2024472 H &ET (A21H0)

B R IR
F2hHAE - 34

BIZE

W EEZER

(EE — RIS OIL )75
LOHIIT B k)

BAZERTS

H AL i o 4

T
[ Wisehs

[22300AMX00236]
| 20114114 |

ERisboen e

Ve FOYERF b Lk
UtekFOYENat2.5mg [9719)

Risedronate Na Tablets “TAKATA”

‘%ﬁ%kata

2. BZ (ROBEIEBELLEVIE)

2.0 EWEPEIIT H ST (AEMEARERE) SofH
Wl BEESELEEOD L BEE
[(AHOLEMBASELET 2 L1128, EERFICE
B EIERMBEHOGRBIEA L 2 5.1 [11.1.1 2]

2.2 KK DO H B WVIIMBDO Y AR A F F— FRIEHIIC
xf U BUE OB O B % BE

2.3 KAV AEE O B LIiiE A v 2 AMEDMETE L
KA I A MFEDFEIRDTEAL T 2 BENDD 5]

2.4 MRAAWFICVALD B W IZAALE 30 DL B TR S
[7.. 11.1.1 &#]

2.5 MR IR LTV B R0 & 5 k(9.5 SIE]

2.6 EELREEEEE (F LTI )T IV AE K
30mL/ % Ab) O HEHV[9.2.1. 16.6.1 BIK]

3. #RL - MR
3.1 AR
BRI wIn#l

1 $eH FEARAY, byERI ST
HE VJYtbForigrbhr)w| o7y, ekaxry 7oy
LK) 287Tmg tro—2x, ZA57) VS
(WEeraryBFrhryrre| Ay a, e7aira—2,
LT 25mg) <7 aI—) 6000, BEILF %

vy v osa

3.2 WA OHERK

W _
N g*‘ |
PR T | | wm |
meE | Ex | EX
s~ B0 7 4 ‘1 =
WA d—F 4 ¥V T5E TTS-310
6.6mm | 0.114g | 3.3mm

4. HEERIIFHR
BHBRE

5. REERIHRICEET EE

AR OBMIZH 725 T ARSI S O BTSSR
HE DB WTIEIESS 2 2 I HIRE L eI S h - B %
HNREFT B L,

6. AZERUHE
WE, AT £ o
H 1A, RS0
5525,
BB, MABE R LD 30 53R 5§, KU OKE
WAL DHEH DFECHEICD BT 5 2 &0

7. BERVCAEICEET 33

BHAIH 7o TIRO B EBHIIRET L 2 &,

- KU OEEL (Cav Mg HEDOERDIFICHEVI AT LY
F—F—%Et) REWDH H VIO IEH L FE AR
T5E, RHOWINZ T D Z LW HDT, EKE.
A OBREFNIIRA L. 2 20HED % < L b 30 413K
VA O R E % BT 5, [10.2, 16.2 2]

VHEF Y AELT2.5mg % 1
(# 180mL) K& & Ik

CHERREERE VPG SN TWLDT, Vid b Wi
AT, iR (#180mL) oskE &b ITIRA L. kA
#% 30 s di7ab 52, [11.1.1 B
BREERESOLEIREN IR L2 v

- CUPEHBERIE O W B A% 2 O TR E 3712, 20312k
MY %

- FEHBOGER (HET N S HE T8 - 2R e A
EEORET BRI Bid b bNGEITIETRE
2RGS0 [11.1.1 2]

8. EEXEANIE

8.1 BEOAEHFICIBANVY T L, ¥F I YD OEDAT
DA, ANV ANIZEY I VD RERTAI L,
72720, AT AR EIR AN L, TIVI =T A,
<7 AT AEREBANE. RAOWINEWTEZ LD b
DT, WHRAEZEZ CIRHEEL 2L, [10.2 ]

8.2 UAFAFRAL— FRFHNC X BHEBEZIFTWDHEHIC
BV, FFHIE - FHEEHELDODLNLEI LD D,
i ENAEB DL < D3P AT O FEE T 2 A2 I e
FHILE R BTG M L CTRB L Twb, VAZRT &
LCid, EMAEE. fbmed, mEHAmERE, avsa
AT UA RiEHE R, OEOARE, EHLE O
BRSNS TV B, AR OG- BRGNP
IREEZMER L. LEIIE LTy BT L) 2 ks
. RENLHEHLEZ CXA2MIFEFTETBELL L)
BT 5 Lo ARFIPG- IR Y 2 ML E AN LB 7
ST ARIIIARAORIESE X EBTH L. T2 OEN
FHBIEOZ L, BN ERREEZT S 2 L.
ZRS W ICARF O 2 SRR M IS 2520 L TR Y 72 BB AL
BEIXTELMRY BT LR L2 BFICHIIHIL, BE
DD SN, EHICHE - OEARZ2 %535
EOICIBET 2L, [11.1.3 ]

