% %k 20244E3 A ET (BB4R)
% 20231 HLET (B3R

B & HimbRAF

BRHARE - 54
HAERTS

BFREmA D EES

BIZE, LSRR SE Y 873999
HHLEE B A

Ve FOYERF MUY LS

PIOEFRI 5275

A@t@lm@lﬁ'ablets 75me ARES 22400AMX01500

) EE-EMSEOLTEICLVHEHTLZ L

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]

3. #ERL - MR

BRChaIA 20134F2 A

- IRUAOEE (Cas MgZEDEEDIFIZE W I A
TNV k=5 —FEt) REWD LT IEFH]
EREFICHIRAT %2 & RROWINEWGITF D Z &
HDHOT, BEEKZ, RPOKEFIHRHA L. 22
MR 7% < & B 3050 13K DS DR £ % LT B o
[10.2. 16.2.1. 16.2.2&M]
CEERREEBRESRE SN TVLEOT, ViH
LW T, o= (JW180mL) dkE &b
MR L. R30I 2 h 5 v, [2.4, 11.1.1
2]

C EEIE R TR RATICARA L 22 Vs

- CIEIEBERT L O T R EA S 2 D THE FI12, % ©
FIIRHT %,

- FERE B OEIR (N R OO TR I E R
DFaH BEOFRT L MRT5) 285d 5bh/:
WA EREIGER T 5, [2.4, 11.1.12H]
CARENIRIERA T %A TH Y, FHI & L THA
FUCHICRHT 22, /2. RAOIRMZ 5
72%AE. BHICIEIRAL, 20RESo0 L0

3.1 #Emk EDIZHIZIRAT A 2 &0

8. EELEARNIEE

8.1 BMEBOAFICIZINI T A, ¥¥ I YDOER
DAV A1E, PV AXIZESY I Y DEH
WDl 7275, INVY T ARREIR O VY
TA, TIVIZTA, RTAYTLAEEBAN, R

YRR AT L, LT OAT=A, ¥y UT - HOWIEWITHZ EnHLHOT, RARKL % 2

V6000, FRILF % » . EB=FRbEk TR S¥2 2L, [102;/515@1

3.2 KEIDOMRK 8.2 UAKRAKRA— FAREAN L DWHEMEZIT TS

R 7E 44 77 b FIVEETSmg

BRKSr |18

V& Fa B N L K86, 1mg
(WEFarfk> b+ sk L C7hmg)

TR FLBEKAIY ., Py EQITFY Sy, B PR Y

JuE¥nrtknrag—2A, JOUARE RV, AF7)

Woeg, [ 7 ik BHIZBT, SAEIE - SEAHES D 5 b
3 = S = i T CENH D, WESNIIEG DL AR EE DY

ZANLT= @@ @ W23t 3 AR BRI 70 BB L IE S0 J T I G 1O B L T 38
TIMMTALTER | ﬂ(:;i e BLTw2, YAZRTE LTIk, EBWRER. L%
$E75mg Ff(mm)- FE (mm) B# () JES (mm) | FEHIE . e - _ o
9102 #5652 #4020 #4940 B, METTAEHES, avFaA7ravf Rk,
%) [72 FAnTs] DTS WA, IR A, iR E o BEA S 23
‘ LTV 5 REIORG-BAIGHNIL EAN O & IR
4. FEEXIIHR AL, LEIZSUT, BEICK L#EY) 72 B
EAEFRE Erzly. RENZEPLELZ TXRDFELET
5. B ARICEET 3R Bi{?%%?%:ilﬁﬂ&5¢uﬁ%%&@ﬂ
KA 72> T, AR RBFES O R MEALIN e o TI A OIESE 18T
BRI OB TS & B8 L PRLESE 2 Hise s I Bobo IL LIENETRERS S L el
KN BEAFSRLETLIL, B T 5 2 &, HEb RIS AF O %
] BRI S L CREN 2 HEHLEIZ T X 52D
6. HARVARE WD LR BEICTAHBEL, BESEDS
WEE. RAIZ) e Fa oS ) A s L T75mg BT, B IR - DR 2234 2 &
&AL, RRRIC R (]9180mL) DKL &b H 8T 2k, [11.1.38K]
LG9 %o 8.3 UAKRAFRA— NREAZMHAL TV LEZICH
b, %L L3001 53, KP4 W, WHBEESBESEE L - 0HERH L, =
DOERAN I OS] OB L BT 5 2 &, N DHETIL. B R /M2 B8 L C3EL L
* %7, FERVARICHET 528 FAEPIO RO SN & EA 5, ShE S, Hili. Hif
V5287 o Tk D i h B cigls 2 = b, FORERDHE CH &1 1, B RIAGRR 2 225 % &
SfgE3 52 b, [11.1.45H]

