%k %k 20244F 3 HET (56 5 i)
% 20234E10 H 2k 2T

I - Bl
HEhEIME - 34

BHEEEEA BR—Y oy MREEA
AAEES U+ RNOVEF MUY LS 873999

XEYBiE17.5mg

H A B i 70 B R

BENET “Toblets 17.5mg

BBIECS B, A7 P b
) TR - WS ORI kY T S

RS | 21900AMZ00062
TG LS 20074 6 A

2. 82 (RNBHFICEH/ELEVWI &)

240 BIRAENET H T 2T (EEWRATEE) 50 &8
MBS LMEDOD L EE [ARH O WS IE S
LI rICEY, EmERINCB T BREIENEBOGRIE)
< bo] [11.1131]

22 RENDWKA B WVIZMBO Y AR AR F— N RIHNH L
SHBUE OO B 5 BE

23 KA AMFED B [ A2 V2 7 AEHMCT LK
ANV AIEDIERDPEALT 2 BENHD D 5. ]

2.4 JRHKRIZIAL D B WIFAEAL %2 3055 DL EAR TR v iEE (71,
11.1.13M1]

2.5 M AR L C W A etk & 5 Lott (955K ]

26 EBELRERERE (FLT7FZ YT T AR
30mL/ i) Db 5 HEFY (921, 1661BH]

3. #ARg - MK
3.1 #HBK

Woes |~ MEE175mg

RS | 15E T
Ve Fa vy by AKRMYW20.09mg
(Ve rFa B+ by yaklTl7.5mg)

IR &1L/ N N E i e B0 a2 AN < N = S = )2
thva—R, JUARE KV, AFTY VBT AT A,
vruAU—A, ¥ 70 IT—6000. BLFY L. =T

1Lgk
3.2 BEDMR
R5E44 Nty MEI75mg
il A TANED—F 4 VI

FERlOE | Rl

wpla—F |31

JEAR | b <D

T <:>

el N

(mm) |81

(mm) (4.6

i
x| Be | BX

(mm) (34

4. HEEX (TR
OBFRFRIE
OBNR—=Y v MR

5. RHEERIIRHRICEHET 2 E

(BHEFREE)

51 RA OB H 72 o T, HARFRH S O FEFEMEAT HERE D
WS LS EICEMBIE L SN B E 2R LT
Bk,

(BXR—=T v M)

52 RFIOMEMZH 72> Tid. HRFTHBRIEFZO [‘FPagethi®d
B EBIBATA FF4 V] 2V R BBITHER—V 2y MLk
EFM s -BEERNRLETH L,

6. BERUAE

(BHEFREE)

WHEL ORAIEY N e s MY AL LTI75me% 18IS
1 [, EERECH58 180mL) dKE & HITRIIFES T 5,
B, BHBEL % E 305 R 53, KMo EN
WAL D SER ORI THEI D T 52 &,

(BX—2 v MR)
BEE. A Fa YERF MY AL LC175meg%E 1 H 1A,
RIREFIC T8 (F180mL) ok & & 12 8 [# H AR I1#% 5-
j_%o
kB, RMEADR L EDHI0IHINT R S, KUK O
WD FEAI OREHEECD #F % 2 &

7. BERVCBAEICEET 335

GhaesE)

% %71 %512 Hzo TEROEEBHICHET L L,

KU DEE (Cay MgZDHEROIFICHVI AT VY 4+ —
y—%Et) REWDHHVIIMOIEH L FBIRET S E, K
HIOWIRZ BT B Z EH3d B DT, BESE. DRI
R L. »oMH#ED % < L300 3KUIDIRE %8 5,
(102, 162.1. 1622% 8]
CHEBERRPEBEEENRE SN TVEDT, VALdH BV ITAEN
T, TR (JH180mL) k& & HIZIRM L. IRHE305 134k
bhbhwv, [24. 11.115K]

- FREEIRE SRR AT ISR L 28\

- URENHBE RS O T REME DS 2 DT E 12, 2O FICIRE T
%o

- FEBROGER (T R OIE T, WSRO A. W
DI BWRVTEE) 23 5 b NI AIIZ TREISHERE S 5,
(24, 11.11=8R]