8.3 UAKRAF A — bREHZMHH L T HEHITBVT,
NEE G K L2 0HED»H L. THS5OHET
. BRI B L CRBLZZER D o 5N b
e, ME% Hib. HRSEomERIE < Baicid,
HERIWwR 22235 L )83 252 &, [11.1.4 B]

8.4 U AR AR A — bRFEH ZRMMH L T dEEICBY
Ty IEFMEME U BS Z A 12 & B KRG T F ., Efrk
1 g N VAN 0 € R OB o e B TR o6 N B A
OMEDRD L. TNOLOMETIE, EEFIHR 5 H6H
7 S %0 AR RBRE, SUREEE. miRiEeas 12 B v CHibk
WD LN TVWAMEDLH LI NS, DX BHEIR
HRRD LN YEITIE. XK BRAF 2TV, #Y) 2 0E %
1792 &8s F/z WHEOFIAA T LW HEMERH S &
5. FCIEERMG I ATE & 723541 21d. BOMMEl o AL
DIERGEZME L. XBREZIT) 2L, HEICBIZET S
Z b XOMURAEE T R o MRS, RER 72 i {RPT R
BALNTEY, 0 X)) BLHEIITEY R RLEE1T) 2
o [11.1.5 ]

9. FENERZHIHBEICHT IR

9.1 BHHE - BEEEZFOH 5 BE

9.1.1 R THHENF HZBENIRE. §. T2HEBDEEX
FREREDLEHCEREN 55 BE
FUIE M OB IE S BRI AL ARG A0S X 2 AR
BALZ S 729 BZND D 5. [11.1.1 SH]



9.2 BisgtEERE

9.2.1 EEBHEEESRE

) 5L wZk, Z2VLT7F20 20T 5 Y AEDBH
30mL/ % Al D B TIEPEMASRBIE ST 2 B2 A dH 5V,
[2.6. 16.6.1 &)

(2) EHNOEHFEERT — 5 R— 22 HWIERRHEICBV
T, BHEIEDHRMEICE AR AR F— FREH| 2@ L7
EHRRERE B O D B BT, 2 B R R s B (eGFR
A% 30mL/%3/1.73m? oK) T, BEEREDIEE OB L K
LAV AdigE (RIS 7V & 7 2 E2 8mg/dL
Kiii) DV A7 DML 72 & O D 52,

9.2.2 hEEXIBRENEREEETEE
PEMEASIEIE S B BZNHDH B, [16.6.1 BH]

9.4 £JEREEH T BE
RS B TBELE D & B P~ B O F IR D ik
LS EHBSNEEEICOREGTHIE, EAKR
AA— NRIEFNLE BTN A F N RICEHIEER~E
AT E NS, ELGTERAOHIBEIZE AR A KA — b
I OPGE - MEICHET %, EARARL— MR
Flokp 6 MR F oMM & EBlt & OBEIEH 6 22T
X722,

9.5 1T13
IR SOZIHR L T B ietk 0 B 5 Iz &G L vz
Lo MDY AR A A A — bRIEH & B B (5>
) 12BWT, KA VT A UEIC & B R R R L
Z 2 bNLHFEW O CIZRIEOFLELESE DA SN
Twh, [2.5 K]

9.6 ZILIF
B EOFZE R OHAREOLGIEEZZE L., ZALOHMK
BOLIHRIEERET A 2L, BB (5 v ) ~&H%%
AENTZARNOBIT DI NICED LN TV A,

9.7 /\B
INBEE ARG L 22 BB FE R L TR,

10. #HE(EH
10.2 ffREE BRAICEET S &)

A

PR - 5187 15

Wiy - fabiET

KPS DKL, £
HRIR L, FLE
HEOEAINY
7 NEA R

2k A & > (v

MAr RN/ Sy

Ly $k. TVIZY

D) A A
WA, I A7V
A ESF IV
e

[7.. 8.1, 16.2 =

]