k)




8.4 UALR AL A — hREFx EMHEHL T2 85
2BV, FRIMBEME TR M 278712 & B K i
T A RBRE B, SR B JEE
BEMHPEHL 2L OMEDRDH L. INHOHRET
E. EeEIHHEZ 2R S %on A anic KRBRER.
B, Al Ic B CRiER 2B 5N Tw b
HELHLZENS, 2OL ) BIERDPRED LT
WA 23, XS4 70, B 2B 179 2 &,
F 72, MAEOEMPEC LML H L Lnb,
Fr CIEE IG5 & 72354120 PO o B A
DIERFEZERL . XKfRELIT) 2 &, HEICH
B b b, XKBHRERIZITEREDONELSE, ik
B2 EGEI RASA SN TE Y., 20X A2
WY ME R 1T 2 &, [11.1.5%H]

9. FENEEZHI2BEEICHT IR

9.1 &fHE - MEREDH 28BFE

9.1.1 MTHR#IFP HZBEXIIRE. B. T=HEEBOD
BEEXIIEEREDO LR ELEEENG H2EBE
FL B O JEIE A IR AL R L B A
WREOEAE X723 BENDDH S, [11.1.15H]

9.2 BipEERE

%9.2.1 BEEHEEEERE

(1) %G LawZk, Z7VLT7F=r 2075 2 AMEDN
#30mL/ % Feii D B TIIHEE BT 5 B F R
N AHY, (2.6, 16.6. 1]

(2) EIRNDEFEEHRT — 5 N— A % 7B
BT, BHMBIEDEHERICE AR AKR S — b R#E
Fla L -FHEREEED ) b, 2. 5%
7B RERE E B (eGFRAY30mL /%3 /1. 73m> A
T, BHEESEFOBRZ LKL TRV 7 4
e (IS 7V S 7 2 EA8me/dLA) DY)
A PN 72 & OHEDH B2,

9.2.2 FEENIBREDOBEREREERE

PEMAYRIE S 2 BEND D S, [16.6. 1K)

9.4 £JHREEHT 5&

IR 5 W REVED & A I~k R EOF RN
fEhatt s B2 L HE SN A2HEIC0ORETSTH 2
Lo EARAKRS— FREFNIFEBEICHDATN
RIS EGMWEEANE A E NS, EH51FR~AD
MHREIZE AR AR A — P RIEF 0K G2 - PRI
T 5, EARZS A — DREF O EH S IR
T TOHIM & Gk ORFHIZIHS 2 TlE 2,

9.5 T3
Tl SR L T A fetE o & A ethiid kG- L
BTNk, MOY AK AR R — FRIEH L FEBE, L
HEER (T v b)) I2BWT, KA VT AELS &
BB EDRER L% 2 SN 5 BEW OFE LT O
RIRDEALBIESE R RSN T W5, [2.55H]

9.6 ®IL@
HRELOESUEROAREOA T EE L., &
Lo RETT s 2k, BEW (59 M)
NG BRRILENHLWANOBIT DT IO S
ﬂf‘/\éo

9.7 /MRS
INBEEE IR & L2 ERRRER L E G L TV e,

10. HHEER

*%10.2 GEAEE (BRAICEETS L)

