2024F1AKGET (BB1MD)

BHEEAERN BR—C v MNELES
BRI, LAEEFERD
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2. B2 (ROBEICIFZELANI L)

2.1 BEMREXZT 15T (REMERNGEE) %0 REEREZE
BESELEEOD HEFH [(AFOREBBAELES DI LI
K0, BERFICBIZEMEMAREBEOBEBRENE /25, ]

[11. 1. 1Z:H8]

2.2 RENDOR & 2 VIO E R B A K% — N RIEFNTH UK
SEDBEERED & % B H

2.3 &ALy MEDBEE [l )V > AEDE T LIE AL
20 LMUE DFERD BT B BENND B, ]

2.4 RAEFICNALD B WIS 2300 DL ERTRWEHE (7.1,
1L 1. 1)

2.5 R SOIIER L TW 2 alREM O & 5 40tk [9. 55 ]

2.6 SELRBHERE UL YF2IUT T2 AfE  $30mL/
SAG Db BHHEED [9.2.1. 16.6. 1]

3. Rk - MK
3.1 #HRK
15240 HE Ut ROVEETFT MU DT LKFE e 20. 09mg
EER) D% (Wt ROYEESF U AELTLT. 5mg)
KA, FETILO—ZX, buEOISF> S
" FTYUCBR IR YA, E/OAOD—R, Y70
d—)16000. )V, BfbF% > =k
3.2 ®WHIDOMK
AR - FE WRLED T ANV LD—T 1 2 T8¢
spo | AR
N o Tw323
* = i)
" (1s) =
B (mm) 7.1
& (mm) 3.3
B & (mg) 143
4. THEEXII%HR
OBMEE

OBR—=Y v &

5. FMREX(IZNRICEAET H:FE
(BHRRRE)

5.1 AFOEMAICH 72> Tk, AAENREFEROEFEIEEHEED
P EEE 2 DB I EMRE CHEZH S NEBEZNRET S

&
(BR=2 v MR

5.2 AFIOEMICH 2> Tid, AXEMBIEFRD [HPagethi D&
Wi LIRFATA BT ) DIEEBEICER—Y oy MREHED

WrenBEFEEzMRETDHI L,

6. AERUVAE
(B ERAE)
WE. RACRYEROVEF RY LA EL TI7. 5SmgZ LERMIZL
E, EEREIC T8 (180mL) D/KE EBHITREOESE5T 5,
BB, BA%DR EBHI0MIMITR ST, KA DA I
DA OREIBE HHET 2 Z &,

(BR—=D v bR

WE. RAEYE RO EF N YDA ELTL7. 5mgZ1HLE,
EREFIC 08 (U180mL) Dk & & HICSHEME AR OEET
%,
B, A% DR EH3001THIC 5T, KRS DA I
DR DR OB BT 2 Z &,

7. BERUBEICEET 5 EE
(Gheesti@)

7.1 BELXHE->TUIROHEZBEFITIRET S &,

- KPS DR (Ca. Mg DEBDHICEWVWIRIIN T 5+ —F —
EED)REWH D WIIMOIEA L RIS 5 & AFIDK
IWEH TSI ENHZDT, EKE. RIOOMEBRTICARA L.
NORAE D2 EH30MEIKLN DO EZ BT S, [10. 2,
16. 22 1]

- BERCAEEBENREEINTVNDDT, VfLd D WIERAMT,
+0 8 (K180mL) d/k & EHITARA L. IRAE305 3= 5
72\, [11. 1. 1ZH8]

- SEERESOIERATICIRA Ls W,

- CIPeESER O FTREME I S 5 DO TIH £ 12, O TICIRET 5.

- RIEREBORER (f TR 3 NE,. WEBRTomA SED
P d 2005 0H 5 ON 18I EBEICHEKT S,

[11. 1. 18]

(B ERAE)

7.2 AANTHELERRA T 2EFTHO., A—BEAICRHATS &, £
2. AFIORAZENZHEE. BECHRAL, T0%EH5
MUDTEDRAICIRAT S Z &, B, THIC2HERALRNWT
&,

(BR— v ME)

7.3 gD £ 020 AMOIKEM 2B &, ALFMENE
FAL L WGE R ER OHETTHS N BHITOATI T &,

8. EELEANER

8.1 BFEOAFICXLDINILI T A, EY I CDOBRLATHEEE
3. WV ILAIIEY I DDEMMTEIE, BIZER—V oy
MEERFIL. BRBEEAE L TEL TWSOTHEETH I &,
72720, ANV I LMREIR AN I L, TIVI TN, T
FIINERERENT, KEOWNZEZY TS ENnHBHDT, KA
B2 2 TIRASESZ &, [10. 28]

