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2. B2 (ROBEICIIBELEVWIE)

2.1 T A oY T (HEMEA ) &
DOEEEE A RIE S LEEDOD L EE [KHO
FEEBANRIET A2 L2 X Y, AERTICBT
LEWER SSRGS 7 5] [11.1.12 8]

2.2 REIOWSTH HWIIMDO E AR AR A — bR
FNZRT UBE OB O 5 5 B

2.3 ANy AMGEDEE LFED VY7 LEDT
T LIS V2w A EDFERASEL T 2 BZF 1
W bo]

2.4 RABCTIAL S B WIZRAE 2 3050 DL EAR T 4 v
BE 7. 11.1.128]

2.5 IR IR L C W B TR D & 2 Lotk [9.5
ZH]

2.6 HELZERERE (VLTF=r 2T T
A H30mL/ 3 AGw) odb b EEY [9.2.1.

16.6.1Z:H]

3. MR - MR
3.1 #Hr

e 44 7 7 b A IVEET5mg

BRESr |18EH
Ut Fu g b7 AKFIY86. Img
(e rFuryfr by 7ak L C75mg)

RN FAERY ., Yy EROYTY TSy, e FaFy
Fov)lkiluo—A, JOAKRE Ry, AFTY
VBT ART A, AV FoNay, b aAn
— A, %271 I—)6000. BLF¥ v, FH=_
fflgk

3.2 HAIDOMK

T 7 e
SR R e SR = | Tk

TAINVLO—
ORI T AV TEE ‘@ © @ ey

F&(mm)- 5 (mm)- B (g) ES(mm)| 75T

$E75mg )

T
102 #52 #0201 4.0

) 727 N AVT5] OFIFS Y
4. HEENIIZNE

BHRRE

5. REERIIHMRICEIET 2FE

AR DB H 72> Tk, HRBERHFAZDEFENE
HHEME O W 285 2 S8 1 TEMEE & W E & T
SNTBBEERARETHI L,

6. AERUVHAE

WE. KA e Fa v b Ak L C75mg
Z A1, BREEC TS E (180mL) dkE &b
FOHGT %,

B, RBGRD R L 305TREIC % 53, KRS
DAL VB DO ZEF] OFET TS BT 5 2 &

*7. RERVAEICEEYT 2%

BTGB TRIROFZ BHITIRETH T L

AFBES | 22400AMX01500
BRChAIA 20134F2 A

KPS OEEL (Cay MgEDEEDOFFIZE W I &
TNV x—F —rEl) RLEWD L\ IL Mo SH]
EREFICIRAT %2 & RFEOWINEWGTF D Z &
HHOT, BIEHZ, ROOKETICRT L, 222
M #EAD7% & L3053 O E % 81T 5,
[10.2, 16.2.1, 16.2.2&H]
CHEERSLEEEREIREINTVWEDOT, Vb
LA T, e (F180mL) k& kb
AR L. BR300 M 72 5 v, [2.4, 11.1.1
Z]

CEE R OSRERENIIRH L v,

- LIRETRBEAI L O W RE AT A DT E T2, 2o
FIRAT %,

BB OEIR (T RSO WE TR N R
DIfid . BEOFHT L5 2d b/
WA EREISERT 5, [2.4, 11.1.18]
CARFNIRIFRA T 23#Th ), B & L THA
HMUHKIRATAZE, $72. AHORAZ T
AT, BRHIICIEERAL, 20%iEH52 L0
EDZHIRHATAZ &,

8. EEREXRRIE
8.1 BEOEFHICIZHINI T A, ¥ I YDOER

BT RGEE. AV A XIEEY 2 VD
WMTHI L. 2L BNV T T ARREI L OV
YA, TIVIZT A, TRV LAEERANL, R
HIOWINEZWTHZ EnH2DT, RAKZEZEZ
TREESEAZ L, [10.228]

2 EARAFRA— MARFEHN L DR E 2T T2

BEIIBWT, FHEHE - FHEEHErDSbNLD
CEND D WESNIIEBI DL RSO G
VZxt 9 A AR R Ze B RHL E < Jy T S G (B LT
BLTWwWa, VAZRFELTIE. EWESE, 1L
SR, MAEHAEER, VT3 2704 FiE#E.
Wk, IEORE A, BRHILE O BEES A
ENTW5D, REOFG-BIMGHNE DEPN 08 BLRE
AL LEIZS U, BT LaEY) 2 s R
Taxly. RENLEEHLEZ TX LR FEEFLT
BLEOIRET L 2 & REPG HIZRER 7 B R
WU DS 7 o 123 B VI AHK DRSS % £ 4
LTl T OENEZHERIESZ L, EMNZR
WEMRAE Z 2T 5 2 & BRI ARAI O &
PRI 5 5 L CIREM 2 REHLEIZ T AR
WL ERERBHICTAHBL. BEFEDS
NE I, EHICHE - DEARZ 2235 &
HIcigET A L, [11.1.3%8H]

