R FEG LD, 2013F2H 15 ICkE4 % Te/L 7 U U NEEd mg| b =&/ TV
EEbmgl HIE L | ICEEOAREZST, 20134FE6H21H ML RIBDEWNE /2o 77,

2. HRMOBRFN - BFIFHORE

(1) AANZ=tr=aY G200 &I 5 MEsR - AHERTHD

(2) PTP v — b EyFar br—n a7, 18I LICHD4 - aRBEFr LT,

(3) RAMER GHEEAE) & LT, wibas, AP, 8ERZR, AFthpftsR, @EUEDMERAHE S
nN<Tnd,



I. £%ICEE9 5EA
1. FR5E4
(1) 4
=3V 6 bmgl HIET
(2) #4
Nicergoline
(3) AMDHEE
—4 &
2. —g4
(1) M4 (FHRXK)
=tV (JAN)
(2) #4 (4K
Nicergoline (JAN)
(3) RTL
AT N RA RFEE : (Derg-
—aF UBHEERS LT =aTF ) A LT L a— LEEEK  nic-
3. HEAXEIRHER

4. HFXRUVSFE
57 F 3 0 CaaHz6BrN3O3
Sy 484.39

5. {24 (ams4k)
[(8&,10.5)-10-Methoxy-1,6-dimethylergolin-8-yllmethyl 5-bromopyridine-3-carboxylate
(IUPAC)

6. ER4A, W4, BS,
Brlza L

7. CAS &S
27848-84-6

EEHS



. HMESIZET HEHE
1. YEEFEHER
(1) 4148 - 5K
AG~PE GO/ SUTREREOM R TH 5, (RinIERTH S, )
ARATIEIT K> TR A IZHRIBE L 72 D,

(2) BfEHE
TEr=FUI, =F = (99.5) UTBKFHRICORE T <, KIIFEAERT 2
[

(3) WiEHE
M ERR L

(4) @R (BR) , BR RER
Al 59 136°C (4fiR)
(5) BAIEEMREER
M ERR L
(6) HEFRY
M EE R L
(7) =D XL RMEME
JEXE [al 3 +5.2~+6.2° (#f#%, 0.5g, =4 /—/L (95) , 10mL, 100mm)
2. BRHAOEEFHTICEITEREN.
M ERR L
3. EMESOmERRE
(1) SESATEME S B E VA
KDL E ) —NWERICODEWIR AT MVERIE L, RO AT FLERB O A
AR MVEEET D L&, WHD AT VIR ED & Z AIZFEREOREE DWW % 72
DD,
(2) AW A T R VRIE L
RO E AL U 7 AFEANEIZ L VR EZIT), KD AT ML ERFDOSRA S
MVEHEET % & &, TE DAY VRO & Z AIZFRBEOTREDWIN 27880 %
4. FRRSDEEE
W ERRIC L ATEE
AR HEKEE, =X riilz, BEERCHET 5,



V. ®&IIZE89 %IEH
1. FiW

(1) FRORR, SHMEERUER

Wirik, (L {7 N ﬁ‘ﬁiﬂw F

A HHE(mg) HEREMmm) &ES(mm) wEEa— R

—wA Ty 7?%A O — Al M 151

e ST 105 61 31 0
(2) HFOME

( NIV-4. AN DOHFERIE TSRS D LENE] DHESM)

(3) #Aa—F

( TIV-L.(DATE DK, SMBLEOWER ) DIEZ)
(4) pH, ZBEEL, HE, LE BEOERUREL pH HF

BRI L
2. BFIOMR

(1) BRES (BERS) OIE
1=k aY > bmg #E&AT D,

(2) #Fmh
AIIEEES woom w
o Al BILEFEPKT A, v~/ —)L
B A REBKFEFT NV DL, To7o 7 a—nfgr ) oL
wow Al AR A, ATT VU~ TRV T A
a— T E ]\\‘Dﬂif/j)\ﬂ vlkia—R, TI)TNNFNLALZT Y L—haRl<—E,
~rnad—), lkFr, 2N
(3) £t
AR 2B

3. BEF AFOIBIEICHT IR

FAROAYA




4. HEDEEEHTICEITIRER"
(1) MEFBRERUVEHRESER
AR & MNERER (40C, 7T5%RH, 6 # H) Z{To7-f5H, =t A =V 4 smel AE T
Tl OGN W T 3EMEETH D Z LRI ST,

O=kN=TVY 8 bmgl HET)

InsGERER A ldLIPe « PTP @3k, T odk]