8.2 EARARI— FREACLDIBEEZIT TVLEEITBNT,
PAEEE - HEEHAND SDONDZENDH D, WG I NIIEH]
D% < D% OEE T 2 RIEN 2R E 5 TG B
HUTHRHELTWS, UZZKTFEL T, BEBIEERE. LSk,
M EFER, I FIRT0O10 FIG%. BOHEE O
TEE, WRLEOBMESEN SN TNS, AHIO#5HEERTE
ORERNOEIREZ B L. BLEICRU T, BEITKH U iEY) sk
BEEZT, RENZERLEZ TEZROFEE T LS
BET DL, AFEG P ITRENRERLENLEIZ/R S 218
BB AAORKLEZEET S &, £, OERNZHRICHED
&, EMNRERREESZTE I & WRIZZEIAR O
ZHAHEMICEN L TREMNZERABEIZ TE RO &
BREZBFIT AL, BENRDSNLZHAIIT. BEHIZH
B OM B2 2292551048895 2 &, [11. 1. 38H]

8.3 EXAFRARF—hREHZHHAL TWDHEFICBNT, JHEHHE

BEENRELZEOMEND D, ZN5OWME T, BOREY

CHAGICEEL THRHELZERADBREDEND I ENE, HEX.

BiR. BRSOEIRDSH < BEITE. BRlEGEz222358

BT 5 Z &, [11. 1. 481R]



8.4 EARANRI— hREFERMENL THHEEITBNWT, JF
MBSO MRS 11T & B RIREERT T ST AL RBRE & 5.
AL RBBEHMEOREMERINAER L LORENH D, N
5 DA T SEREIAE Z 2 E0EMD 5 Bon AR KRR,
BB, RSB W TRTIHA D 6N T EHEHH S Z
ENS, ZOXIRIERVBD SNELHEITIE, XRREEZETT
W, JEYIBAEETD Z &, 2. mRTEOFE AU S aTReE
DB EMS, FAITIHEMBHNEZZHGITE, Kodflo
AL OEREZTER L. XMAEZTORE, HEIIHETLZ
o XEMRARHTISE B E ONLESE, RBRAYRm GAT A 5T
BO, 20X BEEITTETSLEEZTTS 2 &, (11 1. 52H]

9. BEDEREZFTHEEICHT IER

9.1 AHHE - BEBEEDHZEE

9.1.1 BTHENSHSEEXIIRE. §. TTEBDEEXIIRE

REQLHEHLERENHDES

AT DR IE T EERIEALE KR & 2 AR R O AL &

TR TNRDH D, [11. 1. 15M1]

.2 BHREREESRE

2.1 BEBHREEEES

M HHELBWZE, VL T7FZ20U7 T2 XEMNHI30mL/ 7>
RO BRE TIIPIRBIET 2B H 2L, [2.6, 16.6.1
ZHE]

2) ENOEEERT —IR—AZHWEEERAEICBNT, &
HLEE OB BT E AR AR 3 — N RIEH 2 U 7= B hef
FBEEREEFEDI B, R, @SELRBHEERETEREE (eGFRH30mL/
53/1. 73m2AR) T, BHEENTER OBF & i L TR AL S
U AMIE GIEILE A7)V 2w AMED8mg/dLAR ) DU X7 H
BN 72 & OMENDH 2P,

9.2.2 FEEXIBREDBHEREERE

PEANRIE S 2 BFNdH 5, [16. 6. 1B

9.4 KJEREEH T 5E

IEIRT B ATREME D & D ctE~1T. HIE LB REN BN Z L

HLEWEINDIEFICOAKEETEHIE, EXRATR—MRE

AIIBEEICRUAENZRICEGREEARLICHEBEINS, &

EEERANDOMHEBIZEARA T — MREFOK L& - HRITH

B9 %, EXFRAFRF— MREFOHIENSITIRE TOMM &G

Bt & DRSEIZEA S TR,

9.5 TR

EESOIERE L TWS aEED & I35 LianZ &, il

DERARAR R — MREAEFER AEHABR (v b)) TBWT,

AN T AMIEIC L2 0 IREEDOR R EEZ SNSRI D5

TR O BLRBIESE N A 5N TS, [2. 58]

.6 1RELIF
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9.7 INRZE
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10. #HE%EHA

