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2.1 EERAENET AT YT (EMEMRAIEE) S0 aEEAY
JEIE S ¢ 2 EEOH L EE [RFOLHEMBEANELEST S Z &
&Y. BERICBIT2EERBEHOERENR % 5,.]
[11.1.1=H8]

2.2 KK d A IO ¥ AR A K & — b REEHN A LBk
SEOBAEROH 5 EH

2.3 ANy AEDEE (E S V> 7 ZEHMET LKA )V
2 MHEDREIRAEAL T B B2 MDD 5]

2.4 BRAIFEICSLAL S B VI 2305 DL LR C v s (7.1,
11.1.1%H]

2.5 HHFATIEIR L T AW REE O & 2 10 [9.55 1]

2.6 BIELERERE (FLT7FZr 2 )T Ty AME L #30mL/
A O HEEY [9.2.1, 16.6. 15 ]

3. fERL - R
3.1 #HBK
B4 1% FH 2 EENag17.5mg [VTRS)

$Ed HF Ve Fa sy M) 2K 20.09mg
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3.2 RAOMERK

e g = o 75
DRl = 1002 VTRS WAL
Na$£l7.5mg e, B e 175 T ANV T—

[VTRS) ST e : ez

8. Imm 4.6mm 3.2mm 1l4mg
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(BHEFRIE)

5.1 REIOBHIZH 2o Cld, BARGHHFESO RIS HEIEDZ
Wi iS5 2 S22 | HERIE R ERS I SNCBB RN R E T2 L,

(BR—T v MF)

5.2 RFIOBMIZdH72o Tk, HRFMBIEFSO [‘FPagetiiDF
Wi LG A K T4 0] 2B 128 —V oy MR EHEED
[ RERAWAT SR UE Rl AR
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(B HEFRIE)
WE. KA oy Ny s s LCL17.5mex LAMIZ1
], EREC0R (W180mL) D7k E & bITHREI%S T 5,
B MAEBEDZ L EB3053MIZ % 59, KGO AL 012
DOIEHOREEID #F 52 &,

(BX—2 v MR)
WE. RAEYe v YER MY 7 A8 LCL7.5mg% 1 H 1A,
FEIRE T (F9180mL) D7k & & b (28T M M H 1% 5§ 5
B MAEBEDZ L EB3053MIZ % 59, KGO AL 012
DOIEHIOREEID #F 52 &,

*7. RERVARICEEYT 2R

(GhaeHE)

74 B5IZH 7o UIROEE BEIIFET 5 2 L,

KU DOEEHCa, MgEDERDIFIZH VI ATV T+ —F —%
GE)RAWDH B\ CIIMOIEH L FEICIRAT 5 &, AF ORI
WA Z LB DT, KB, RAOKERIZRA L, 2
IRA A 72 < & 30503k LISt o ik % #1150 [10.2, 16.2.1,
16.2.2%: 1]
CAEAREEEEAME SN TWDEDT, dH D VIS T,
T 180mL) DK & & B IR L. BRAI430455 13tk 72 & 2
WV [2.4, 11.1.1=H8]

S LR SOSEIRATIZIRA L 22 v,

- CIPEIHBE R B O W ReMEDSd 5 DT E 12, 2O FTIZIRAT 5.
- A BB O RE R T R B DI TR, B R oA, S E
OFET AR T E)D D S b N A ITIE TIEE I EET 5,
[2.4, 11.1.1&]]
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7.2 FFNGEIFRA§ 237 CTH Y F—RHICIRAT 52 L. F 72,
RANOIRE % Sz ad, BHICEERAL, 20%EH 5010
DEOEBACHRAT 2 2 8. B, THIZ28RT L 2w &,
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. AN T T ANIE Y I VDRI T A L. FHITER—T 2y
MEEE L, BRHEEEAE LTUELThW A0 THERT LI &,
7220, BN ARFIR AN T A, TIVIZT A, T4
T LEERANL, RFOWINELET S 2 EHH DT, IR
REZTIREEE2 2L, [10.28H]

8.2 UAKRAF A — FREFCLBEEZZITTVBLEEZIZBNT,
FATIEE - B EHMALN D SbNDL 2 EAH D, Bl SNIREFO
% DR OB 20 B AR B 20 B AL E < R T | B L
THERBHLTWE, JAZHTE LCiE, EEL, (bR, s
FAMER, VT3 A7 04 FIEHE. BEHRE, DEORE A,
BRI O BEAESEDH S N T Do ARF O G- BIERTNE IEN 0%
PURAE A MERE L MEIE U CL Bt L) 2 B AS % 521
BN ERMLEY CE R FEFLTBLLHIFET LI L, K
FlFe G- AR BENY 22 BRI IE S B2 7 o 723 A LA O fR a4
RERTHI L, Tz, MENEFERICRO 2 & N 2 sk
xR H T L, ARSI IARK O A SRR IS A L TR
B EAHLEIECTELRY BT8R EHICTAHRE L,
BN S NIGA I, WD IR - DR 22T 5 89
g5 2k, [11.1.381]

