% 2023451 H 8 ET (B5200)
20224E8 A VERL (BE1HR)

AR SR E]

BARERRIRES
873999

BB, AL A R S )
452 KOZBF R U™ LokRsE

TINYRDY B imgdUIYHK

Ibandronate Intravenous Injection Syringes

B & R
FREE - 34
)RR - IRASF ORI X DT AT

ARES | 30400AMX00397000
BRSERIE | 20224E12)]

2. BRE(RODEFEICIBELBEVWI L)

2.1 KHNIOBS LMD E A K A K F— b RIEFN 6 L
SEDOBALRED 3 5 B

2.2 AN AMIEDHEFE[S.1, 11.1.58H]

2.3 M LR L C W A REME D B A k(9. 55 ]

3. #HR% - MR
3.1 fHRL
W7e % ANV Fo r#iEImg Y ) v VTHK
[f’j?ﬁ%\ A8y KT R Y AAM-1.125mg
R (45> Fuv@e LTlmg)
(1mL) 1] ms
WikF by A 8.600mg
AT IR EERE 0.510mg
FERE - b ) 7 2 KA1 0.204mg
3.2 WA DOHRK
R5e4 ANy Fo Y gifEImg YY) ~ PTHK
PEIR BN O
ik EHFHI (2 ) > D)
pH 3.8~4.2
B 1 (VR AWK 5 10)
4. HEEXIINE
EHEFRIE

5. DEER I RICEET 5FE
AN D 72> Tid. HRGRBFESOBWIILIES LS
ZIVCHHRIEE OBWIITEE L CW AL BEEWNRET DT &

6. AERUHRE
EHL RAZIEA Ny Fa vEEE LClmgZz1h HIZ1ll, &
PRI 53 %

7. BERVHASICEET 2EE

7.1 KANETE 2720 BRICERNE S 55 2 &,

7.2 RANIALIEHEEG T HATH b, RAOHZG B TFEDS
BN IR R Y R 25 217w, Uik, 2ok
Ha¥me L, 17 AR TG TA52 L,

8. EELEANEE

8.1 A IV AMIERE - I 4T VRHEEND LA
W AF G RNCH S LOEETH I L, [2.2,11.1.550H]

8.2 AHIFGHIX, BEILNLTHAN YT AR Y I U DEMIRK
THIE, Fiow ARG HIZ. — BT AV Y 2 DS
32 REMEAH 2O TULE AV 7 MEIIZERET 52 &,

8.3 EAFRAFA— FREHNC L BEELZITTVWLHEEICE
W, BB HEEHENDODNDLZED DD, Wi
ENTIEBI DL AP O FHE R 3 5 42 519 72 o BF L i
RJIITEGCHE LCTHRBLTwb, YAZRHFELTIE, B
PENERS, (baemeds, MR AEHESR, avFazx7af Finik
W PO AR A BRI E OB S I ST b,
ARHN O 5 BRI RN O BIRE A MR L L EIE U T,
BEI Ll 2 iR R A 2 20 BB EEHLE 2 TE %
RO EERTHL EIARET BT L, RAFG BB %
B DS BE 2 o 72 A IR DR 2 Z BT 5 2 &
T2 LERAZERICESZ L, SRk Rz 20 5
Z k. RS2 ARKI O M Z SRR R L TR

HEFHLEIITELRYBIFLZ e 2 BEICT 5N
L. BEPHDSN-YAI1TE. BEHICHER - AR % =
FTHEHIRET LI L, [11.1.281]

8.4 UAKRAKRF— PREFEZMHL TV BEHITBVWT, 4}
HEGFEEP BB L2 L oWMETRH 2, b 0METIE,
HoEgeRe M B L TR LEM R0 o 2 &
5y MWE R HiR. EEomRMzE < S IiE, B I
MazBTsLHBETLIL, [11.1.35H]

8.5 UARAFRA— FREHZEMHEHNL T I HEEICBY
Ty FEAMEEE OB M HE 70 & B KIRB IS T A R
BEBRE, BV RS eSS0 EMERAEH L 0%
EXD D, INSOHETIE, BEEFIIR ZEHAM S
Bl ARTICRBEER. SRR, mibiERes: 12 B v CHTbkE 25580
LNTWAMEDHLIEDS, ZOX) RERFAD LN
7oA XA S 2 ATV Y R A7) S ke F
W EOEIHAE L Wit H 5 2 s, Fril T
TR & A, OO OERSE R L, X
WA AT e &, HEICBIET 5 2 &0 XBMRARIZIZE
B OME S, SRR AAALNTEY, 00X
BRAITEY 2 WEEIT) 2 &, [11.1.48]]