10.2 HAEE (BRICEET S &)

11.1. 2 FRHSEEREE. |E (WITNHEEEAR)
AST. ALT. 7-GTPDE L\ L& %245 IFHbERE. #HENH 5
ODNBZEND B,
11.1. 3 SEBIRIE - SAEBHR (WERH)
[8. 25 1]
1.1, 4 SAEEBIRE (HERH)
[8. 3]
1.1.5 KERBEFT. A KREESRI. AMREEBRBEDITE
BIER GBEEAR)
[8. 45 1]
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KLVRDIER, Sy | RIRiE BHIOIKE DL T 0% EHE
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1. BMER

ROBWERDH 5OND T ENHDDT, BEET4ITiTn, B
MR BN B ARG 2P IET B EFEYBAEZTD 2 &,

1.1 EXAEER

111 EEGEIEERE

MR EEAH) ., ke EEAH) ., MEEE EER
B, IS (0. 1%k B, AEk EEAW). T iEBES
0. 1%0) ™ HRPAEINTNDS, [2.1, 7.1, 9. 1. 1BHE]

1) FEIEROBERX T, EINICTB T % B HLERIE O B PRl B A F OVRE &
PR R RICED <,

13. BEKRS

13.1
WEBEREICEOMFEHII ST LMET L. 85V > ALK D
- MR D 5 DN B FREMEN B B,

13.2 L&

WINEHA D7D, S F > 2867 2HEAH 5 Wik
AEHRET D, £ REESZBRET 2-0ICH R EEE
T2, BEIRC, BV LOEBIRNIE 5% OB EITS,

14. BRALOIEE

14,1 ERRMAEOEE
PTPALEEDHANIPTPY — A SO L TIRAT 2 L 55873
Z &, PTP— hOBRKIZE D, NS ATAREREARIA L.,
Egg%ﬂ%%:bf%ﬁﬁ%%@i%@éﬁﬁ%ﬁ%?é:&
DB B,



16. EHBHEE

16.1 MAEE

16. 1.1 MRS L Eic Ut RO U@ F MY A& L TL7. 5mgZ #
BTHERG L 2O MiEHEE D8NS A —& KOS H 7200 =
TORBRPPMBIITEDEBOTH B.Y

17. Smghfs P 51 (RS L)

A fipy Tnax Crnax AUC | tizas-6h) | tijzaz-oany | BRFERH
(%) (h) (ng/mL) | (ng*h/mL) (h) (h) PR ()
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. ti/2 az-24m 1dn=4, FIGE L EEHERE, AUC-ImRMAMIIFHETD
AUC. ti/2 .5-6h 13551 SIRFREIEE D 5 6 T Otz qo-oam 132512
IRFfH#7 5 2415 ] % C O R0
16. 1. 2 EYZMIRI S ER

Ut RO 2ENaggl?. 5mg Th—"7] &EXFw MEL7. Smga, 7 O
AFd—=N—ikickovznznlgE (VRO @gFhUoAELT
17.5mg) @R A BFICHAERER O S U Tl b R kR
ZHIEL. BoN/EyENE/NT A—4% (AUC. Cmad) 1IZDWVTI0%
EHE X TR THEEHIRIT 217 o 724858, log (0. 80) ~log (1. 25) D
BNTH O, WO &Y FH RS SRS 72,9

(ng/mL)
157

—o— Ut RO V#ENaggl7.5mg [h—17 ]
19 —o— I X%y MELT.5mg

n=48, EfE + R

BEERE

FHHORER (h)
YL T A—5

HEINT A—F BENTA—F
AUCo-s Crmax Tinax ti/2
(ng + h/mL) (ng/mL) (h) (h)

Ut RO > ENaf

17.5mg [~—17 26.40+14.51 | 9.576+7.520 | 1.1440.61 | 1.89+1.09

Nxy MELT. bmg | 24.60+£13.49 | 8.390+5.240 | 1.17+0.59 | 1.77+0.29

(n=48. P + [EHER )

ME A CNZAUC, Coax B D/8 5 A— 4 1d, WBRE ORIV, {Kife D I -

RS DAL BR R PR 1T & o TR 2 TTRENE N B B

16. 2 BRUR

16.2.1 BEDEE

fEERABEICYE ROCEES MY A E L Tomg'® 2 Blak 4%
5 U7W, A%EG T3 ARG & L T Cnax X AUC-2413 K
E<WAL, VEROVEF NI TLAOHRIIEAEDFE L KEL
ZFB T EARBINTNS,D [7.1, 10. 28]

MR G & BB G OB (REERA B

R cmlz[,uxﬂﬁ(:l%m% AUCo s ﬁ%@’%ﬁmm
R 2.85+1.46 10. 42+6. 20
B30 % 5 2.11+1.25 3.83+2.27
B30 0.19+0.13 0.67+0. 51
B3N 0. 38+0. 23 1.52+1. 50