(BHEFRAE)

72 RFNZHE1ERMT 2EHTH Y, H—HICRHTLZ L,
720 AHORMZENLEAIZ. BHICIERIL. 20%
EHOPLOEDMEHIRTT A2 L. b, 1 HIZ 28R
LiwnwZ &,

(BR=T v MR

73 AR L 2 7 AR OKRELM %2 B &, EALFT A
EFALL WA R OHEIRDHEST DI S 2R EICORITH
L.

8. EELEANEE

81 BEDEHICL LI N YT L, ©F I YDOBIIAT5 %Y
Hid, ANVT T ANIZEY I UDRART AL, FRITE—
Vv MEBREZ HCHEESE L EL TW DA O TER
THIE, L. ANV ARHRART AN T AL TV
S A, AV AEARANZ. AR OWINELIT S Z LA
HHOT, A ZZ2 TR ESESZ L, [10281]

82 UAFRAFA— PRFEHNC X BHBEEZITTVWAHEHICBW
T, SHBEHIE - HEBHEALRDODNLZ LD L, WiESINh
T2 REBI D% ST S O FHF A3 5 R BRI 70 sk BH L i <2 Je) I
RGP L TR LT 5B, U AZRFE LTiE, EES.
(bt MAFHTAERESRE, aVFa 25704 FiE#E, B
g, DEOAEE, WEHLE OBEESES MO N T b, KH
OPGBEINIOENOFHIREZ R L, 26T, &
HATHR L) i AR A & 2. R 2 R LE 2 T X B R
DIFFETHBLIIHIKEST LT &, RAKG TR 2 ER
W DS BN 72 o 72 A IS I ARFN ORELE 2 EZFET L2 L, F
7o OENEFERICRESZ . BN AWRREE 252 &,
BB Z BB R IS ARH O A& SRR il L 1550 L TR Y 720 iR
EXTELMRYETLIEREEZBFICHSHBAL, RE2HE
D OLNZHEITIE. BEHICHFR - OEAR 22235 X9 1R
W5 e, [11.1.38H]

83 UAFRAKRA— FRIEANZMH L T B EHIZBVT, HHE
FBHAP R L 2L OHMERH L. ZNLOMETIE, HoORK
e MMBEICBIE L TR L ERM RO Z b, HLH
%, Hik. HRSomRash a1, B RINER % %%
LEoETL L, [11L1421R]



84 Y AR AF A — FREH R L TV EH BV, 3k
S SIS 00 & 2 R T A R R RS- 3
IR HHHEOFERE AR L 2 ORGP H L, 2
MO OHETIE, ZEETFIIEZ 2 BORM A S K H iR
B BUEEER, BB IS B W THIEE 23RO STV B b
HHI LD, ZOX) BIERDED S NAWEITIE, XFR
FEFEZATV, WY ZRLEZIT) & T, MDA
CHWHEMED H 5 2 &by Rl T Bl g idviE & 2612
& PO O OREIRE 2 RERE L. XA 2479 2 & 1
BT 5 2 &0 XBMRARIZIZEREOMIES, FEm 4z
WRFTRAA LN TB Y. 20 &9 BIEaI 1388 2 0Ll %2 17
92 &, [11.15ZMH]

9. BENEELHTHIEEICHETIAE

9.1 AHHE - IEEED H 2 HBE

911 MTHEN H3BEIERE. B, T-HEBEOEEXIIRE
REQLIBHLEEEF & 285
ST 8 0O R IE S E LRI AL R A T X B AR o AL
BEITBENED S, [111I1EH]

