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77—~ RSB IEI & U TR A R L, Bk R OB TIE &% E, REMRER,
BRI SRR 2 e L, 2018 45 2 H 156 RIZ/AKGEBZ IS, 2018 4F 6 J 15 HICHL
ZRIMA LT, (A 1121525 (CERE 26 4E 11 A 21 A) ([CHES X AGEH

2021 8 A 1 A, REAT 77—~ St 5 B E LI B TS AR 578 &R
DM S, TORRICIGA DR E TRHET /N ) BINIGHZEE LT,
2021 4E 8 A 12 HICHAmINE &4, HIE TSR 2 Blts L=,
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(1) RANTI 7 e @R EREG &3 5 B HERERREATh 5,

(2) $81mgix 1 B 1 [EHEERAIT, PTP > — b 11 B 118 KO MEHERIEREA
DRIV B D,

(3) & 50mg 1% 4 #(Z 1 BEFGRHFIT, PTP > — M2 T4 18 1 80Te), MEHL XD
FEVRIEA ORI FIEORTLR & 5,

(4) #E50mg @ PTP > — M, BRASNBIIEHO Lo = — VDRt & 5,

(5) ERZREWEHR BEARH) & LT, EIMMEERS, SHEEE - e atix, NHEETE
5, KEREHET T, T KBRS B8, R ESesEoIee g, TS, &
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I. &¥#ICEI HIRHE
1. B4
(1) M4
I/ Mo s 1mgINIG)
X/ Re UWEEE 50mg I NIG)
(2) *4%
Minodronic Acid Tab.
(3) AMDHEE
—xA &
2. —&#4
(1) & (as%)
2/ Fue @K (JAN)
(2) 4 (4%
Minodronic Acid Hydrate (JAN)
(3) RT L
vy AMRHETFAEEE ¢ -dronic acid

3. EEXAXIETTFER
0
N
/" H9 \, -OH
P
/ N OH . H,O

/p—-———-OH
0~ \
OH
4. 2FRRUVSFE
57170 0 CoH12N207P2 + H20
4y : 340.16
5. L4 (F4XK)
[1-Hydroxy-2-(imidazo[1,2-alpyridin-3-yl)ethylidene]bisphosphonic acid
monohydrate (IUPAC)
6. {BR4, 4, KBS, B8
Brlza L
7. CAS &S
180064-38-4 (Minodronic Acid)
155648-60-5 (Minodronic Acid Hydrate)
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F A~ IR F DR f IR OB R Th 5,
(2) BfEHE
MR L
(3) Wimt
M EE R L
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M EE e L
(5) BAIEEMRETER
M EE e L
(6) HEFRM
M EE R L
(7) TOHDELRMEME
M EE e L
2. BRHSOEEFHTICEITEREN.
M EE e L
3. MRS OmERABRE
(1) EVERIS
Az T =T RN LRI, Y U BEO G (3) 2215,
(2) SRAN AT N I 1
AREOKEEET b U 7 AREERIZ D E I AT MV ERIEL, RED AT hLEAR
DB ARY ML EERT D L&, WE DAY VTR EED & 2 AIZFEEEORE
DRI Z 78 5o
(3) TR AT N VHIE L
FAL A U o AR X 0 RBREITV, KD ART ML ERBOBRAANLY N V% g
T2EE, MBEBDARY MTFE—EED & Z AIZFEROTRE DWIN 278D 5,
. BRESDEEE
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ReEs © AN A
BEH: o) ot VUL, TRITFAT R0 L) R TOKER, K, U U,
A B ) —IVIRIE
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V. RFIZEI HRAE

1. Hif
(1) FIORXA, SRR UHER
W74 X/ Fe UREEE 1mgINIG) 2/ o e 50mgINIG)
. HE o T YT WIREBDOFEHE D
T4 a—T 4 T EE T AN —F 4 TEE
” =/Foy /Fov
BR= I
B (mm) 6.6 12.1X6.1
EX (mm) 3.0 4.4
B & (mg) 103 309
R/ FrY I
N 1 %gggg
NIG
(2) #HEIDOHMHE

(TV. 4. "R OXFESMETICBIT HLEN] OHEBM)
(3) @Ala—F

(Mv. 1. (V) AFBEOKHI, SMLEOMIR] OESH)
(4) pH, BBEEL, HE, LE SEFOFRUREL pHESE

BRI L
2. HFIDMERK
(1) S (EHERS) O3E
W74 2/ Fe UEEEE 1mgINIG) 2/ o ofEFE 50mgINIG)
A 1 gEH 1 §E

2/ Fe UK 1.0mg 2/ Re UEEKFY 50.0mg
TvFosay, BibF s, ATT V| T osey, BeFr s, ATTY
oy | YIRS T L, SN, FUERAYT | B SRS O L, SNy, fUERILT
“ LT, AR, ET B A n—R, v | ST, AR, ET R AR,

Jad—L suad—), = ek, ZOM 15y
(2) FHnp
(Mv. 2. () BRES (&R OF &) OEZBHR)
(3) =Dtk
Y ELE I L

3. BAF, AFOSHMEICHT HER
A% L7




4. BEOBREEFHTICHSITIREMLE"

(1) IEFER
I#EER (40°C, 75%RH, 6 # H) OfER, I/ Fu iE ImgINIG) KN / Mo
5€ 50mg INIG 133 i O i@ FIcB W T 3EMEZETH S Z LR ST,