FAILE

W PREIR - 51 5 i

Wy - faba T

KU DHEL, £
FRizgl, AL
LhEDHEH VY
Y NEEBREY

Stk A 4 > (B

DAV FNNR=/ S

AL 8TV

L) B A

AR . W O’
AT AFH] & R
L. »2okH&D
< e300k
AL O BRE W) R HE A
I RAL %
W, BHEEE
BYspZ ik,

HV Ty LE L
RE2 IS 5. [
BEIZRH Y 2 & A
D W LA W5 1 5
NLIEDVH%,

HlERHl, 347V

AYEy I UHE
[7.. 8.1, 16.2.1,
16.2.2Z2H]

1. BER
ROBWER D HSbN D L HLDT, Blgr+
GIAT O, BEDPRO SN HE I3RS 2R IET
%7 WY RILEEAT) 2 Lo

1.1 EXLEMER

* k11,11 EERHILERE (W3 b HEARN)
L, mEskze, AR, B, fEk.
ToRBEGSESIE SN TS, [2.1, 2.4, 7.,
9.1.1%H]

11.1.2 FrgeREE. |E (WIS HEEARD)
AST.ALT. y -GTP®D# L\ E5- % £ ) FHAEkE &
HIHD o b bNDZEDH S,

11.1.3 SEBIRGE - SAEBHME (HEEAW)

[8.2Z:1]

11.1.4 SAEEBRE CHEARH])
[8.3%H]

11.1.5 KERE&HFT. EMUARBREEHN. ELREE
BEFOFHERBH LA
[8.4Z:H]

1.2 ZOOEIER

5%LL . | 1~5%Ain

%K TR
OW%. L.
. o |[ERARE, #%
g | L M) R
PR T L S
> B (). ﬁ%ﬁ 0 H
W e
N A S

I TE
KLBE. 2 ) e
5. K%
(kM % &
), IR
ASTH .
ALTHm.
LDH# M. i
th AL-PHAJI
TENE TR
HREI RS
L. A PR
it FIMERERD | B, ) v
JSERBEN
e WE V. R
L e Wl (LD
A -

" 0, IR
%é%%%
U (A
$¥ " G, B
7R W .
HbEE)

>
R

HitE |

F;‘;mﬁi IF
s

W BE CARRE

JFF I y —GTPHM

AR

e s vy
NI

AL T

Z DAt FEBE

(CR=N T
BUN#n,
JIED (957
Wio%E) | i
(TN E

KA f23 71
a7 ok
i, I AL-P
RN )
Vi 13T
D BhIEBE.
I -5

) SEHIROS (R EG-3H DIIZSEBLL7H INIZIEE T 5 A >
TNVI Y FRERFORIER CTH Y . SAEHTIZB W THE
LTw5) ICESTAEIEN 2 &0, 25 OaIfERIZ2ME H L
FEDIGRTEH T 5 2 &0, MVBELIEBTLZ L bH b,



13. AEkS
13.1 fEIR
WEHRGICEIDMEI VY T LAET L, KAy
7 AUEDIEIR - BED D S b N LWL H 5o
13.2 L&
W Z M2 572012, Zlib A A+ ¥ % &4 5 il
Fld 5 WIZ T EHRG T 5. T, RIRIEER % B
ETLOICBRELEERT S, LEIIGLE, IV
27 A OFNRNIE G- O NLE 2179 o
14. BHEDEE
14.1 EHIZAEOEE
PTPEZEDIHFIPTPY — b2 5H ) L CIRFY
LHEHIBESTHLZ L, PTPY — bOBKICK Y,
WELAF AT ER AT A L, HICIEZELE B L
THEMER 5O EE L EIHEL T A2 L 05H 5,
16. EYEIEE
16.1 IMeRiEE
B ALICY £ Fa v+ 1) Ak LC75mgk i
BT HRREO PG L 2RO ME P RE O/ 8T A — 5 RO
G168 £ CORERHAIRIERIEI T RO LB Y TH %,
Tomeif fr N HIEE 58 (R L)
AE i Cnax AUCo-1n AUCo7a | Tmax |trz (maxon | T IR HHE

(%) | (ng/mL) | (ng-h/mL) | (nhg-h/mL) | (h) (h) iR (%)

59.3| 58.46 119.54 197.01 0.875 1.56 0.82
£3.3] £36.25| *£59.88 *=112.17 |™ *0.40 +0.47

