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2. B2 (ROBEICIIBELEVWIE)

2.1 s E 7T A oY 7 (AlEMEAEEE) &
DOFEEEBZBIES S LEEDD L EE [AFH D
FEEEANEEST A EIC k), AERICEBT
LEWEH OGRS 7 5] [11.1.12 8]

2.2 REIOWSTH HWIIMDO E AR AR S — bR
Fxh UiBBUE DR O H 5 B E

2.3 AT AEDEH LIE DV 7 LEH
T LIRS V27 AEDERDSEAL T 2 81
WD)

2.4 WRAWHZIAL S B\ IZAAT 2 3050 LR T 2w
BE (7. 11.1.1=8]

2.5 IR IR L C W B R0 & 5 Lotk [9.5
Z]

2.6 HELZERERE (VLTF=r 2T Ty
Afi  #930mL/ G A O b EEY [9.2.1,
16.6.1%H]

3. #ERL - MR
3.1 #Hk

e 44 7 7 A JVEE2.5mg

RS 15er
Vv Fa rEEF MY Y L K2, 87mg
(e rFuayfEr by akLC2.5mg)

TN fyEORIYFYS Y, b RaxF v Tul Lt
Nad—A, AFT7Y) VS T7AT A, 7O
AW —A, %701 IT—)L6000, MEiLF¥ . F

AR
3.2 BH|OMR

. aw T -
MRt mia e & £ [ ww |

7 4 v A
N Gy | = |ee-
Fe2.5mg T R (mm) - BB (2) - RS (mm) |
2.5 #96.6 #0.11 #3.4

4. HRER IR

EHAFREE

5. ZEERIIHMRICEIET 2FE

AR DBEHNZH 72> Tk, HARERHFAZOE I
HHEME O W S 2 2 1 TEMRE & W E &

SNTBBEZRARETHI L,

6. AERUVHAE
WE. AZIEY e e BN T A E LT

2.5mg#& 1H1ME, ERFIZ 5% (#180mL) DK

EEBITREITIG T %o

kb, RS C L3003 IZ % 5§, KBSt

DR OB HEH OFE RIS BT 5 Z &

7. BERUVAEICEET X8
BHICHoTIRO S BHIIRET L 2 &,
KU O EE (Ca. Mg &= OFICE W I 4

TNTx—F —nEl) REWMD L\ T Mo IEH]

BRChaIA 200245 A

EFERICARA 5 & RAOWIN AT 5 Z & A
HHDOT, BIEKE, ROOKEFIZIRHE L. »>
MR %A 7 < & b 3055 3R DAL DA % BT 5
[10.2. 16.2zH]
CHERRPLEEBREVSRE SN TLDOT, VfLH
LHWIIABMT, TaE (JW180mL) dkE LB
MR L. BR300 134720 5 2 v, [11.1. 15 ]
R SR RHTIC AR L7 Vo

- TR B O W BEVEAS S 5 DT E 3712, % ©
FIRAT %,

CEEE B OIER (T IR EE O TR T R
DFaH BEOFRT M%) 285 5 b/
BA I EREICHEET 5, [11.1.150H]

8. EELEAXRNEE
8.1 BEODAEFICLLZINI YA, ¥ I DOEI

BT EEE. AV AIEE Y I VDR
WM AT, 72 VT ARIRBRRIR O VY
YA, TIVIZT A, TRV LAEEBANE, R
FIOWIZWH T D Z & bDT, RV %22
TRASEAZ L, [10.227]

2 EARZARA— PREALDHHELZZIT T D

BEICBWT, FEEIE - FHEEWUEL DO DNL
CENB D, WESNIIER DL AR O G
2R3 2 R HEAY 70 B RHILE R R AT L (S B L T 5
BHLCTwb, VAZHTELTiE, ErEE. (b3
PR, MBHEHELRE, aVFaAraAf FiGE.
WA R Y, IO ARG L, BEHLE OBEAESE D
LENTW5E, REOFG-FATNIL ITREN O FLIREE
WAL, LIS LT, BB ICx LY 2 sk s
Txzly, RENZERLEY CE2BRYFEETET
BLELIHIRET LI & RAFG HIREM 2 R
LB DS BEN 7 o 7oA R FI DRI % £ B
LT b, T OENZHERICESZ L. EMNR
REHRA 2 52T B 2 & BRI AR O %
BB RIS L CREM 2 EEHLEIZTE DY
WD IR ERBRBICT UL, BEFED S
N22HAEITE, EEICHE - ORI 223235 &
IR+ k. [11.1.328]