O/ P e ImgINIG)  I#GRER [k edLEie (PTP ©4) ]

A (RA7 ]
< JHHE > BRGNS 60 7
JHH —X
7N n—3%1 - . i
<HGBDO 7 4 NI —T 4 TEE>
WRBR n=3%1 ~ .
(HPLC) e A
A —ME (%) n=3" . i
<15%LLF > = )
WHME (%) n=3%1
<3074y, 85%LL > 92.4~101.5 97.9~101.9
am (%) 2 n=3%1 s .
<95.0~105.0% > 100.8+0.2 100.1+0.3

¥1:3mry b &£ry hn=3 X2 KpREIHTIEEE (%) X3 PEE R (S.D.)

O/ Fo Uk 50mgINIG)  Infakbr Bk adEEne (PTP ald) ]

RERIE H PRATIAH
<k > BRAAHE 61 H
Mk n=3*%1
<TLK D TWIREBDOFEMTED e A
T4 a—TF 4 U TEE>
R n=3%1 e W
AN —E (%) n=3%1 N e
<15%LL T > H =
RHM (%) n=18%2
<304y, 85%LL 1> 95.2~99.8 95.6~100.5
=N (%) 3 Il—3 1 My 4
< 05.0~105.0% > 101.7+0.3 101.0+0.3

¥1:3vv b Frv bhn=3 ¥2:3uv b Fuy eyl X3 FHTREICHTIEAE (%)
¥4 PEHIE AR (S.D.)




(2) HwEEOREESR

FRERERAE H - 2018/2/28

O/ Fu Ui 1mgINIG) s 40°C LY, XUERLE]
HERTE H = LRI
<HiKE > H5 BR A RE 0.5 % H 1% H 2% A 37 A
PEAR n=3 HED7 4 VA | FEDT 4 LA FAEDT 4 AN ABOT 4 V5| ARD T £ LA
<H®BDT 4 V1L Al17F1 a—F 4 Okla—F o Ok a—F 4 L P a—F 4 L Pk a—F 4 L Tk
I—T 4V T hE> ‘ " ’ . "
BEHYE (%) n=6
3074, 8Ll Lo | ALTF1| 94.3~96.3 94.9~96.4 94.9~97.9 93.8~98.4 93.9~97.2
&8 (%) * n=3
050 105.0% | ALTF1 | 98.46~08.82 | 98.43~08.58 | 98.32~98.77 | 98.23~98.55 | 98.53~98.82
(Z5 ) A17F1 | 53.25~65.80 | 51.88~60.80 | 55.11~62.17 | 53.15~62.47 | 53.74~59.53
fEE (N) n=5
X FREIIKTTOIEAE (%)
O/ P ofeeE 1ImgINIG)  MadE 25°C - 75%RH [, B
HERTE H = LRI
< Bk > H5 BRAA R 0.5 % H 1% H 2 % A 37 A
PER n=3 FEDT 4 VI | DT 4 VA | GO T 4 5| DT 4 VI | DT 44 A
SOROTAML AVFL | "0 gk o v S| a7 v S| 3T 4 v 7| a4 Tk
a—F 4 2 T hE> ‘ ‘ ‘ ‘
wHE (%) n=6
S50 4y, 8w po | ALTFL| 94.3~963 93.2~97.9 96.5~98.2 91.8~97.0 92.9~98.2
&8 (%) * n=3
050 105.0% | A1TF1 | 98.46~08.82 | 98.12~08.76 | 98.80~99.10 | 98.10~98.60 | 98.50~98.70
(B ) A17F1 | 53.25~65.80 | 53.45~62.96 | 56.68~64.48 | 50.70~61.59 | 53.94~61.39
B () nos . . . . . . . . . .

% BRI B ARE (%)

O/ Ko UfgsE ImgINIG)  MEa%E

25°C, BRYE [2000Lx, KRB EE]

HERIEH 7y b Fahg O &
<HikE > H5 aLGLE 60 7 Lx-hr 120 )5 Lx-hr
PERK n=3
(D) (N NN L A
SABDOT AL | ALTFL E%%ji;fi E%gji;fi E%?ji}af*
S g > § f Gt
wHME (%) n=6
<304y, 85%L 1> A17F1 94.3~96.3 95.2~96.9 96.4~99.5
a8 (%) * n=3
< 95.0~105.0% > A17F1 98.46~98.82 98.79~99.13 99.15~99.36
(ZE1H)
@i (N) n=5 A17F1 53.25~65.80 51.78~57.37 51.78~62.37

Ko RTRBICHTOEAE (%)




