2024F1AKGET (BB1MD)

BRI L BH
BIEE, WMAEERERD
BHAERR
Ut ROVET~ID LR

Yk Do/ENagk 75mg -,

SODIUM RISEDRONATE TABLETS 75mg “TOWA”

R EERE
RN © A5
) B -EMFEONSEIIIVERTLIL

BARERRNEES
873999

Kid#& 5 | 30100AMX00162
GG 2020434

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 RARITNEAL D 5 WIZRML Z2 305 ML ERTRRWESE (7.,
11 1. 1)

2.5 B SOIIER L TW2 RlREM O & 5 0tk [9. 55 ]

2.6 SERBHERSE UL YF2IUT 52 A F30mL/
SAG Db BHHEED [9.2.1. 16.6. 1]

3. #ERK - tHIK
3.1 #HAKL
15D HRE Ut ROZEET N D LKR e 86. Img

BEIE (WUt Ro gF YT LELTI5mg)

B, boEDa TS, B ROFTO
Eltilo—Z, ZOXRE R, fikt)lo—Xx,

WAL Sy ome s R T A, ETOAD—R, <40
TEL6000. L5, BRIEF S . A= ALk

3.2 ®WHIDOMK
AR - FE WEADHEHEED 7 4 )V Ad—T 1 > T
fis z DEROINa 75 h—1

) x # I
e —
£ (mm) 10.2/75.2 (B ER
JE (mm) 42
& (mg) 208
4. FHhEEX [IRhR

f=giikes

5. MMEEXIIZNRICBAET HEE

AROEAICH 2> TR AAFR#MZR2OFFEAHBRIEOZ
Wi iEAE 2 BB IR HRE S TR S N BEZNRETH T
&

6. AERUVHAE

BHE. RAZYEROCESF N TLAELTSmgsE ALH,
REHZ 08 (R180mL) d/kE & HICHRNOEET 5,

BB, BA%DR< EHI0MIMITRS T, KIS DR TN
DA OREOIBE H BT D Z &,

7. BERUBEICEET 3 EE

BEIZH> TIROMEBFITIHET S 2 &,

- KU DOFE (Cas MgZEDEBDRICEWVWI R I T 4 —F —
EED) PEMD D NI ORI EFERFICRAT 2 & AF D
WAL 28552 Z E03d D DT, EKE, RYOEBRTIRA L.
NORAE DR EBH30EIKLUN DB EZ BT S, [10. 2,
16. 22 1]

- BERPEEEENME SN TNSDT, VfLd 5 WA T,
+orE (]9180mL) Dk &EEBITIRA L. IRAE305M I D
570, [11. 1. 1208]

- LR SO AR ATICARA L7z,

- DIPEIREERI O e B 2 D T LTI, 72T IR T %,

- FEHEROER (W REE SOOI TE, WE RO~ &
DF T HH1TE) DD S ONEBEITIZEREICHEET 2.

[11. 1. 1ZH]