3 EAKRAKRA— MREFEZFHL VL EHICE

VT SN I 2 L Wb B
S OWE TR, B OB IHE I BIE L CRELL
FAEBIG R0 BIS S E D SR, HR. HH
SOIRAHEH 11, HIER BT 5 X
SHET 52 Lo (111455

A EARARA— FAREHEREA L Tw L 8%

2BV, IRAME T EB M A4 0 & B KRB s
O NS (Vi N 1= = i N V) N g S IO | o
HEMPHEELCEOMEDRDH L, TNOEOWET
3. eI A FEAR 2 5 %o AR RBRES.
FEER. BIREEREE I B W TR 5TV 5
MELHLIEDND, 2O LD BERDSED SN
WA ld XA S 2 AT\ ) 22T 2 &



T2, WHEOEHPE L LWRRENDH L Z L2 5,
Pl CIEE B A5 & 7285 512 1E, PO O FBAL
DREIRFE 2 HERE L . XA 21T ) % &, HEIZH
85I L, XMMARIZIZERZEDOMESE, R
BRI REAONTEBY . 20X 2EHE1213
WY R EZATH Lo [11.1.55H]

9. HENERZHIHBEEICHAT IR

1 ABHE - REEEDH 2 8E

9.1.1 i FTH#E#IF H2BEXIIRE. B. T EBD
BENIEERED LB ELEEES H5E8E
FETE M O JEIE 0 IR AL E R RS X B S
KHROEALE & BENN D D, [11.1.1281]
9.2 BERcEERE

¥9.2.1 EEEHEEESEE

() G LWk, ZLTFZr YT T2 AMED
#30mL/ 4 Fiil O B TP SBIE ST A B F N
MH oY, [2.6, 16.6.1%H]

(2) EINOERERT — & N— A% H\W 72 EEREIC
BWT, BHMBREDERICE AR AR L — b RHE
Fla i L - BERERED D b, FF2. &F
7B RERE E B E (eGFRA™30mL/45 /1. 73m*Aiii )
T, BHRESEFOREZ LI L TRV 7 4
e RIS 7 v S 7 A EA8me/dLK ) DY)
A7 DHEINL 72 & 0GR D B

9.2.2 hEENIBEDOEREEETRE

HE DSBS 2 B F DD b, [16.6.15 1]

9.4 £JEEEE BT 5%

RS 2 W BEMED & 2 I tE~1E, HFE L OF IR MEDS
fEktt % L2 LM E N A EICORKGTH 2
Lo ERARAKRA— FREANTHFEEICTY AEN
BRI EGEEAE A E NS EFER~AD
B EIZ E AR AR A — FREF OS2 - BRI
BT 5. EAKRZR L — bRIEF O IED S IR
F TOWIM & fEirk & ORI S A TIE v,
9.5 I1iF

TR AL IEIR L C W A REVED & A Lotk id 4% 5- L
BTk, MOV AR AKR R — FREH L FERE, R
FEEER (T b)) 1I0BWT, KA IV AN &
Do EDRER L Z 2 SN L BEY OIETIE I
JERDEALRBIELES A SN T W5, [2.558H]
9.6 RELIB