(n=11. T+ (R )

16.2.2 BREDOEE
Vbt Ro BgEF D LAZEY 12—, I—b—XIIFLRITEMRT
&, FTNFN38~45%, 20%IL68%DENE TREE DA Z BT
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/o, HETHL PP a— A0 —b—LEBITRALEZEEIC
EYFENFARNME R T2 2 EnHEINTNS.Y [7.1, 10.25
&)
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16.6. 1 Bi4EEfEESRE

BHRAE DR EE TR B AME AR A2LE 2 S, Uk RO EES R
U A ELT30mg® & BER O G Ui E, 7L 7F=>
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DD 5. CLeROEFIZ L7255 TCLAZE F L7z, & OHIBIE
R 0 R s B RERE 22 (CLcr<<30mL/%) D TIECLAST0%LL
EEAT B EHEEEIND.D [2.6, 9. 250]
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17. ERERAIE
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S BHIF) . E1E17. 5Smgfk 58 T5. 36% (n=214 55 B3 T
HO. BELEL7. Smgfk 51X, 1H1E2. 5Smefe 51T 2 L LR
N7z,

BIVEF S B IZ I 1E17. Smg 58 T24. 9% (62/249) TH DO, *
7RBIVERE B R UR6Y (15/249), LIEHRIM1. 6% (4/249) THo7=.9

17.;]. 2) EREIHEAR (CEFREEFRE  BRREEECHT S
gy}

BHERERZ 2MEIC, IRIERKEFICYE RO BT b oAEL
T2.5mgit? 296 EBIRE G LzfER, Uk RO EEF b oA
5 (16361 TOIENGHEOHKET BEFEBIOMEZET) 7
ABEENT12. 34 TH o 7ze REABRITE D, HUKEIHIHI RO RS
Nz,

BIVE I FEEIAE 1331, 5% (86/273) TH V. EEIEE EIEERHE
6.2% (17/273). I&&2.2% (6/273) THo7=,10

(BR—P v bME)

17.1.3 ENE DAER

BR=TY oy MEREENSIC, IHIEUEROVEFRITLAEL
T17. 5mgZESF M O 5 U kR, % 5B 1h245H 5 D Excesslfilik
AL-PIETY OS2 #R1Z-85. 3% (n=11). #%5B1A48E % DExcess
M{EAL-PIE D25 L 2R13-82. 1% (n=11) TH o7z

BV ST Z25% (3/12) TH . ZONFIL. TRl BARME.
KEHRETH > 72,10

17.1. 4 BHVE MAHEER

BR=Y v MEREENSELZAEICBT S —HERILEGABR D
R, Ut ROorEF U ALHIESOmek 58 (60H kL) &Y
KOIF Rar i —F Y™ A1H1E400mgR 58 (180 H E#5)
ICBNT, H%E551612 5 A% E TIZBIU S ExcessIiEAL-PIE D & K
75%LL EAX TR U= B 0B aE. 2285, 0% (51/60) F1r23. 3%
(14/60) TH . #HE5HAE%180H H TDExcesslfiEAL-PfE D -1
ZBALRIZZNTN-87. 9% (n=56) K Tr-40.6% (n=57) TH o7z,
/-, HBE5HBISH ABICBWT, MEAL-PREMAERITEL., HER
TN RO MY AKRERTE3% (17/32) THOD, T
FROVEETF MU LARERTIY (4/29) THo7=,

FIVE R FEBIMERE 1347, 5% (29/61) Tdh 0. FERBEMEMAILTHILL 5% (7
/61), HN8.2% (5/61). BHEiES. 2% (5/61). HEyE4. 9% (3/61) T
% ) 71':012). 13)

D) RS U CLHLES REBICH)IL S A& L T200mg 2k 1% 5

TE2) AHI O HLERAE 12 63 2 [E PR R R A7, 5mg TdH 2.