- AFNIALRRAST 28ATH O, FHHIE L TEAFEC HICKRE
2L, o AFORMAZENTZHER. BHIC18ERA
L. Z0REHS5NUCOEDLEHIIRHTS Z &,

8. EELGEAXMER
8.1 BEDARIZL S NI T A, EY I VDOBBRMSARTH2EE

3. T LARRBES I DEMIETHI L, L. AT
LRI I T Ly TIVI 2T Ly TR0 LEH A
3, AR OWRINEY T2 ZEnH 20T, rRAkLZ2 X TR
BT L&, [10.22H]

.2 EXRZARF— FREFNCLDBEEZIT THDEFITBNT,

B - HABMAN S SOND ZENDH D, WG S NIEH]
D2 < Ik SE D FAE 1T T 2 (R B 7R R E S 5 BT A I B
BELUTHELTWS, YURAZETEL TR, EBEEE. LR
MEHEREE, J)FIXT010 FIGE, BEEHRERE OO
AR, WRHLEOREENH SN TW S, KEIDR G HAFIZ
OFENOERREZERL, LEIEUT, BEFITH LY
Pz, RENGEMULEZ TEHROFETTHEILD
REY 52 &, AFHRGPITRENRERLE DB EITE S 728
BIRRBAKOREEZERT DI &, k. OENEFRITRD
&, EHNBERREZZ T2 2 &, WRFZZRHCAR O
ZRFHERNIC S U CRENBERLEIZITEZ2ROETIL &
REZBEITHHAL, BRENROSNLHEITIE, BE5ITH
B OMRZ22 28 DI1ICEE TSI &, [11. 1. 38H]

.3 EXRARF— PREFHEZMHL TOWBEFITBWT, S HE

HEENFB L 2 EOMENRH D, TN5OMWME TIE., H O
SHGICHEEL TRBELE bEDOND &S, HER,
HiR. BWSFOERMAF < HEITE. BRWEERZ22T585
EY 22 &, (11 1. 42H1]

8.4 EARARR— hREHZREMHEML TVWDRECBNT,

SMGMESUI WM I T & B R HET T B AL KIRE & &,
IEMREE SRRSO ERERNAR L 2L OMENDH D, TN
5OWETIE, BRI Z 2 EHEB D 5 8on A iz KBRS,
BRER. BiMEICBNTHIBEN RO 6N TWEIHMEDH D T
EMS,. ZOXIRERDNRD S NI=HEITIE. X EE 217
W, EYRAEETTS &, e, WAl E L % el Ee
NHDHI LN, FATIHRERERNES 255123, Ko
AL OEREZHAL . XREZT OB E, HEICBRT S Z
o XERRAERFICIIE B ONLESE, B amEGi RaasnT
BO., 20X BETIEYCUEEITS Z &, [11. 1. 53]

9. RENDERZEZATHIEREICHT HERE

9.1 BHIE - BEEEFDH 5 EE

9.1.1 BTRHENHLBEXIIRE. B, +2HEBOAEEXIIRE
REQLAHLEREL HHEE
FIE I OB AE S AR AL ER BRI & 2 AR R O E(L 2
EhIBENNDH S, (111 1ZH]

9.2 BHEERERE

9.2.1 BEEBRERESE
M wELBWZ E, ZVLTYF22 27 U7 T 2 ZEMKI30mL/ 57

Ki D BE TP ANEE ST S BT nd 2, [2.6, 16.6.1
2]



Q)EW@E%%%%~&N~X%mutﬁ%%ﬁm%mf\%
HFEDIBRICE AR AR — N REHI 2 U 7= B e
EREFEDIEL, KT, BERE %ﬁ@%%%(dﬁR@%mu
53/1. T3m2R) T, BHEEEMIER OB i L TERAIL Y
O AMIE GHIEIE A7)V 2 AMED8mg/dLAT) DU A7 H
BN 72 L OMENDH 22,

9.2.2 FEEXIBREDCBHEREERE
P AEIES B2 N H 5, [16. 6. 1]

9.4 KIEREEH T 5E
&%téﬂ%ﬁ@@éﬁ@«m\%ﬁi@ﬁﬁﬁﬂﬁ@ﬁéi@
5EHWINDBEICOREETDHIE, EXRAKTF— FRHE
FIVEE L mnﬂimt% EHMERARLICHEEINS, &
HIERAOKEBIZE AR AR R — b REAN 0% 58 - WFICH
MT5, EXRARF— bREHIOF LD SIEIRE TOMME &G
Bk & DBEIHEIEHE 5 TR,

9.5 1Ti%

IR SOIIEIR L TWAHREM O S B IR G LN &, fh
@EX$X$*~h%%ﬁtﬁﬁ‘i%ﬁﬁ(?yh)tsmt
KAV LN FEIZ K B 57 et fREEZSNDREYDIE
[y RON ujﬂh@“%{bﬁi%ﬁ\&bh’cmé [2. 5]