; =RV LRAFH R
B IE
BIERE E e ] 35 A 6 7
EN CK09A1(PTP) N _ - _
<G B> | CK09C2(Y ) A IRl Al Al
e S CKO09A1(PTP) A o A
(SRS PRI FE I ET) CK09C2(~"7)
FEERAER (HPLC) CK09A1(PTP) N _ _ -
<IFEEME 2.0%L T > |CKO9C2(~ 7) A R Al Al
RIFNLE— 1 (F R —ME)  |CKO9AL(PTP) 3.8 o o 2.8
<HITEME : 15%LL T > CKO09C2(~" %) 3.2 4.6
wHM (%) CKO09A1(PTP)| 91.0~98.8 83.1~95.8 80.1~96.3 89.2~96.7
<904y, T0%LA > CK09C2(~" %) 84.9~96.4 88.2~97.6 86.2~99.0 92.0~95.4
8 (%) * CKO09A1(PTP) 101.9 102.5 102.8 101.1
<95.0~105.0%> CK09C2(~" %) 101.8 102.1 104.6 102.1
X BHTREIIHTLIEAE (%)
O=tnaY UhEbsmgl HIETL] REIRAAER 25°C - 60%RH [ A& aLemiE : PTP @]
; =BV LRAF IR
B IE
BIERE E e iF Y 3
PR DU17B1 N - _ _
< EBDTvha=71 ) BE> DC03B1 H R R R
iR R DU17B1 N - - -
(S5 AT e FE A 122) DCO3B1 e [FlZ R R
MiERE (HPLC) DU17B1 e A - - -
<R 2.0%LL T > DC03B1 e [FlZ R R
SR —ME (&) DU17B1 3.9 o o o
<H|EME : 15%LLF > DC03B1 2.9
wHM (%) DU17B1 94.0~102.5 93.2~99.1 95.5~100.5 87.3~100.3
<904y, 70%LL 1> DC03B1 83.3~ 97.1 88.4~98.7 77.9~ 99.6 90.4~ 98.4
8 (%) * DU17B1 98.8 99.9 99.0 102.0
<95.0~105.0%> DC03B1 101.0 101.7 102.8 102.5

X RRRICKT EHE (%)




(2) RBEOREMHR

Q=N 5 bmgl AET] #adk 40C L, <EA#]
MBI R < B> %’; BRAAI 238 %E%f 2 /i 3 7 /]
mji?%?; gi}; “ | Lp22a1 i 4 A& R [ 7l 22
. géiﬁuj"%oiz& o |LD22A1| 955~965 | 93.0~1011 | 77.8~99.3 | 90.0~96.2 | 89.8~97.7
<f{§~ 16)5 OX;O . |ID22a1| 1032 102.8 104.3 103.4 (ﬁgﬁ) -
(Zi ”%1 ﬁ?Nﬁi”i (>N) LD22A1 79 82 82 82 81

K1 RREICHTEAEE (%)

X2 3% LOB RN T 2RO, BIEORENTH 7=,

EldH by o KT

O=%N=aV $E mgl HET] M|adt 25C - 75%RH LESE, B
wemn <> | T 28 R 2 )] 5 01
Mi‘i E %Oj; gmfib LD22A1 ey [Fl 22 [l 2 [l 2 [l A2
<9é§/ﬁé‘%0€y‘f&£> LD22A1 95.5~96.5 91.7~104.3 74.3~98.6 90.7~101.9 89.8~101.5
< f';%w 5/00)5;01/0> LD22A1 103.2 102.5 103.2 103.2 (%Egbg) X9
%ﬁf&@i N b2z ™ (%EJ‘;IL\?) # (%E*%z;?) # (%E*%ZIL\?) # (%‘El«’gﬂ)
1 BRBRICHTHIEAR (%) X2: 3%ULOEERETEROLN, BKOFHEHENTH > 7%,
¥3: 30% L O EELEZRDIZNEEM (19.6N) LLLEThHhot, v« K5
O=tnaV 8 bmgl HET) Motk =R - ik (D65 R, XEAws]
BERA <> Déy%l\ b 4R lks 40 )3 Lx-hr%‘%ﬂ%%%so 77 Lx-hr 120 J7 Lx-hr
PR E 'f(’/)z M “ | Lp22a1 TS e e e
<9é§/ﬂ'iuj’@70g&£> LD22A1 95.56~96.5 95.3~102.5 98.1~102.4 96.5~100.1
<§%N;€;;%> LD22A1 103.2 103.7 (iﬁiﬁgijg) o 103.9
(Zj%lgﬁé;ﬁffi (>N) LD22A1 79 78 76 79

