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1 BERENETHT ST (EEHEREERE) S0a DAtk x5, [10.2, 16.2.1, 16.2.2 2]
LLL@’EJ@L%‘@%W*@E%%? CHEBRLPEEBESRESNTVWAOT, Miid s W0k
(AHOREBEIEET - Lok . EBFicS AT, 08 (WI80mL) dkE & HITHRA L. MM
B BIEFRBOBIRIE AT %5.] [11.1.1 2] B0FIBMED S (2.4, 11.1.1 S
2.2 REIORS & % V3O E 2R Ak 5 — b REAI BRI S IRATICHRA L 20 . X
1t UBBURE OB IED 3 2 B « AMEHERIEOFTREREAFH LD THE I, LT ICR
2.3 EHLS Y AMBEOEE [V 7 MESET 9%, \ .
LIEH LS AMEEOTERA (LS 5 B2 NAD 5. P RERBOIER (FEFREESUIHET R, R EOR 2.
2.4 BRAIRHICYLA B B L AL 2 305 DL R C 72 L i BEORHET DHP1IE) HoDNLBEICEERE
[7.. 11.1.1 B8] ICHIET B, [2.4. 11.1.1 B8]
2.5 MR XIIHEAR LT W B ATREME D 8 B 40t [9.5 S o
s - 8. EEREANER
2.6 BELBRKERE (L7 F=0 7T IV RE: - . NN .
30mL/HKH) OBHHEE [9.2.1. 16.6.1 BH] 8.1 BAQRBLE L DN LT Ly EF S L DORIAAF
DBERGEE, ANVTTLRIZIEY I VDERMKBT A &,

727120 AT AHREIR ALY I L, TILIZT A,

?ﬁﬁgﬁ“ 2 7Ry LEENANE. AROTNEG TS &N d S

1 i DT, REABAEEZ CRASE5Z . [10.2 B8]
e Y& Fu >~ ENafE2.5mg [F) 8.2 EXAR A4 — FREHICLBZBBEEZ I TLDEEL
138th HE Ut ROY@T kU LKA BOT, BEEE  BEBHADPHODNEIENDH 5,
G e 2.87mg WS NFEH DS < BRSO FEE T 5B % 5
(VP> @ Y YALLT2.5mg) BULE® BB EE L TR LTS, U RIVETFE
ARAHY, Py ERILTIT L, bR UTid, B, (b3mts, MEHEmEE, aLFa
wE 7R ELE=2, AT TV VBT AT U4 RiffE. BEHREE. OREOREE, ERHILEO
FYIL eFUAT—A, vrOIT—) BESSHONT WD, RRIORSHEINIOENOSHE
6000, BALF& >\ AT/ E RREAFETE L. BEICIS U T BE IO LEY 2 hHgs
3.2 BB 223, BBRIAHEMLUEL CEZAMOFEEETHEL LD
7% )+ Fo > ENaji2.5mg [F) BHET 5 &, ARG HICEBE A EEHLE BB
@A | A~ EEEED T A VAd—F 1 ¥ T ol BB RAROKES 2 EET 5L, £, DI
o , . W%hﬁ‘ﬁozt\ﬁ%%&@ﬂﬁﬁ%%u&zt\@
EASiZ RISZ 2R AR O F & BERHE A 124551 U ¢ 28860 72 i R
i — emm JUBIETE BIRD I 5 aaa&%% AL, E

Hh 1‘14m BHEDICIEETH L, [11 1 3’%']9]