7E3) EEHEE S U CLH IR RBITHIL LY A& L T200mgZ ik 1% 5
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1E5) AFKIOBHR—Y 1 v MEICH B EPNRGRA R H LE17. 5me 7 85 i 0
$BE5TH 5,

18. EEFNFER

18.1 kR

RO OEMIZED, Ut RO EEF b U w7 ARSI o
HERHEMEA 2R L. BRIEIH L TERB#MEERZ T2 &5 %
5N 5,19

U ZHEERRERERICBONT, BRIHEIERNED 5N T
W3,

- 6 D BRI 2 A O 72 B IRIGER R 12 B W T B HIHIE A AR
HHENTWS,

- EEMEERO~ 70T y — D RMEE AW ERFHIIBW T, &
HOTLZILHE, 7R M= ADFENFD LN TN D,



18.2 BBEEGEOAERVEERD ICHT E
18. 2.1 HRHMENROTTHE L 2 BEAET IV GIERERT v B i2hn
T, BRBEEEOTEZIIHT S 2 & T, BIHEE K OVE AT
RO, BEERCEREOKT. RPFFFIEUD )
U/ VT FZ oD EREZNENIHT S, D
18.2.2 UEFTU > 78T UIRFERIZTJ4) IZBWT, B%
EEAROBETZ2IH L. BlmELEmNsE5, £/, RPN-70O
RIFR/Z VLT FZo. MEFATFHIVY > 2T 5,10
18.2.3 REMLIZX D BWANAEL BTy MEKFEEETIL CREjk
Tv R BWT, BBEROEREDKT 25T 5,10
18.3 BOEICHT Z5E
18.3.1 UHEESERR T v M R OUNEMRI =T ICB N T, BEE LR
FE & DRI IE D AHBIBE R OHEFE D RO 5N TN 5,19
18.3.2 JHHERR T v b, IR I = T Y ROARELET v MzB W
T, HEREANOEEIRD SN TRV
18.3.3 IREM T v MHBWT, BRIHGEIERNZED 5N TN S5,
B A IRACIHE DR HE & 72 5 B BB REMEHIZEED 5N TN, 19
18. 4 BimARICHT 5L
E—Z I REBREBHEETIICBWT, 1. 0mg/kg/ HIE 52 L D B
B OEEAED 5N TWBA, 0. 1mg/kg/ HIP 5 T3 Bk
DIEFEITFED 5N TN, 20
) 0. 1mg/kg/F © (ARSI EC [ N BRI 2. 5mg/[l/ FIC MRS T 5.

19. BMRSICET SEB{LZIMA

G NZ POsHNa
| - 21.H20
. HO POsHz

—if U RO B hU YLK
(Sodium Risedronate Hydrate)

{2244 © Monosodium trihydrogen 1-hydroxy-2- (pyridin-3-yl)
ethane-1, 1-diyldiphosphonate hemipentahydrate

¥ - CrH1o0NNaO7Ps - 214H20

4> T8 1 350. 13

PR A AOREEOM AR TH S, KITODPEITPIL, 1Y
/=) (99.5) ITiF & AEBITIRN, ED-mKEELT b
U Aililk (1—20) BT 5.

22. A%
(BHEERAEA T2
208 [28£X10 : PTP]
10082 [28%X50 : PTP]
(BR—2 v MERBE
568¢ [145EX4 : PTP]
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5) fERERAREBRLIEICHB T 2 ENEE (727 br)LEELT. bmg » X
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12) Miller PD, et al. : Am.J. Med. 1999 ; 106 : 513-520.

13) Ut ROY@gF MU D LOWAERABREE (727 hxIVEE
17.5mg - X% v NEELT. 5mg : 20084E7 H 16 H KGR, HI 35 B RT3
2.7.6.11)

1) EREFICE T 2ME (727 b x)V#E2. 5mg - X% v Mg
2.5mg : 20024F1H17HRGE, HEFEERMIZER. 1. (6). 7K. 1.
()

15) JRREETFIN Z AN B EBRDICHT 23BEERN : v b (FF b
FIVEELT. 5mg « N% v NELT. Smg : 20084E7 H16 H &R, HIZEE
BIHEZE2. 6. 2. 2)

16) JWEEET I Z AW BEBEDICHT H2EEER : I =274 (72
b RIVEE2. Smg « NF v M EE2. Smg 1 20024E1 H 17 H KGR, HiFE?
BHEER. 1. (D. 1)

TX-12

17) Mosekilde LI, et al. : Bone. 2000 ; 27 : 639-645.

18) BHEE & BREOMBEMEICET 2 (72 h3xIVEE2. S5mg - N
F v b§E2.5mg : 20024E1 A 17T HRE., HFE BB ER. 1.
@.1)

19 BoaRAICHTHER (727 b x)VEE2. 5mg « NF v g
2.5mg : 20024F1 A 17 H&GE, HEEEHEER. 1. (4).2)

20) BIRETIICBIT 2 EMBEITET2EHR - E—=ZIVK (727 b
FIVEE2. bmg » X% v MEE2. Smg : 20024E1 H 17 H KR, HIFEE R
BEBER. 1. (5))
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