PR ) DKL
HSAH Z IR L
POMARD %<
&b 30 IR D
BRE R A & 4R
- B L 72w &
I\ BB RIS D
NS

DI A/E N X
KRERET 5o [H
REICHRH 3 5 & A&
#1 O W LA Wi F &
NHZEDRDHAH,

1. BEA

ROBWEHDH 5N Z EWHLHDT, BligE T5I4T
W BEDRAD SN A3 G 2 kT 5 % L) 2

Wi A24TH T &,
1.1 EXGEMER

11.1.1 _EEHLERE

L R, Rk USR], fliis; (O
FEARHD) ., HiEE (0.9%). fiEge (0.1%). +dalis;

(0.1%) AREENTWD, [2.1, 7., 9.1.1 BHE]
11.1.2 FF#EEEE. 8E (W3 NhHEA)

AST. ALT. y-GTP % L\ R %89 IFfaekEE, 1%

JERHHbIDZ

WD,

11.1.3 SAEIRE - HEEEE (FIEAD)

(8.2 &)

11.1.4 S EEBIESE HEA)

(8.3 ZHi]

11.1.5 KERBEFT. A ARSI, ALREEHAHEE

OFEREH (FEEAW)

(8.4 ZHi]

1.2 ZDfDRER

5%LLE | 1~5%AdM | 1%A | SHEEAD]

HABE  EO, BIE e, Mei:,
ERIE . BERR. | B ARAS R
AL A B R,
(=) B < U,
HEE R W | S

&, 8%,
A%

T BRI
i,
%,

HALE: P I

) I |

N 595 KLBE | 7

B CAKE |
%

y — GTP
Bm. ALT
B, AST
R, i
AL-P 14
Jn . LDH
Hm

JFF ik

. 5 B

R 5 %

I BR B
Ao ooN
BR B 1
Bk 2
A Al

iIRY;3

DHE W & H R
(L"),
S HS,

TR

Rt R

i - BRI
(B 7
FR S
i SR
T5F)

i A v >
PN
i - EHER

PR AL B
M. R
B2 371
rya7n) v
&

BE. BLE,
FEB

T IE (B
PUREE) 13
Th., BR
J&, MEE
€NVl
%), BUN
B, i
AL-P %
A i)
VA, I
JE L&

2Lk

13. BERE
13.1 fER
EERSICEDMFBEAN S AIMET L, AL T Al
SEDIER - BIED D S DN D RIS B
13.2 B
W2 572012, ZlkA + > 2 &4 2R D %
VIR ERG T B, T2 RN 2 BT B 72012
B2 ZE T 5. LEICRU. AV Yy 2 OEIRNES
HEOMEEIT) o
14. BALDIEE
14.1 EJHZMFEFOEE
PTP A2 DA PTP ¥ — F 25O ML TIRA$T % &
HfGET B L, PTP ¥ — FORBMAKIZ X O, BRI
FEREARIA L, BICIEEILZ B 2 L CHtbEiR & o ®E
BROGEEZIRT L2 L0H 5,

16. ZEMEIRE

16.1 MAEE

16.1.1 EHZHIEEEHR
Ve Fa UiENade2.5mg [FA4% ] N2y ME2.5mg &2
T AF—N—3RIZ XY HERATTF 20 Hicehen 18 (U
trFaUEEF FY AL LT 2.5mg) & 22 EHIC ARG
L. #500, $%51%0.25. 0.5, 0.75. 1. 1.25, 1.5, 1.75. 2,
2.5\ 3. 4. 6. 8 JL OF 12 IRy 0 A R A0 S BRI L 72
LC/MS/MS 12X W illsE L72Y) & P u > B i vh il i o HER
PTG A= IIKDEBYTHY, AUC KT Cmax 22V THE
FHREAM % 4T o 7255 3 HE /8T A — & DR O P390 HS
log (0.90) ~log (1.11) T, 7>, BHABTHET 2 4ETD



SMECTHEIMBB DML T 2D Z L5, WA O LY RS
MR SN2,

(ng/mL)
Lol —e— U & N0 Y ENagE2 5ngl ¥ 7 ¥
0N F oy ME2.5mg
i Mean=S.D.,n=20
1 0.8}
3
7% 0.6 -
BE :
0.4r(?
0.2
0 " L
S . 3 12 (hr)