8.3 EAKRANA— PRIFEHIZ ML TV B EFIIB T, S HET
HWIRDSEB L7 OMEDNH D, NS OHETIE, HoEgeest
BHZBE L CRBMLZERM LD SN Z &b, A%, HiE.
IS ORERDNE < a2, HRIERER+ 223 2 L) iRET 2
Z ko [11.1.43M1)]

8.4 YARANRD— MRFEHEZRWEH L TV BEHIIBWT, I
(A AR 3 ¢ AN P AN 1K g i S SN i (VAN 1 4= = N U s
KA S8R0 EIARR L 2L OHERH L, 2o DH
LT EEFWAE T L HOEM 2 55y A I KBRS, A,
BB B CHIBRR AR SN TV ML b HHZ &b, 2
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Pl CIRER AN & 72351213 RO O O FETRTE: % Y
L. X479 2 & HEICBST 52 &0 XBMAERIZIZE
B OIS, R 2 BRI RAHRONTE ), 20 L) Bihh
LB R M EE1T) T o [11.1.551]

9. HENHE+ETIREICHTIAE

9.1 AHHE - BEERZENH 8L

9.1.1 BMTHEENSHIBEXIIRE. B. TZHEBOEBXIIRER
ZEQLBHILEEE, &2 8E

FiE G ORI E AN ALE RGO L B R R O LR &
T BENDD L. [11.1.15H]

9.2 BipelEERE

9.2.1 BEBHEREERE

() HELwZ k., 2L T7F=0 2075 v AMEDHKI30mL/ 2K
OBRETIIHARIES 2 BZ N5 5V, [2.6. 16.6.15H]
(2) ENOBEFREHRT — 5 N— A% FW2BEERHA BV, BH%
FEDIERIZ AR AR D — M RIEF 2 A L - BHEEERE O 9
5 RIS 2 BB ERE R (eGFR2S30mL/43/1. 73m?*Aiiii) T
ERREDS I OBE L B L CTER A V> AME (IR IR 7V >
%7 AMEAmg/ALAI) DY A 7 AL 72 & O#iESH B Y,

9.2.2 FEERIBEDBHERETEE
HEMASRIE S 2 BZNAH 5, [16.6.15H]

9.4 £JEREEH T 2%

TRURS 2 W REME D & B L PEAEL G L oA A ekt % 16l %
EHW SN EHGEICOAEG T2, EARAS A — FRIEANZ
BIHBEICHD AFNIRICEFIERAR A I SN b, & gTER
ANOHEITE AR AR D — FRIEF OFGE - IFICHET %,
Y AR AR — b RIEF O L2 SULIRE F oMM & fEBk s of
FITH S TIE Vv,

9.5 1113

Wl AR L CW B WD & 5 LTS L w2 & o
Y AR AR — FRIEH & B, AEAR (T 8) 1I28WT, K
AT AFEC & B 5 REEORE L E 2 5N s BEOTIE
PG RO BILRIES A SN TV, [2.55H]
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1. BIER

ROBWEHD S 5 b D 2 L3H DT, BligZE T4V, B9
HRRD N3G 2 Pk 5 4 SE A MLEE 1T T L,

1.1 EXAEIER
*11.1.1 EEHILERES

Bl (BFEEA) Bz (BEEAW) Al E (BEEAH) .
B (0.19%kq%) . g BEARWE) ., +285EE (0.1%
Kii) PEPSHRE SN T WA, (2.1, 2.4, 7.1, 9.1.13]

11.1.2 FFAEEREE. BE (W3O HERR)
y -GTPOZF L\ B 2089 ITHREREE ., EEH 5

AST. ALT.
(YW RNy SY

iGN E DN
13CTH EIE O
5 B | BhiE,
M E5 FE8
1) FEIWER OB X 5 E . EINIC B 5B RLERE O B R SR BT S OV 2 F B AR 2
MO <,

13. BEHRE
13.1 fFER

WERGIC X DIE S V7 ADMET LKA V2 7 A EDEIR -
BED D HON D REED D %,
13.2 B

WA 2 % 72012, 2k A 4 v % &5 A HlEEH B 5 Vi 42
PG5 T RMIIEER & R A oD Il BURE 2 EET 5,
PENZG Uy IV 7 2 OFIRNIR GO ILE %17 o