= — Fﬁf 8.3 UARZAAR— FREAEHEALTLHBHITBNT,
z NWEEEBEESKEE L EOREFPH S, CNH5OWMET

3. BORRERIMGICEE L TR LIDEA RO 5N S

4. FPRERBRE CEhs, HER, HR. BREOERIE B

BAERIE FRIERER 2215 & > 1583 5 2
X2 BT ST L, [11.1.4 2]
N ——— 8.4 U AR AA L — b REHIZ BHEAL T2 BEICHL
gﬁgﬁgﬁif&f?Esxgﬁmﬁﬁmgﬁﬁ%mﬁ T IEIMBHE LB AIN NI & B KBERET T Rk
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B2 & Bon ARTICKBRER, B, RIBEERSEIC 5\ C AR
6. FEERUMRE Fﬁ'@%hfuéﬁmﬁﬁé LhB. CoES iR
EE. A € FE VB b)Y AE LT2.5mgE1H B SNLHAIIE. XERRES LT, HY LB 2T
1], ARECHSE (9180mL) Dk & b IcRIRET 5., 5:a F 7o, WO BHAL L B AHMED S5 &P
nB. RABRDZ < & B0FIMICE ST, KBS OHKE 5. KFEITIERMER AL E 2 BE 1. KRNHOBLO
9 N DHEH DRE B S BT B & & FEREE MR L, XRRELTO 4L, MECRETS L,
XIS IS B OIES, R R BRI R A H 5 h
*7. AERUARCEHET 328 THD., ZO&S HBAICIEY ZRBETS &,
BEICH 72> TRIRDEE BHIHTNT 52 &, [11.1.5 58]
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9. BENEREHEIIEEICAHTIEE

9.1 SHIE - ITEEDH I EE

9.1.1 B TFTE#HL HZEENIBRE. B, TEBDEEX
FRERNED LEELEEEN H D EE

R O EE S EERECER RS K 2 EBREEO

BL2 X - 9BENFH 5. [11.1.1 BH]

.2 BiggtE=EEE

9.2.1 BEEBKEEESEE
(1) BELRVWZ E, ZLTFZo V)T 52 AMEDK

30mL/ RO BE TR EBET 28T nFH 5",

[2.6. 16.6.1 ]

ERNOEEEHRT — I RN—A2HWEEREICBL

T. BHBEOREICE AR AKX — b 23H 2 (#HH

L-BHEREBREDS 5, BIC, BELEMERE

BE (eGFRA30mL/%/1.73m*kiE) T, BHEENE

HWOBRZF LB LU TEIIL Y Y LM (FIEImE 7L

> LMEN8mMg/ALAK) OV A7 BSEML 7z & O

N5,

9.2.2 hEENFEREDEHKIEEEE
Rt BT 2B 2 NnAH 5. [16.6.1 ]

9.4 &FEREEE T D&
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BrICHHENS . 2EBEBEANOKRERIZFE AR AR —
FREHIOKREE - HICHET 5. EXRAEFL— 1%
IO IE A S IR E TORAM & fEfEitE & OBFEIXHES »
Tz,

9.5 113
TR SIIITR L C WA RO S 2 EICIZES LEnT
Lo MO A K AR — b REHI &R EHEAR (5
B ICBVT, BHILT Y LMEIC K 2D BEEDER &
EZZ oNABHMOFET XL TICREDOBILEBESE S A 5N
TWb, [2.5%R]
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13. BE1S

16.2.2 ZH]

1. EIfEA

WOBWERDNH 6bNBZ ENRHHDT, BELTDITT

2N

*11.1.1 LERH(EERE
ROEZEL BHEAH). BERE (HEEAH). REEE
(BHEEAEA) . BHiEE (0.9%). BiEZ% (0.1%). +=#EBE
& (0.1%) FhmEShTVS, (2.1, 2.4, 7., 9.1.1 &

]

BHEPRDONLHBEICIREEZFRIET 54 E@EY) 4
WEZITH T &,
1.1 EXZEHER

11.1.2 FFHERERRE. B|E (LI NHIHEARH)
AST. ALT. v-GTPOE L\ LA Z M5 FHkeERE. &
EHREHODNDZENDH B,

13.1 ER
BEEBSICEDMBEALSILAPETL, EBAHLIY AN
FEDRER - BUED D 5 bR D 5,

13.2 L&

WINEIMZ 7012, 2G4 > 2 E&F T 2HEADH 5
WA ZEET 5. T RINER Z2RET 701
Bt 2EZBT 5, DEITSL. ALY L0OBIRAKRE
HEOMEZITD,

14. BALOZEFR

14.1 FRIRMEFOER

PTPREDEAIIPTPY — bSO L TRAT A LS
fHEIBH L, PTPY— FORKIZKD . BWHFHATI &
EREARIA L, B2 B UTHRAREOEE
BAMEEZHET LI END 5.