9.2 BigtEEEE

9.2.1 SEEHERETERE
(1) B LAEVwWZ E, ZLT7F=02) 79 AMEDHKI0mL/
SR D BFH TIPSR IET 2 BF 0B B, [26. 16615
]
(2) EINOEBRIERT — & R— 2% V7B RHEICBWT,
HHLERAE DIBIICE AR AR A — NRIEH &2 M L 72 B pe b
EHRHEDI B, FFIC, HERERERERE (eGFRA30mL/ %
/173m* kb)) Ty BAEREASIE W o BE L R L TR A Vv A
M (RIEILR 7 v & 7 2455 8 mg/dLAI) @) 2 7 7shihn
L7z & oG nDH 5Y,

922 hEERIBREDEHERESEE
HElASRIE S 5 B2 00D bo [16.6158]

9.4 4TEREE AT BE
TR A RELED & B L PE~IE, B L OB REEDSE R %
[2 L HBESNAEGEIIOAEGTAHI L, CAKFAFLA— b
AN FILEICIY AT N2 BRI EYBRAR L2 SRS
5o BEBEBEAOMMREIIEARAR D — FZEH OG-
HIBICAHBE S 20 EAKR A K2 — FREHI O IED ST S T
O & fEbitk & OBIEIZIH S 2 Tld v,

9.5 111@
Il SR L C W AW REE O B 5 W lic i35 L wnwz &,
D ¥ AR AR 3 — FRIEH & KR AR (S ) 2B
WT, ANV YT AMSEIC X B0 EORRE L L 5N LR
B OFETAE WG RO F LB IESE SR SN T WD, [2558H]

9.6 B3I
BEEOGHRER OB FBOAEREEZZEB L. 2O
kR T2 L BB (5 8 ~EGBEAL I
FLIRADBITD DT HICHD 5N TV 5B,

9.7 MNE%E
NEEE G E LBRABIIER L T,
10. HHEER

* %102 HAEE BRAICEETS L)

kR BRRGEIR - fE5 | BT - ek

KU DKL £
R, ARG
HREDEANT Y
AEAH Y

i A A+ > (B

WA, RT AT

L, ke THVIZY

L) A A
HEH. I 29NV
ADEF I I

[7.1. 8.1, 16.2.1.

16.22%1]

RRE, ok
W AH &2 B L.
POMRMAB R &
b 305 I TR Dk
My R FEH % L - IR
MLawEo, B
EIET LI L,

DI IN R N
T Bo I
k5 % & AH D W
WaiFonsZ e
b %o

11. BIfEA

1.1 EXLEER

* k1111 EEHEERE

Bl (HEEAH), fuBdoe (A, iy A,
HilsE (01%A00) ™. fmildk A, +Z3HREEE (0.1%
Fi) B ESHWE SN TS, (21, 24, 71, 911ZH]
11.1.2 FHEREREE. BE (WML HEARY)
AST., ALT. y-GTPOFH L\ L5208 FHmeRE, #E s
HobhbZlddbsb,
11.1.3 SABIESE - FAEEHL (BELRH)
[82%H]
11.1.4 S EEBIRSE (HEAM)
(832 ]
11.1.5 KEEEET T, A AREERE. AEREEHRHEDIE
EREH FHEAH)
(84 ]
) BUREIE % 0 B HUERE O 45 & B RGR ASS 123D <
11.2 ZDOMOEER
5%BLE | 1~ 5 %A 1 % A:iii
WAkE | EORPOR | E R, RO, Bk R, B<
faier) R AN A Y RN N
W G . | R g
IEAE (W sk, HA
RF ) OB | JER
R, O
N5, g,
L SN S
i
PR Z 9 9 fE.| U A B B
B, RLBE | B8 % (K
filk & arte).
JIIIKERE
JFF- ik y -GTPYM, | M AL-P 34 | LDHE N
ASTHE . [Jn
AL T 8

HR B

., &
) g%
k74 i, FIMER | 55 b ER B0
B N I VA
EREE
i i R DF ., UEE, | T
H EAWGR (L
o), EAR
i - R (B
TN SIS N
B, Wi
S %) .
A A v
PN
B, BUN| R 5,3 7
Wom, oh|iaezary
AL-P# A | > #hn. B
iMfod Y | B
AL wiE (B
T, S,
13Ch, M)
St (Y7, I
VAE DN TN
ME E5. 5
2
) ZEIVEH OBEX 5. ENIC B A8 EE O B R 2805 % O
[ 52 A FH R At 12 260 <o
13. BEHRS
13.1 fEIR
BEEGICIVMIGEI VY T 2HBET L, KAV AMGED
SEIR - BED D SN L WRENED D 5,
13.2 LB

