XK20234F 1 HUGET (B 5 R0
X20214E 7 AET

IR SO

=g EkSena=y; 3]
IEENFEEE T

=/ R0OVEsETng I—>0O)

MINODRONIC ACID TABLETS
(X / RO E/KFPEE)
Bk i

ERRAMR © A &5
F B HRW EOER] 2R

| AAREEmS S EES | 873999 |

A G & 5 | 23000AMX00414

S I 20184F 6 H
Uk 5¢ BH 1A 20184F 6 H

22 (ROBEICEIIZRELARNI L)

L BERENIT H T2 7 (BEMEAREEE) FORE
WA RS S EED D D EEF [(AH O A ImE
BIET B Z LIk D, BERFNTBT 2EERFEH O
fEEtEnE <725, ]

2. RARFIZ EARZ30 L EEZ L TS Z EDTERN
B

3. AKIDR S & B WIEhD ¥ 2R AR % — N REHN 0
U BUE OBERERE D &b % B

A ARSIV AEOBE [fiE IV LMEDE T L
KAV 2 L E DIEIRDEAL T 5B ZNNH 5, ]

5. 1R AIIFIE L CW B W EEE O & B ig N ([5. 14,
PEIR, RARSEAOEKE] OEEBR)

(HERK - 1%4K])

1. $8R%
k 58 % | /RO @gsElmng (=70
75 ya
ﬁfgﬁf S RO Ek 1 ng
AMKfnY., roERI>F> I, R
oW W FT7Y VBT XITUA, EOAD—
' 2, xr0d—)b, BLFyY . I,
HLF Oy
2. BRI DMK
noow =
A IR HEDT 4 )V Ad—F 1 > 78
+ | T (nm) 6.6
= | JBEE (um) 3.0
| F & (ng) 103
A AR F R 1 2/RkO0> 70O
[%hEE - SHE]
FHLFAE

; (GhkE - MRICEET BERLOEE) ;
L AHIOBA B TIE. AASRBES OB LIES
L EBEIC, BHEEEOBEOHEL TWHEEE S

LTz, ‘

(A% - AE)
ML RIS/ RO KA E LT 1ngZ 1 H 1,
BRI 8 (180mL) ok (LdhsE8) E&blc
HORHT D,
B, AR EBMIMICRS T, R (kER)
AT A DFFH D DB H BT B T &,

; (A% - ARICHET 5EALOEE)
BB TIRRD M EBEICISET S &,
LAFIGA (UdnsEE) TIRATSIE, ALSO
BB (Ca. Mg% @ EROBICH NI R TI 7—
5—%a0). RMKMOREHE AT 5 e, |
WILELT 5 2 L0555 DT, KK, BYOKEN |
IR L. OB < & B30 K O £
BT B, |
9. fe3t R ORI~ I F O AT 216 F & 4 % 720,
RN EBES TS ENEETH D, [
CEELTIE, DIFOBIHICERT 5 2 &,
1) O PSR D FTRE A8 5 DT AFI 2 W6 ATE D
NIFAHFRTENLZD LanwZ &,
)& (FIsimL) DK (Xidad £ & &HiC
AL, RAE0N DR &,
3) BRI U RATIC IR L7z 2 &,

*EUER L DiEE]
1. EERE (ROBEICIERCHRET S L)

D RREE, Bk, B4 FTRBA EHESo L
T CEREEN D D EE [ LB RIS U, H
TERZERT I END 5D THBBEEZELIRLIBZEN
NdH5,]

XKD EEREEEOD Z2BE (PHMINEBET 28NN H
%, 2. ENOEFEEHRT—5 X—Z % HWizEEH
FIZBWT, BHEEDBEICE AR AR T — b REH
LB ERE DS B, B, SRR
[EEEFE (eGFRASOmL/min/l. T3m'AiH) T, BHEREAIE
WOBRE L TRV Y AME GRIEME )L >
7 LED8mg/dLA ) DV AT BEEINL 7= & OMENH
%."]