FRERERAE H - 2018/2/28

O/ P U fgsE 50mgINIG)  fEadk 40°C [EDE, KU AR
ABRIE H =7 PRATHIR
<HiKE > H5 BR A RE 0.5 % H 1% H 2 5 H 3»H
MR n=3 TOTWHREAD| T DT VRED | T 3T WHRAD | T HTWVHRAD | < 9 FVIRED
< T FTVKREOEMED| A1TFL |#HEO 7 4 VA FHED 7 4 A L FERIEO 7 4 LA (FERBO 7 4 VA FEHTED 7 4 4 L
T 4N a—F v TEE> A—TFT 4T | =TT | AT VT8 | 2T VT | a—T 4T
WHME (%) n=6
<304y, 85%LLE> A17F1| 92.5~94.6 91.9~93.9 92.9~96.7 93.2~94.6 94.3~96.9
PL=N P —
&8 (%) * n=3
<95.0~105.0% > A17F1 | 98.77~99.44 | 98.74~99.03 | 98.68~99.31 | 98.51~98.78 | 98.31~98.99
(B 1) A17F1 | 56.88~65.51 | 57.07~61.10 58.84~63.74 52.17~61.49 56.98~65.21
HE (N) n=5 ) ) : ’ ) ‘
X BHTREIIKHTLIEAE (%)
O/ o o feeE 50mgNIG)  #Eadt 25°C - 75%RH [, B Ak
ABRIE H =7 PRATHIR
<HikE > H5 BRAA R 0.5 % H 1% H 2 5 H 3»H
PER n=3 TLOTWRED | ZL 9T WHRED | 2L 3T WRAD | Z< 2 TWHRED | Z< 9 TWVIRED
< T FTVKREOEMED| A1TFL [#5HBO 7 4 VA FEHTED 7 4 A L |FERED 7 4 L N FERTBD 7 4 v L FEFIED 7 4 LA
T AN a—F L TEE> A—TFT T | =TT | AT VT8 | a =T VT | a =T 4T
WHME (%) n=6
<304y, 85%LLE> A17F1| 92.5~94.6 91.4~94.6 93.7~96.3 93.9~96.4 92.5~95.5
LB (o P -
& (%) ™ n=3
<95.0~105.0% > A17F1 | 98.77~99.44 | 98.98~99.12 | 98.59~99.22 | 98.59~9893 | 98.48~98.86
(B 1) A17F1 | 56.88~65.51 | 53.05~58.55 49.92~54.92 43.93~47.56 48.54~49.43
HE (N) n=5 ) : ) ’ ’ ‘
X BTREIIHTLIEAE (%)
O/ Fu U feeE 50mgNIG)  MEadt  25°C, BBt [2000Lx, KB
ABRIE H =7 Falg Y &
<K > EE BH G E 60 5 Lx * hr 120 & Lx * hr
PEIR n=3 . . , . ] B .
et ’ T YT WRBDFEIIE D T TVRBOFEIIE D T YT VREBDFEIIE D
<ZLSTV ﬁﬁé@%@ﬁ/@ ALTF1 T AN DA—T 1 T hE T AN TA—T 4 T T AN A—T 1 T hE
T4 ba—T 4 T EE>
WHME (%) n=6
<304y, 8B%LLE> A17F1 92.5~94.6 90.3~95.6 93.3~96.9
PL=N P —
&8 (%) * n=3
< 95.0~105.0% > A17F1 98.77~99.44 98.48~98.71 98.56~98.79
(&)
BE (N) ne5 A17F1 56.88~65.51 56.49~62.08 48.35~54.43

K RREICTTOEAE (%)




5. ARERVBRERORENE
A L7an
6. fh¥FlE DESEL (MELFHEIL)

ML
7. BHE
(1) BHHER
<3/ Ro UfEfE 1mgINIG) >

BRIEEI S DLW ZFHIRIFEIERR T A BT A L HD

AT 0229 F 10 B)

AR IR AT

WiE . AARERGEHRERE S Pk

—HRIEIZOWT (PR 24 4F 2 A 29 H

[R5 K ONRBRIE : 50rpm (pH1.2, pH5.0, pH6.8, 7/K)

]
- pH1.2 (50rpm) TIiZ
- pH5.0 (50rpm) TiX
- pH6.8 (50rpm) T
- /K (50rpm) T

S T ) QO N E R Y

, BRYERGH N ORI & B I
TIE, BRAERAI R OURITE B I

T, FERFI R OAMIT E HIZ

15 53y LANIZ ¥ 85% LA EIRH L 7=,
15 5y LANIZ 3 85% LA EIRH L 7=,
15 53y LANIZ ) 85% LA EIRH L 7=,

\um’ﬁw%%uhﬁmuto

LR, ASh O 258 2 AR ERLA & ol U2/, 2 ToORBIRIZ IV T MERERL O

W FIIREMERBR T A N7 4 ) OHEEEICHEHE LT,
(s H )
BHE (%) pH1.2 (50rpm) BHE (%) pH5.0 (50rpm)
100 100
80 80 |
60 60 I
40 40
20 | -7 —e— 3/ FOUEMSEImg TNIG) 20 | -7 —e— 3/ KOUEsEIMg TNIG)
- - & —RELA (FEHF 1mg) - — & —FERA (FH, 1mg)
0 LY L L 0 L' L L L
0 10 15 0 10 15
B (59 B (5
BHE (%) pH6.8 (50rpm) BHE (%) 7K (50rpm)
100 100 _
80 80 - ==
60 60 o
40 40 r
w0 | /27 —e—=s/FouBstimg INIG) 20 | —e— 3/ FOUBEImg TNIG)
< — & —ZEMF (GEH, 1mg) = & —1ZEMFH (GEH, 1mg)
0 LY L L O L' L L L
0 5 10 15 0 5 10 15
FERE (49) B (5
(n=12)