Z oAt s i B

ROFWVEM DB 5bND I ENHLOT, Bz T5IATV,
BEDRD DN ARG 2 ik B 4 L) 2 L & 47
)T ko

WX ZW 2 572012, ZlilEA + > % &HT 5 HEERH 5 0wid
FAERGT A, o RRNEEH 2 RET 572015k
EIET Do BTG L. BV T A OFIRNE S-S0 WUE 2179 .



14, EWRAEOEE

141 FEIZHFEDEE
PTPEZEDOHEAIPTPY — b2 WY L TIRIH§ 5 & 9 R
FT5Z 8. PTPY— FOEREIC L D B HEAIRATE BRI~
FIA L. WICIZZEIL%E B L TR 4055 o E i 7 A PHE % F
KITLIEDRD 5D,

16. EYEHRE

16.1 MAERE
HEHEBIRAB MR ) £ F Y b U 4 L LC175mgk T T
Wi P 5 U7z BE DG iR D /85 2 — & KOG H% 721 %
TORBRPPEERITEOLB) TH 5,
17.5mg #i £ N MLl de G0 (R E PRE I 2 k)

B | Tmax | Crmax AUCo-t |tz as6n |tz (z-om | SARURHE
(#)| (h) |(ng/mL)|(ng - h/mL)|  (h) (h) k= (%)
59.8 | 0.90 1391 4547 1.73 1143 0.78
+35/+1.01| +878 +32.35 +0.57 +258 +049

(n=12, trz qzo2um) En=4, T £ EHER A, AUCo-dITEMRBrE £ To
AUC, tiz as-6n 13325 15M M%7 & 6 R % £ TOFRI. tiz az-2m) 1332
L12W5 1% © 245 [ 1% F TP

16.2 BR4Y

16.2.1 BEDFE
REFERABEC) L Fa v S b v AL LT 5mg™ % Hili
REOHG L7k, RS Tl aER# S & I L CCnax L T
AUCould KE S L. AFOWIUIEFOEEE KX L %)
AT EMNRBEENTVEY, [71. 1022H]
M & ARG oL (EEER A B M)

4 g S g
RS RfE Cﬁ%iﬁi) mmﬁﬁif%mu
A - 285 = 146 1042 + 6.20
R30G5 211 + 1.25 383 = 227
305G 0.19 = 0.13 067 * 051
o 3 RER - 0.38 = 0.23 152 = 150

(n=11, Pt + B )

16.2.2 BREOFE
Ve FaviEFr b A%e Y a—A, I—b— LUIFEICER
T5HE, FNEFN3E ~45%. 20% L 1368% D E A TAEMED G
REER T 25 2 LR SN T WD (in vitro) .
T, HETFH Ly VYV a—ARa— = ELIZRHLAE
XWZAEWFEOAARPET T2 EPME IR TWS, [7.1,
102%:0]

166 HENE=REZH I 28E

% % 16.6.1 BHEEEEERE

ERETE O RRIE SR ZAVE AR A1 BRI, Uk Fa U
F R UL LT30meY #HERIRS LRBoRKR, 7L
7F=r2)T75 A (CLer) &2V 75 A (CLr) O
WIEHHBIRIFR SRR S, CLeRDAK FIZ L7228 CTCLrid X
L7z COMBIBRR LD REE 2 BR RS (CLcr<30mL/43)
D EF TIZCLrAT0% UL LA § 5 L HEE s haY, [26. 921,
922%: 1]
) AH OB AT 2 EIP RN RIGE 1 H175megTh . Fr—
Yy MRS 2 ERKRMEE 1 H 1E175me% 8 A H 5
Thbo

17. BEBRBIE

17.1 B3R R ICET 558

(B FEERAE)