2 EBEREANERE

D) BB EE BT 2RIERANME SN TWASD T, Ih
5OERD D 5 bN=HaE. AFORHAZFIEL T2
ReEZFTHLOBET L &,

) HHRIEDOTRIEICT A haF > RZ, ML OER A
5L TWSZEHHDHDT, IWEICKELTIZZDLS
RBERZEZETD2LEND 5,

NBEFEORFIZXIDNIVLITLA, EY I DOEBRNAT
DIRBEE, DIV T LAXIIEY I DERIMT A I &,
7210, VT AiFRRIR AT A TV

ED EE-EREOUSZCIVHEHT LI L



Ly TR LEAEAN, AROBRIRZEH TS Z &
NHLHOT, KL ZEATRHEES 2 &, (3.1
HEH] omEER)

DERRARR— PREFNC K DIEREZT THDEHFIC
BNWT, HEEE-SHAEHRNDS5OND I END S,
WG S NTIEBI D2 < DR EE OB E TN T 2 RENTR
HERHLE R FTEGICBE L CRE L Tnd, UXIZH
TEUTE B, beadak, maEFEREE o
IVF AT OA RIGHR, BEHREEE. DEOAEE,
FHLEOMAEENH SN TN S,

AHN O GHIARNZOPENOEHINEZ R L, KHIIT
ISRUTC BT Ll e R & 521, IREEAY 72 8
FHLEZ CE2ROFEETHBILIWEIT LI L, &
ARG IR 72 R E S BT 72 5 72 BRI A
HIDOKELEZEET 5 &,

. OENZBRICRD Z &, ElN ki ka2
% Z &, WRHSZIIC AR O 2 ERHERIC & H L
TREMSHFHLEII TESROMIT 2 2 Ll E2EE
oL, BENRD S NHEITIE. ESITHER-
HPEARl 222 2L D2 ITETD I &,

D EARARR— PREHZFHHL THDERFITHNT,
NEEFEENFEI L 2 EOMENH D, s O
Ti3, H ORGSR IMEITBIE U THRBL L EF B30 5
N&5T N6, SER BiR BEEOERN GG
i, BRBEGRZ222 928 5FETD I L

X6) EARARF— MREHEEMER L T BEITBN

3.

4.

T, JEAMEE SO ic X 2 KRBT R, IEhL
KB EEER, SEAREE eSO IEE RS I F B L
ZEOW|END D, ZNEOWMETIE., BEREHI D
D EGAM D 5 800 ARTNITRBEES, BT, miifsEics
WTHIBED RO LN TNEIHREH DD NG, 20
KD TREIRDMERD 5 N7\ E TR, XKRESF 2170,
WY RAEZITS 2 &, iz, WEPEOEHFNEL 20
BEMENH D ZENnS, FAITIETREINKE 2551
13, O OERAL OIEIRS 2B L. XEREZETO 7/
E, BEEICHET LI LE, XERERIOIEREORE
& R EGFANASNTBD, TOXIREE
WIEY LB 217D 2 &,

HEER

HAEE WHAICEETSZL)

EhBE

BRARAER - 1B B

B - ERET

KLUANADERFEL &
Y|
B SIhaet R
IO RSSYAN=Vi]
WV NEHER
§EX 7]
Sk A+ > (h
WO A, 8. <
eV N7
TZOLE) BF
2UHY
cIXIILADE
&3 A
- il e 5

5

FIRFICIRAT 2 &
ARFN DA 522
=5 Z 582NN
HBHDT, KEID
RA% DR &6
3O ERE DR &
0 S H 2 B AL -
AL NED,
BEEEETSC
&,

AFNI AL A
> EHAEIVRRT
22ENBHZHD
T, PHATR LA
Al DI 2 i T &
%,

BlER

AN, BIVE RSB 2 I £ 72 %

NEXRZEER (38
(1 EEBELLERE

EEARER)