M1 FRRICKHT B EHE (%)

AR,

RE 114E 8 A 20 H] #&EIZFHME L T-,

%2 3% LDOEBIET 2RO BNEEOFHN TH -7,

BldHY « RF

[ (f) AAIRBEERARN S « S24) - 1 72 Al O BEOIRIRIE TOLEMERBRIEIZSWT ()




. REERUVBREOREN

ML

. hFl & DEREELL (MEBLFEMNEL)

PAROrAN

. BHH

) BHEE

=3V 8 5mgl HE L%, HARERAGAEELERKE SEHIZED N =1 T

BEDOEHHKICHEAE LTS Z ERHERER TV 5,
(BRI IZ D 7= pH6.8 OV U ERIEREENR (1—2) 900mL & AV, EHFRBRES 2 B2k
v, 50rpm TRERZTT D)

T B
FRE HiLE R B =R
5mg 90 43 T0%LA I~




(2) BHEAR
BIREIR DLW AR FENRRT A R T4 (R 912 4 22 H  [EIRFEH 487 5HIR)

N e S
il AARERES  BEHEERE SRk
(AR N ONABRIE  50rpm (pH1.2, pH4.0, pH6.8, /K)

CHIE]

- pH1.2 (50rpm) TIiE, FEAERAIL AT E HIT 15 LAY 85%LL EiE Lz,
- pH4.0 (50rpm) TIE, FEAERGAIONEIE D 60% K& Y 85% LD 2 KRl W\ T, K
fitn O 415 FH SR R YE R O SRV SR £ 15% D &R IZ B o 7,

- pH6.8 (50rpm) Tid, EEERIAIONETEHED 40% & O 85% (LD 2 K mllis\ T, K
fit O 22415 HH SR R YE R O SR R £ 15% O HRIZ B o 72,

-k (50rpm) TiE, AEAERLAIN 360 /3 I2351T 2 RO 1/2 O R HER %2 7R3
Je R 360 7123 NT, AL OO LA R VR YR 00 SR RA 5 HH 8 2 8% Jo UV = 15% D i ]
o7,

LIk, Adh O H2E8) 2 B ERG & b L2 RER, 2 ToMBRIKICIH W T TRFEEKL DL
YRR ENERER T A BT A ) OFEIEEIES LTz,

(st )
BHE ) pH1.2 (50rpm) B EE (%) pH4.0 (50rpm)
100 | 100 |
80 30
60 - 60 -
40 - 40 1
20 —e——+)LTd) ViEbmg(AET) 20 4 —e— =)L) ViEmgTAET]
0 02 : —O—REMA (GEH, Sme) 00 ‘ —O—%ﬁé&’ﬁﬂ (ﬁﬁll, 5mg)
0 5 10 B wmmey| O 10 20 0w
AR () pH6. 8 (50rpm) FEHER () K (50rpm)
100 1 100 |
80 1 80 |
60 - 60 1
40 1 40
20 1 —e—=—t)LdY ViEbnglRET] 20 1 —e—=t)LdY) ViEbmg(AET]
0 —o— IRERF (GeFl, 5mg) 0 ¢ —o— IZHEHH| (5%, 5mg)
0 30 60 90 120 peeg (43) 0 60 120 180 240 300 360 geps (4y)

(n=6)




10.

11

12.

13.

14.

. EPFHERBRE

BB L

. BFIROBEMS OHERBHRE

SR AT O I E T
KD RICTZ 7 —)v (99.5) ZMAFEHZEAET D, Az 7 —/L (99.5) Z/N
IR AR SVERET S & &, HE 226nm~230nm } ' 286nm~290nm (ZW LD
MR %7,

HEPOFEMHSDEEE

WKk7 v~ 757 ¢—
AR« SN EEET
BEhfE : Vo KEH IV LRE, NIVZFALTIV, AX/—), TEr=FU L

IR

palli

Y LW

BATHTREMEDH LK

MEERR L

ABSRDELRSR - NS RLERRICEAT SRR

PAROrA

Z 01t



V. ARICEET HIEHE
1. PEEXITHR
JIbi 5 FE 1% TEAE LA 5 1B MEANIE BRI IC KX 5 AR T ot
2. AERUVHEE
=tEnra) LT, @EKA L B&E 15mg % 3 BN RO T2,
ks, AR, JERIC L EEMEKT S,