1711 ERETHAHR CGEyU_ESREEHART  BREICH
ER-EIED)

BHBRERELZ SIS, Ve Fa s rY a2 LTlHLE
25mg X133 1 0117.5mg™? %48 MR I4% 5 L 7255 4, 488
ONEHMEFI B % E (L..BMD) #n#i3 1 H 1 M25mgik 58T
587% (n=195 9 HLHME9F)). & 1 10175metk 58 T5.36% (n=214
IBLFEMEIHF) THY., H1EI75megfk 53, 1 H 1 \25mg#k
B4 2 SRR S Y,

FE R S EAR R 1308 1 117 5medk 57 T24.9% (62/249) TH V.
FREWERIEEABIE 6 % (15/249), FIEEIE1.6% (4/249) T
XDO f:o

1712 BRETHAHR (CETRIEEKHR™  BirREEEICKH

T5R)

BHBIEREZ RIS, 1T H1MRERCYEFa Y By

Ak LT25mg™ # 96 MRS L7255 0, AFISEE (163

) TOIIMEEOHART T AT OBEL &) AR

FEIZ123%CTd o 720 RREFI X 0 e PTE0HI%) A5 32

", BIVEHZEBIIE13315% (86/273) T 0. Tk

FE BHEERIE6.2% (17/273). WiAX22% (6/273) TH o7z,

(BR=T v MR
17.1.3 B M HHRER

FR=V vy MEEEENRIS, THIEY N VBT Y

AL LC175mg#% 8 MRS Lok H, & 5-Mih248 %0

Excesslilif AL-PAE™ o F324/L313-85.3% (n=11). 5.5

154838 7% D Excessliliif AL-PE O FH 2L #13-82.1% (n=11)

THo7Y,

EIVEH SRR 1325% (3/12) TH Y. ZoHNFUL. FH. B

AP, RAEVERECTDH - 72

17.1.4 75158 MHEFER

BFR=Vzy MEEEENGE L2AMEICB T 5 ZEEKRILEK

REROMER, Ve o y§BFbY v A 1 H 1 E30mgk 58 (60

HEES) ™ RO+ Fovig=+ U~ 2 1 H 1 E400mef

5 (180H M 5) BT, HL5HIm122 HEE TlzBlr

% ExcesslilifE AL-PIHE D i K75% L EAKF L 728 B o &

iE, FNhEN85.0% (51/60) K 123.3% (14/60) TH Y. #%5

BI#G %180 H H TOExcesslliFAL-PIEDOFHELTIZZhZh

879% (n=56) MK 1-40.6% (n=57) Tdh -7,

F7-, H5HB18» HEIZB W T, MIEAL-PEASIERIZE L,

MEFESNz0Z VL P U8B ) 7 255 8EC53% (17/32)

Thi), TFFa U F M)y 2%E5HTIA% (4/29) Tho

727,

FIVE S B 1347 5% (29/61) TH V. FmEHIET®H

115% (7 /61). #82% (5/61). BAHE#HHS2% (5/61). Hiii49%

(3/61) TH o7z

TED SRR S LT H LI IS ALY AL LT200mg% %1

w5

1H2) ARFNOFMEZE R 3 5 ENZKEH 138 1 B175mgTh 5.

H3) HEMEGHASEL LT H 1 REERICA VY Y 4L LT200mg% R

w5
#4) Excesslilif AL-PE=1{5 AL-POF M- (FEHEAL D fiz KAl + FEitE
D /ME) /2

H5) AR OFER—T =y MFIZHT S EPMREHRIZ T H 1 [175mg%
8 JAME H % 5-Tdh 5.