14. BHLDEE
14.1 EBFZGEOEE
PTPUEOHEFNIPTPY — M) L TIRAT 2 L) 18ET 52
Lo PTPY — POREAKIC &0 SIS R ARIA L, T
3L B L CTHERIA RSO EE R AIHEL T L2 e d 5,
16. EMENEE
16.1 IMAEE
16.1.1 BEKRE
TEERPAR R ICIEIC ) £ Fa VB M) v 4 L LCL7 . 5mg 2 M P HIkS- L
7RO ML PR D /8T A — & O 5127200 & ¢ O REUR PRI 1T
E0LBY)THBHY,
17 .5Smgfi T HL. A 5. (BERERIRE B o)

R (%) Tmax Crmax AUCo-t tye (56 | tuz (zoam | SRAERRHHEER
e 0 | g/ml) | (ng-h/mL) | W (h) %)
59.8 0.90 13.91 45.47 1.73 11.43 0.78
+3.5 +1.01 +8.78 +32.35 +0.57 +2.58 +0.49

(n=12, ti2 a2om) VEn=4, FHfE £ EEFE, AUCHIIRMMIIFFHE F TOAUC, tie asen
13451 SRR P & 6ER 15 F TORIHL tre azom (THG120ERI B © 245 B2 £ T2
)
16.1.2 EFHREFHHER
)+t Fu YEENagEl7.5mg [VTRS] &k v MEL7.Omg# ., 7 0 AF — /73—
Ly EhenlgE (Vo rfEd ) 7 Ak LTL7.5mg) REHERAS



FITHE AR E A S L CidEh ) & Fo Ui b Yy AR IE L.
BEONEEWBRE ST 2 =5 (AUC, Cua) 122 TR 247 o 72455
HTE/NT A =8 O BAE O TIEDEATog (0.90) ~log (1.11) DHFHMN
TH Y. 2o, EHHETERZEE UL TW2 2 &0 b MH O AP En
[FISFEASTERR S 720

M) & o sk ) A OFYBTE ST A=

HEINT A —F LHEINT A=Y
AUC: Cmax Tmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
& F o EENagE
+ * + *
17.5mg [VTRS) 29.47+19.36 8.13%+6.58 1.16+0.73 7.63%2.59
A4y MEL7.5mg | 28.02+13.95 7.82+4.27 1.28+0.82 7.46%2.19

CPAfl = B, n=25)
MEEH) & R o R N Uy A ORI
—e— )& 1 > EENadEl75mg [VTRS]

0 NGy B
T3 = i

IEEFRE (ng/mL)

0 2 4 6 8 10 12 14 16 18 20 22 24

FEM (hr)

M EE G DN AUC, Crad2 00785 A — ¥ 1%, #ERE OBIR, K OFRIL
5L - BRSO RERSA T X > TR B WHEND D 5o

16.2 TRYN

16.2.1 BBEOHE
TR ABMEIZ) & Fa VS Y ok L Comg™ & B % G- L 721,
HHEG TIRAEARRS & B L Tk FAUCkuld K E (IR L. Uk
Fa gl M) AOWIUEEFOEEELRKE (2T 5T EPRBEINTW
%7, [7.1. 10.288]

M ARG & ARG OB (RS )

B 5-%MF MR FECrnax (ng/mL) | MAEHEEEAUC)2 (ng - h/mL)
s F RS- 2.85+1.46 10.42+6.20
A0 4% 5 2.11+1.25 3.83+2.27
A0S 0.19+0.13 0.67+0.51
PRI 0.38+0.23 1.52+1.50

(n=11, Pt + BL#EIFE)

16.2.2 REOHE
Ve RO yEEF M) AR Y a— A, I-b—LIHKICHERT L L, Th
ZN38~45%. 20% X 1368% D EE TARBEDHHKZ TN T 2 Z & AR S
Twb (n vitro) o
Flo, FHETHL PV a—ARa - - LTI L2 L 2 ICAEWEN
FAFEMET T2 2 M TnaY, [7.1, 10.28/H]

16.6 HENDEREH T 2BE

*16.6.1 BiEeEEERE
B ORISR D E AR AMFE R, Ve Fa v EEF ) YA
L L C30mg™ & B S L2l of R, 2L 7 F=r 2750 A
(CLer) £EZ2 V75> A (CL) OENZIZAHBIBRATED L, CLaeDILF
L7225 CCLARME T L7ze C OMIBIRAMR & V) M 2 B RS fERE % (CLer<
30mL/%) DBE TIECLAT0% Eiidd 2 L s st [2.6, 9.2.1,
9.2.2%1]

TE) AHI OB IS 5 ARG R ELE7 5me T D . B — Y v MEICRT

% EIP A2 H 117, 5me % S A% 5 Th 5.