<3/ Ru Wi 50mgINIG) >
BREIRIE DAL RISV T A N7 A VRO HWIEIZOWT (k24 42 A 29 H
HAFHRIE 0229 F 10 &)

BRI

E - HASRR T i HaBRA

IR RV

[EldR S f OB : 50rpm (pH1.2, pH3.0, pH6.8, 7K)

CAE]

- pH1.2 (50rpm) T, AEAERAIRL OAMIZE HIT 15 2y AINIC Y 85% L By L7,
- pH3.0 (50rpm) T, AEAERAIL OAMILE HIT 15 2y INIC Y 85% L By L7,
- pH6.8 (50rpm) Tid, ARAERAIL OARMIZE HIT 15 53 ANIC Y 85%LL B L7,
-k (50rpm) TiE, FEHERIKI KL OASIT & I 15 43 AP 85%LL s L 7=,

LIk, Adh v HzE8) 2 R ERG & bl L72RER, £ ToMBRIKICIH W T TREEKL DL
WA R A R T A ) OHEIEMEIES LTz,

o
oR

10 15
Bef (5)

(P )
BHE (%) pH1.2 (50rpm) BHE (%) pH3.0 (50rpm)
100 | A 100 | __
80 | -8-" 80
60 , 60
4

40 L L7 40 |
20 | —e— I/ FOUEEEE50mg NIG) 20 I —eo— =/ PO UEEE50mg TNIG]

— & —RERH (FgH|, 50mg) — & —FERE (FH, 50mg)

0 b 1 1 O L' 1 1
0 10 15 0 10 15
B (5 B (5

BHE (%) pH6.8 (50rpm) BHE (%) 7K (50rpm)
0 - 100 |
80 80 | =
60 r 60
40 40 r
20 I —e— I/ FOUEE50mg TNIG) 20 | —e— 3/ FOUEfE50mg TNIG)

- — REHF (ﬁﬁl, 50mg) -~ — RERA (ﬁiﬁﬂ, 50mg)

0 o
0

10 15
Befd (9)

(n=12)



10.

11.

12.

13.

14.

. EMFERNFEE

BRI L

. BFIhOBERRLS OREBHBRE

SO AT EE R E 15

Kbz KBALT + U U SRS L TR D I A R AV ERIET 5 & &,

£ 280~284nm (2N DR K %757,
HEPOEDRS DEEE
Rk v~ 777 4 —

s« SOOI R

BEME: T NI T FAT BT L) VR T AEE, Bl VR N U AREE, VU R,

A2 ) — IR
pali
%Y L7
BEAT DARETE D & 5 R
AR L

RSV ELRSE - HEMEHRTRRCHAT H1ER

RN
Tt
% L7
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V. ARICEI HIEE
1. ZEERIIZHE
BHLERIE

<%heE - HRICEAET HERLOEE>
AHAOBEHZHTZ-> T, ARFREHFEZOBWEESRZS5C, FHRIRIE LS OZEIS
MEELTWOIREERRLET LI L,

2. BERUVHEE
(2~ D/mﬁ1mmen
WE, RACEI  Faerv@kfiime LT img 2 1 A 18], &K% (8 180mL)
DK (X iméi%)&k%’ﬁmﬁﬁﬁéo
¥, RA%DZR &S 80 SITBIC2 6T, A OKEBRL) WONCTA O FEA DR 1R
HlETHZ &,
[ 2/ Fw UEEsE 50mgNIG) ]

WE, AT 7 Fa KR & U< 50mg % 4 B2 18], R4y (K 180mL)

DK UTab EH) & EblaRngEs4 5,
7B, RWH#EDZR< ED 30 TR 6T, B OKZERS) WNTOFER DR 0 R
HWETHZ &,

<Hi& - AEICBEY SERALDEE>

[/ FOUBEgSE ImgINIGI, =/ FDOERe 50mgINIG] 8]

BHIZHT- > TUIRDO REBFIIEET L2 L,

(1) ARANIAK CLUTas £H) TRAT S Z &, KUAOEHE (Ca, Mg & D& Ok
IZEWIR TN T +—F—%5Te), BYROMOIER & —FEICIRAT 2 &, TR
T DI ENRHDHOT, K%, RIOMERNZRA L, »oRAKD R &L
30 SR LIS DR A 5RE T D,

(2) BEXVRF~ORIWEROARMELZIRT ST 57280, HLNIHEN~EBEIE
HZEMEETHD, RAICEL L, UTOFHIZERTDZ L&,

1) FBENHSERE O FIREMED 8 2 DT, ARAIZRHATEYD LA R TENLZD L
ok,

2) +4&E (K 180mL) DK (I d£#H;) & & bICAL, kRM% 30 ldsE
PO b,

3) BEEREITEIRATNCRA L2z &

[S/ FOBEESE 50mgINIG])