BELOBHER OHIAREOGELTEE L., &
FLoMkoLEh A RErT s 2, BEW (5o M)
NG HRBHLENTHAIEANOBRIT DT IO S
nCTwab,

©
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1. BER

ROBIWERDBHEbNDLZEDHEHDOT, BlExr+
ATV, BREPRO SN RS 2hIkT
%7 L) LB R AT 2 o

1.1 EXEEIEA

11.1.1 EERH{EEREE
Bl BEA), flEksE EEAH), Al
EE CHEAH) . BHiEs (0.9%). AE% (0.1%).
TIREBES (0.1%) S@Eshcnd, [2.1,
7., 9.1.1H]

11.1.2 FHEREREE., JHE (W3O HEARN)
AST.ALT. y -GTPD#H L\ 157 % £k iFtkfemE
HHEHHEDbNDEZ DD 5,

11.1.3 SHEIRSE - SHEBHERX (HEAH)

(8.2 ]

11.1.4 S EEBEE FHEA)
(8.3 ]

11.1.5 KEEEFT. B KBEESHE. AERES
BEEDOIEEH BT FHEARH)

(8.4 1]

1.2 ZOMOEIER

5% | 1~B%Kdi | 1%Aim | SHEEAH
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13. BE®RE
13.1 fER
WEESICLIVIMEI LS T ADMET L, KLy
Y N MFEDFEIR - BED D 5 b A WEEMEDLND 5,
13.2 @
WA Z 572012, SMlibs A+ v % &/ 3 5 HHE
Kdo BV 5L a2 5§ 5. F72. RILIEER % B
FTHOICHEREEERT S, LEIILL. BV
T A ORI 5-EFEONLE 21T o



14. BAEDEE
141 ERZAFOXE
PTPEIEOIEHNIIPTPY — b2 50 L TR 3
HEHIETLZ L, PTPY— bOBEAKIZK Y, 1#
WA AT E R EAFIA L, HIZEgElE B L
THERA S OEE R AIHEX R T2 2L 0B 5,
16. EYEIEE
16.1 MEE
16.1.1 BEERS
fE e ABPEIC) £ Fa v Yy Ak LC2.5mgX
(E5mg™ & Hi AT BRI S L 7 BE O e i EE oD %
T A =5 B BRI HEERII T RO LB TH LY,
2. 5mg X AF5mgil £ TR % 50 (ERE A T3 14)

K5 AUCo-z RRIRPEE
(mg) |" Tuae (h)  |Coax (ng/mL) (ng-b/mL)| (h) W (%)

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

5 16]1.42%0.92|2.05+0.83]6.49+3.43|1.61+0.31]0.43*0.23

(P = MR 1ol Tar 32 5- 85 ) 2 T COM A1)
7o, 65D L ORE A E I R O EIC) £ Fe
YT R AL L Tomg” i T RS L7
R D LR PR BEHERS L O SRARIR PR R IL T RO & B Y
THY . =liE OCmaxs AUCo-20 0 O FRAEIR Fh =R 13 IF
HlnE L KB L CRp» o7 2B, Ml Rt Bk
DHIZEIFED LTV 2,

Smgifi £ FRECIB G (65 LR R %)

N o T
#% (0] T ) |G gmn)|, AU |y, ) | BRI

(%) (ng - h/mL) P (%)
’%f%r}f 6(66.8+1.51.33+0.75| 5.11£3.28 [22.30+14.87|1.51+0.23(1.18%1.06

i

B 668.7+4.5/1.17+0.68| 5.55%5.33 |20.54+19.94|1.75+0.14|1.18+0.77

G0 = B AR | t12ld Towd 53 58015 T T A L)
16.1.2 RE#HS
FHBEREEZHFRELT, Vb FOy@BFr) Ak
L Chmg™ % 1H 1A I (2 2438 i AR 1% G- L 721
He 52405 5 £ o0 IMLT7 HE i B L3 4% 58508 B L RAss 4 2 4 i)
7% < MG IEEHER 2 S I3 BRI zvwEE LN
59,
16.2 TRIR
16.2.1 BEOXE
fEER A B L Fa v B bY v ak LChmg® %
HUAGRE 3 G- L 72 g, RS Tl &Rk 5 & ik L
TCCmax e FAUCo 24l K & IRA L. AFOWIUL EHD
WEARELLZTDLIEHPRBEENTNDY, [7., 10.2
Z ]