NE:ER ]
BEEOARMEROCRARBEORFLREEZEE L. B Ok T
HikE#RHT 22 &, BEW (5 ) ~ESBBAINZALR
NOBITRHOITNIERDEN TN D,

©o

9.7 NRE
INVEAS 4 & U BRI L T e,
10. #HE%EHA

10.2 HAZEE HBICEETSHL)

SULLE | 1~5%AiiE 1%A BEEAEA
i I Bk B9 | B, AR EREGE D, U
o >ONER¥GE N
" - SERL OEW, FEEGE (LY
HiBiHER 1. EHI. IR
i - B M )V v KN
BT N
fii - R A
e, SEER
)
Fh B %fé@ ) REBmEE. R B
BUN B . | 707070 . it
Ay fE D) | HAL-PREA, by >
Z DAt R, B, 1ETo. B
HE), BE | B NEERER
(%E ]
Ji55)

AN BEAOEIR - #EEE | BT - BRET

KU DR B E?iﬁjﬁiﬁ)ﬂjﬁ%ﬁ{ﬁ g%&ﬁégb’%%ﬁ?ﬁ
FICEAL, AL | W1 | BRI 5. AR
§@%§»§%f§ PO & | RAT 5 & A Ok
A B HI0MILEFLDRE | WA T 6D Z &

%fﬂﬁf‘a'fﬂ“/ (7\3)[/:/ #@%’%%’J%ﬁﬁ‘y'ﬁ& 75§d'.7)%)o

G g o |[ALBOES,

% T am) |EEETOIL

a1 5
HEgEAl,. %I IVA
DEHY I DA%

(7., 8.1. 16.258]

11. 8ER
‘/k@%'{’ﬁﬂ%ﬁ%bbhé ENHDHDT, BRETHITITN, BE
WD BN B ARG 2P IET 5 EFEYBAE Z1TD 2 &,
1.1 B4 IH’FFFI
11.1.1 EEEEERE (WTNBHEERH)
AR, AWM, AEEE. iR AR,
EMHEEIN TV, [2.1, 7., 9. 1. 18]
1.1, 2 FRSEEREE. BEE (WIS HEEAR)
AST. ALT. 7-GTPO#E L\ LF %1k FtagEE
bhnsZ éﬁizﬁé
11.1. 3 SEBIEIE -
[8. 2]
11.1. 4 S EEBIESE BEEARH)
(8. 3]
11.1.5 KBRBETT. AMKBRES®RE. AUREBERTEDIIETE
BIER GHEAH)
[8. 4]
1.2 20D BEIER

+ B

. HEIEND 5
BEEX LR

) B @IEEEG3HANICHER LTHNICEE S 21 > 7 )V T
FOEREFEOREMTH D, FARERGFICBVWTHRIL TWD) THET 5
BEAZE0. Zhs ORIERIZ2EE LA O SRHICHIT 2 2 &,
BORLIEHTHILEHDH S,

13. BERE

13.1 54K

WEIEEICX O ME AL AMEF L. EH)L S AE DIE
- M B SO RN B D,

13.2 A&

W ZMA 57012, ZMB1 4> 2865 2HEE#H 204
AEHBETD, £/2. RREAZRETL-DICHKEZEE
T5, BEIEL, BV AOBIRNEESOUEEFTS.

14. BRAELDEE

14.1 FEBIRMFEOEER
PTPEEDEANIPTPY — RSO L THRAT 2L 5 FET S
Z &, PTPY— R OMEMITE D, WS IR SR AHA L.
Egg%ﬂ%ﬁ L THBIAREOEEREGIMEEZMHFET LI &
b5,

16. ZEYIENEE

16. 1 MAEE

16. 1.1 MEEEEREBLEICUE ROVEF MY AL L TIimgZE iR
TNHERE O G U 2RO E FIEREDINT A —F KO 5% 16815 H]
EFTOBRBRPPMBIITERDOEBVTH B,V

7omgifif FHEE 50 (RREERIRE M)