9. HENEEZHTIEREBICHTIAE

9.2 BisEEEERE

9.2.1 EENBEENDHD>EE

(D) HEIASRIE S 2 BE N0 H 5, [16.6. 1]

* QENOEREHRT — 7 N— 2 & W EEREICB VT,
BHIRHE OWBIEICE AR AR F — FRIEH 2 L 7Bk
REBEERFZ O ) B RIS, W 2 BARAE B B (eGFR2S
30mL/min/1.73m*4:ji) T, ERAEPIET OB H & LKL T
& H v o0 Gl IE LS OV & 7 2 il A38mg/dL A i) @
VA7 DHIML: & 0L H LY, [11.1.58H1]

9.4 £JEREEH T 2%
TR TR D & 5 I PE~E, B F OGRSk a bk %
LR LB ENDEEICOAEGTEI L, EAKAR
Fo— PRIEANIEILZ Y AT N2 BICEHIEBRAR L1
M EN D, EFMWEAOKRHEIZE AR AR R — FREH
OPE5E - HIFICHET 2, CAKRAK S — FREFOF IR
B SR TOMM & fERE L O BEIZI S 2Tl v,
9.5 1113
TR0 AT R LT WA W REME D & B LI d 5 L v a2
o RS SN-YEICIE, AR OS2 hIET52 L,
DY Ak Ak — b REH & FBE AR (S Y F)ICB
W, AV Ty AMSEIC L B EO R EEZ 5N S
BB OISR A LN T WS, [2.38]
9.6 &ILIF
B O RMER O REOE 2 ZE L., 2L oMk
FHIEERET A2 8 BEW(T v M AELS LA,
AHFICBITT A ERFEIN TV S,
9.7 /RS2
INBEE R G L L2 S O A & 15 & L 22 IR SR
R L TV,



1. BIMEA
ROBWER DS HbNDHZ LDH LD T, BlEEE 51T,
HEDPFRD SN E G- E2 k3 % % S#EY) R ALE &
192 &,

1.1 EXZEIEA

MAANTF7472F%—2av 9, 7F7147F%—RICCH
JEAH)
PRI L TlE, @Y alEoENLEMEZ L THBL I E,
LB, TR TCICE S 2F L X hTw b,

11.1.2 FABIESE - SARBRER (FEAH)
[8.3%1]

11.1.3 S EE B CHEARH)
[8.4%1]

11.1.4 KRRBEFT. B AKBEER. AAREERIBE
DIEFERI BT CHIZEA)
[8.5% 1]

#11.1.5 |AHIV S 7 LI GHEAD)
AR 7y =— L0, KRR YE. QTEES 1L KA
Vo AMIED RO SNLZ EDVH 5, [2.2.8.1.9.2.1F1&]

16. ZEYEhRe

16.1 MepiEE

16.1.1 BERS
REHER A B A Ny Fa vERE LC0.125. 0.253130.5mg% Hilal
FIIRNPE G L7z & & OSEWEIRE ST A—F I TFTROLBYTHY,
I F g I R T TR (AUCine) 13452 IEEI L CHEM L, i
I (te). &2H 2775 Y A(CLo) RS2 ) 75 » A (CLy) 134%
HEIEEETIZIE—ETh o 727

TERS ATV IR NS L 72 & & 03BN T X2 — 5 CPIME
+ BiEfR 7, N=8)

b AUCint tiz CLtot CL:
(mg) (ng * h/mL) (h) (mL/min) (mL/min)
0.125 17.1¥1.9 | 15.7+8.8 123+ 14 86.5+12.3
0.25 34.4%£5.1 | 20.2%+4.4 124+21 83.6%£9.9
0.5 77.2%10.4 | 21.3+2.0 109+13 81.8+14.3

16.1.2 RIR#H®S
MR B LIS A Ny Fa v iE LT0.25, 0.5, 1X1d2mg%k
1338 B g T2l AR 4 5 L 72 & & o gl G O S B RE N 5
A—=FETFROLEBY THo oo Mk REALMREEEHER E 9 5
L2 HP S CTRIBETH D, AUChdZ 522 B L CTHEM L, tie
CLiot St O CLAZ R G- I ARAFE T IEIE—E TH o 725

PR T B IR A LV A S IR 5 L 72 & & o W) Il 516 0 S B 7k €
7 A =% (P + B 2, N=10)