3 EARARA— PREAZHEH L T EHICE

W, NEEEFEEFEI L Lo@mErH L,
NOOWETIL, HOKgR MG 1B L CTHBIL
THEBI L RO SNDEZ ES, HEE, B, B
HEOIERDE C HA L. BRINER %229 5 &
IFEEST B b, [11.1.421]



8.4 UALRALS I — bREF EMFHHL T2 85
2BV, FRIMBME TR M 278012 & B KR i
T A RBRE B, SR B JEE
BEMHPEHL 2L OMEDTDH D, INHOHRET
X, SIS L AR A 5 8 H RS KBRS,
B, Al Ic B CRiER RO 5N Tw b
HELHLZENS, ZOL ) BIERDPRED LT
A IE, XS 24T, MY 2 EE1T) 2 &,
F72, WAMEOER L L LWEERH L Z En b,
Frf CIEE IG5 & 72354121 PO o B A
DIEREZERL . XKREXIT) L. HEICH
B b b, XKEMRAERIZIZEREONEELSE, iy
BB RS ASNTEY ., 0L BEa121
WY ME R T 2 &, [11.1.55H]

9. BENBEERE2FIIEEICHTIIE

9.1 &HHE - BMEREOH 28FE

9.1.1 MTHR#EIF H2BEXIIRE. B. T=EEBOD
BENIBERED LBEHLEEEN 55 8E
S W O IE A B AL R B0 & B SR
PWROEALZ & T BENNH D, [11.1.121]

9.2 BipEERE

9.2.1 EEBHKEEEESE

() G LWk, ZLT7FZr YT T2 AMEN
#30mL/ZrFi 0 BE TIEHHEANEIE T 2 BE R
bV, (2.6, 16.6.1% ]

(2) EINOEFREERT — & N— R % F\ 7 EEHAEIC
BT, BHBREDHEBIZE AR AR AL — PR
Hlafif L BERERERZTO) B, FRic, B
7B RERE S B (eGFR2AY30mL /%5 /1. 73m>Adi)
T, BHEESEFOBRZ LKL TRV 7 4
e (IS 7 v S 7 2 EA8me/dLA) DY)
A PN 72 & OHED D B2,

9.2.2 FEENIBREDOBEREREERE

PEDSBEE S 2 B ZF N0 5, [16.6.15 ]

9.4 £JEREEHT 5%

RS A WEREME O H 5 E~E, HREOF LMD
fEktt s EE 2 L HE SN E IO EG T 52
Lo ERAFRAKRS— FREFANIFEBEICHD AT
RICEGEEREAG LB SN, EFTEERAD
BHEIZE AR AR A= FREF OGS - BRI
T 5, EAKRZF A — bREF O EH S IR
FCTOHM &G & OBIEIZI S 2 Tld v,

9.5 117
Tl SR L CW A fetE o & A ethicid k5 L
TnWZ b, oY AR AR A — FRIEF & FEE, E
FHEER (5 v b) I2BWT, Kh VT AMAE X
BB EDRER L Z 2 SN 5 BEYOIELTIE I
BIBDBILBIEE S A SN TW5h, [2.58H]

9.6 ®RILE
EELOBHEROHAREOGRELTER L., &
FLoMGoLEP A RETT s 2 &, BEW (5o M)
A E BRI SN WEANOBIT DT IICHED S
nCTwab,

9.7 MR
INBEER IR & L 7 R XN L T e v,

10. HHEERA

*10.2 GFAZEE (BFRICEET S L)

FAILE

W REIR - 51 )5 i

Wy - faba T

IRUIEOEEL, £
HRizbgl, FLEL
LhEDODHEH VY
v NEHBREY

LA 4 > (B

YN, TR

L, Rk TIVIZY

L5 S

IR, &K
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LW R HEH
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AY ey I UHE
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1. BlfER
KOEWER D H L bNDZ EDHLDOT, BlEsr T
ATV, BEDIED SN A I3RS R R IET
L EWY) R ME T 2 &,

1.1 EXEEMER

*11.1.1 EEHEERE (W3O HEA)
AL, Sk, AEEE. BiEE. AL,
+ ARG ERE SRS SN TWwWh, (2.1, 2.4, 7.
9.1.1%H]

11.1.2 FFEREEE. BE (W3O HEA)
AST.ALT. y -GTPD# L\ LR % k) FFHRER %,
WERHSbNLIEDRH D,

11.1.3 ZARIE - ABEWR CHERH)

[8.2%0]