(3) AANX 4BIC 1 EIRATLIEATHL1-0, RABNLZVEIICHEETDHZ &,
AHNORM 2 SN -561%, FRIZ1ERMTL2Z L,
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3. EREKRTE
(1) BET—421\v45—o
MR L
(2) EBERME
M ER R L
(3) ERRREERR
MR L
(4) BREMHER
MR L
(5) HREERIEAER
1) BEALEETRAERGHER
M ER R L
2) HEEGEAER
MR L
3) REMHER
M ER R L
4) BE - WEHRR
M ER R L
(6) BB
1) SEABERE - SECEARERE (FIEGRE) - RERTREBRRER (TIREERKEER)
MR L
2) RBE&EH L LTEEFTEOABTRIIERE L -HBROBME
BARSANA
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VI. EEREICEET HIEHE
1. EBEZRNICEEHHILEMITLEHH
B AR AR — R
2. EEEH
(1) R - FRBF
WEMBN T 7 vxvem U G aklEsR 2 HE U, M i o8 W ee 2 #il 3 %
ZEicky, BREEEEA R TIEL LB 2615,
(2) ENEEMITHEBRAAE
MEERR L
(3) {ERRBRRE - FinbkmE
ZMEE R L
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VI. ¥MEhreicBis 5I8H

1. mMAREDOHRS - BIEE

(1) AREEDGLDRE
MERR L

(2) RELPREDZERRE
(TVIL 1. (B)EFARRER TR S -] OESM)

(3) BEREBRTREIN-IHRE"

<3/ o fEfE 1mgINIG) >
I EIR SO EMZFRIRI MR T A KT A U EO—EBEIZOWT (% 24 42 H 29 H
AR 0229 5 10 )

2/ Fou UBEEE 1mgINIG) SAEHERK A2, 7 o A4 — =B ZNETNn 18 (2 / e
AR L LT 1mg) R B ISR R IR 05 U Tl < 7 Mo iR A
EL, Gbh-HEYEEE T 2 —% (AUC, Cmax) (22T 90%1E #8 X MIEIC THEFHIRT
AT T2A4ER, 10g(0.80)~10g(1.25) DFEEPANTH W, WAID LM A RIS R S 1Lz,

—e— =/ ROVEERImg[N | G
ol —-o-- R (52F, 1mg)
: T +i5%RE. n=39
E
E
il
L
H
e
=]

24 36 48
12 54 DI ()
R /N T A — 4]
HIERT A—H BENRT A—H
AUC: Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
3/ b R 1.8285+1.0813 | 0.4531+0.5738 1.4240.67 18.65+19.46
1mgINIG]
5 345
Lk 1.9967+1.2677 | 0.3905+0.2671 1.85+1.83 16.06+12.85
(BEH], 1mg)

( Img # 5, PRHEMERZE, n=39 )

MAEFER AW NS AUC, Cmax 25087 A —H %, HBRE ORIR, (KK OEREE%T - R 5%
ORBREMIC L > TR L MR D 5,
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<3/ Fwe UEEgE 50mgINIG) >
BREIRIE DAL RSB T A N7 A VRO HSIEIZOWT (k24 42 A 29 H
FRAFRAIE 0229 55 10 7)

I/ Fe UfedE 50mgINIG) &R ERAIZ, 7 a A A —"—{EIC XV ZhEh 18 (2 /R
m PRI & LT 50mg)  PAREER DR A K ISR BRI NG L Tl X R
CIRIREZAE L, SN EmEE ST A —2 (AUC, Cmax) (22T 90%15 X HiE
\ZCHERHERIT 21T o T2 /63, 10g(0.80)~1og(1.25) DEIFANTH V), il DA F B[R EAE )3

el I 7=,

20
15 H

-

£

S

£

i

b

H

w

=

:Ij: —e— =/ ROEEES0mgIN | G
-0~ FREERE| (FEF. 50mg)
T LiREERE. n=30

0 12 24 36 48 60 72

BRE5BOBERE (hr)
[BEW) R ERR) N T A — 4 ]
HE/INT A—H BENT A —H
AUC: Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
2/ Fua UmgEE
50mgNIG | 61.51+31.38 14.646+6.545 1.47+0.78 11.87+9.44
FEUERL A

(5e%1, 50mg) 60.24+30.48 14.563+7.098 1.424+0.76 11.80+8.85

( 50mg £ 5, PHHARHERZE, n=30 )

MAEFER AW NS AUC, Cmax 25087 A —H 1%, #BRE ORIR, (KK OEREE%T - R 5%
ORI L > TR L HEERD 5,

(4) &
AR L

(5) B - ffAROEE
(TVIL. 7. FHAAER

(6) B%KH (REaL—
%R L

DIAZR)
3y) BWICKVYHHAL-EMERBEEHER
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2. ¥EMEER/NTA—4
(1) BHAE
M EE R L
(2) BPLEETEH
M ERR L
(3) "LATRLFEYT«
M EE R L
(4) HEREEEH
M EE R L
(56) VU7 VR
ZMEE R L
(6) HMER
M EE R L
(7) MREAHEIE
M EE R L
3. R
BRI L
4. 5
(1) Mik-KEFEa%E
M EE R L
(2) mi&k-KadkRIFMEE M
(TVIL. 10. 4k, PESE, RIASF~OFG] OHESH)
(3) At~
(TVIL. 10. 4k, PESE, RIASF~OFEG] OHESH)
(4) HBE~DOBRITHE

MEERR L

(5) ZDoMB~DIHBITHE
AN Y AP

5.

