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8.1 BEOAFIZIZI NI T A, ¥F I YDOERDPA %
WAE, IVY I AXIIEY I UDEMTA I L, 7275,
HINT T BRRFI R AN T A, TIVIZ T L, T AT
LAEHBEHNE. KANOWI AW TE Z LhdbDT, TrHEH
FEZ TR &S E,[10.25H]

8.2 EAKRAKRS— P REHNZ L BIEEL ZITTVBEFIZBW
T, FEEIE - HEEHEN S ODNL I ENH L, M EN
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EYZBE L CRIILCwah, VAZRT & LT, ENE
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SHRE. LIEOARE A REHLE OBEEESHI S N Tn b,
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ELMRNFEETBLLLOII|ET L &, RAEGHIZREY
7o R RHMILE AT BN 7 » 723 B I IEAF DR L 2 LB+ 5 2
Eo Tz, DENEFRICESZ & BN MEHREZ 21
%2l WEMZ BRI ARF O M & iR S5 L CRERD
HHRMLE I TE LMY BET L I L EFBEIC T OB,
FEPRO LN A IE, BB - LENR 22T 5
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8.3 EARANRA— MRIFEHZMHEHAL T2 BHIZBVT, #H
EHESEB L L ofErH L. TN5OMETIE, Ho
RGBT L TR L 7ZER L RO 5N D 2 Eh b, 4
H4%. Hin, HREOERR a2, B REREE % =2
TAHEIREST S [11.1.450]

8.4 UARAL A — bMREF - RWMHL T2 EEITBNT,
MBI M AN X 2 KRG T T, KRS B %
. BN REEBEHEOI RGNS EIH L2 L oGV H
bo INHOMETIE, EEEFIIH S M2 S 5or HHi
WRBRAR, BUERE. RIS 2BV CHIBRE RO 5 Tw b
WL HDLIENH, TOX ) RIERIED SNZHA I,
XA 2 AT\, WY U@ EZIT) 2 & /2. WHEoF
WHE L L RetEr S5 2 Ehs, FCIREIEIHH & 72
WAk, B O OFEIRSEE AR L . XA LT %
&L EEICBIFET S 2 Lo XKMAREZIZE R EOMRESE,
AN ZREEIT RS A SN TBY . T &9 BIGEI12I1d#Y) 720
EBEx1T) 2 Eo[11.1.55H]
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W OFEEI NIV O HLRIEED A S LT 5, [2. 58]
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1.1 EXBEIER

11.1.1 EERHEERE
FEZAL R . fdskze HEEAWD) . AE s (HEEA
U1, B 0.9%) . fEH0.1%) . ik (0.1%) %
MG EN TV 5.[2.1, 2.4, 7., 9.1.1%]

11.1.2 FFEEERRE. 8B (V31 b BHEEAN)
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11.1.3 SAEIRIE - REBHER HELAW])
[8.22M]
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13. BERS

13.1 fER
WEEGAZL D MFE A V7 AHMET L, &SIV Y A MED
SR - BlED D S b B REMED D B 6

13.2 L&
WL EIN A B 72012, ZAtil A A > & &4 T A A H 5 i3t
ARG T D, Flon RBINER X BRET H7-0ICH G E
BT 2, BTG, ALY AOEIRNESEEDOME 4TS,

14. BALEDFEE

14.1 FRIZMAFOER
PTPEEDOIEFNIIPTPY — b2 WY ML CIRHT 2 X518
Y52 8, PTPY — MORRERIZ L 0 o TS A B
ANHIA L, BIZIEZfle B2 LTI RSO EE 2 A BHEY
3352 D 5,

16. ZE4EhRE

16.1 MAEE

16.1.1 B@Eigs
BEHRERABEC) 2 Fo U M) v AL LC2. 5mgidbmg™ & A &
THEE S L 7B M s 0 /85 % — & i OV BRE R kR
ETFEROEBYTH DY,

2. 5mg X IX5mgifi AT #8135 -1 (e A1)