MR G- & ARG O (AT %)

S oy
sl SR (ng/mL)  |AUCoz (ng - h/mL)
A frEE - 2.85+1.46 10.42+6.20
3053 H 5- 2.11%1.25 3.83%2.27
30545 5 0.19+0.13 0.67=0.51
FL IS 0.38+0.23 1.52+1.50

(n=11, FIfH = k%)
16.2.2 BRHORE
Jt Fa v by azda—A, a3—k—IFHAL
WICHRT B L. FNZEN38~45%. 20% X 1268% D E]
ETREWOEEZTZER TS 2 DR INTWDS (4
Vitro)e F7°. BHIETHL VYV a—ART—k—L L}
WCHRA L7z & IS ZFIHEIMET 75 2 & 253
ENTWD, [7.. 10.2508]
16.6 FHENDEREH T 28E
16.6.1 BipEEERE
EWBEDOREE DR AAMVE N A28 & 3 s, Utk R
o ofEF b Ak LC30me® & RO S L 72 kR
DIER, 7L T7F=r 2T 5 A (Cler) E¥27 07
F v A (CLy) OBIIZHBEEESZD Hit, CLeDET
2L 72755 CCLATME T L7zo C OMBIRIER & 1) R 72
RBEREE (CLer<<30mL/%5) O HEHE TIXCLAT0%LL Fi
LI B EHEEENSY, [2.6. 9.25 1]
1) EPIC B B AGRNRIZIA1A2 . 5mgTH b,

17. BRRRRIE

17.1 EERURSMICEET 3 58%

17.1.1 EREFRHR (BREICHT 20R)
BHBIEREETRIC, Ve RO Vs M)A e LCLH
1A2.5mg % FeRIF ISR 3% 5 L 7- I B st bea o &
O SRR B 1281 2 EHEF 9 E %) (LuBMD)
IR OB GBI OEFT GG IZ, TEOEBY THEY ¥,

50 H%?Ffﬂil@”é‘xi;&?tfff(h 4BMD)
H -1
248K 1.5%< 2>
2438, AT i 1.9%< 58>
,,,,,,, st ] 5.5%<140>
| 245 F s 6.4%< 51>

< > PIEEHmA S5

HB. ZEERILERE 48EM) 1B, AKFEKYG
B (10260) ToMEHEFEEEE (L«BMD) H#nE1
4.9%TH-> 720
17.1.2 ERFELIHARER (CESRIEEEHRY @ BITR4EE
BT 2%0R)
BHBEERZEZLSSRIZ, Ve FaryBFryvak LT
1H1[M2.5mg % BRI R3S L 7255, REIP G5
(16361) TOIEFMEEDOHER T BEFEITOHEL &)
SEHEIX12.3% TH o720 RRERIZ LD, RFNOHeE
BITIRIEYFEREER S Y BRI S BAEE 1331.5%
(86/273) TH Y. FARBENWEHIZ LIEERE6.2% (17/273)
MEs2.2% (6/273) THh o120
17.1.3 B ERRRER
MENZBWTHMBRELRZ 2R RIZ, VL Fo V) b
Uk LTCLHLIESMg™ %367 HREEI#%S Lz %
ERRILEGER™ offRI1E, TROEBYTHAHO W,

BN RRIN K N5
JEHE Y5 3 R 5.4% 7.1%
HEARS ARG ) | B+ By 32.7% 46.1%
AT D P P 40.9% 48.8%

TE) HEL BRI, B AR OB
PENZBWCT) & Fa VB b)) a & LChmg™ %%
CH 5 L 723812 B 564 H 1 0 BEHE- 3545 %5 a3 =2
ELERIZBWTY R RO YEEF M) AL LT2.5mg
TR LIRS L 72 3002 BT B 2458 1% 0 JEME 3515 75 i 1
TERIZFARETH 72, S50, BHERAZ TS E L
RBoOKE, SEICBVWT) e ryBF by v Ak
L Chmg™ % #% 5 L 2B IfiE R & FENIZ BV
T Faygr b))y as L T2.5mgafO&S L7
B s I FEBE SR 2R L2,