18. FEhFIE

18.1 fER#R

UToMADOERICEY, Ve Fa yEEF MY 2385

DOREREREER 277" Uy B2 J0H) L CE 3 s 2 S5

LEEZLND,

c e AFHTEG S ER RSB W T, BUIINHIE AR S
nTwb,

- FB D HUBER R & Vo 72 i WDGEEAT R A 38 W b #IE A
NRDLENT V5D,

- WEE MR O~ 2 v 7 7 — VRMILE Hu o BEHc B W T,
EHDOT L ZIULIHE, 7R M=V 20OFLENFED ST
5o

18.2 BRBEGOITERVEERD ICHT 2 HE
18.2.1 FRHM PO TLA L 72 B ATV PERET v M) 12

BT, FREPEmOITTEZIH T2 2 & T BEREE LD

FREAEVLE ORI, B%E RO EEOL T, Kb 74

FIEYVY I/ LTF D EREZERERIHIT S,

1822 VEFY Y ZEHYET IV (JIEMRI =T ) IZBWT,

FEELAROKTZIH L, SHREZMNSEL, 72, K

WN-7 U XRTF N/ 7 V7 F=r, MiEFATEANVY vl

T %,

1823 AEHLIC X W B DEL B T v FEIEEE TV (A

7y M) IZBWT, BEELCEREOMKT 2H0H T 5,

183 BOHEICKT HHE
18.3.1 UHELHARE T v D ROWHESRIR I =75 2B T, BHEL

FURE & OO IEOHBEBROMEREIRD LN TV 5,

18.3.2 PHHLHAR T v M. BVERIR I =7 % ROAEMES v M2

W, HEIRANOBEIZIRD 5N TV RWnY,



1833 EM S v McBW T, BWRIIHHWER RO 5hTwb
B BIRACTE ORI & 2 B IR ESLEEH E RO ShTw
R\,

18.4 BifBAEICH T 2 &

V=7 VRBIERE TS VIZBWT, 1.0mg/kg/HIES5-12X D
FIEBOREAED 5N TVBEA, 0.1mg/kg/H™ #5Tlx
BIEEORIEIEIFZD LN TV RV,

1) 01lmg/kg/H : ARFE RS CEPIEKRH 225mg/H/H 2
BT 5,

19. B2 ICRIY 2 IE{LFERENR

—g ) Fa YEEF MY v AKMY (Sodium Risedronate
Hydrate) [JAN]

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

713 0 CHoNNaO7P; - 2v2H.0

ot 35013

[lae=di 2

= POsHNa
N

. 2V4H:0
\ | vo”pout ’

PER U Fa Y@ by A KA A OREREORKTH
Bo KIZRREITR T, ¥ /=)L (995) ITIFEALHITR
Vo DAL T M) 7 AR (1 —20) 12T 5.

* 22, A%
(BHFREAaE)
BHEIAH Ny r—VHPTP
208% (14— b x20)
(BN—=2 v MRAE®
5658 PTP (7§t — k x8)
23. EEX#
1) D. Y. Mitchell, et al. : Br. J. Clin. Pharmacol. 2000 ; 49 : 215-
222.
2) S. Takata, et al. : J. Bone Miner. Metah. 2006 ; 24 : 359-367.
3) W HIME BB i : Osteoporosis Japan. 2007 : 15 : 246-249.
4) https://www.pmda.go.jp/files/000249186.pdf
5) Y. Ogura, et al. : J. Bone Miner. Metab. 2004 : 22 : 120-126.
6) H. Kishimoto, et al. : J. Bone Miner. Metab. 2006 ; 24 : 405-
413.
7) K. Kushida, et al. : J. Bone Miner. Metab. 2004 ; 22 : 469-
478.
8) Ut rFurEEF MY AORKRERER (20084 7 H16H &
##, CTD 2.73.2)
9) P.D. Miller, et al. : Am. J. Med. 1999 ; 106 : 513-520.
10) L. Mosekilde, et al. : Bone. 2000 ; 27 : 639-645.

24. XBFKRERVBEVEDESE
CH I TR a9 ) IS
T103-8668 Hut#R i Ju X H AMEAN =T H 1% 1%
7YV —=%4%) 0120-566-587
SEAFRER 91 00 ~ 17 : 30 (LHHLH - Bfkk3EH 2 B <)

26. BEERTEEF
26.1 SGEERZETT

HEBAZEGITERINET

T540-8645 ABRMHFRKEENUTEIES

R3
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