A fip Crmax AUCo-4n AUCo-7d Tmax | t1/2max-on) | RAFERP
(%) (ng/mL) | (ng - h/mD) | (ng - h/mL) | (h) (h) Pt (%)

58.343.3|58. 46+36. 25|119. 54+59. 88|197. 01£112. 17| 0. 875 |1.560. 40| 0. 82+=0. 47

SERAL | 1~B%AE 1A B
T | B AR, | ELE g ORNK, OB AR
B LI | oD R, ﬂ?z e, BK, F
WHibas B W & B|R TRBR 8.
(Hg == 1F) . %ﬁﬂ% AR
e SRR
C ARz LB, T OEE. FPB.
MEUE FRER OKREMEEED).
JliR=RE2 S
v-GTP#Ehn |ASTHE im. ALTHE .
Fr i LDH# M. 1fi - AL-P#4
pyi
iR MR, B, RESBEH

(n=8. Il L IEMERE. Tmax!IHRME. AUCo-7ald % 5-%7H H £ TDAUC,
t1/2 (tmax-6m) V3 Tmax 2> & % 5-#% 6 ¢ [E] & T D 2501
16. 1. 2 EMFHIRFMHHER
Ut RO >#Nafg75mg [h—"7) EX%Ry MElbmgak, 7O X
F—N—Fickovzhznlsg (VRO @gEF MU TLELT
75mg) Fﬁﬁﬁfﬁ&%‘ﬁlﬁ WA A BRI O35 U T R (IR R E
ZRE L. /JoNZEMEHE/NT A —% (AUC, Cna) IZDWTINE
FEX AT Tﬁ:ﬂrﬁ%ﬁ’a‘:ﬁjty . log (0. 80) ~log (1. 25) D #ipH
NTH O, WHDEDENRZEENTHERI Nz.Y
(ng/mL)
704

—o—: Ut RO EENadg7omg [h—17 |
601 i ——  N%y MMETSmg
n=30, I+ FEHEfR 2=

50
g 4071
i :

207

4 8 12 16 20 24
B E#%ORRE (h)



HEBRE/N T A —%

HEINT A—F BENT A—H
AUCop-21 Chnax Tmax ti/2
(ng + h/mL) (ng/mL) (h) (h)

U+t KO > #NafE75mg

e 211.9474.1 | 48.98+17.28 | 1.46+0.72 | 7.54+1.16

NFw ET5mg 215.84+79.0 | 50.88+22.98 | 1.50+0.85 | 7.83%1.13

(n=30. I £ FERERR )

M3E A IR CNZAUC, Cona B D/8 5 A— 4 1d, WBR# ORIN, kil D FREEK -

RS2 DAL BR R PRI & o TR 2 TTRENE ) B B

16. 2 IRIR

16.2.1 BEDEE

fERERABEICY L ROCEET MY A E L Tomg'® 2 BlaRk %
U 7W, A%EG T3 ARG &R L T Cnax X TAUC-241d K
ZLEAL, YV ROVEF M) TLDOTIUIREDOFEEZ KE<
ZFB T EARBINTNS,D [7., 10. 22:H]

MY G & RIS OEE (RHERE A B

540\ 0 v i Cmax (ng/mL) AUCop-24 (ng * h/mL)
el 5. 2.85+1.46 10. 42+6. 20
BHI3053 #2 5- 2.11£1.25 3.83+2.27
#1%3050 %5 0.19+0. 13 0. 670. 51
ARG 0.38+0.23 1.52+1.50