D WEILL R L LCIA AR AR IS ERBIC LYY A

& LC200mg & KIS

H2) HEREEHIEL LCLAIBRRHRIZ A VY Y A & LC200mgs 11

7#3) %gb:mm%ﬁm%zilD1E2.5mgfdf)éo

V) JEREREE S LCIHLAR ER IS BERICAL YT A E LT

1,000mg % & 14545

18. ZEhZEIE

18.1 fERH#F
UTofsfEHICE), Utk FayE)r by 203k
BB ORREREIEH 23R/ L, BN Z 30 L <
Mz P 5EEZ 5N 5,

C o AFETEE BRI B W T, BRI A
RO BENTWD,

- B O HEERAT I & W 22 B TGE R I BT L
FITERDSZRD 5N TV b,

- RSO~ 7 T 7 7 — Y RMI T e BT S
BWT, BEAO T L ZLIE, 7R N—V 2ADFLE
R LN TW5,

18.2 REET I EAVEBERD WY 2EE/ER

18.2.1 HWAET IV TH LI0HFERT v MZBWT, 5%
BEROEHREOKT 2635, /20 RFTAHFTE
VOIS LT F o ER BRI S,

18.2.2 VEF) Y 7EWTH LINERMHEI =75 IcBw
T BEELAFOKTZIHEIL, SmEL M5,
F720 WREN-7UXRTF N 7L T7F =0 MEL AT
FHIVT v wmILITHHT 5,



18.2.3 AEMLIC X W EAD DAL BT v MR EEE T IV 14) L. Mosekilde et al. : Bone

(REILT v M) I2BWT, BEELEBEREOKT 240 2000 ; 27: 639-645 ACL-0008
ﬁa‘u j’- % 1/1) o p =z T o
18.3 BOBEICHT 5 5= 24, XFEKERUVBEIVEDEL

I—HA K& hheky T4~

BT IHERIR I =72 I2BWT, B .
18.3.1 JUIELHRT » bR OIIEMER I =77 I2BWT, BH S —F AT 0120-419-497

JE LA R L DO ILOMBBROMER D FED 5N T o

18.3.2 UREHAKRT v . SINAERR S =7 4 ROREILT » 26. BUEHIREEELS
MEBWT, FBIE~OBEIZED TRV, 26.1 BUEERFSIT

18.3.3 WEM T v MIBWT, BHIGIHIERH A0 & .
TWB A, BEIRALIIE O & 7 2 B EAUTE R 12 EATV 77—~V A=t
RO HILT WV, BRFBPREXAM_TE1E1S

18.4 BiFARICKH T 2 & e
V7L KA E LSBT, 1 0mg/kg/ 0I5 26.2 HR3ETL
XD BTGB ORBIE) TR 5T 575, 0.1mg/kg/ @ IT—HY A #%AEH
BT #5 CIREPHAmOBIEIZ O 5T Wi, EEESC XA 4-6-10
) 0.1mg/kg/H @ ARG CREINERRH=2.5mg/Al/ H IZH
EEv Y
19. B2 ICEEY 2B{LZRIFR
—fs U Na YRS N T AR
(Sodium Risedronate Hydrate) [JAN]
1b4:4  Monosodium trihydrogen 1-hydroxy-2-
(pyridin-3-yl) ethane-1,1-diyldiphosphonate
hemipentahydrate
55 ¥3% ¢ CHiNNaO7P: - 2%H20

NF POsHNa
+ 2¥%H20
@?Oi’03Hz /2Hs

PR ) R CERF MY A K R O s o
MERTH Do KIZRRBEITFRLT L, T8/ — )
(99.5) (21T &L A LB vy, M7 AkEILF b
U AR (1-20) 2T 5,

% %22, A%k
HARIERS Ve o rigEr b)) age
7 7 N A OVEE2 . Smg
1008 (10%EPTP x 10)
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