B
16-1 M)
#16-1 EYHE T 2%

HET A—=% BHEING A —5
ﬁ};& Cmax tmax ti2

hr/mL) (ng/mL) (hr) (hr)
DI =g
1 Na $t
2 gl 5| 3244155 0.9120.34 | 1.320.7 | 2.1+0.4
% |
MRV 1900 49]0.9240.50| 1.420.7 | 23507
2.5mg

(Mean=S.D. ,n=20)

MR EENE ONIC AUC, Cmax 550785 A — #1032, i o
P AR OFREUR R - B4 O RERSM S & - TRA 2 RS
Hbo

16.2 TRIR

16.2.1 BEDFE
HEHERABMEIC) P v S MY v AL LT 5mg™ % Mk
I U2, SRS T ARG & L T Coa KO
AUCh24 1ZRELIRA L, Ve b VBORIUIAHOFEELZ K
XL ZFBHIEIRBENTVEY, [7., 10.2 BH]

#16-2 RS & BB G O (R A Y

ﬁ;?;;ﬁf Cmax (ng/mL) AUCo-24 (ng - h/mL)
I - 2.85+1.46 10.42+6.20
11 30 5P 2.11+1.25 3.83+2.27
1% 30 %5 0.19%0.13 0.67+0.51
£ 3 KRS 0.38+0.23 1.52+1.50

(n=11. P39 + B %)

16.2.2 BRFOEE
Ve Faryir b)) v Az ya—A, 3—b— UK EIHEMRS
BHE, FREN 38~45%. 20% 1% 68%DEE TAEEDHEKZ
BT 52 DR ENTWDS (in vitro)o F7:2. FHETHL v
VVa—ARa—b—L L LIRM L2z SICAYENFITE
PET S22 LW ENTWEY, [7., 10.2 BH]

16.6 BFENEEEHTH8E

16.6.1 BipEEERE
EARTEORIE DT BAME A 21 BlE A5, Uk Ko v
F MU AL LT 30mg® & HEREO#RYS LRBoRKE, 7L
TF=v2VT7IA (Cler) EE2VT7 I A (CL) ORI
A BIBIRR 2SR 5, CLer DIETFIC L7725 T CLAET L
7oo TOMBIMIFR X U R 2 ERRERE (CLer < 30mL/%5) O
BT CL: S 70% UL LA § 5 L g S pD0, [2.6, 9.2
2]
) EPICBITLARMRIETIH 11 2.5mg TH 5,

18. ZExhEEE
18.1 1k~
T2 0ERICEY, Ve Fay B b)) o 2 duaiiho
FEBESLE/EH 2 7R Uy B WA $0 UCa ARl & i 3 % &
EZEZHN5,
C 2y AWHTER SR ERERICB W T, BIIUIHIER 25320 Sh
TWwb9,
- 5 O HAHER: A AT & W 22 NG RS B W b I A
DWAED LT VDY,
- RO~ 7 07 7 — DRI E w22 BETICB VT,
EADOT V= VEHE, 7R =Y 2AOFLEIFED LT
610)0

18.2 REETINERAVAEBERDICHT 2 5B ER

18.2.1 B EFT N TH HIWENRT v MIBWT, BERERY
GFREOKT 2T 2, T2 Wb FFFEYV Y Iy o
L7 F= o LR EZIET 50,

18.2.2 VET) Y 7MW THLINERMEI =T ITBVWT, %
JEEASEOKTFRIHIL, GREAZRMSE2, T2, R N-
TUNRTF N/ 7 VLTF =, MiELF AT+ AT vz 8l
ﬂ‘Z)lZ)o

18.2.3 AEMLIC X YV BIRDAEL 25 v FRIEEZEET IV (A5
Ty ) CBWT, BHEERCEHREOKT 2 HH T 51,

18.3 BOHEICHT 28

18.3.1 JREAERR T v M ROURHERIR I =77 ICBW T, BHEL
THRE L OB OIEOHBEBEROMERAFRD N T BIY,

18.3.2 YUHLHERE T v by WNHEER I =7 2 ROAHILT v MCH
WT, FRIEANOEEIAD STV ARG,

18.3.3 BEM T v MBWT, BWRIIHIEN RO S Twb
A BAIRALIE OHHL & 72 2 B EAULIEVE 13380 S5 Tw
7‘;:{/\15)0

18.4 BIFAMICHY 28
E— 7V REITEEE T IVIZBWT, 1.0mg/kg/ HIR 52X 05
PHER D RIEAFHD STV B A, 0.1mg/kg/ HY $5-Ti3g
PR OBIEILFRD STV,