<R - AEICEET SHERLOEE>
ARENOHEWIRNE, BEARZDEL OEIEHORE ZZ[E LN HEEIRET 20, &5
12 TR NRO LN WIEAICIER G E2HIET 5 2 &,

3. EREKRTE
(1) BET—421\v45—o
MR L
(2) EBERME
M EE e L
(3) ERERFEIRAER
M EE R L
(4) BREMHER
M EE e L
(5) BRI
1) BELALETHERGHRER
M EE R L
2) HEEGEAER
M EE R L
3) REMRR
M EE e L
4) BE - WEBANEER
M EE R L
(6) ampIfsEA
1) SEABERE - FEFEARERE FHEE) - ERTEREBERSER (TRERKKR)
M EE e L
2) RRBREHL LTREFEORNEXIIRE L -HBROBE
Y LW

10



VI. EMNEEICEI HIER
1. EEPHICEEEDHSHILEMXITLEME
bk RrxLa MR A VR
2. XE{ER
(1) {eFR%ERL - fEFRFF
MMEERCCESE, Ny 7 T T aA BT, MEEERIEN, /P MEEEMHIEN, Rk
RETCEMEH, M= L — UGB ER R E2 /T 5 2 PR sh TV o,
(2) ENEERM1TEEBREIR
M ERR L
(3) {EFAREEME - FHRERRE
MEERR L

11



VI. EMEREICEET 5IEH
1. mMAREDHR - BIEE
(1) AREENGOLPRE
MBI L
(2) EmllhiEERERR
( TEGRPERBR CHER SNZ MR | OIEBR)
(3) BERFERTERESh-OSRE"Y
AW FRIR SRR C BT 2 BB EEE (I 55 -5 H 30 H 354 718 %)

=TV BEbmgl HIETT M OFEERAIZ, 7 o 24— "—Eickznti 36t (=t
Y & LT 16mg) MRS ISR R HLARE 045 U TR U E (10-4 b
—6-AF )TN TY -8B -A K ) —/v) OMIETREZREL, 155N HEYERE T A —
% (AUC, Cmax) (ZOWTHRMRNT 21T o 7 8, WAl 7RI R S IED MRS S iz,

(ng/mL)
30
—e—_—_+t LT viEbmg THETI]
i —N— FRERE (FEHK|, 5mg)
#20 -
th (3fE’ 5, Mean£S.D., n=14)

0 8 16 24 32 40 48 B fE (hr)

ML RE) N T A —H ]

HEXT A—H BENT A—H
AUCt Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)

=tV B bmgl HET] | 245.91+31.80 | 20.26+3.87 2.93%0.73 11.99+3.04

FEE HERU |
(#2410, 5mg)

249.77+43.86 | 18.91+4.44 3.07£0.62 11.65%+2.84

(3 $2# 5., Mean*S.D..n=14)

MAE TN AUC, Cmax 50055 A —¥ 15, WIREOBIR, HEOTIREL - 10
FORPARIHT L > TR S T 5 5.

12



(4) s
MR L
(5) BRE - HHEOEE
MBI L
(6) BEHE (REaL—L3Y) BIICKYHALL-ENEABSIBRESER
MBI L
2. EMEERN/NTA—4
(1) BFHE
M EE e L
(2) BRIGEEEH
MBI L
(3) "AFATFRLFEYT«
MR L
(4) HREEEH
M EE e L
(8) V75 VR
MBI L
(6) HMEHE
M EE e L
(7) MRFELHEE
M EE e L
3. R
MBI L
4. S
(1) mik-fxEEFEi&E
M EE e L
(2) mi&k-RadkRErE&EE
( VIl - 10. 44, PEM, RIME~OEL ) OEHSH)
(3) Ait~DBITH
( TVIl - 10. 44, PEM, RIME~OEL ) OHESH)
(4) BBERAOBITE
M EE e L
(5) TothofBg~DBITE
MBI L
5. K&
(1) KREBAEERUVRBRER
M EE e L
(2) KHICEEET 5BFR (CYP450 %F) D5 FiE
M EE e L

13



(3) MEEBNROEERVTDEIE
MR L

(4) KEVOEFEOFRRULE
MBI L

(5) FEHERBMOEERN/SA—4
AR L

6. Hift

(1) BEltERa R ViR
MBI L

(2) Btttz
MBI L

(3) HifthEeE
AR L

7. FSYVRR—2—ICET H1ER
MBI L

8. BMEICLHBREE
MBI L

14



. £ (FRELOZES) ICH9 3I1ER
1. BEERELEZTDHERA
M TLECREA L
2. ERABRLFOER (RAEEZ2SD)