16. ZEMENE

16.1 MARE

16.1.1 BOigS
RERASBEICY N YBF PY YA ELT2.5mgXIE
Smg® ZAAE NREEORS LROMBEHIREDIST X —5
RORBERAIMRIITRO LB TH D7,

2.5mgXidSmgit B NREOHRGE (RFRRASBE)

16.2 ORUN

16.2.1 BEDORE
BEBABEICYE FayBF b YA L LTomg® % Hoiz
O#%5 L7, BREEGTREARES LB L TChu kT
AUCould REHA L, Yt Fa v b 7L oRNIZAS
DHERRELRZIHIEPRESNATHS, [7.. 10.2 &
]

BER|] [ Tow | Con AUCix | tn | RHERSH ARG & RERGOLE (RERASE)
(mg) |"| (h) | (ng/mL) | (ng - h/mL) | (h) | it (%) s sk MR MmAERE
25 |g| 1:67 | 0.9 2.90 1.52 | 0.37 Cuw (ng/mL) | AUGu (ng - h/mL)
: +0.82) +0.46 | *+1.54 | +0.32| +0.17 RS 2.85+1.46 10.42%6.20
s g 142 | 2.05 6.49 L6l | 0.43 BRI RS 2.11%1.25 3.83+2.27
+0.92| +0.83 | +3.43 |+0.31] +0.23 BRI 0.19£0.13 0.670.51
(CPHE L EERZE. 11203 Toa 5S8R £ TOIHKH DO EIH) BRINGERG 0.33+0.23 1.52+1.50

F7z. 65 Lo G EHRE LR TBEICY £ Fa ViR
FU Y LELTomEY 2R TRERO®RS Lo
EHEROCRBRPIFERITROEBOTHY ., ERED
Ciann AUC: S U RFERP IR RIGIES IE C B L TE» -
Too 2B, BRBALEEBEEOBICEIFED SN TV,

Smgiti B NIECR SR (658 DL = i)

% |n EH | Towx | Coa AUCon | tin |RERBH
(#) | (h) |(ng/mL)| (ng-h/mL)| (h) |t (%)
B 6 66.8 | 1.33 | 5.11 22.30 1.51 1.18
7z +1.5(+0.75| +£3.28 | *£14.87 [+0.23| +1.06
Bl 6 68.7 | 1.17 | 5.55 20.54 1.75 1.18
B +4.5|+0.68| *+5.33 | *+19.94 |+0.14| +0.77

CPE L EERZE. (103 Toa SR SRR £ TOHRHEOF )

16.1.2 RigRS
BHEBEERFEZNRELT, Y Fur B hYwAaslLT
S5mg™ %1 H1[EE KRR 2B RER R G Uiz, 25248
% O MIE IR (X 58E B DI 2 @Mz <. IEH
BE#EE» 0 3EBEEITVWEEZ NS,
16.1.3 EYFHIEIZFEHER
Ut Fo r#ENagg2.5Smg [F] X% bE2.5mg%, 71 R
F—N—FIEDEhZTIIEE (VEROVEEF MY TLELT
2.5mg) {EFRARAS FICEERICHEREORSG L CmiEdy &
FoCEBRREZRE L, §on-EYER/I T 2 —% (AUC,
Chax) WZDWTHEHRIT 21T 5 72558 HIE/ST X —F O
EDOFHEDZEH10g0.90~1ogl . 11T »D, BHRAEBRTHE
TRE2RTCOFRGTHHEFHPELUL TWE I RS, WAIDE
WS E IR S 0
(ng/mL)
1.2+