(1) KB R UK ERERE
LR L

(2) KEICEAET 2EBFK (CYP4S0 %) D4rFiE
MEERR L

(3) MEEBNROEERVTDEIE
AR L

(4) REPOEEOEERULLE
LR L

(5) EHERBMOEERN/S A —4
LR L
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6. #ith

(1) HEittERr B V2R
MR L

(2) HEitt=
AR L

(3) HEithEREE
MR L

7. FSVRR—E—ICET BHIER
MR L

8. EMEFIZLIKREE
MR L
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. &2% (ERLOIES) 1T HHEE
1. BEENRLEETDER
AR L

2. EENBELE0ERA (RAIEEZED)

[ (ROBHIZEBELEWNI &)]

(1) BERAE T 727 (REMEARREE) FO/EmRRLZ BILIEEEOH HBEH
[(ARANOEEBBEASEIES 5 2 22XV, BERTCE T 2EITERZRBLOfERRED & <
725, ]

(2) ARARFIC K% 30 0Ll B LTWnWA Z D TEARWES

(3) KEIDRGY & DI D B AR AR R — hRIEAN K UIEBOE OBEERE D & % BFH

(4) A&V T AAED B (LG A L2 D MEDMET LKA L2 D S EORER 23 E 4
HBEBENND D, ]

(5) I UFIEYR L CW D ATREMED & Dl N (i, PElm, WIImE~ORE] OHSMH)

3. FEXFIMNRICEET HERLOIBLEEDER
(TV. JBRICEAT2HA ] OHEBH)

4. AERUAEICEET 2ERALOIELETDER
(TV. WWRICEET 2HE ] OHESH)

5. REREABTLTNDER

[EERE5 (ROBHICIFEZEC®RET D L))

(1) WeFREE, Bk, BE, +HmBBEE, UIEESEO EMMLEREN D 5 BE [ L5
LR R L, RFIEIER 2 R4 2 e85 0 CTRIBKAEZ B SEIBZNNH
%, ]

(2) EEREEEOSH D EBE HENEBET 28235, £, BNOEREHT —4
N—2 % W PRI W T, B HEREDIRIRIC E AR AR R — MRIEFIZMHEH L
TEEHREREDRE DO Y b, KT, SERE#EREESE (eGFR 7 30mL/min/1.73m2 A
i) C, BHEENER OB & U TR V> T AiE BIEfLE L T AfED
Smg/dL Kiili) DU A7 B LTZ & OWENRH S, ]

6. EELEKRKIR L TNEHARVBRES X

(1) EMEEEICET2RIERANRE SN THWDDOT, ZALOERNH L ONIZHEIL,
ARORAZHIEL TREEZIT L ORET L L,

(2) BHIBRIEORIEIC= A ha v RZ, MEUAOERNEE L TWHZEbHDHDT,
RRICEEL T Z0L ) REREEBEET HHLEND 5,

(3) [E7 FO e ImgINIG)])
BEORFIZED OV T A, X I D OEBRBARTDRGE680F, hvy T A3ty
2IVDERETAZE, TR L, DA AREHIR AL TN, T = A,
¥ IX U AEARANT, ARORINE T D Z LN LDT, IRARZ %242 TRA
S5 L, (MMHAEEH] OEZMH)
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!

(4)

(5)

(6)

[/ FOYBgse 50mgINIG) )

REB G#%0T, MiEI AT T MEPME T T 2 FREENR S 5720, MiEH LT LD
WCHEEL, REINUT, IV TLAEOREH I D a2fiedT s &, 72720, Iy
U LAERBIR AN T N, T =T A, v 73U LAEFRBNL, AREI ORI A B
FHZERBHDHOT, RARANEZEX CRASESZ &, (HEEH) OERR)

E AR AR F— FREANC L DIEFEEZIT CODEEICE VT, SHEEL - BEEiR
NHHONDZENH D, MG SNTIEF DL  BNKES OB kT DR ER 2 E R
JUESCRIFTEGIC B L CRBLL T D, U AZRTE LTI, EHEER, (L5RE,
MAEFARER, avFaxTad RIgE, BOERE, OEOREL, WEHLE ORE
TEENMBILTND,

AR OEEBLARTIE A BEN OE BRI A MR L, MBS T, BE I L 72 d R
MREZZIT, RENZERLEZ TX LRV BEE TR LHEET L2 L, KRS
HHIAR B 70 B BHLE DS LB 72 o e B IR BI DR IEZE ZZET 5 2 &

Flo, DERNEZERICERSZ L, EHMRERRELZITHZ L, WASZRHIIAK D
2 HwRHERNCSE M L CREMZ2ERLEIITE ARV BT S Z Ll BEICt
AL, BENEOLNZEAICE, EHICHEE - nEAREZ2T 5 L) IcfEES
5Tk,

EARARF— MRIEFNZHEH L TOWDHERFICEBNT, SEEEEENREI LT & O
ERDDH, TIHOWRETIE, HORYRIMEIZEE L CHBLLIIEF RO HiLd Z
Lo, AE%, Him, HREOERI K HEICIE, HREER+=Z23 5 X 58
THZ L,

B AR AR R — FRHEHZEHFEH L TV D EBEFIZBWT, FEIMEME TR I
£ KB T T, KRG B8, IR BB EOIEEREINEIL LI L O
WERDHD, ZNHOWETIE, BRFIIEZ 2HCAER S8 AR, &
B, BB E I B W THIBIA AR L TWARELHDH T Enn, TO L D RERN
R LG EITIE, XBRESEZIT, EURLELZITHY 2 &, £, mkEoFdT
WAL DAREMEDR DD Z &0 n, AITIFER I E & 2 HE12IE, RHU oA D
FEREZHRL, XMREZITH 2L, HEICBET 22 &, XBRERHIZERE D
RS, RS2 A A LN TREY, 20 X 5 RGEICITE R E 21T 5 2 &,
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7. #HEEH