) ey :
mg)| n Tmas(h) | Cmax(ng/mL) (nAgHS;ri) ti2(h) *{;ﬁ;;ﬁ

(
2.5 6 |1.67+0.82] 0.96=0.46 |2.90+1.54|1.52+0.32|0.37%0.17

[

6 [1.42+0.92 ] 2.05+0.83 [6.49%3.43]1.61+0.31/0.43+0.23

(T3l + BEHEMRE . G2l Toad S 4% 5-8WE I #2 % T OW KA O L)
F72. 65 LL E O B E LR O BEIC) e Y e YRS ) Y
2k LComg™ & M B AR PG L 72 BE oo i A iR RE RS e OV SRR
JRHHEHEIITRO L BY TH Y. FEiliHE DCuaree AUCo20 % U FAEIR
PHELR GRS RS R L TEr o2 2B, EE B
DRIZEIZFED SN TR WNY,

Smgifi £ F % 145 -5 (658 LU L (R 5 i)
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5%LAL | 1~5%AK i 19% A BEANY]

Filk 6]66.8+1.5(1.33%0.75] 5.11+3.28 |22.30+14.87 1.o1=
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F L1a]2 R B |2 24308 B SIS 9% 5 L 7215 $5%15-24 05 [ £ o0 L3 rh i i
3% 5-83E H LIRS A M 2 < o MG AR R A S 1 R
HTWwEEZHNEY,
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Foo WA O LR FER RSV S 72
FRAN S TR O LY BRE/ ST 2 — ¥

Cmax Tmax Tz AUCo-snr
(ng/mL) (hr) (hr) (ng-hr/mL)
)& R o EENage
2. 5mal 7 1 | 1.21+£0.94 1.1+0.7 2.0£0.6 3.82+2.63
~At v M§E2.5mg 1.07+0.45 1.3+0.5 2.0%0.7 3.41+1.57
(Mean=*S.D.)
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EATRIBENT VAT, (7., 10.251E]
A SR S & Bt 5 o i (R A5 1)
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A IAE Crmax(ng/mL) AUCo21(ng-h/mL)
i A S 2.85+1.46 10.42+6.20
305445 2.11+1.25 3.83+2.27
%3055 5 0.19+0.13 0.67+0.51
LR3I 0.38+0.23 1.52%1.50
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Vb FarEr by akda— A, 3—b— LT EICERT S
L. FNEN38~45%. 20% X 1368%D E A TAREME DR % K
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J—b—b QIR L7z SICEWHFEIMNMET T 5 2 &0
HENTWEY Y, [7., 10.28H]
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EARREDOREE DR BAMVE AR A0 F W R, Ve Fa v~y
v 4k LC30mg® & BRI G L 2RO R, 2L 7 F=r2)
7 7 ¥ A(CLer) EBE 27 V)T 7 ¥ A(CLy) OB IZFHBIBIFRASEED 5 11,
CLeRDIETFIZ L7255 CCLASE T L 720 S OMIBIBILR & 0 o 2 Bk
AR 2 (CLer<30mL/%3) D B FH TIRCLAT0% U LKA 5 L #EE S
019026, 9.2.1, 9.2.25H]
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17.1 BRERURLEICET R

17.1.1 EAEEREER(BEEICHT DHFR)
BHBRERAET NS, Ve Fa > b)) v a s LClHLE2.5mg
RRRRIFICRR IS L 7e “EE IR & & & SRR B 12 B
1T % JBEME P35 5 % B2 (Lo« BMD) 34N =R 0 45 5B M B 0 SERT eI, T
FOLpBHTHHYW,

51 W V3% %% (Lo JBMD) B
243H A 4.5%<2>
2434 V) 14838 A 4.9%<58>
,,,,,,,,,,,,,,,,,,,,, ML BNl
247 HER 6.4%<51>

< >N ERA 5615
B, “EERILEAKASHEB) IcBWT, Ve FuYEEF bY L
251 (10261) C O REMHE -394 % B (LBMD) 341128134, 9% T d > 72

17.1.2 ENEIERER(CESRLEBEER" | BITREEECHT23R)
BHBEREENSRIC, VR PO v igF Py v 4k LCLHLE2.5mg
T RREHROES LR, Ve Fa v EE b 285585 (16361)
TOIIMEVE DMK IT (B I OBEE 2 & &) S84 B EI1L12.3% T
Holze RHERIZLY, Ve FOrEEF MY Y L OREARE I EHIR)H
WHERR S 72 BV FEHARE 1231.5% (86/273) T 1 . T4 EIEM
1 6. 2% (17/273) . WE42.2% (6/273) TH o 72,