—

—e— VN fENafE2. 5mglF

<0 Ry ME2.5mg
mean=*S.D.

n=20

e
0

BER I =REE
o o
<

>
o

o

12 (hr)

S

EYBREIST A — 5

HENTG A=
AUG Cinax
(ng - hr/mL) | (ng/mL)

3.24£1.55|0.91£0.34
3.19£1.4910.92+0.50

BEINT A —4
Tmax Tl/Z
(hr) (hr)

1.3£0.7]2.1+0.4

1.4£0.7]2.3£0.7
(mean=£S.D.,n=20)

IMAEFREE CICAUC, ConFEDI8T A —F 1%, HERE O
R, FEORIEIE - R EORBREGIC K > TR SR
WD 5,

UVt o v#ENa
$%2.5mg [F)J
N4 v hE2.5mg

(n=11. *FHHE+EERFE)

16.2.2 EREIDZE
Vbt RaryigEFrhY)wLzYa—A, I—k—THFICIHRE
FHE. FNEFN38~45%. 20% X1Z68% DE|E& TREMEDHE
RZERT 2 EDMERESNTWS (in vitro) Y. F7-. JH%E
THL IV 2—ARa—b—L Y IZRAL EXICEY S
MFARPMETR T 2 2 EPHESN TS, [7.. 10.2 B3]

16.6 SFENEREZF I 2EE

16.6.1 BikEEEEERE
BHEEDREE SR 2 2/ EARA21Fl 23R, UVt Fo v
F UYL ELTI0mg” 2 HEHEORS LizRBO/KR, 71
T7F=2IUT7F YA (Cla) EBZ YT T X (CLr) OIH
1T HHBERAR AR D 5N, CLxDERIZ L7255 CTCLNMETR
L7z COMBEGRED BEZBHKERE (CL<30mL/4%)
DOBETIICLIAT0% L EEA T 2 EHEESNEY P, [2.64
9.2.1. 9.2.2 #]

F) ENICBT 5 &RARIZIHIER.5mgTH %,

17. BRPRRGHE

17.1 BERUREEICEY 2R

17.1.1 EREEFRAR (BEECHT 53R)
BHBRERFEZNRIC, Ve o BF Yy AE LTIHLE
2.5mg & RN G U7 “HERHLEGER % & O HEE
PRABE™ 1281 2 B EBE (L-.BMD) HINKOHKEH
FRIOEEREIL. TROEBVTHRY s

5 55 BB EE (L..BMD) HhnE
4B AR 4.5%<2>
243 DL _EASIE A i 4.9%<58>
. - > S e I 5.5%<140>
24 AREE 6.4%<51>

< >PIFFH R G

B, “EEMHERRE 48EM) IcBWT. Yk FarEs
MUY LAEERE (1026]) ToOEHEESEEE (L..BMD) #i0
RI134.9%TH -7,

17.1.2 ERNEMEEER (CESREEEERY | SITRERECK
IBR)
BHBEREZWNRIC. YL Ra Y- MU TLAELTIHIE
2.5mgZRBREHCREOKRSG LIER, Ve R BF MY YA
58 (16361) TOIIMEEOMEET (BEFEEITOEELE
o) FAEHEIZI2.3% TH-o7. ARERICKD, Ve N
F U7 L OHAREIINHI R R AR S N BIfERRIASEE
1331.5% (86/273) TH V. XA T LEHRE6.2%
(17/273)\ WEZ2.2% (6/273) TH -7,

17.1.3 ;B5ERREBR
AEICBWTEBHRERZE ZWNRIC. Ve Fu Y BEF MY YA
& UTIHIESmEg™ #3651 AMEO#KS Lz ZEHERHEER
B OfERIZ. TROEBOTHBY 7,