11.2 ZOfOREIER PE5hE AUC ta CLr CL.
1~5% A 1% A SFREEANIH (mg) (ng - h/mL) (h) (mL/min) | (mL/min)
oy EES BRI, P B G, R 0.25 74.4+9.8 | 18.7x1.7 | 56.8+6.9 | 34.3%x4.6
e, MR, BRI 0.5 136.8+16.3| 18.5=1.7 | 61.7+7.1 | 34.8+6.8
FEAARER | @Eﬁﬁﬂz Afbiu\ 1 239.9+22.7| 18.5+0.9 | 70.1+x7.3 | 43.9+7.4
Wl W #% Bk BLHTAST b 4 2 540.7+95.9 | 18.9£2.0 | 63.3+10.7 | 41.9+9.8
ALT L5, ALP LS 16.3 9%
¥ 595, B %ﬁﬁﬁﬂ;‘ﬂ;\ KIE 16:3.1 EniEa®
_ 13, In vitro®BIZ BT, b M ERCRERE, 452 F v R
i TS S L, i A5ng/mLD & £90% T - 729,
g, umBE g 16.4 X
W - I P | PARIZE, RS EL, Y 16.4.1 In vitroidlFICBWT, ANy Fay&F by 2k % e b
IR pdise, g O H¥E7U7:Aqlf°4 UFax— LA oA IERED 5
B, TSR AR, 3T 0 (BURE) . [ AE nimpoysls
}E }im((ﬁﬁéﬁl‘& E‘];?HE\ ;;;; g@v;%‘ e 16.4.2 In vitroRBRIZ B W T, ANV Fa v+ by v 2K iTe
PN SLHEAE) . | IRAR AR (R P LI 1 MFI 270y — 207 OCYPE;# % T (CYP1A2, CYP2A6,
oM S W ) RN, CYP209, CYP2C19, CYP2D6, CYPZELJU\CYP3A4) (4 L T his:
HRAEAR ), RS RS (AT fEI 2R S 7o 72,
%%). Fi 16.5 HEitt

FE) E AR G, 2530 DI RSB LT H DI 5 5 —
OEMEWEOE & W 25tk GYibie. Arrose. BIME, 2. .
BERE) 2 BT 2 WD b

13. BEHRE

13.1 HEIR
ANy AGE. KY YBRINE,. K~ 27 % ¥ ™ A MUEATE
B RS DH 5o

13.2 @&

DHEITIB U, ANVY A, YVUB TR VYL EEHT S
HH ORI G %2179 o

14, BAEDEE

14.1 EFIRE5FOIE

14.1.1 AFNIHFIRESICOAREHT 5 2 & FIRPERS- L
NOREEEH S5 5 LHfEEEZ R T BZNNDH 5,
1412 VI I AXREIT AT I L2 EGTHBEREBRAL
BWZE, ANV I AT AT T AL F 2 EREA LT
HRERRT A LD 5,

15. ZOHOEE
15.1 BEERfEAICED < 155

PP BE T B BRI D v, [17.1.151]
15.2 FEESEREABRICE D 153

it A X (674 F DR P9 45 -3 1 SRk e OV 4R R % -4
PEREB) ICB VT, FHEENICE RTINS RO b
7229 A 67 H EIRNSG- BB T4 N v e g
& L C0.3mg/kg (H2l) o & F THIEEOBIILIZRAD b
T WMEE R R 12 B 2 FE R (AUCo2m) 1E, & T
ANy Farfge LCTlmg(d 1) 2 #lkNT S L 72 o
BREROMS.6MEICH MY L. 2B, BHREOBII. Bk
FRAEASE L 72 OB 3D SN o 720

BB M LIS N> W B E LT0.25, 0.5, 1 id2me%
ERIH G- Lz & &, 7205 F TSR ARZE L IRPE 13247 .0~
64.6%TdH 727

16.6 HENHREHFT2HE

16.6.1 BEZEROEMERE
2VT7F=v 2 YT 5 Y A(CLe) H90mL/min % # 2 5 i HE A
CLer$%40~70mL/min 2 0°30mL/min o il O B g & BF 1A N > o
Ve LT0.5mg% HHIRNIR G L7z & & D AUC U Cax (Comin) 13
TROEBHYTHY., BEHRIEVKTII >z EA%R L, CLIICLe
LRBIL 7 (BHEAT— %)Y, [9.2.12K]

REFEN K O B SE B IR G- L7 & & DFEMBE T X —

CP¥fiti + f e 22)
CLe |#] AUCs |AUGH| @) || Cle
(mL/min) | % | (ng-h/mL) | ®k? (ng /IHHID oo | (mL/min)
>90

(fopioz~133) | 14| 67.6514.4 | 1 47.5%14.8] 1 |77.0224.2
40~70

(G2 —go) | 8| 105%145 | 155 |61.9+6.86 1.30 |48.9+15.2
<30

BIsz0) | 12| 2012475 | 2.97 | 116=127 | 2.44 |17.9+7.67

(
a) CLerA™>90mL/min D12k § % [t
W) RB SN2 - AR, [@E, RACIEA N Ferge LT
Img#% 14 JIZ1E, FIRNES- 3 5.1 TH 5.