FAEZ T L TWIRWN,

TR, BHIEES O LEEICERERE NS 5o
L2EMBHBHDT, BRETITITY, BENHD S
NEBECRKGEHR LT 27 E, BUBNEZTTD

&,

(2)SEEHRIE - SAEBHR
PAEE - FHEEMRAND S ONDH I ENHDHDT,
BIRE oI T, BENRED SN AITERE %
kT 572 E, EMYBLEZTS 2 &,

(3 EEBIESE
NEBFERN S 5DONDIENDHZDT, BRE+
ATV, BENED SN-EAICERSEHIET S
mE, EURAEETTO T &,

KAKBBIET T, EMAKREEHI. BMAREEHBE
DIER B
KRB IR R, AR B E. A R i
WCRBWTIHEEMBERZELD ZENHLHDT, B
+oictrn, BENEED s ARG 2P IET
HIE, MURNEETTD T &,

(5IFTHEERES. B|E
AST (GOT), ALT (GPT) %o LF &> Tt
fefEd, EHENDODOND T ENHHDT, BHEsE 1+
TV, BENGRD SN E &S EHIEL,
Y RLEETD T &

EKRMZENER (FEE)

BAILS D AINEE

MDOEZRZARFR— N REANZBNWTERE, 75—,

LU, RN QTIEESZ SIS D A fE

MBHESOLNDEDWMEND DD T, BLKE+THITITN,

FHMRD NG EIERGERIE L., U LEE

o2&,

3) Z DD EEFR

KROBWERMBH 5ONDZENHDHDT, BENRDS

NESEITREEETIET 2 E DY BAUBEZITS

&,

TRAR N\ SR HEHEARH

B 8 fE| BB EOFE T LIIVFERER

HoAe & F - EACNRER MR, B MRER
WA, Hoby MR N, B, RS2
L HERR, BHCRR. ON%E VR
&K, LB, HAE, O OSRRT

i & | F Bk, ARIMERG A, N A
BAERIT N

BF fg | AST (GOT) L&, ALT (GPT) L&,
7-GTPER, EUIIEY ER, VIV A
URA7y#5H—+¥ L5, LDHLEA

) | BUN L&, REELA, 7L T7F= bk
s

B BRR | MPIIL T LD TIIVIHURAT 7
& —EWP», CK (CPK) L&, ff-
iR (RSN, EE. AP,
S, P, )

BREER| LU, LEME. OF0, B

Z O o] e ILATO—)VEm BE B
&K, BISESR. R ME RS, fp
U2 kS fnd) A, BlEmTEE 5

Es
#

5. 03m. EfR. RIFEDIRE

1) %

(DIE SOSIEIR L T 2 alREME O & B NI2idd&k 5 L
WZ &, OB ARARF— b REH & EEE B
M (v b)) IZBNWT, KAV AMIEICK S5
WEEE DFER &5 X 5N DRI OFET A T R
DR TENASNTNS,]

(2 EARARF— M REHNIHEE IO A ETNEIT
BEIEBARZITHBEND DT, HET 2 HEHED
B ANT, BELOFRENERMEZ ERS &R
WrENDLEEFICOAEET DL, [REHEREADIK



HEIZEARA KRR — b REF O 5E - WIRICHEE
9%, ERXARARF— NREHOHFIENSIEIRETO
HARE & MRt & OBIEEIXE 5 2 TR, ]
AL CER ]
BAP O NIE ARG PR RIS ®2 2 &,
(BB (v b)) ~NEELEBEG, AP icBiTd 2
ZENRINTNS, ]
6. NEEADIRE
RHEREE, ke . HIRSOINGE
ﬁm%ﬁbfmmm(@ﬁﬁﬁﬁmmn
7. BERE
1) B4R
KAV AlE, EEHEAERE (8ARH, o,
BER, BR XIBEES) DRETD0EEEND 5,
2)LE
W EINZ B T=012, 251 4> 2565 2HlEEA bH
DNETAERGT D, T2, RWINCEAIZRET 572
WCHEREEBET S, BB, K1)V T AMIEIIZ%
BTN U T, LI A DEIRNER 5% OUE 2175,
8 BRALMDEE
R3St B
PTPEIED#ANT, PTPY>— S WMOD LU TIRAT S
Eo#EIT5ZE, [PTPY— FOMEMKICKD, HWLEA
ERASEEREIEATIA U, I3 2 2 U CHERRIR 4%
DEERAINEZIHET D ENMEINTNDS, ]