(1) GtRERELZNER
AR L
(2) BtRAFE L ENER
GrRZR (BHAICEEI S L)
AN B AEAR - i E T T B - fEBRIA
KEUSNDEEY, &Y [RIRFIZ AR 92 & ARHN O W | AFNT S AMB5 A A > & G

i A A (AT UL, Bk <2730 SIFERLOREYSLIEAE | INEZIEKT SED,
XU L, T =0 L5E) AR ER- R LWL, &&Fz

R PR/ DO LS @I NV ISR BE G5B TNN DD | FERKT LI LB H 5
VU LEHREY) DT, AAIDOARME D72 LB | OT, BT 5 LAFOK

IXRTIVANY EHX I FH FETD 2L,
LGk

8. EI{EH

(1) BFADHE

(2)
1)

(3)

ARFN A A Rl A S O BIE FH S B L 23 B & 72 2 A 22 S0l L T 7Ry,
EXGEER & RAGER (B RB)

EEHILEREE - + RS, BRGSO LHHEEREENH DD Z ERHDHD
T, BlEE+SIATY, BERREO ONIGAEICII RS 2R ILT 572, )R AE A
17952 &,

HRIRE - FEEREN GBI - HEEHRN L DN ERH LT, BlEEL T
ATV, BENRBD NG AEIITEGEEHRIET 5L, MURAEZITH Z L,
NEEBEE N HEBEERLODOND I ENHDHDT, BEE+HITITY, BEN
RO LN GEIIT G252, WEURLEERITH 2 L,

KREBETFT, AUKREEHE, AMNREFEHRHBFOFERER  ARGETF T, I
RERBRB B LS, AR BB BREEICB W CIHEENEREZAE LD ENHHDT, BlE
ATV, BEPREO DN EIIIE G 2RI T 57 L, MU RNE AT 2 L,
FFH#EE[ES, #7E : AST (GOT), ALT (GPT) %0 EH-% k5 FHReRE, SN H
SND I ENRHDHDT, BEETHITITV, BENEO NGRS 2 kL,
WO 7R E 21T H 2 b,

EXLEIER (%)

BAID I LM : o AKRARE— FREANBNTRERE, 7% =—, LU, K
R, QT IEEHEAZEI RN T AMIERH LoD EORENH DD T, BlEx
FATATV, BENBO SN EAICEFRGEE2DIEL, BURLEZITI 2L,
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!

&

(4) TOHDEIER
[2/ FOEEe 1mgINIG)])
ROBMERRHHOND Z LN D DT, BENRBD NIGEICITHRG 2 HIET 57
E DU ZRE 21T 5 T L,

BEE B
B | E | BB, TORE TUAXTMEER

K

W o o= E-E%K%@,E%,%%,@ﬁﬁgﬁ%,gﬁ,@%,Tﬁ,@@,@%@
i, HEARE, BECRIE, OWNE, DER, O, Wi, OORE

m | AmERED, FRMERED, R, EEREE N

p i AMNGMﬁL%,Mﬂ(mW)L%,v%ﬂPLﬁ,vaayLﬁ,TWﬁ
YirA7y&Z—¥ R, LDH &

B i | BUN b5, REEEH, 77 F=r kF

. mpg | LTI T RBL, TANYHKAT 72— LY, CK (CPK) LS, -
i (BIER, 5%, APsE, DU, &, BRSE)

FAHMER | LU, LEHEE, Vv, R

2 0 F5E, :Vx%m—y%m;%%,%%%,@%%%,%E@,EEL%,E$
Uy b5, md ) i, BRI, REER

[2/ FoyEgeE 50mgINIG))
WOEWERNS 5D ERHDHDOT, BENBD NG AIII&RGEEZRIET 57
EOWEYIEEITY Z &,

B

B | OE | BB, TR, T UATMHEEER

W 4 = %fﬁﬂxﬁﬁ,ﬁﬁ,%%,@ﬁﬁﬁﬁﬁ,%pm,@ﬂm,Tﬂ,ﬁ@,ﬁ%
B, MALARE, BECRE, DWWk, OEZR, O, #wEE, 0OSRE

m & | BmERED, ARImERECD, MR, BEEREE N

P P A%NGMDL%,ME(@W)L%,v%HPL%,EUwHVL%,7ww
YRR 7 5 x2—F L5, LDH L&

B & | BUN L&, JREgLH, 7L 7F=FH

o . BT 7?%9$277f~ﬁﬁ9,m$ﬁwvﬁAﬁ&,m€@m@iﬁu%-%%
e (B8R, 59, AP, DUBR, W, BIRS)

