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WUz F 52 B D0T, EERE., ROREANIRA
L. 2ORMA%DRL L B30 13K DI Z BT 5,
[10.2, 16.2.1, 16.2.2%H]
FRERCBEEBENRE SN TVDDO T, SN H D WDITENA
T, +oEE18omL) DK & & BITHIRA L. IRA%3055 13447
by, [2.4, 11.1. 1K)

* BLERUTERANCARA Lz,
= 1 RENHBE AL O T REME A B B D T E T,
%o

« RIE BB ORER (WE T R SOIHE TR, KB %S oR A, EE
DFHGET DT %) BN b b HEITIXTEREICERT D,
[2.4, 11.1. 18]

(EHSRE)

1.2 AFNFEIERAT2EFTHY, RA—EBEIZRHATSZ &,
Eo, RAORAEZ SN 5EAZ, BRICUERAL, T0%
EHONUDEDEBICIRAT 2 Z &, ¥, 1HIC28MA
L7z b,

(BR—=T v MR

1.3 i I D L bon A OKRENM B &, EIFEIA
MRIEFAL LR WIGE M ONER OHEIT A & 3R B A IO HLT 5
z&,

. EELEARNEER
8.1 BEDARBFICLDZ NV UL, BX I UDOEBRMAAR+7
BAIE, Iy U ANIFE X I UDEMBT O L, FRCE
R—=Vxy MEREZ, BRHEEAE L TTELTWADT
BETHZL, FEL. AL AHRAR OIS T A, T
NIZU L, v 7RV LEERANL. KROWRINE YT 5 Z
ERBL OT, RARAZEZ RSS2 L, [10.2&
iy
8.2 EARARF— FREANC L DIHREEZZ T WD EBEITBW
T, B - HEEHARDSDNE Z ERDH S, miESh
ToIEBI D% < DIPRHSE DBHE KT B R B 72 R E <2 R AT
FEYLICBE L CRBILTWD, U RAZRKT & LTk, EEE
B ARG, MAEFAREE, avFaxTa o RIGHE, ik
FHRIRIE, DEOARGAE, HEHLE OBEESEN M SN TN 5,
AAN O 5BIARTIE A ENOFBRIEZ R L, HEIZE T
T, BFICH LE A ERREAZ ., FEMNRERLEL T
LRV FEE TR LHIBET L2 L, REIBEGHICRERD
PR RHLE S LI 2 > R ICIIAR OREE 2 ZEST 5 2
Lo F, AENEZTFRICROZ &, EMMNRERRE 22T
52 &, HRIEZBRHCARR O & hEHE RS L CREER
REEHLEIXTE DR BET S 2 &R EBEITH4HHA L,
RENRD OGN HEEITIE, BEHICHE - DR 25235
XoiEgET AL, [11.1.35H]
3 EAR ARSI FREANEEN L TWDEEICBWT, SHE
EHEEENFEILIZEORER DD, TNHOHRETIX, Ho
JEYL RGBT L TR LEA LR bND 2 b, 4
H2%, HR, EFREOERNEE HAICIE, B+ %2
THLIRET S &, [11. LL45H]

ROFITIRT T



8.4 U AKRAFRI— FRIEFEZEHHEH L TVDLEFICTBNT,
FESMENE TIPS IS K D KRB B IR T U RAREE
W, GENREEESEEOIFERFHNEI L L oRERH
o ZNHOMETIX, BRBIOEZ HHCEM D H 5y A i
WCRBRER., BUESHES. REEE B W CHIEFR 2RO 5T\ b
MELHDHIENDG, TOX I RIERNIBD SNT-HEAITIE,
KRR S 24TV, WY LEE4To Z &, Fo, WEO®
WRECHERENRD D Z b, FRICIHEER SN E -
LA, ORI DAL OFE RS 2 R L. XBRRE 2175 7
E.EEICEET S Z L, XRIRERHCITEREOIEES, FF
AR BBRFT R A SN TRY . Z0 X 5 RGAEICIT@E Y] el
Ex{T9 2 &, [11.1. 55 H]

. B ENDERZETHEEBICHETSHEER
8.1 &6HE - BMEEZEOHLBE
9.1.1 ETE#AHIEERIRE. B. T2EBEOBEEXIEE
EREOLDELEEENRHLIEE

A3E IR ORI X B AE R IR X 2 EAE R B o EA L
FEIIBEhANH 5, [11.1. 12[R]
9.2 BHmEESRE
9.2.1 EEBHEESESE

() #E LW L, ZLT7F=0 27 U750 ZERFKI30mL/ 5y
A 0 B CIIHE N BES 28 F NN H DY, [2.6, 16.6. 1
2]