17. ERERAGIE

171 AR RLHICET 2558

17.1.1 ERE I/ DHERER
60 LA o> 5SS M MLBRAE SE A & 5 402 L 7o I 2 AL — T MROIE A L
AR (WEBRIRRE I, 4 N> o VR F b U w7 2 KFIWES#I0 . 5mg™
TOA Ny Fa yBF N 7 2KFPESFIImeg) 125 T, 341
DIEAMETEME AT 7 58 A O e iy 6212 X 2 HE 2l (95% 13 X 1)
. AN N CEES MY ARAWEE A meE (f Ny P s
&L Clmg% 14 A1 IR G- 3824009 © T34 2861) 2 O B i
(W bFary@grh) oAb LT2.5mgk# HEECRS, 37660) %
P33%61) T, F N ZFN16.07%(12.19~19.94%) K U°17.58% (13.55~
21.62%) Td - 720 FEAMEVEME S T 58 4 5 o J& B Cox Il I 454 12
L BRMBEEICHTH A8 Fua Y- MY Y LK H I mglt o
N — FH (90%EHHIX [H]) 130.88(0.65~1.20) TH V., 41N> Fa v



B9 b U ZORA S A O RS0 $ B JESMEATEEN S o7z (G
BRI .55) o
34T O JEME S B A LEE O T (5% E X ) 1&. ANy Fa v
B b ) A RHI S ImgBEY . 02% (8.32~9.72%) Jo O xi B A
7.61%(6.92~8.30%) T\ 34F 1% O KB L A 5 4 B LR D
I (95%AZHAIX ) 1&. A /N> Fa Ui b 2R H Img B
3.09% (2.68~3.51%) & UK HE#E2.02% (1.58~2.45%) TdH - 7=,
RV SEBIBUE 13, ZEWFMI LRI B T, Ny Fa vEE)r
b U A REI SR Img B T25.1% (103/41141) . ) HE#ET20.4%
(83/40661) TH > 720 EREIEIIEHIHT, AN Fav#EF MY
v A KA IS A L mg e C2.9% (12/41161) . K HEEETL. 2% (5/40611)
Th-72"9, [15.18H]
W) ARR SN - AEd, [, A/ Ny Fare L
Img# 14 HIC1m, &R S35, 1TH 5.

18. EhEIE

18.1 fEA#EF
ANy Fa Bk, BEETHLINA FaX T 787 4 MHT 58
WHIIEEELTB W, BS5BEICHMAT 5%, B Iy A
INBT VR IVEDY) VBAREEAHELY, Xk
HHIBLOREREZ PIHIS % 2 & THRMENHIER 2 RTEE 2 5N b,

18.2 B IRIRINEI1ER
7 ERE RN 2 R & T2 vitroRERIZB W T, B I s
WIS 5 W 2 R &g 519,

18.3 BHBEETTILVEMICH T B/EH

18.3.1 J v FINEBEREF VIZBWT, 127 AWM HE TS5 L&
&, BEER OO T 2 ARG RICHIHI L2, 720 127
FRIMR QC5HIE) TS Lz &2, BHIE R OE mIEOK
T A LA,

18.3.2 H =27 4 FINERHRE T VICBWT, 167 AKX BOH 121
) RN L7z L & BHERTEFREOKT 2 HH L, F5E
LRSI IEOMESED S, £, Ml - RO E~ —
H—(EER TN A ERAT 77 —€, MEFATFTANVY U, R
HIRIO S =7 VRN -7 uRTF R, JRPFFFEY V) )
D LSRRI L7291,

18.4 BARKILICRIFTHE

18.4.1 EW T v MIBWC, THRMEHE PG L7z& &, AN F
0 & L C4780ug/ kg (1000ugP/kg™ « & ERIMAEH 2 7R3 3 H 7o
#100£5) D B F T B ARG RO BEEIZE20 SN o 72721819

18.4.2 4 XU - TEHRBETVIZBVT, ANy Fa rEEe LT100
ug/kg Cif HI% A PR I & 73 3 H i O #910065) 0 & £ © g IR
DGR ATRALHIE DAL T X FED 5 N dp o 727920