1) 0. Img/kg : ARE AR CENEAR MR 2.5mg [H4 T %,

19. BRRAICEET 2 E{EFHR
B SEY NS = ol R AV 1 L7
(Sodium Risedronate Hydrate)
12444 : Monosodium trihydrogen 1-hydroxy-2- (pyridin-3-yl)
ethane-1,1-diyldiphosphonate hemipentahydrate
53X : C7HWNNaO7P: - 2%.H20
5 : 350.13
PR BEoORSEORETH S,
KIZRRETRT L, TF =)L (99.5) [ZIFLALE
v,
D7 FIRIALT MU A3 (1-20) (ST %,

s 3 POsHNa
N \ - 2% H20
2 HO  POsH2
22, A%
100 ¢ [10 & (PTP) x10]
23. EEX#
1) D.Y. Mitchell, et al. : Br. J. Clin. Pharmacol.2000 ; 49:
215-222.

2) MID-NET®% 72 A S o2 (MID-NET® % v 7:
Y 2R AR A — MR OFEREREE BT BT R LYy
LMFED Y A 27 G T % 7 — & X — A FA) ¢
https://www .pmda.go.]jp/files/000249186 . pdf

3) FRNEEL - ARSI SR () & N a # Na §E 2.5mg
[%75%))

4) Y. Ogura, et al. : J. Bone Miner. Metab.2004 ; 22: 120-126

5) fREOEEIZOWT (727 M AIVEE2.5mg - XA v M
2.5mg : 2002 4F 1 H 17 H, F&EHLEH)

6) ERREREEEAICB A RNEE GLE) (72 bRV
2.5mg - Nk v ME2.5mg 2002 4E 1 H 17 HAKGE. HEE
BHEZEA.3. (6))

7) NE-58095 OIEHICB$ 2 %% (72 F 3 )VEE2.5mg + X%
v ME2.5mg 2002 4F 1 H 17 HZKRE. HREERHES & .1.
(7))

8) WMERIRTOFWIUIK T 2EM (72 b A IVEE2.5mg -
~NA oy ME2.5mg ¢ 2002 4E 1 A 17 HKRR, WEEE RS
A1 (6) . 1)

9) HLMEREE ML T OB T AEH (72 N A IV
2.5mg -+ kv ME2.5mg ¢ 2002 4E 1 A 17 HAGE.
FHEE &.1. (6) . 2)

10) 27 a7 7 —JRMRRE T 260 (727 N RV
2.5mg - XA v ME2.5mg 2002 4E 1 H 17 HAKGE, HEEE
FHREEE &.1. (6) . 3))

11) YREFEBRE T VKT A1E/ (727 b A VEE2.5mg - XA
v ME2.5mg 1 2002 4E 1 H 17 HAKGE, WEHFEFRMRE .1,
. 1)

12) 3=7% 18 » HM 5 X 2 PRz (727 b Aovde
2.5mg - N4 v bEE2.5mg 1 2002 4E 1 A 17 HAKRR, W&
FER1. (D .1

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

14) REET VR TOAHIKALIIHT2/EH (727 b AvEE
2.5mg + A v bE2.5mg : 2002 4E 1 H 17 KGR, HiEE
BHE 1. @) .1

15) R 7 v MIBT 2 FRIUL OF AR 2160 (7
7 PANVEE2.5mg - N4y bE2.5mg 12002 4E 1 H 17 HAK
P HEHERHESE K1, (4) . 2)

AT


https://www.pmda.go.jp/files/000249186.pdf

16) ¥—Z VRBIEF VBT B EIERISSST 5760 (72
b A OVEE2.5mg - NA v bE2.5mg ¢ 2002 4F 1 H 17 HAK

W HEEREE K1, (5)
24. XBFEKRERVEVEDESE

o AR R At SRR R &

T 336-8666 S\ /- WHXEF L THILHFL %
i 0120-989-813

FAX 048-816-4183

26. BOEMRGTEEF
26.1 BGEHRTET

REREHL R

TV EFMAXERE203F i1

RSD 10