EE ROBBICEI/ELEGEWNI L) ]
SHEEP MR, (EMATER L TWRWnWEEX bNLEE (HilzhETL2B8EMA0H 5,

3. MEERXFHRICEET SERALOFELEDER
ML
4. BERUVAERICEEYT AERALOERLTDOER
(V. BRI 2HEE] 23832528, )
5. EEREANBTLTNDER
BATE 2R
6. EELEARNIRLTOEARVLESE
Y RLHEEREH R L
7. HE%EHA
(1) BHRER L TDOER
YL L
(2) gtRXE L TDER
AL 2R
8. ElEH

(1) BElIfEFROBIE

ARFN A A Rl A S O BINE FH S B 3 B & 72 2 A 2 S0l L T 7Ry,
(2) EXLEMER & MHER

Y RLHEEREHAR L
(3) TOHDEIER

RIERDRD GG T 52 P I 572 C@Eb g s217o> =

BRI

H & |/ BACRIR, TR, R, Eo, B R, D0k

FF & JTHRERR &

B R %= DEW, B BA, BE, 1ZTY

FAMmER A, AR, B, HOE, AR

B B OE BB, HWE, € IORE

(4) HEANEERRTAER VERREBRE—
BB L

(5) #ReEE, AfhE EEERUEMOARSERIONEASREE
LB L

15




(6) EM7UILX—IZHT 5B RUEEZE

ZTOMOBRMER  BEUE (B2, S, €O MR bLNIHEAICE, 5L T
570 EIUI AL E 1T ) T &

. BlREAOKRE

— I m A CIHFAHBENME T LTV SO THET AR ETEETDH I &,

10

bEim, ER, RIBEFAORE

(1

(2

) WA SUTIEIR LTV 2 ATREVED & 2 i N1, TeIR LA et 2 BEl % &tk
SNDHGERICOHREGT DL, [BWER (T v b)) TRIMROFEFMH P BE S
W5, |

) AT DA OEGITRET D Z ENEE LWVD, a2 G TR T 2551348
JEELZE, [BWER (T ) THHPSBITT 2288 ESATNS, ]

11

INREFEADERS

NIRRT 22 VRN L TRy (EATRER DS 22 0)

12

13

14

RERRERRICRIETIRE
R L
BERS
R L
BREDIE

FEHIZFFEF - PTP A0 AT PTP > — bWV HH L TIRAT A L 55852 &,
(PTP > — b OFEMKIZ L 0, FHWEA IR EIEREE A~ L, T2 2 LTt
fRIRREDEELRAEZHET L EAMEINLTWVD, )

15

16

ZOHOEE
AR L
Z 0t
MR L

16




X. JEEGEREAERICRE9 IEH
1. EBEHER
(1) ENEBHER (V. ZENXBICEATHEH] 1)

(2) BIRBOFEEER
EEE R L

(3) ReEMFEHR
i%HE RS L

(4) ZDHunZEEHER
EEE e L

2. BEHABR

(1) BHEKESEEHAR
% HE RS L

(2) REHESHEHR
i%HE RS L

(3) £EFESHESR
EEE R L

(4) EDMDFH*REL
i%HE RS L

17



X. EEMERICEY 5HE

1. REHRXS
Al =Y b 5mgl HET) LAYSE v S
Rl p % 2= YLD

) EE-EMEOMGEICLVENTLZ L&,

2. EDHMXIEERLIR
ANFEEN TR O RHIIBNICHERT 2 2 &, (B4 ZEMRERERICHES<)
3. Itk - RESH
K[ERS CEIRRGE, BLRF
4. ERDHFWLDOEFER
(1) ERTOMYHWVWLOBERIZONT
( THPIE - IRAFSRAE) DHEEZH)
(2) FEFIRMFHFOTRFWICONT (BEFICEBEIREVESES)
<TOoLEY : A
( VL. ZatE (B EodEs) (T 2HA] 22HK)
(3) RFAFOBERIZONT
LR HA R L
5. RBEHSE
LR
6. A%
PTP 100 & (10 $£x10) , 1000 #& (10 $Ex100)
T 1000 #&

7. BROME
PTP R 7Tovry, TAI=UA{E
N BT AR, AU 7Ll
8. R—Hs - R%HE

[Al—pkSy « 7 2 A4 8E bmg

o. ERELEAD
N
10. SERRARERABRUVERES
AGRFEA H HKRE
=tn=3Y 8 bmgl HIE L] 20134 2 H 15 H 22500AMX00553000
Rz AR B ARE
v/ 7 U N 5mg 19994 12 A 24 H 21100AMZ00725000

18



11.