(n=8. V¥l £ fZ#fF#. AUColI#5%7HH F TOAUC,
tz Comax-on) 1E Timax® & $65-F2605 ] F T o 20)

16.2 TRIR

16.2.1 REOZE
TERE AR ) 2 Fa v B b Y 7 Ak L Comg™ % H
MG L7z, B S Cldit B G- L ik L <
Coax X AUCh21l 3 K& <A L. AHI ORI EFH O
B RELZITHIEDPRBESNTNEY, [7.,10.22]

H B G- & BRSO (ERRAT H)

N s
Sy MWSEHFRIE) ¢ (hg/mL) | AUCe (ng - h/mL)
MBI 2.85+1.46 10.42+6.20
ERB0 TS 2.11%1.25 3.83%2.27
H183057 755 0.19%0.13 0.67%0.51
B3 HE S 0.38%0.23 1.52=1.50

(n=11. FIfH + fZiElF=)

16.2.2 BRI DEE
Ve rFrarygErr) v arda—A, 3—b —IdkL
RIWHERT L, ZNFN38~45%. 20% X 1X68% D E
ATARBHEOSEEELZIERT 2 2 LR IN TS (U
Vitro)o F72 HITHL VYV a—ARa—k—L L
R L7 & SIEW SRR HEMRT 35 2 L2
ENTWw5b, [7.. 10.22H]

16.6 HENDEREZHI 8%

* %16.6.1 B¥EREERE

ERRBEDOREE AT 2 A AVE AR A2LB 2 R HIC, )k R
oy ) s LT30me® & AR S L 225tk
OFEFE, 7LV T7F=r 275 A (Cler) EBE2Z U T
7 v A (CLy) OBICIZMHBRRA RSO b1, CLrDKT
L7205 CCLAFMR T L7zo 2 OMBIBIR & 1) &%
HEBEREE (CLer<<30mL/%5) @B TIXCLAT0%LL F i
Py EEEENDY, [2.6, 9.2.1, 9.2.25/8]
) RFNOEMNIZB AR EIEH1R75mgTH 5.6

17. EBPREHR

17.1 B3R UORLMICEAT 555k

17.1.1 BRETHERER CESHRERRR  BRECX
ER-EVED)

HHEEREEZ N RIC, VR FO VBRI MY v A1H1A
2.5mg™ XX H1RE75mg# 12 B#%5 L2k R, 5%
W T B 0 JEHE S5 % (LeuBMD) BEINEI1Z 1 H 1E
2.5mg™ % 5-#T5.69% (n=408" H 5 148%1). H1H

75mgk 5-HET5.98% (n=3929 LB E4BI) THY. Al
[75mgf5-1&. 1H1M2.5mg™ #%5-12xF 3 5 e 1H
ERR SN2V, RIEHISSBME1322% (93/422) TH Y .
FREIERIZTH5% (21/422) . BAVHLKS. 1% (13/422)
B2 8% (12/422), LJEHE2.4% (10/422), H %
2.1% (9/422) TH -7z,

17.1.2 ERFETHERR (CESRIESHRS | BITH4EE

BT 3%0R)
BHBIERE 252, THIEERRKREIZ) & F o )
MUl LT2.5meg™ w06 ARG L /oA, A
P G-HE (16361) TOIERIMEEOMEAE T I (BEAFE 3T
OWEL &) FBEHEEIXI2.3%TH o720 ARERIC X
0. MERE ST R AR S I 2Y BRI SSHHE
1331.5% (86/273) TH 0. F Ve IL LIEEE6.2%
(17/273) . EX2.2% (6/273) TH o712,

D IEREEHIE L LCLA RS RIS VY7 4 & LC200mgs 1

E@'Z%®EWKEH6ﬁ%m§uHIE%mgF%éo

?ﬁ)%Eﬁﬁ%kLTHHEEE%K%»V@A&LT%M@%%D

X

18. ZhZEIB

18.1 fEA#F
DTofEsfEHICE), U FayiE) by a3
B OBREREIEH 2R L, BN Z 308 L <1
[EE i il R =% (W3
Y AHEERERERIIBVC, BRI ER A