(n=11, I+ FEHER )
16.2. 2 SREDFE
Ut ROoYEgFr b AEY 2 —RX, I—b—XIIARKICEMRT D
&, FNFN38~45%, 20%X1L68%DEIE THRIBEME DK EZERT S
ZENHERINTWDS (in vitro)., £z, HETHL 2P Pa1—2
BOA—b—EEBIRMALEE S ITEYENRARMET TS 2 &
MHEIN TS [7., 10. 28]
16.6 BFEDESREHT HEE
16.6. 1 BipclEERE
BEEDREEN R DA E AR A2LF 2R HIC, Ut RO S b
L& L TC30mgt & BEfE A5 Uil BROfE R, /LTy F=>
775 >A (CLep) &BZ7 VYT 5> A (CL) ORICIZAHBIRI %
MNEDH BN, CLRDE FIZ L7221 > TCLAME R L7z, Z DAHEIE
& D EER TS (CLcr<30mL/Z) DEH TIZCLATO%LL
AT EHEEEN DD (2.6, 9. 25Hd]
) AFIOENIC B B KRR A LE75mg TH 5.

17. ERFRRIE
171 B RVORESMCEAT 5558
17.1.1 BNELHERR (CEEREERERE))  (BEEICHT 2%
E))

HHREREZSRIC, Ut RO EF MY D ATHLEZ. 5mgXid
A1E75mgHD 2125 A5 Uiz kR, REEIK 7R O [EHE -8 5
B (L-aBMD) #2131 H1[E2. 5mgf 55 T5. 69% (n=408> 5%
8) . A1E75mgts 58 T5. 98% (n=3925 & HIAF) THD,
H1E75mg# G138, 1H1[A12. 5Smg#k 51Tk 2 LN FEZR S 7z,
BIVE R SE B EE 12 22% (93/422) TH V. T eI FHIS, (21/
422), MEERARPLERS. 1% (13/422), FE#2.8% (12/422). LERgE
2.4% (10/422). BHK2. 1% (9/422) TH 7,09
17.1.2 ENENHAER (CEFREEHREY) « (BIRREHEECH
ERCEVED)

BHRERFEZWNRIC, IHIEERERICVEROCBF NI DL E
L C2.5mgit? Z96 A N5 U-fE, Y RO EF Y T A
B5E (16361) TOIRIMEMEDOHEMARE T EFEEITOEEZED)
FEASAEIF12. 3% TH o T2 ARBRITI O, MBI HIHIRN R AR
N7z,

BIVEF A BIBEE1231. 5% (86/273) T&H V. FE/o@IfEAZ LI ERE
6.2% (17/273), WEE2.2% (6/273) TH->7z.?

TED) A S UTIHLESY BHICHIV S Y A E L T200mgz kO

12) AAOENIC BT 2 RAMEIZ A UR75mg TH 5.

1E3) Mgk & L TIHIRB&HICH )L S A& L T200mgz L5

18. EEZNFER

18.1 kR

UToEADEMIZED, Uk R I MU 7 A E Mo
BERHERER 2R L. BRNZNH L TERBREZIH T2 & &%
5N %,10

CRUAHEEGRERERICBWT, BRNHEIERNED 5N T
w5,

- F5 O BB BRI 2 A L T B IR IGETE AT R 1S B WD T B HIHIVE I 23R
HHENTNDS,

- WEMREROY 70T YR E AW EREIZBWT, 7
K= 20FE, EHDO T L ZIVELHEENED SN TS,

18.2 BHBEEOAERVBEERDICHT IHE
18. 2.1 BRHEEROTTHE L/ BHADET)V OIEfRMERT v ) 2hn
T, BR#EEOTIEZNHIT 2 I & T, B TUREE &K OVE g HAT
EHEEROBMN, BEEROCEREOK T, RPFAFIEUD )
U2 /LY ForD EREENENIGIT S, D
18.2.2 UEFU D7 8ETIL UIRFERIZT4) T80T, B%
ELEAROKFZ2IHL. BREEENIE5, £k, RHPN-FO
RIF R/ DVTFZ, MEAATA NI > 2HIHHT 5,12
18.2.3 REMLIC X D BEAMNEL 25y FERBEETI (REL
Ty ) TBWT, BEERVEREDKFNZINHT 2,19
18.3 BOHEICKHT 8L
18.3.1 JHEAHER T v MR UIIRMRI = I & ICB 0T, BBEE LB
L OROTEDOHBEIBEROMER RO 5N TGS, ¥
18.3.2 PEHERR T v b, IR I = T Y RUARELET v MzB W
T, EHHWEANOEBIIHD 5N TN, W
18.3.3 lEM T v McBWnT, BRIIGIERNZED 5N TW S5,
B ARACIH OFFEE & 75 5 IRERIEEMEAIZERD 5 Thizn, 19
18. 4 BiARICHT 2L
E— 7N REFIEEEFINVICBNT, 1. 0mg/kg/ HE 512 X 0 BT
BB DBIEMNED 5N TNDBA, 0. lmg/kg/ B 5 T3 B HEE
DEFEIZFED 5N TN, 10
7E) 0. 1mg/ke/ B : (KZZWIR T N R 2. 5mg/[E1/ HICAHS T %,