17. BRERRGIE

17.1 HHEERVORELMICE T 258

(BHEFREE)

17.1.1 ERNEIHARR CFHM_EEHRIEEHRY  BREICHT298)
FHEERE A RIS, Ve Fa 2 T Y YAk LCIHLAZ. 5mg X i3E1
[E117.5mg™ % AQIABIRE 1% 5- L 72 4% I 4808 #2 D IEME -2 45 %5 B (L.«BMD)
HANEIF1H 112, 5me% 58 T5.87% (n=195 9 LB M96I) . H1[E17.5mg
¥ 5#C5.36% (n=214 9 HHME3F)) TH Y. #E1M17.5megfk5 &, 101
12, 5mgft G- 123t 2 AR S 0
BRI SE AR RE 12 1E 17 Smegft G- T24.9% (62/249) TH Y. EaEE
FHEBAYK6% (15/249), ERGEEL.6% (4/249) Tdh o7z,

17.1.2 BRI HERR CEEHREBRHRY  BIRREBEEICHT 298)
BHEEEE 2RI BRI £ Fa v EES b v 4L L C2.5mg™
ORI G L7okEH, Ve Py M) o 2858 (16361) ToIEstb
BHEOHAET (REEITOMEL &) SAEREEIXI2.3% Th o7, Rtk
W& HEARETHIEIR) R S 2 BIVEIZEBAEE1331.5% (86/273)
THY ., FREWEIZ EEEEG.2% (17/273). IEX2.2% (6/273) THh 720

(BN—T v MR)

17.1.3 EANSE DHEHER
A=Yy MEREETRIC, IHIAY L FayBF s was LT
17 .5mg% SMERE L4 5- L 7245 Ry 3% 5-BG 248 % O Excesslfili# AL-PE™
D ZEALE1E-85.3% (n=11). #%5-BIAA8:A 4 D ExcessliLif AL-PH O
BEALEIZ-82.1% (n=11) TH-72,

BIVE S8 BUBEE 1225% (3/12) TH Y. TOWFIX, T, HAPE, Ky
MFETH - 720

17.1.4 BHE THEEER
FR=T v MEBEEZNRE LAENC BT 5 ZEEMRILERER O .
e Ra v MYy ALHLEIS0meik 58 (60H Rk 5) # RO =F Fr
YEETH N 7 A1H1E400mete 58 (1801 M5 128 W, %5-Fth
127 H 1 F T2 BT 5 Excessllilii AL-Pl O & K75%LL FART L 72452 % o
HAIE, FN2ENS5.0% (51/60) J123.3% (14/60) TH Y. %5 FiaE
180 H H T®ExcessliliF AL-PIH DOFEHZEALEILZ 2 1-87.9% (n=56) K&
0-40.6% (n=57) TdH -7,

F 7o, HG5BR18 s ARICB VT, MEAL-PHEVSIEFISEL., MFFshi

DEF) T U b)Y ARRSETE3% (17/32) THY . =5 Fo vEE—

F U Y A GEETI4% (4/29) TH o 72819,

BRI S BB 13247 5% (29/61) T Y. ERBEIEMIX THILL.5% (7/61).

TEL8.2% (5/61). BUHIES. 2% (5/61). BEFE4.9% (3/61) TH o720

D) SEREAREE L LCLHLE Y 7ICH VY Y 4k LT200mg % fE 145

T2) A OEHIEE S ARG EIEEL7 5me T %o

73) HEREARESE S LCLH IR RRICA LY Y 4 L LC200mgk &Ik s

4) Excesslif AL-Pfi = M AL-POEME- GERMH OB + FAEMHEOR/ME) /2

B5) KA O A= o MEISHT % E KR XL H 117 5mg% 83 [ 3 H # 5T
Hhbo

18. FEHFEIE

18.1 1ERA#F
DToMAOERZEY, Ve Fa s Y)Y 20308 Mo dae s 0E
AR U BRI 6 LR A 83 2 & E 2 5,

- v AFEG R ERISRICB W, BIRIUNHIER 2 S Twv b,

- B BEEDEE MR % TV 72 B URIDGEHI R 12 B C b I I ASER0 5T
W5,

- EMERO~ 70T 7 — D RMBE VWG BW T, HEAOT L
ZVALIHE, TR M= ADOFLENFED LN TV D,

18.2 BRHBEGEDOTTERVEERD ICHT 2 HE

18.2.1 it mEEo Lt L 2B ET NV GREIERT v b) 1I2BWwT, B
FRBHAEE O O & W32 2 & BIHGHE K OVF R EALG L o B0,
FEERPEREDK T, RPF+r2 8T ) /2L T7F 2004
& NENI T 51,