11.1.4 S EEEEFE FEAH)
[8.3&MH]
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DI GHZHIT L2 LR, MOVBRLEHTLZ LD D,
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13. AEkS
13.1 fEIR
WEHRGICEIVMEI VY T LBET L, KAy
v N FEDIEIR - BEDSH 5O N AWHEMED D 5 6
13.2 @
W a2 572912, Zlib A A+ v % &4 5 il
Hd bW 2T T 5. Tz, RBLIPEEH % K
FETLOICBHELEET S, LEIIBLE, IV
2 A DOFNRNIE G- ORLE 2179 o
14. BREDIEE
14.1 EHIZFEDOEE
PTPUHEDHEHFIZPTPY — SR L TR T
HEfRET LI L, PTPY— FOBKIZE D, 1E
WA TR E R A A L, ISk LA B L
THEFER 5O EE L EIHELZ T A2 L 05H 5,
16. EYEIEE
16.1 IMeRiEE
TR L ElZ) £ P VERF ) 7 A& LT 75mg % il
BT HRRE PG L 2RO ME PR O/ 8T A — 5 RO
512168 £ TORFEIRFHRERIT T RO E BY TH %,
Tomei fr N HLIEE 58 (REHERE L)
i | Coae AUCo-a AUCo7d | Trmas |tz (mason | AR HE

(%) | (ng/mL) | (ng-h/mL) | (nhg-h/mL) | (h) (h) [ (%)

59.3 | 58.46 119.54 197.01 0.875 1.56 0.82
£3.3] £36.25| *£59.88 *=112.17 |& *0.40 +0.47

(n=8. V¥l £ fZ#efF#:. AUColI#5%7HH F TOAUC,
12 Cemaxon) 1 Tmax?® O P56 F T2 F8H)

16.2 RN

16.2.1 BEOFE
TR AR & F o v RS M) 7 4 & LThmg™® % H
MG L7z, B S Cldit B G- L ik L <
Coax X NAUC21l I K& <A L AH ORI EF O
B RELCZITHIEDRBESNTNEY, [7.,10.22H]

H B G- & BRSO (ERRAT H)

N s
Sy MSEHFRIE) ¢ (hg/mL) | AUCe (ng - h/mL)
MBI S 2.85+1.46 10.42+6.20
ERIB05 TS 2.11%1.25 3.83%2.27
H183057 15 0.19%0.13 0.67%0.51
R3S 0.38%0.23 1.52=1.50

(n=11. FIfH = FEifF2)

16.2.2 BB OE
Ve rFory®F b)) v AR a— A, I—b —ITHL
WICHRT B L. FNEFN38~45%. 20% X 1268% D E
BTCRELEOHEREZERT A2 LR INTWD U
Vitro) s F77. JHHETHL VYV a—ARa—b—t Lt}
W L7z & 2 ICAEWENRAEREMET 55 2 &3S
ENTWD, [7.. 10.2508]

16.6 FENDHEEHT 28E

*16.6.1 BigeEERE
ERBEDOREE 2SR 7 AAMVE A 2161 & b i, U+ R’
O yfgF M) sl LC30mg™ & HLEFE 4G L 72 3B
D¥EFR, 7V T7F=r 2T I A (Cler) %2707
7 v A (CLy) OBICIZMHBRRA RSO H1t, CLrDKT
L7208 CCLAFMR T L7zo 2 OMBIRIR & 1) &%
EBEREE (CLer<<30mL/%5) @B TIXCLAT0%LL F i
Py EEEE DY, [2.6, 9.2.1, 9.2.25/8]

) RFOEMNIZB AR EIEH1E75mgTH 5.6

17. ERERRIE

171 B ROREMICET 258k

17.1.1 BRETHERR CESRIERRR  BRECX
ERFEIED)
BHBEREEZ NS, Ve FayBF Y v A1HLE
2.5mg™ X AX H1E75mg% 12% H %5 L 72/ %8, Bk
W T W 0 JEHE I B (LBMD) BEhnERI131H 118
2.5mg™? F5HET5.60% (n=408" & B 14:8%1), H1lE

75mgfk 5-HET5.98% (n=3929 L3461 THY. Al
[75mgf5-1&. 1H1M2.5mg™ #%5-12%F 3 5 e 1H
ERR SN2V, RIVERISSBME1322% (93/422) TH Y .
FREIERIZ T 5% (21/422) . BAVHLKS. 1% (13/422) .
B2 8% (12/422), LJEEG2.4% (10/422), H %
2.1% (9/422) TH -7z,