12.

13.

14.

15.

16.

17.

EMmELNBFEAB

A A YRR

=3V 8 bmgl HIET

20134 6 4 21 H

IH Iz 5e 4

A A YRR

b /L7 U N & 5mg

20004 7TH T7H

HEERIHREM, RZERUVAEEFEEMFOEABRUVEZONRE

GAS BT

BEEHRE BiEGERARFABRVEOAR

SRR
BEETAM
GAS BT

R E5HEHIRERRICET H1HR

AFANL, BEHIREHIR D% G & 722 2 RIS TIER W,
( TV, WIS 2HE ) O<HELROCHEICET LM LoEE>22RT52 L, )

£EaI—F
SHE Al B T I A Lt~k HOT(9 #7)
gk = — EHa— K a—F
==Y b bmgl AET) 2190021 F1011 621264501 112645701

(e — 4 Il =1 — 1)

RERARAT LDOFTE

AANTLRBRE IR EOBRFEERR L TH D,

19




XI. X#k
1. BIAXHE
1) BETHASH ANEE (ZEkER)
2) AETHERSH NER (B HRER)
3) HbduE A AR E  C-3724, FE)IEIE, (2016)
4) HAETHRASH s (EoFr RS

2. FDhDSEE
L

XI. 85&H
1. ELRSNETORFTRR
7L
2. BOCEIT HEREKXIRRR
7L

XI. fEE
ZFTOMOBEEEN
L

20



& 1—1

FEEHRE 03310158 (ERE17E 3 A 31 ) IZE I ARBRERICHTT28H

AMT1RVAEKR2- (1) ERAERSEYHE

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 s 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



ftT&1—2

EXERE481B (FER11E4A8R) ICE I AEHBERICHEMNT IEH

AMT1RVAEKR2- (1) ERAERSEYHE

e FAR G | Z oMo ER, IMARBIE
IARROPE Al CERERS) | (rEEs)
X REXIFERO |1 XL RO 5 »
SR ONEIC| &
BT BHARI|2 SEICE T B A 5 o
sl AR | ki
3 R UMl o = 3R o >
B L DR
o RN | 1 fes e o X
AR USAT S ™ iy 7o 0
BOTEEICBET S| O X
FRt 5 ML ORB o o
N TEMCET A% |1 RS ERER O X
et o iR O X
3 IR O O
b, EArE |1 BRI O X
B BV |2 ek O X
A E DM [3 A fbt O X
OEECET D |4 geRENE O X
vy 5 M AN A X
6 TR A X
7 Z OO A X
& EEERICHET S | 1 90 % BT 5 5 §
%kt S
2 O X
~ R, 497, PR, (1w O X
HEMEC BT 2% |2 o O X
et 3 fe O X
4 i O X
5 AW X o
" %ﬁ;"i?ﬁf;zmﬁ“ B SR o %

Ot Isfr, X B, A filx DERMICE D HERD

22



ft&1—3

ERFE 698 S (BM55%F5HA3008) ICEIKEKBRERICHEMNT 258

AMT1RVAEKR2- (1) ERAERSEYHE

SR FHIRS G | ZOMOERS, AR B
IRHEERORG Al GBI | (SRER) 3
A BENERLO|1 EEULELOR 5 «
REROSNEI | &
B DERRI (2 SEIC BT 5 66 5 y
ST AER |
3 R K UM o [ 3R o %
B & DR
o PERELEROME |1 R eE @) X
e lell PRE oI oIS
OB 551 e O X
S P I o o
N TS |1 B O X
ekt 2 TR O X
3 NEHER X O
bk, WA |1 Ak O X
I VRN |2 WA O X
EATEMEZOM |3 B O X
OFMEET D |4 e RIFTHE O X
et 5 {KTFVE A X
6 PUEM A X
7 RN A X
8 S AJEME A X
9 JRPTIK A X
R EEMERICET |1 SR ENTS 5 »
5k HER
2 O X
~ R, 43, AR, |1 R O X
PEMICBAT & |2 A O X
B 3 Rt O X
4 HEit O X
5 A RS X O
N BB O RER
FAEICRIT 2% | BRRBRO RS 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
	付表１―１
	付表１―２
	付表１―３