18.4.3 /1 =7 A FUIVEFRE T VIIB VT, FEBPIHIEN 2R
F30R U150ug/kg(A N Fu y e LCoME 164 AR XK (30
FZ L) BBk A% 5 CTld, B IR OB IR S ko 7219,
EDSTHICEENL ) VETOREEZ D LI LEEITR
11:2)4780ug/ kgD R Tld. FEB B 30 O BCRARIE T I8 2R Z RO

HIHNCHED & # 2 5N BARALTFIRDTRD Sz,
W:3) 2 - & o I

18.5 BITEEICRIETZE
BRERRE RO RIBILER A X FIET VI, AN Fa vz LT
lug/kg? ik % 36 A MM H B TP LAz & &, BB KBRS B
%uﬁHéﬁﬁﬁﬁ&wﬁﬁﬁkﬁﬂuﬁwém%%mt%@u%m
SNpo 722,

19. BRI T 2E{LZAVER
—RRA9RFR AN Fa v U 2K
(Ibandronate Sodium Hydrate)
1b%4% : Monosodium [1-hydroxy-3-(methylpentylamino) propane-
1,1-diyl]diphosphonate monohydrate

BF=R  CoH22NNaO7P2 - H20
SFE 1 359.23
MR A~ AGOBRTH L. KICHETRT L T8 7 = (95)

IIXFE A LHEIT RV,
eEBEER

HO POsHNa

\/
HgC M
N7 O S pogH, - H,0

\
CHs

20. BiRL EDEE
WHEAER OB) IZB W Th T MR OB TR b hiz720, 4t
MR BT TIRET B 2 &,

22. ak

ImL[13Y) ¥ ]

23. B )

%1) MID-NET®% H 7 A o E (MID-NETY % w72 € A &
A A — M OERRREREBEICBT 2KV 2T AED Y
A7 P % 7 — & N— A ¢
https://www .pmda. go.]jp/files/000249186 . pdf

2) HHERER<A X6 F IR A5 308% (5 alER) > (R > e
FE ¢ 201346 H 28 H AR 72, WA FH%%:2.6.6.3.5)

3) AR <A X LAEFIRE 18 5- 5088 > (R > B NEHE © 201346 )7 28
HIKRE, HEE &Rt 2.6.6.3.7)

4) e A P o B P 53R (R~ EoNERE - 20134E6 H 28 H 7K
A PEEERRES2.7.6.1.1)

11)
12)

13)
14)

15)
16)
17
18)
19)

2

20)
21)

PR R I 2 C O BB 53 Bk (R~ ENERE © 20134F6 H 28
HARZ, Wi ERi%2.7.6.1.3)

SR BT ABR <ML & 4G &1 Gn vitro) > (R ¥ EN#E 2013
A6 H 28 HRFR, WIRH &R %2.6.4.4.5)

B REARER<NH 717 7 4V (n vitro) > (R ¥ EoNFRE
2013426 28 H K72, HIGHE R ZE2.6.4.5.1)

SR EHRERBR < BE R M (n vitro) > (R ¥ ¥ONERE @ 201346 28
HIR, W aR%2.6.4.5.3)

i A PR (B B R O SR BIRE) (R~ ¥ NEE © 20134E6 1128
HIRE, WETER2.7.6.2.3)

A 2o AL G MR ) Fe SR (55 I/ IAHERER) (R > ENid: -
201346 H 28 H KR, HIAH R %:2.7.6.1.5)

Nancollas GH, et al. Bone. 2006 : 38 : 617-27

SEM B RE KR <43 i EE (SRR ) > (R > U8 201346 11
28H KA. WIREEFMYZ2.6.4.4.3)

Dunford JE, et al. J Pharmacol Exp Ther. 2001 ; 296 : 235-42
SRR <BWIUNHIVER (in vitro) > (R ¥ € NEfRE © 20134E6 H
28HARE, WRHEFMZ2.6.2.2.1.1)

Bauss F, et al. J Rheumatol. 2002 ; 29 : 2200-8

Smith SY, et al. Bone. 2003 ; 32 : 45-55

Miiller R, et al. J Bone Miner Res. 2004 ; 19 : 1787-96
Mihlbauer RC, et al. J Bone Miner Res. 1991 ; 6 : 1003-11
FAKAL R G IBBIC AT A Ny Fa v BF b 2K
DR (R ¥ N © 201346 H 28 H KGR, HRHE RN E2.6.2.2)
Monier-Faugere MC, et al. ] Bone Miner Res. 1993 ; 8 :
1345-55

Bauss F, et al. J Pharmacol Toxicol Methods. 2004 ; 50 : 25-34
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