FEOLNTWAS,

- FB O HBEERE I & D 72 BRI SR IS B W T L
HIER 2D 51TV %,

- BRSO~ 70 7 7 — TR & 7 ET IS
BWT, TRV Z2OFE, ZEHO 7L = VILIHE
DD SN TV D,

18.2 BRHMEEHZGDITTERVEERD ICXT 2 HE

18.2.1 F R HEOTLE L 725 E T MRS v
M) I2BWT, BR#EEOTTEEZ RS2 LT B
TE R FE K OV B HALIE AL S OB, % K OV 5
FEOKT., RPEFAHXFI VD2 /2L T7F=0D
EHRE2ZFNENIHIT S,

18.2.2 VET) Y EMETN JIEMRI=75) 128
WCBHELAFROKT2IH L. BREzENsE5s,
720 REN-7uXRTF R/ 7L 7F=2, [iEL AT
F ANV v wIITHHT 5,

18.2.3 AEMLICX W B AH AU 55 v MEKEEET IV (N
LT v MICBOWTVEBE R OETREO T Z230H$ 59,

18.3 BNH T &

18.3.1 UPHJEERT v PR OISR I =7 7128w, &%
JiE &G & OO IEOMHBIRROMERD RO STV 5,

18.3.2 UNEHEIET v b, BRI =75 KOAEILT v
MZBWT, FHEENOFZEILRED SN TR0,

18.3.3 WEM T v MIBWT, BURIINHEIEH 2520 5
TWL D, KL OIRE & 2 2 BEAREIESEH X
D BN TV,

18.4 BiTARmICKT 2HE
Y= 7V REINEBRE T VIZBWT, 1.0mg/kg/ H#%5-
&) BIHEROELED DD 5N TWDHA, 0.1mg/kg/
HE B 5Tl EIERORBIEIZZO 5L TW» v,

) 0.1mg/kg/H @ ARFRHEIFEHE CEINERR 2. 5mg/ll/ HIZH
Y52,

19. BEHRSDICREY 2EBE(EEMFER

— & ) N RS M) AOKFTY
(Sodium Risedronate Hydrate) [JAN]

1b4:% : Monosodium trihydrogen 1-hydroxy-2-
(pyridin-3-y1) ethane-1,1-diyldiphosphonate
hemipentahydrate

43 F-3 - C/HwNNaO7P: - 2%H:20

orF 350,13

LR

1\@/§<POSHN21

\ + 2%H20
HO POsH:

NN



PR U P s M) A KWL EEORRSTED
BRTH L. RKIZRREBEF TR T, 25—
(99.5) 1T LA EET R\ HOIRKIRILT
o AR (1-20) 12T %,

22. ‘@
HASERS Ve rFarfir b)) o age
7 7 N A IVEETSmg
HBE S ANy r—JHPTP
28t (18847 — Fx2), 588 (184 — K x5)

23. EEXWK
HREE RS
1) D.Y. Mitchell et al. : Br. J. Clin. Pharmacol.
2000 ; 49: 215-222 ACL-0001
2) MID-NET®#% H\ 745 oz (MID-NET®% H
W2 E AR AR S — MK OB E R EICBIT A
ANy AMFEDY) A7 GRS 57— NX— 2R
FHAT) © https://www.pmda. go.jp/files/000249186 . pdf
3) Y. Ogura et al. : J. Bone Miner. Metab.
2004 ; 22: 120-126  ACL-0086
4) H. Hagino et al. : Bone
2014 ; 59 : 44-52 ACL-0615
5) K. Kushida et al. : J. Bone Miner. Metab.
2004 ; 22: 469-478 ACL-0094
6) L. Mosekilde et al. : Bone
2000 ; 27: 639-645 ACL-0008

24. XEFEKRERVHEVEDESE
T = A&t hheky P14~
7)) =547 0120-419-497

26. BOEHRTEEEE
26.1 SLEERETT
EATV7 NI
FREPREAR=TE 1 E15
26.2 BR5EIT
@ I AR

RRECRX/A]14-6-10

CODE DI-T-ACL312



