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AR N3G 2 kT 5 4 SE A MLEE 1T T,

1.1 EXLEIER
*11.1.1 EEHILERES

Bl (BFEAR)  AEsk%e (BEEAW) (Al E (BEEAH) .
B (0.19%kq%) ™, fEg BEARWE) ., +285EE (0.1%
i) PEPSRE SN T WA, (2.1, 2.4, 7.1, 9.1.13]

11.1.2 FFAEEREE. BE (W3O HEAR)
y -GTPOZFE L\ LA 2089 ITHREREE ., EESH 5

AST. ALT.
bbb ENDb,
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M E5 FE8
1) FEIWER OB 5 E, EINIC B 5B RLERE O B R SR R S OV 7 1 F B AR 2
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13. BEHRE
13.1 fER

WERGIC X DIE S V7 ADMET L AR V2 7 A NEDEIR -
BED D HON D REED D %,
13.2 i\

WL Z N2 % 72012, 2k A 4 v % &5 A HlEEHR B 5 Vi 44
PG 5. Tl RMIEER & R A oD Il BURE R EET b,
PENZG Uy IV 7 2 OFIRNIR GO ILE %17 o

14. BHLDEFE
14.1 BFZGEOEE
PTPUEOHEFNIPTPY — M) L TIRHT 25 L) 18ET 52
Lo PTPY — MOREAKIC LD . SIS RO A~RIA L. T
3L B L CHERIA RSO EE LR AIHEL T L2 e b,
16. EMENEE
16.1 IMAEE
16.1.1 BEKRE
TEERPARRICIEIC ) £ Fa Y BR M ) v 4k LC17 . 5mg % M P HIkS- L
7R DML P REE D /8T A — 5 i O 5127200 § O RESR PRI LT
E0LBY)THLHY,
17 .5mghfi T HL.AE 5. (BERERIRE B k)

SR (%) Tmax Cmax AUCo-+ tye (56w | tuz (zoam | SRAERRHHEEER
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 (En=4, FHfE £ EEFE, AUCHIIRMMIEFFHE F TOAUC, tie asen
13451 SRER T2 & 6RER 75 F TOREHI. tue azom (T35 120ERI B © 2452 £ T2
)
16.1.2 EFHREFHHER
)& Fu YEENagEl7.5mg [VTRS] &Nk v MEL7.Omg# ., 7 0 A — /38—
oLy ehenlgg (Ve o rfiEd ) Ak LTL7.5mg) REHERAS



FITHE AR E A 5 L CidEh ) & Fo Ui b Yy AR IE L.
BONEEWBYRE ST 2 =5 (AUC, Cua) 122 THEHEAT 247 o 72455
HTE/NT A =8 O BAEOTIfEDEATog (0.90) ~log (1.11) DHFHN
TdH Y. 2o, EHEERTERZEE UL TV 2 2 &0 HMH O AP Er
RIS EASTERR S 720

M) & Fa YR ) A OFYBTE ST A=

HEINT A —F LHEINT A=Y
AUC: Cmax Tmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
& N o v EENadE
+ * + *
17.5mg [VTRS) 29.47+19.36 8.13%+6.58 1.16+0.73 7.63%2.59
Aty MEL7.5mg | 28.02+13.95 7.82+4.27 1.28+0.82 7.46%2.19
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M EE G N AUC, Crad8 00785 A — & 1%, #ERE OBIR, 1K OFRIL
5L - BRSO RERSAIC X > TR B WHEND D 5o

16.2 TRYX

16.2.1 BBEOHE
TR ABMEIZ) & Fa v Y v ok L Comg™ & B %G L 721,
HHES TIRAEARRS & B L Tk FAUCkald K E (IR L. 1V k&
Fa gl M) AOWIUEEFOEEELRKE (2T 5T EPRBEINTW
%7, [7.1. 10.288]

M ARG & ARG OB (RS )

B5-%MF M FECrnax (ng/mL) | MAEHEEEAUCH 24 (ng - h/mL)
s F RS- 2.85+1.46 10.42+6.20
A3 5- 2.11+1.25 3.83+2.27
A0S 0.19+0.13 0.67+0.51
A3 0.38+0.23 1.52+1.50

(n=11, P31t + BL#EIFE)
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Flo, FHETHL VYV a—ARa— - EL I L2 L 2 ICAEWEN
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W2 L72A55 CCLARME T L7ze C OMIBIRAMR & V) M 2 B RS fEREE (CLer<
30mL/%) DBE TIECLAT0% LA 3 2 L s st [2.6, 9.2.1,
9.2.2%1]

) AHI OB RS B EINREH R GE1E17 . 5mgTh ) . H— Yy MR
F 5 E AR R E 1 H 117 5me# S H 5 TH 5.
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THY ., FREWEIZ EREEEG.2% (17/273). IEX2.2% (6/273) THh -7z