[Z ¥ 8) 5E)
EFREERER
I/ ROVEERGE Img (=70 SAEHEHRIOZNZEN 1§ (S
J RO Eg/KfmEL Tlng) 2, ZOAXAF—/N—EICLD
@%%A%?ymﬁi@#uﬁﬁbfm%¢‘/FD)M%
EEHELZ. SoNEWENEINT A—% (AUC 4
Cmax) | ’)bVCQO/{n%El:F'EJ(i O EHRNT 21T o T2 4
log (0.80) ~log (1.25) DHIPHANTH D, Ftﬁﬁﬂ@E%'%%
RO E S DR X N7z ?

IS D24

HIEINT A—H BEINT A—F
AUC gur Cmax Tmax t
(ng-hr/mL) | (ng/mL) (hr) (hr)
I/ROUEESEIng | 1.8285 0. 4531 1. 42 18. 65
(=70 +1.0813 | £0.5738 | =£0.67 +19. 46
FREE B 1. 9967 0. 3905 1.85 16. 06
FEHF, 1mg) | £1.2677 | £0.2671 | +1.83 +12.85

(Mean+S.D., n=39)

(ng/mL)
1
—e—I/FOBiEing [=7A)
0.8
--o-- {RAEBUH (SEI. 1mg)
1m Mean=*S.D., n=39
#®
06
7
S
d
& 04
b
3
0.2

v Al
36 48

R (hr)
MSEPEEENE TIZAUC, Cmax®n/8T A= 1%, #HERHE ORIR, KR OERI
[ - WEISE DRABR R &K > TRIZ 2 WREMEN B 2.

[ % & 2]
7 7VRIIVEDY CRE B EEE L. B o e
EHETHEEBIT, TR ABRLET 5.7

(B3R ICEET 2B FHER]
2/ RO gk
(Minodronic Acid Hydrate)
[I-Hydroxy-2-(imidazo[1, 2-a] pyridin-3-y1)
ethylidene] bisphosphonic acid monohydrate
5+ CHERN,O.P, « H,O
ST 340. 16
BER T

N/

—
e

OH * H20

H20:P POsH2
TR AR~ IR OB O RS SO &
2,

HEOMETH

(RZW EDEE]
REMHER

IRAS TR 2 N IR (A0°CL FHRHRETS %, 6 77
H) O#FE, 2/ RO CESE Log [Z7 0 N3l Ok
WRICBNWTIERMLETH D I EHERIE N Y

xx [ ]
XX I ROVEESE 1ng [0 10082 (PTP)

xx[F B 3 k]
¥ 1) MID-NET 2 W= a2 o 3E (MID-NET 2 fWn
T ERRA R R — M EF OB RERE BE T BT 2 )L
SULMIED D) XTGBT 27— X—ZAHE) :
https://www.pmda.go.jp/files/000249186.pdf
2 =70 (k) - tNER (R RS R )
) NEWSEI . OgaT s 7 hi
—7o R - HNER etk

[(CEkFE Rk - HMmEREE S HE L]
FESEMRI AR OB RN DE £ L TH FRlc ZaFRk< 7230,
ORISR ERE R E
T531-8510 KBRiALXAEE 3 TH 9% 35
& 0120-226-898
FAX  06-6375-0177

& NIPR0O

EERTE O Rtt
KIRMIEXAEFA3ITEIE IS