17.1.3 ;BYMSRER

THENC B W CHFMBIEREZ S RIZ, Ve O vEEF M)A & LTl
H1a5mg™ %36 # H R %5 L 72 B E RSB o813, T
KDEBYTHHOW),

Tk A 1 O
e P32 T 5.4% 7.1%
HER BT ) %7 | #ihL+ ™ 32.7% 46.1%
DFAH o 40.9% 48.8%

) FTHL I T, B BRI S T o B
ECBWCTY 2 Fa v~ Ak L Chmgx fRI% 5 L 72 3tBk I
B %567 ABOBMEFEEHEERMEL ., BNICBWT) L o v
F R AL LC2. 5megk RIS L7 BRIC BT 5 2485 O IEHE3S
BEEEMRIFARETH- 72190, 512, BERAZSRE LA
AEROMER, FHENCBWTY e Fu v MY 7 AL L Comgk fE#
HL7-EEoMiEmEE L BERicBwc) o ryir by vak LT
2.5mgx R L 72 o M i i I ZRAR 2 R 2R L7220 2,
FEDWFH G EFEHEHEL LTIHIMBRESR LIS EHIZAI VY 7 AL LT
200mg % K&
FE2) ERAEE & L CLHLAVB AR LY 7 Ak L T200me % R 5
FE3) EIIC B B A I 1 H 12, 5megTH 5 .
FEA) FERERIRE L LCLA LB BRI Y RISV Y o 4 & L T1,000me% &%
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C vy AFHAGSRERERICB T, BRI ER 25320 5T b,
- 80> BRI & O 72 UDGERA R 38 v b BN E F 28R
S5NTnWh,
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DTV ZVALEE, THE =Y ZADFENFED LN TV S,
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18.2.1 B ETIVTH HINHEHMET v MIBWT, BEEREHEE
ODIT AT %, /2o RbPTFAF €)Y Iy 2L 7 5=
O LS EIEIT 22,

18.2.2 VETY Y VEWTH HINEHEI =77 12BWT, BHE LA
KOWMT 2L, F@E2EMEE2, T2, REN-7OX7F R
SO VTFoy MiEF AT F BT v 2R 52,

18.2.3 AEMLIC L VAL ST v MEEEEE TNV (AT v
MIZBWT, FHER O REOET % 29,

18.3 BODEICHT DHE

18.3.1 UNELHERR T v b OISR I = 7 7 2BV, BHE L FE
E DR O IEDOHBEBROHERFFR0 HIL TV 5%,

18.3.2 UNELAEER T v b, HEAFER I =78 ROAREILT v M2B VT,
FFIEANOREIIRO 5N TN W»D 2

18.3.3 lEH 7 v McBW T, FWIEIHITER RO SN T 505, &
ARALIHI O FFIE & 7 B BRI /R L FR0 6 T n,

18.4 BiFAEICHT RE
E— 7 VREIREE T IVIZBW T, 1.0me/kg/ HE512 L 0 BTG
WEORIEATZRD 5N TV B DS, 0.1mg/kg/ H PS5 Tl BITHE D2
EIZFRD HN TV ARNS,

1)0. Img/kg/ B ARFEEHRSE CEIN R 2. 5mg/Ml/ HIZH S S %o

19. B ICAT 2IB(EEMNAR

—f%%% 0 Uk Ko UERS ) 7 A KFI (Sodium Risedronate Hydrate)

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

SF : CHNNaO7P: - 214H20

2F2 : 350.13

‘s

N7
2 ‘ HO PO:H:

PO;HNa
- 2%H:0

M R HCOBEREOHRTH L, KIZRLRETRT 28/ —
W(99.5)121F & A LT v, O RmRKERILS b o A 8R
(120012 %,

*02. %
PTP : 1008 (108% x 10)
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