(BN—T v MR)

17.1.3 EASE DHEHER
A=Yy MEAEEZTRIC, IHIAY L FayBFr)was LT
17 .5mg% SMERE 4% 5- L 7245 Ry 3% 5-BG 248 % O ExcesslfiLif AL-PE™
D ZEALE1E-85.3% (n=11). #%5-BIIAA8:A 4 D ExcessliLif AL-PH O
BEALEIZ-82.1% (n=11) TH-72%,

BIVE S8 BUME 1225% (3/12) TH Y. TOWFIX. T, HAPE, Ky
MFETH - 720
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FR=T v MEBEEZNRE LAENC BT 5 ZEEMRILEGRER O 4.
e Fa v MY Y ALHLEISOmeik 58 (60H Rk 5) # RO =F Fr
YEET S b U A1H1E400mete 58 (1801 Mk 5) 128 W, %5-Fth
125 H 1 F T2 BT 5 Excesslilii AL-Pl O &% K75% 1L FART L 72452 %
EAIE, FN2NS5.0% (51/60) J123.3% (14/60) TH Y. %5 -FlaE
180 H H T®ExcessliliF AL-PIH DOFEHZEALEIZZ 2 1-87.9% (n=56) K&
0-40.6% (n=57) TdH -7,

F 7o, HGBR18 s ARICB VT, MEAL-PHEVSIEFISEL., MFFshz
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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 -7z

D) SEREAFEE L L CLHLE Y 7ICH VY Y A L LT200mg % fE 4% S

T2) AH OEHIEE S ARG EIEE7 5me T %o

7E3) HEREERSE S LCLHIRBRRKICA LS Y 4 L LC200mgh ks

4) Excesslilif AL-Pfi = M AL-PO M- GERMH OB + FAEMEOR/ME) /2

5 KA O A= o MEISHT % E KR XL H 117 5mg% 83 38 H # 5T
Hhbo

18. FEHFEIE

18.1 1EA#F
DToMAOERZEY, Ve FarEF Y Y 20308 Mo b e
AR U BRI LR A #3 2 & E 2 5,

- AHEG R ERISRICB W, BIRIUNHIER 2 S Twv b,

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

- EMERO~ 70T 7 — D RMBE VR BW T, HAOT L
ZVALIHE, TR M= ADOFLENFEDO LN TV D,

18.2 BRHBEGEDOTTERVEERD ICHT 2 HE

18.2.1 i mEE Ll L 2B ET NV GREIERT v b) 1I2BWwT, B
AR O O & W32 2 & L BIRGRE K OVE R EALG LR o B,
BEERPEREOK T, RPF+22 8T ) /2L 7 F 200 b4
& NENI T 51,

18.2.2 VETY v ZEWET NV IHERIEI =7 %) 1BV, BHELS
FOMT 200 L, FlEEHMS S5, /2, REN-7ax7F K/ 7 L
TFZy, MEF AT AN RIS 5,

18.2.3 AREWLIC X W BIAD AL ST v FEKEEETV (REILT v ) 12
BV, BHERCEHREOKT % #3217,

18.3 BNH I T 2 HE

18.3.1 JHEHERR T v N RUOPIHERHRI =77 1BV T, BHELFME LD
MO EDHBMROMFFDTZD HNTN1 LY,

18.3.2 URHLER T v b, IIBIER I =78 ROARELT v 2B W, HE
TEANDEEILED STV AR WSE 17,

18.3.3 WMEM T v MIBW T, BURIUIHIERAAES SN TV 225, AKX
AL OFRIE & 7 2 EMITE R X720 S Tn vty

18.4 BT ARICHT 2 HE
Y — 7 NV REIHERE T IVIZB W T, 1.0mg/kg/ AH512 £ ) FIHEBEOE
HEASFED 5TV EDY, 0. 1mg/kg/ APHG TIIEITHEBOEBIEIZZED S5
'/Cb‘f;:\/‘m"o
) 0.1mg/kg/H : ARF RS C EIAERR H 62, 5me/Ial/ B IZHIS ¥ 2 o

19. ARSI 2EBEFHME

— iy Rs ) Fa CEES M) 2KFI (Sodium Risedronate Hydrate)
1bZ4% : Monosodium trihydrogen 1-hydroxy-2-(pyridin-3-yl)ethane-1,1-

diyldiphosphonate hemipentahydrate

4538 - CrHuNNaO7P:2 - 21/2H20

7t 350.13

K AEOEEOH K TH L.
HKIZRRHEFRT L, T8 7= (99.5) 1ZIFE A EHE TRV,
WO 7 AKERALT ) 7 AR (1-20) 12T 0

= S

POHNa
NZ

.21
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