FAMER | Lo, EHEm, ©FE\V,

2 0 e, ﬂvxfm—wgm,@%L%%%,@%%%,%ﬁ@m,mEL%,m
by B, Y R, BEEEE, EEY

) AMEHIEOS ORFIRG#% 3 BLINICRHL L, @HE KA UNICEET S) 12324 5 FITEH

Eate,

(5) HEAMEFARRAERUVERREERE %
DR L

(6) £MES, AHHE BEEERUFHOARSERANONFRRTEE
AR L

21



(7) EM7 LILF—IcHT 5 FBRUVHABE

1) BR : KHNDI & 5 WEMMO B AR A RF— FRIEANT K UIEBOE DREERED & 2
FITIFHEG LN b,

2) TOWMOBRMER : WEBUE 82, €O, 7TUVAX—MHEER) BHobNs I Libh
HDT, BENBOONIZGEIITHRG 2RI 57 EOWMURAEEZT1TH Z &,

9. BlREADRE
R L
10. 038, ER, BIABF~OERE

(1) 1 SR L CW A AT O & D% NIZIZE G- L nZ &, [flO B AR AR L — K
RIAN L R, AGERBR (T v b)) 1BV, EAV YD AIEIC K D ot oft
LEZ BNDAREEM O NI HEAROIL TENA LIV TV D, ]

(2) BERARAFRR— b RIEANTEEEICIV IAEN T ZRICEHMEERE~RA TS LD O
T, HRT HAEEMED H Dlm A~1X, 1B EOARMENEBRIEL ERD &S b5
BIZOBRBEETHZ L, [RHERA~OBHEIIE AR AR 32— FREFOLL & - )
FICFIRE T %, B AR AR R — FREFN O IED D AEYR F TOWIM & fEdE & OB IX
B 52Tl 2w, |

(3) B HF O NITIE, ARFEGHIIRALEF LS L, (B (T v ) ~&KE5 L
A, AHHRICBIT T2 Z DRI TN5D, ]

1. MNREADEE

RHAREIR, FAR, LR, SR SOI/NRICHRT 222 ML L Tuzayuy, (R Bk
IR,

12. BRREMRCRIES S
SR L
13. BERS

(1) B4R D 0 ME, LECEREE (FRW, W0, ik, Bk ULER
%) DRI D TR b D

(2) BB WRERZB DI, S 4 & GHTHHEH DD I FLER 5T 5,
EFo, RRACHAE B ET B 201 FY & BI8T 5. 28, (8010 7 AL
BITIELT, By LOFRPAHE S S OMEEATO.

14 BRLOEE

A2 - PTP @32 03FN I PTP o — MoV ML TIRIT 2 X0 HET 52 L,
(PTP & — M DFAEKIC LV, BWELATRN BRI~ L, BTl A 2 U CHERR
ARFEOEEREIEZIFET L2 Z &N HRESNLTND,)

15. ZDHDEE
N RLRRE R L
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16.

04t
R L
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X. FERBRARICET HHE
1. REHR
(1) EHEEHAR (TVI. XHREBICETSHEA] 38)

(2) BIRRFEERHER
AR L

(3) REMRBEHAER
LR L

(4) TOHOIEEFER
AR L

2. EMHR

(1) EEEEsEER
LR L

(2) REBREEMHEER
LR L

(3) EERLEEMER
AR L

(4) TOMOBEHKREY
LR L
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X. EENBRRICET HHEE

1. RHEX%
5 2/ Ko Ui 1mgINIG) BISE, UG EIRE (EE - BRSO
2/ R olEEE 50mg ' NIG) KOEATBZ L)
HEhE sy S N =T 5§ L7 JEI 8

2. AZHBIEEEAAE
IEICERROMBERWIBNICER T2 &, (84F  ZEMRBRARIZES)
3. Ik - BEEH
SEIRRAT
4. FEFIRZRWLEDIESR
(1) EETORYHRWHDNLOBERIZTONT
(THHI X5y ) DHEB )
(2)%%&ﬁﬁ®ﬂﬂmkomt(%%%EE%T&%MEEE%)
BEMTERLTIA N H <TvhboLEh :H
(TVIl. 222tk (A EOEES) (BT 2HA] 22H)
(3) RAIBFOBERIZDOINT
MR L
5. RBEZHSE
PAROrA
6. A

Hx7e PTP w4
2/ Fo oikEE 1mgINIG) 100 &£ (10 $£X10)

ARAJ5EFRRH 0 PTP @3 -
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S/ KPR 50mgINIG) | Y FRE Ly T (A, TAI=0 A
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[l—p%s) : AR 7 48 Ilmg, K/ 7 48 50mg, U BI/LAR B 1mg, U A/LAR 2 EE 50mg

o. ERELERAR
K
10. WERFEREADRUERES
Hoe4 REAKGRAEA A TR
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IHiR7E4 RLEAGEREH A Kb
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N S iR [ : i
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A BT SR BB TER R
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[ 3 2t B
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iR B R P ER
3 Fo Uk S b | o
50mg NIG] 10 Z7LANIZ R - R L 7, 8Fr. 7 = — 7 Z i L7,

ARRBRIE, TR REELG A RT 7 () CiED) | ICHETTHEM LT,

2. TOMOBEEZER
L

29



	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．投薬期間制限医薬品に関する情報
	16．各種コード
	17．保険給付上の注意

	ⅩⅠ．文献
	１．引用文献
	２．その他の参考文献

	ⅩⅡ．参考資料
	１．主な外国での発売状況
	２．海外における臨床支援情報

	ⅩⅢ．備考
	１．調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	２．その他の関連資料