19. B ICET 2EEHMR

W POHNa
Q/H?i’Oﬂ{z

—f&4 U ROYEES NU D AIKFIY
(Sodium Risedronate Hydrate)

{b2%44 : Monosodium trihydrogen 1-hydroxy-2- (pyridin-3-yl)
ethane-1, 1-diyldiphosphonate hemipentahydrate

72 0 C7H1oNNaO7P; - 2%H20

43T 1 350.13

R AAOHEEOM AR TH 2, KITPPHETPTL, 1Y
=) (99.5) IZIFEAERITIRN, HDERKEILT ~
U AR (1—-20) IR 5,

22. A%
28% [1%£X2 : PTP]

23. EEXHK

1) Mitchell DY, et al. : Br.J. Clin. Pharmacol. 2000 ; 49 : 215-222.

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

3) R R LEICB T 5ENEIRE (72 bRV EE7omg - NR
NgE75mg ¢ 20124E12 A 25 H/R A, HE BRI E2. 7. 2. 2,
2.7.6.2)

4) FRNERE YA R SR R

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

6) fRFEERLNICBIT HIRNEIRE (KB OZE) (72 F*)VEE2. bmg -
NF v MEE2. 5mg : 20024E1 H 17 H KGR, HIFSERAEZEA. 3.
1).3), wEMEDH)

7) Hagino H, et al. : Bone. 2014 ; 59 : 44-52.

8 Ut RO g+ U T LDOENEKABRKE (727 ~RIVEE
75mg - NF v M EE75mg  20124E12 H 25 H AR EE.  H A5 ORI B
2.7.3.3, 2.7.4.2)

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

10) EFA#FICET 2/E (727 b 3J)VEE2. 5mg « X* v Mg
2.5mg : 20024F1 H17H AR, HEERMEER. 1. (6). .1
)

1D JRREETINZERAWZEERDICHT2EEER : v b (77 b
FIVEELT. 5mg « N3y MELT. bmg - 20084E7 H16 H KR, HEEE
BHETE2. 6. 2. 2)

12) JRREETINE AW BEEEDICHT 2HEBIER : 3 =27% (772
b RIVEE2. Smg + N 2. Smg ¢ 20024E1 H 17 HKEE, HIEE ¥
B R 1. (D. 1)

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

14) BEE & FiREOHBEMICEET 25 (727 b x)VEE2. 5mg - X
F v NEE2.5mg : 20024E 1 A 1TH AR, HEERMER. 1.
@.1)

15) BORKMIIZKHTZER (727 b FIVEE2. 5mg - XF v Mg
2.5mg : 20024F1 A 17 H/&RFE,. HEEEMEER. 1. (4).2)

16) BIETIVIIBIT 2 BINREICH T 2EH : E=ZILK (7 K
FIVEE2. bmg + NF v M EE2. Smg ¢ 20024E1 H 17 H KGR, HEEER
R 1. (5)

+ 2% H-0



24. XWBERERVENEDESE
MR HEDIE > 5 —
T570-0081 KB <F LI H M2 T H5%155
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26. BERTEEF

26.1 SLEERSETT

RIMEmFNE

ABRFPIEMHBE2ENS