18.2.2 VETY v ZEWET NV IHERIEI =7 %) 2BV, BHE LS
FEOMRT 2L, FHEZMINSE 4, £/, REN-7OXRTF F/7 L
TFZ ., MEF AT AN RIS 5,

18.2.3 AREWLIC L W BIAD AL BT v FEKEEET LV (REILT v b) 12
BV, BHERCEHREOKT % #3257,

18.3 BNH I T 2 HE

18.3.1 JNEHER T v N RUTIHERBRI =77 12BW T, BHELFME LD
MO EDHBMROMFFD RS 5NTn LY,

18.3.2 URHLER T v b, IIBIER I =78 ROARELT v 2BV, HE
TEANDEEILFED STV »SE 1T,

18.3.3 WMEM T v MIBW T, BURIUIHIERA RS STV 225, AKX
AL OFRIE & 72 2 B EMINE R X720 S CTnZnty,

18.4 BT ARICHT 2 HE
Y — 7 VREIHERETE T IVIZB W T, 1.0mg/kg/ AH512 £ ) BTGB O
HEAFED 5N TV EDY, 0. 1mg/kg/ A PHG TIIEITHEBOEBIEIZZED S5
'/Cb‘f;:\/‘m"o
) 0.1mg/kg/H : ARFIRRHREC EIAER H 62, 5me/Ial/ B IZHIS ¥ 2 o

19. B3RS BT 2EBEFHME

—feigRs ) Fa CEES M) 2KFI (Sodium Risedronate Hydrate)
1b24% : Monosodium trihydrogen 1-hydroxy-2-(pyridin-3-yl)ethane-1,1-

diyldiphosphonate hemipentahydrate

4530 - CrHuNNaO7P:2 - 21/2H20

7t 350.13

K - AEOEEOB K TH L.
HKIZRRHEFRT L, T8 7= (99.5) 1ZIFE A EHE TRV,
WO - AKERALT )7 AR (1-20) 12T 50

%= S

POHNa
NZ

.21
S | HO POH: 270
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568¢ (74t (PTP) x8]
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Mitchell DY, et al. : Br J Clin Pharmacol. 2000 ; 49 : 215-222
Takata S, et al. : J] Bone Miner Metab. 2006 ; 24 : 359-367

T H1E B Z A« Osteoporosis Japan. 2007 : 15 (2) : 246-249
MID-NET® % Fiv: 72 A R O Z (MID-NET® % iV 72 ¥ AR Ak —
I B O R E RSB AR L Yy AED ) A 2 FHIZ S A
T — % N— ZF#4) © https://www.pmda. go.jp/files/000249186 . pdf
Mg (727 8 AOVEEL7 Smg/N 4 v b+ §E17.5mg : 2007.4. 187<GE.
CTD2.7.6.1)

gk - A ESEERE () N o S EENagil7.5mg [VTRS))
Ogura Y, et al. : J] Bone Miner Metab. 2004 ; 22 : 120-126
FEOFEIZOWT (Ve Fat— MEEK/T 27 b AVEE2. 5mg/ N4 v b
$£2.5mg © 2002.1. 17458, HFAMEE)

EhREREERE (VR Fah— MEER/T 2 N A VEE2 5Smg/ N A v b EE
2.5mg : 2002. 1. 17K72, HETERHEE~.3. (6))

Kishimoto H, et al. : ] Bone Miner Metab. 2006 ; 24 : 405-413
Kushida K, et al. : ] Bone Miner Metab. 2004 ; 22 : 469-478

Vo Na S N AORKRABREAR (72 b A OVEELT Sme/ N A v b
$%17 .5mg : 2008.7.167:%, CTD2.7.3.2, 2.7.4.2.1, 2.7.6.12)

Miller PD, et al. : Am J Med. 1999 ; 106 : 513-520

WIS AREER (7 2 b A VEELT Smg/ N4 v b $E17.5mg:2008.7 . 16452
CTD2.7.6.11)

TERT ()& Fat— MER/7 2 b A IVEE2.5mg/ N4 v F§E2.5mg :
2002.1. 17K, HEEEE R 1)

ENMUE HARSERITESE . BIEE . 2021 @ C-6052-6057
Mosekilde L, et al. : Bone. 2000 ; 27 (5) : 639-645
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