17.1.2 ERFENHERR (CESRIEEHRY  BrH4EE
B9 358
BFHBRERE 252, IHIEERRKREIZ) & F o )
MUl LTC2.5meg™ w96 L 2oAs R, A
FIFE 55 (16361) TOIRIMEEOMAR T (BEABI
DT Z &) FEAMITIZ12.3%Th > 720 ARERIZ X
0. MERG ST R AR S I 2Y o BRI SSHAEE
1331.5% (86/273) TH 0. F Ve IL LIEEE6.2%
(17/273) . EX2.2% (6/273) TH o712,

D IEREEHIE L LCLA RS RIS VY7 4 & LC200mgs 1

&m'%%@EWKzuaﬁ%miuH1@mmgﬁ%ao

?ﬁ)%Eﬁﬁ%kLTHHEEE%K%»V@A&LT%M@%%D

X

18. EppEEIg

18.1 fEA#F
UTofAOEHIZEY, Ve RFa VERF b 7 2030
B OPEARERLEIEH 27/ L, BRI Z 308 L <1
MEZ PRS2 26N 5%,

Y AHEERERERICBW T, BWRIUNHEIER A
HH LN TV D,

- FB O HEERE A & DV 7 BRI R IS B W T L
HITEHI 2SO SN TV b,

S BEEMERE O~ 70 7 7 — DR R F V22 E 1S
BT, TRV 20OFHE, EHO T L = VLHE
DD SENTW 5,

18.2 BRBEEGZEDOITERVEERD ICKT 2 HE

18.2.1 BRBEEOTIHE L 2B ETF I (NIRRT »
M) i2BwC, BRHEREOTTEZIHT L2 LT, &
TERCHEE B OV B HALE AL Ze o 3N, & % K% OV &
FEORT., R+ ¥V )0 /2L T7F=r0
EHE2ZEFNENIHIT S,

18.2.2 VET) » EWETNV IEMEERI=7Y) 128
WO BEHELAROKT 2 L EREzEnses,
/2. REN-7uXRTF N/ 7L T7F=r, MEF AT
FHIVT w5,

18.2.3 AEMLIC X VIR AEL BT v FMEKFEEET IV (R
LT v MIZBW T ERE R OE DT 230359,

18.3 BOH T &

18.3.1 JUPHJEERT v PR OUIRMERI =7 7128V T, &%
Ji &G & OMOIEOHBIRROMEFRFD RO STV 5,

18.3.2 UNEHEIET v b, IIERIREI =79 KOAELT v
MZBWT, FHEEADOEEILED 5N TV,

18.3.3 WEM T v MIBWT, BWRIINHEIEHE 2520 5
T H, FAHIKCHHE OFRE L 2 2 R EAREIE/ER &
D LN TV,

18.4 BiTARICH T A&

Y= 7V REIERE T VICBWT, 1.0mg/kg/ H %5

WX D BIEEORBIEYFED 5N TV AHDY, 0.1mg/kg/

HE B 5Tl EIERORBIEIZZO 5L TW» v,

W) 0.1mg/kg/H © ARFRHEIFEIE CEINERR 2. 5mg/ll/ HIZH
W7

19. A2 (CBET 2 B{LZHAER

— & ) R S ERF M) AR
(Sodium Risedronate Hydrate) [JAN]

1b4:% : Monosodium trihydrogen 1-hydroxy-2-
(pyridin-3-yl) ethane-1,1-diyldiphosphonate
hemipentahydrate

43 F-3 - C/HwNNaOq7P: - 2%H20

orF 350,13

LR

1\@/§<POSHN21

\ + 2%4H20
HO POsH:

NN



EARINSID R = N S ELI IV i1 L7 T4 = RAF SN X
BRTH 2. RKIZRRETRT . L5/ =
(99.5) 1ZIFL A LB T2\ HOAIKERILT b
U aE il (1-20) 12T B

22. |

AARERS Ve FarigEr by ade
7 7 N A VEETSmg

BE S ARy r— JHPTP

258 (1327 — Fx2), 58t (1885 — K x5)

23. EEW
KBRS
1) D.Y. Mitchell et al. : Br. J. Clin. Pharmacol.
2000 ; 49: 215-222 ACL-0001
2) MID-NET®#% H\ 745 oz (MID-NET®% H
W2 AR AR A — MEFIOFRRERE RSB S
AN AMIEDY) A 7 FHMICT 57— 7 X— A
FAAY)  https//www.pmda.go.jp/files/000249186 . pdf
3) Y. Ogura et al. : J. Bone Miner. Metab.
2004 ; 22: 120-126  ACL-0086
4) H. Hagino et al. : Bone
2014 ; 59 : 44-52 ACL-0615
5) K. Kushida et al. : J. Bone Miner. Metab.
2004 ; 22: 469-478 ACL-0094
6) L. Mosekilde et al. : Bone
2000 ; 27: 639-645 ACL-0008
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