Jex BRI Bz O
AP35 B TR EEHE R 5.4% 7.1%
HEREHAE Y 27 | #i + i 32.7% 46.1%
DR E i 40.9% 48.8%

KHTRL RS ET. HEE  BEAEME R AT O



AENCBWTY RO YERF MY 7 A& L TomgEfEO#E L
7B B 260 AR OEM T EEEENRE . BRNICBWL
TYERaYBF bU T LELT2.5mgzRO#KE Lz ERIC
B 5 248% O FEHE IS EEEENRIFEEE TS - 20,
S5, BERAZWNRE L-RBEOMSRE. SHEIC :bbl’(‘)t
Rar@r Y7 AE LTomgeROfs Lizo g
EERNICBWTY R YEEF MY 7 AL LT2.5mg 2R O#%
5 U imsEhEE 23 SRk ER 2R LY 2,
D) LI ERIGEEE LTIHIERBAR XIS BRI
L ELT200mg % FEORS
EREaESE S LCIHIERERICH LD T A E L T200mg
EROKS
EWNICBI2&RHARIZIHLIER.5mgTH %,
EeREE LCTIHIERRR XY BRICHAL I T AL
L T1,000mg % A% 5

18. ERHEIR

18.1 {ERER
DTROEAOERICED. Ut Ra Y@+ by 7 A EiE
OWREFEER 2R Uy BRI ZME U B RE b 2 mE 5
BEEZLNSE?,

YU AHEERERERIC
nTtwns,

* FE O BAEER B AL 2 F W 7o B TRINEHI R 2 B W T B IHIER
MERDLENTWS,

s BEMRESRO~ 707 7 — VR ERAWZBREHIB LT,
EHOTVZIULIHE, 7R =Y ZA0FEDSBO LN T N5,

18.2 IJWEEFILZBAVCBERA T T 2 EIEER

18.2.1 BEAETLTH BINEFERT v McBWT, BEERY
BREOKRTZMET 5, £/, REFTAFIEUD )Y/
JVLT7F= O EREIEHT BY,

18.2.2 VETY Y /HMTHHIMBRERI =7 ¥IcBWT, BE
ELAROBKTZMH L, BRELENSE5, £z, RFPN-
TURTF R L7 F=, MEFATI ALY 2l
#3522,

18.2.3 ABLICK VBRDPELZ 5y VEREEET IV (RE
ETy M) IBVWT. BEERVOEREOK N2 T 5%,

18.3 BOEITH T ZHE

18.3.1 UEEFERT v PR UIERERI =7V IcB0WT, BEEL
BIRE & OMOEOHBBFROMREIZD 5N TNEY,

18.3.2 UNEMERR T v b, BRI =T ¥ RORHLT v MH
WT., HBEANOEEIZD SN TRV 2,

18.3.3 E#F v MZBWVT. %u&mm%wﬁﬂanx 2Ho5NTWVWD
By BAKME OIEE & 7% 2 RERBEFERIZED S hTw
7‘;‘1‘26)0

18.4 BITAEICNT HHE
E— 7 VREINERET VIIBW T, 1.0mg/kg/HES I &
BGAEOEENSDD 5hTWwsA, 0.1lmg/kg/B? H5 Tl
BITAEOBEIIRD ShTuin?,
¥) 0.1mg/kg : AREREIRE CENERAE2.5mglc i3 5,

19. BRI ICEAT 2REZHIFR
—f% 1 U Fu YT b T LKA
(Sodium Risedronate Hydrate)
Monosodium trihydrogen 1-hydroxy-2-(pyridin-
3-yl)ethane-1, 1-diyldiphosphonate
hemipentahydrate
C:H\WNNaO:P; - 2'/,;H,O
350.13
HEOHEEEOHRTH S,
KICPPBEFRLT L, T /=)L (99.5) IZiFEAL
aIPRANAN
HOFmAKEBLF MY T LHK (1-20) 1265,

%2)

*3)
F4)