() ENOERERT — 2 X—2A &2 A WEEREEICB T, §
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(%) | (h) | (ng/mL) | (ng*h/al) (h) (h) P (%)

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
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D, ERBIEMAITE RE6% (15/249), EIEHHAEL. 6% (4/
249) ThH o729,
17.1.1 ERENHERE (CETREBRERTD | BiRfEHEEIC
3 EHR)

BHEERFT 2RI, THIERKRIZY E Ra Uit Uy
AL LTC2 5mg™ 296N OB G LizkE R, Uk Me i)
MU U AEERE (1636]) TOIMEMOHERE T (BEFE T
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(180 H I F ) kW T, £5BMI2y AR ETIZBIT S
ExcessIiyEAL-PE D H K759, FIET L7-#BrE 0B &1L, +
nZEnss. 0% (51/60) K 1823.3% (14/60) TH Y . HEBIMEE

180 H H TDExcesslIfiLiEAL-PIE D SEHIZE{V 3R (T Z FLF 11-87. 9%
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10.2.2 VET U U 78MET NV GNERERI =7 %) 128\ T,
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FN-FaRTF R/ 7 LT F =, MiEAATA DL %t
Wi %20,

18.2.3 REhfkic kv
;I v ) BT
622)0
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18. 3.1 JRERHIFR 7 v b ROYRHEAIRI =7 ZITB W T, BHKE
LB L OO EOHBBIROMER RO LTV 52,

18.3.2 JRERHIFR 7 v b, IREERR I =7 # RORTE 7 » b
BNWT, BHEE~DEEITZRD 5N TNRND,

18.3.3 BkEMIZ v Mo\ T, BRIIIHEITERARGED Hiv T
LR, BAERACMBI O L 72 5 RERIEEER TR 5T
b\fcﬁb\z-’i)o
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1. Omg/kg/ A HAIZ LD
0. Img/kg/ A ™ 5Tl
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) 0. 1mg/kg/H : {Z'S%%Ffﬁﬁ?ﬁﬁflﬁ‘?ﬁm &2, 5mg/[El/ B IZ
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(Sodium Risedronate Hydrate)

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

: C7H10NNaO7Ps « 21/5H20

1 350. 13

 HEORERMEOmETH B,

ICRORFTFRT <, =&/ —/ (99.5) I

TR0,
MWDK MY v AR (1—20) 12T D,

POsHNa

‘ o 215H20
HO POsH2

FLAE

N
NS

2. a%
(BHRREROE)
208 [188 (FBE S AM Xy 7 —IfFPTP) X 20]

(BR—C v MERAE)
56 (158 (FBEZ A/ Xy 7 —UFfPTP) X56]
3. EEXH
1) D. Y. Mitchell, et al. :Br. J. Clin. Pharmacol.

10)

11)

12)

13)

14)
15)

16)

17)

18)

19)

2000 ; 49 : 215-222.

S. Takata, et al. :J. Bone Miner. Metab. 2006 ; 24 :
359-367.

=S B8 Mt : Osteoporosis Japan. 2007 ; 15 : 246—
249.

MID-NET® % W 7= A AE RO E (MID-NET®* & iV 72 B AR
AR — N A OB RS RERESE R ISR DRV Y T A IUE
DY AT MBS BT — & X— 2 )
https://www. pmda. go. jp/files/000249186. pdf
EWNEIMELT. omgH A 53R (727 b 3IVEELT. bmg « X
v NEELT. Bmg : 20074E4 H 18 A Ak . P &5 & BHAE B
2.7.6.1)
Fa—U U AT ¢ AR EHAAENEE
Ut Ro o @ENagiEl7. smg T8 AK] D47 R %
2B &k
Y. Ogura, et al.
120-126.
B DB HONT (727 FRI/LEE2. bng -
2.5mg : 20024E1 7 17 H&GR, FFEAMIEE)

PR
: J. Bone Miner. Metab. 2004 ; 22 :

Ny b

HHREEEREICR T BN GE) (77 FrvEE
2.5mg « Xy MEE2. Smg 1 20024F1 H 17 H KRR, HREEEME
2 3. (6))

H. Kishimoto, et al. :J. Bone Miner. Metab. 2006 ;
24 : 405-413.

K. Kushida, et al. : J. Bone Miner. Metab. 2004 ; 22 :
469-478.

Ut ke vt MY U LAOBKRBRRE (727 b3
17.5mg » ~% v MEELT. bmg : 20084E7 A 16 H /&R, HZ5& Bt
WEEE2. 7. 3. 2)

EANEIAERER (727 b RIVEELT. bmg » X% v EELT. bmg :
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