BOLT, BRIPUNEIERAPRD 5

b4 -

D2 pm i W
TFE:
oK

N PO3sHNa
« 2H20

HO  POsHz

N

22. ER
1008¢ [10§& (PTP) x10]

23. FEXM
1) D. Y. Mitchell, et al.:
215-222
2) MID-NET®*ZH W7z RERROME (MID-NET 2z
EARZAAR A — MBI OBRERTREICBI2EAILE Y
LMAED Y R 7 FHEICET 5 T — ¥ X—ZAF#) : https://
www.pmda.go.jp/files/000249186 . pdf
3) Y. Ogura, et al.: J. Bone Miner. Metab. 2004; 22: 111-
119
4) 7T b AVEE - Xy MEE 200241 A 17 HA&RR.
WA 3. (3)
5) FEEAHER fhi: Osteoporosis Japan. 2002; 10: 61-82
6) HNERE: AR E A
7) Y. Ogura, et al.: J. Bone Miner. Metab. 2004; 22: 120~
126
8) T bAIVEE - NAx v MEE D 20025F1 HI7THEEHREE
9) 77 MAIVEE - Xt ME 20021 H1THARR, HFEER
BEEA 3. (6)
10) M. Shiraki, et al.: Osteoporos. Int. 2003; 14: 225-234
11) M. Fukunaga, et al.: Osteoporos. Int. 2002; 13: 971-979
12) EEH—1% fii: Osteoporosis Japan. 2002; 10: 85-97
13) 727 N3 JUEE - X3 v ME D 20021 HI7H AR, HEER
BMEN.4. (D) .1
14) K. Kushida, et al.:
469-478
15) S. T. Harris, et al.:
1344-1352
16) J.-Y. Reginster, et al.: Osteoporos. Int. 2000; 11: 83-91
17) SEIMARESGRER (72 b2 ILEE2.5mg - X% v h§E2.5mg :
20024E1 H17H &GS, HEEERMZE ~.2. (1))
18) 1. Fogelman, et al.: J. Clin. Endocrinol. Metab. 2000;
85: 1895-1900
19) EHEB R bR 2z FEFMIEE & U-RBREEO i (7 7
kXOVEE2.5mg - N& v bEE2.Smg : 20024E1 H17H &R,
HEFERMEEEE .3, (1))
20) D. Y. Mitchell, et al.:
258-265
21) BYIFHEOLE: (72 b3 I)LEE2.5mg - X3 v FE2.5mg :
2002fF1 H17HARRE, HFEERIBIEE .3, (4))
22) Ve ICBES 55T (72 bR ILEE2.5mg « X% v M
2.5mg : 20024E1 H17HA&GR. HFEERHER.1. (6))
23) SRELEERRE T VAT 1R (72 b 2 ILEE2.5mg -+ NHA v
F$E2.5mg 200241 A17H AR, HEE R
1. (1) .1)
24) LI. Mosekilde, et al.: Bone. 2000; 27: 639-645
) BEEEEBREOMBMEICET 2B (727 b2 ILEE
2.5mg - XA v ME2.5mg 1 20021 A 17H&AR. HEFER
BEAR L. (4) 1)
26) BOREKALICBET 2/EH (727 b2 IL$E2.5mg « XA v bE
2.5mg : 2002E1H17THAFR ., HEEERMEEH 1. (4) .2))
27) E=ZVRBIMETNCBI 2 BINEEICHT 276/ (7
& ILEE2.5mg - XAy ME2.5mg ¢ ZOOZEIHNEIEWm
BRI E R . 1. (5))

24. XFAERERUBEVLEDEE
BEMETERASH < TOHERE
T939-3515 EILREILHIKIEL - E1515%
(TEL) 0120-956-792
(FAX) 076-478-0336

26. SUSARFTRES
26.1 SGEERFETT

(= B METHRARH

EIMAKET s 215158

Br. J. Clin. Pharmacol. 2000; 49:

HFEE R

J. Bone Miner. Metab. 2004; 22:

J. Am. Med. Assoc. 1999; 282:

J. Clin. Pharmacol. 2000; 40:



