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Sodium Risedronate Tablets 2.5mg “Chemiphar”

E) ERE-EMSEOMSTZICL VRIS L

AERES | 22300AMX00215000
ARFERE 20114114

2.
2.1 BEBRENETHT Y7 (REMBEARE) FORE

22 (ROBEICIFBRSULEBVT &)

EiE T EE S Y SREDOH S EE [RH O REERHE
ETHZLIZKD., BRERMICBT2EERREHROR
Bt rE< w501 [11.1.1 ]

2.2 KANIDS H 5 WIdD ¥ AR XA 7 — s ZREFN R

UBBIEDRERED & 5 BE

2.3 &AL AMIEDRE [MEHL YT LEPETL

EAH I AMEDTERDPEN T 2B NP DH 5]

2.4 IRARHICIAI S 2 W IR Z307 L ER TR WVWES

[7.. 11.1.1 2]

2.5 IR IIEIE L C W ARIREEH O H 40t [9.5 ZR]
2.6 SELEHERE (VLT7FZ VI TITVRE R

30mL/ K OHHEED [9.2.1. 16.6.1 ZME]

3. AR - MR
3.1 #Hm
HR7E 4 VE Fa VBT U YLSE.5mg [ 37 7]
BRI (HR) Ve rarEs b)) LKki.87mg
(18E7) (Ve Ro v by L4ELT2.5mg)
ANFooNay, BEFy . ATFT) VBT R TY
EmEl B FhZs b EBAYT YT SRKA, R
A lpxs FueLblu—2, e FOA0—2R, v 0d—
JL6000
3.2 REIDOMIR
o Jt FarvBr b LE2.5mg [F3I7 7]
PR HE~HEABO T VLI —T 1 VT8
# = filE
e () @9 =
BE — 6.6mm
Es 3.5mm
HE 114.0mg
Al — K NPI 130
4. FNEEN(SZHR
SHEFREE
5. MEEXITHRICEHET B:FR

* %7,

AEIOBERICH /> T3, BABRBFESORERFAEBHEE

TEDQZMREE » 52 I CBHRECBEZH SN BE %

WRETHZ &,

RiERURE

BE. BAICRYE RO BT NY A ELT2.5mgZ1H
1 EERERICH28 (9180mL) D7k & & b ITROKRSE5T %,
B, RAZDEL EL30TEEICH ST KU OEE

WA DOFEFN OFOEBELET 5 &,

EERURAEICEET 3FE

BEIIHI>TIRROEZBEICIEET S &,

KBS DR (Cay MgE D EBORKFICEWVLI XTI
Tx =y —EE&l) LEMD S\ I OEEHF & [FRIR
B2 &, REIOWIR =52 EWFH5DT, BEE.
BOOERNICIRA L. »OMRAZD 72 < & 1305713K
DA DR 5. [10.2, 16.2.1, 16.2.2 &]
CEERPEEBEIRESNTVAEDT, DB WNIE
BTy HoE (W180mL) k& &EBHICRA L. IR
BT S, [2.4, 11.1.1 2HR]

- BRI SRS RATICARA L 722 o

C ETREER O EME A H H D THE T2, 2O T IR
M35,

C BERBOER (RIS TE, WERBOEA,
BEORHKT 2MPITE) PdobNIHEITIIERE
IEAET B0 [2.40 11.1.1 ]

8. ERREANIER
8.1 BEDEBHRIZLAZNILI T L, €Y I VDOERNPA+5

RBEIE. ALV ALIIEY I VDERBRT A E, 12
By ALY LHRBBAIROHILS L, TILIZT A,
T AT LERHANL. KRAOWINEG T B ENH S
DT, IRARKZZZEZ TREASE5 2 &, [10.2 2H]

8.2 EARAFRA— FREANCL BB EZ T TCVLEHICE

W, SHEHI - SHEBHAPDODNDL I ENDH L. |
HSNTFEFDZ < WIREF DZHE 0T B (REH 2 st
WERFFRRICEELTHREL WS, YATRETFEL
TIE, BHEE, (L%, MEHREMEEE, aLFrax
TUOA NBE., BEHREE. OEOAREE. REHLEDRE
FEPHSNT VS, KAIOHGFIAATIE DN O EIR
2R L, BWEISUT, BEF IO LEY 2 ERRE 2
2, BENZEMLEZ CEHRVFEFETELELOE
952 o KAKRSGTITREBHZERMLE P BEIC % -
IBEICRAROREE 2 EETH L, o, HERZ
BRICROZ L, EMNGHEMREZZIHC &, W
PRICARA| O 2 RHER I SH L CREN 2 B EHLE
BTEBROBITIH L leBEICTIHAL, BED
ROSNTHEIZIE, ESICHEM - AR EXE2T 5 &
SIEET S &, [11.1.3 ]

8.3 UAKRAFRI— MREFHZHEHL TWAHEEICEWT, 4

HEBBRIAPRR LI EOREDHBH. TN 6 DIE T,
BOREDIMEICBE L TRELIEM D ROOND &
6. HEX. BiF. BREOERP R HEICIE. HE
ARt 2 229 5 L 5HET 52 L, [11.1.4 2]

8.4 EAKRAA S — P REF e RBEHL TLHEFICBL

Ty IRIMBHESIIEM NI £ 5 RIBFEF TR, K
BREBERES. IR ERHEOIFEMIHPHBA L L
D|ENPH B, TNHDOWETIE, FTERENVEZ HHE
7 58 ARNCARBRER. FUEEB. RIBEERSRIC B L CRTER
BAROONTVEIMELHHZENS. DL TR
MWRH S NIIFEITIE, XRREF 2TV, B LLEZ
T2 & 7oy MAMEDERPELHATREEPH B L
75, FEITHEERERPE S I5E121E, ROl O#RA
DIERFCHER L, XBEREZTO L, HEIIBEIT S
Z&o XMAERICIIEREDEES, RHEMLERHR
WAHAONTHEY., ZOLD LB EITITBEYLNEZITD
Lo [11.1.5 2]

HENDERZHI FEICHT IR

1 GIHE - BIEESEDH 555
1.1 BTE#NSGZBERIRE. B, TTHEROEBXE

BERED LEHEERENH 2 B2E
FEIEEE OIS EERECERERIIC & 2 ERE
DE(LE Z 72T BTN DS, [11.1.1 ZH]

9.2 BitaEEERE
*9.2.1 EEBHERESERE

1) HBELRWTE, ZJVLTF=2 T VT T AMEPK
30mL/ A RGO BE TIIHHY BT 2 BZ DD
%Y, [2.6. 16.6.1 BIE]

2) BHOEBERT -y N— A 2RV EEREICE
W, BHERIEDREICE AR AR5 — b REH %
HHAL-BHRERERED S S, BIL, BELT
MR E B E (eGFRA30mML/%/1.73m* ki) T
BEHRESEEOBECHE L TENIL Y T L ME
(FHIEMIE AL > 7 L EA8mg/dLA) DY A7
MUz EOREDH Y,

9.2.2 PEENBFBREOBHKEREERE

PRl BIE T 2 BENDH D, [16.6.1 ZH]



9.4 &JERE=E T BE
AR 2R D & A EANI. BB EOBERRED B
Z EEZ EHERSNAIEEICORZRETSHT L, EAKRRA
A — b REFHNIEBEEGICRUAENZRICEFERA
BRI NS, 2AEBRAOKEEIZE AR AR K —
N REH OB EE - HREICHBET 5. EARZF A — R
EERIOH LD & iR F TORM & B & ORBIEIZEE S 2»
Tld7e W,
PaRE]
IR SR L C WA RO H 2T S Lk T
Lo MDOE AR AR 3 — b REHEERR. AR (T
F) IZBWT, BAHLY Y AMEIC XD DHEEDER L
2 5NABEYOFTALCICHREDOBLBESENS A 5N
TWa, [2.5 ]
9.6 1%ZLIF
R LOBEREROBAREOASEZEE L. BAOMH
FXIEPIEZBET A &, BEY (T b)) ~RERE
HENTARAOBITH LT PIZEDENT WS,
9.7 INR
NREE R E UTERRRERIIER L Tz,

10. HBE{EHA
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IS DR &)
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Ly 8T
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v 8.1, 16.2.1,

2.2 2]

EER

ROBWERDHEDNEZ ENBHLDT, BEZ DT

W, BENPRDSNHEIIIREEHIET 5% SHED R

WEZITH &,

1 EXGEIER

1.1 EERHILERS
FEEETL BN Rl sRoE (SRR L RuiE s (B
EAR), BiEE (0.9%). ®E% (0.1%). +=Ek
BB (0.1%) FAlmESNTHD, [2.1.2.4.7..9.1.1
2]

1.2 FHREERRE. BB (W3 N BSHERE)

AST. ALT. y-GTPOZEL L ER %M RS,

(7.
16.
1.

"

HEPHODNL ENDH S,
11.1.3 SAEIRSE - AR BN (BHERH)
(8.2 Z]
11.1.4 SEEBIRE (BHERH)
(8.3 Z]

11.1.5 KERBIEF . EMIKEEBEHE. ENURBBHIE

DIFEBREIT (BEEARH)

(8.4 28]
11.2 ZDfthDEIER
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CARE |MEMZE
M v-GTPHEN.
ALT .
ASTHE .
1M AL-PHE
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13. BEKRS

13.1 fER
BEBSICEDMEHNLY T LAPET L. KAV T L
MIEDEEIR - BIENH 5 DN LA RENH 5.

13.2 W&
MR ZIMZ 2 720IC, ZH5EA 7 > 2 &F 9 2 H8RA 5
2VIIFAERET 2. Flo. RMNER ZBRET 572
DICBEREZERT 5. BEISU. LT 7 LOER
W EGEDMEZIT .

14. ERALOFER

14.1 EHBIHOES
PTPRIEDHEAIPTPY — bS5 WMOH L TRAYT % &
SIEET B L, PTPY— FORBEAKICE D, BOLHA
DEEMBEARA L, BICIZEA 2B L THtRR2SE
DEELAMEZHET 2 ENFH 5,

16. Z4ENHE

16.1 MEE

16.1.1 BEZS
EERASBEICY L RO VS Y YA ELT2.5mgX
135mg™ Z A N ERR RS Lo MEREE oS
A= ROBERTHHHRIITEDOEBY TH BV,

2.5mgXFSmgiE B TROZSE RRMASMH)

&5‘% Tmax Cmax AUC0724 ti2 i%iqﬂ

(mg) " | |mg/mL)|(ng-h/mL)(h) w&

25 g |67 (0.9 2.9 1.52 [0.37

: +0.82|+0.46 |+1.54  |+0.32|*0.17

s 6 |42 [2.05 J6.49 1.61 [0.43
+0.92|+0.83 |+3.43  |+0.31]+0.23

(CFHME L BERZE. 123 Toad> 5 158N HIR & TOHRMEDFEHT)

F7o. SR LORELTERELCERVCE®EICY LR
VS b T L E L TomgP R A NEERRORS
L7z IMEFRE#ER R CRBERPIOHBIITED
EBOTHY . BEEE DCmaxs AUCo-24K% BERGRFHE
MRIFFESHRE LB L TEP . BB, BRELX
PEEBEEDORBICERED N TLZRWVY,

SmgiER T™EORSE (65mLl Li2RaES)

;‘(‘qu n -ﬂ?@ﬁ% Tmax Cmax AUCO*24 ti2 ﬁﬁgtﬁ
(#) |(h) |(ng/mL)|(ng-h/mL)|(h) (%)
%%%6 66.8 |1.33 |5.11 22.30 1.51 |1.18
2 +1.5 [|£0.75/+3.28 |£14.87 |£0.23/+£1.06
%%%6 68.7 |1.17 |5.55 20.54 1.75 [1.18
B +4.5 |+£0.68/+£5.33 |*£19.94 |+0.14/+0.77

(FHME L RERZE. 123 Toa> 5 R G8RFHIR F TOHFMEDFEH)

16.1.2 RiE%XS
BHBREEEZMRELT. VEROVEETF MY YL
& L C5mg® & 1 H 1EHE PRI 122438 B RZ O 5 L
7=, $ 5 24RO MBI 13 588 B LU N
T HAERANE 2 < MEPREREE D> S ZERBEI 2V
LEZ 6N,

16.1.3 &EAFHIESFHEER
Ve RO vEEF M) LEE2.5mg [FI7 7] &XXy
ME2.5mgE . Z U AF —N—EIZ KD FNEFNIGE
(Ut RarviEF bYrLaeLT2.5mg) EERABN
I A EREOHRS U TSRy & N o U EIEE &
E L. BoNiEMERE/ST X —4% (AUC, Cmax) I
DV TI0% XA THREHENT 217 > 72458, log



% %16.6.1

(0.80) ~log (1.25) DEEATH . WAIDEZ

MEZEE PR S Nz,
HEIST A =% SEINT A=Y
AUCO*S Cmax Tmax ti2
(ng-h/mL) |(ng/mL) |(h) (h)
ggigﬁ%ﬁgaww 12117 |12 2.0
o MEI71+2.6320 |+0.9408 |+0.68 |+0.58
. 3.4056  |1.0659  |1.26 [2.05
ANy MEZ.OSME 3y 5e51  |+0.4544 | £0.53 |+0.68

(n=24. P+ FHERZE)

(ng/mL)
201 —e— VENI BT NITLE
1.8 | 2.5mg[7377)
---0--- "%y ME2.5mg
% jj (n=24. P9I = BERE)
Loz}
Bt
W 08 |
2 o6 |
04 |
02 Hfi
0.0 bt
(h)
R E]
MAEFREENL FICAUC, CradlED/8T X —F 1%, #iER
BORR, (FRORANEE - FEEORBRSEMICE -
TERZDAREEND S,
16.2 ORUN

16.2.1 BEDXE
R ABEICYE Fa v J Y7L LT5mg?
FHOZEO®REG LR, BRBSTIIEERREG T
iﬁ LTCmax&(j‘AUCOQ“ij{g < (ﬁ/}\ l/\ ]) 't’ PU .\/%
FrUTLOMPRZEEDOHE L REZTFHIEN
RSN TWAY, [7.. 10.2 BHE]

HERIHES ERERSOHR (EMASN)

MEEHRE MEEHRE

RS RM Cmax (ng/mL) AUCo2 (ng - h/mL)
MRS 2.85+1.46 10.42+6.20
BHIB0AHS 2.11£1.25 3.83+£2.27
BR30DHRE 0.19+0.13 0.67%0.51
BRIRERS 0.38+0.23 1.52+£1.50

(n=11, Pl IEERFE)

16.2.2 BRBlDRE
Vb FarvgErryIL%2Y2—A, I—kb—XIIA
RIBRT B &, FNEN38~45%. 20% X I1368%DE|
ABTARBEHOHEEZIERT 5 2 EPHRSNTWDS (in
Vitro)e 1o, HETAL VIV V1 —ARI -k —&
EBHICIRA L & ZICEMZNFRARSMERT A2 &
BRESNTWBY, [7.. 10.2 E]

16.6 BENEHRZHEIHES

BikuEEsEE

BEHEOREN R 20 E AL Z R, Ut

Ro v U7 a e LT30mghzBEFEORS L

RBOME, 7L 7F=0 2775 A (CLr) &

VU7 I A (CL) ORICIZHEBBEZEL D 5 1.

CLcrDERIZ U724 > TCLAXME R U7z C OAHRBIRA%

KD EELERERE (CLr<30mL/4) OEZETIE

CLAT0%LL ERA T B & ES NS, [2.60 9.2.1,

9.2.2 BH]

) ERICBT 5 &RARIEIELER.5mTH S,

17. ERPRAGIE

17.1 BNV REHICREIT B5H5R

17.1.1 ERERREER (BEECXT 23R)
BHBEREZNRIC, VRO VBT PYTLEL
TIH1E2.5mgz KRR ICREOKRS L/ “HEMRILE
WA EOREERRE T ICB T 5 BB EE
(L24BMD) MR % SHMA OEFHHAEIL. TEO
EBOTHB!N,

HEHM [EHEPSEEE (L«BMD) 1
24E A 4.5%<2>
2438 DL _EA8E AN 4.9%<58>
483E DL E 5.5%<140>
24 AR 6.4%<51>

<>PIERH N R G144

B, ZEEMLERE 48EM) IcBWwT, Uk
Oy MY LARSE (1026]) TOEEEEEE
(L2<BMD) #i1%134.9%Td - 722,
EAFEIERR (CESRIEEHR™ | BIFRERE
IC349 B5ER)
BHEEEZZNRIC, VL RO vEBF YL EL
TIALER. 5mg#HE R IR OR G LR, Ve R
oy N LBRESE (1636]) TOIEIMEEDHEE
i (BEEITOREL2 &) HAEHEIX12.3%TH->
Joo REEBICED, VB Fury@s by v LMK
BIINER R AR S N, BIVEF SRS 1331.5%
(86/273) TH D ELEIEMAIZ _EIEEE6.2% (17/273) .
ME52.2% (6/273) TH -7,

SESVBRPREAER

HEICBWTEHEREREZ RIS, Vo V)
MU L ELTIEIESME™ %2367 ABREORS L
EEREERBETYORREIL. FTROEBVTH

17.1.2

17.1.3

2 16~18) .
| %S BRI Rz O
[EHE P B B IR 5.4% 7.1%
MRS | T+ EEY 32.7% 46.1%
1) 27 DR R 40.9% 48.8%

) #R TR E T, B BEEE R R OEE
SEICBVWTY RS Y 7 AE L TomgxiE
O#E5 L-RBICB T 560 AR OB TS EEEE
mERE BRICBLWTCYE RO VBT MY TALELT
2.5mgxFOH%E U7 slBRIC B 1T 5243 15 0 JEME -1
BEEEMNRIFERETH > 7200, 3512, BEK
ANEWNRELZRBOKR, SHEICBVWTY RO
VEEF MU T LEL TomgEREOHREG L ROMEH
BECENICBVWTI RO VYBF MY TLELT
2.5mgZREOHRE U7 B M E 1313 3 ER 2 i
BaER L2,

WINHEMIGEES L CIHIERAEBRIYERICALY T L

& LT200mg% EOHE S

ERAEE S LCIHIERERZRICH LT Y A E LT200mg%&F O

#®5

BRI B 5 EEARIGHIE2.5mgTH 5.

HEAEEL LCIHIERAERNEIBRRICAL I TLELT

1,000mg % &% 5

18. EERNEE
18.1 {EFRER
DTRoExOERICED, Ut Rarvi§gr by LI
BEHAOMAEEEER 2R L. BRICZIE LT BRS
EE2IME T 2 &2 6N 59,
YU AEERBRERBERICBWTC. BIRIUNEIER
BOLNTWS,
- BOHEEHEMEEZ BV ERIGHERICB LTI
FEANSRDENT N5,
- BRSSO~ a7 7 — YRR AW - EhC
BWT, BHO TV LIAE, 7R =Y 205HE
MERDLENT W5,

18.2 IREEFIWEZAWVBERA T T 2 EIE(EA

18.2.1 BEADETLTHAINEMEBRT v McBWT., BEE
FROBBREORTZMET 5, £/ RBETFTAF
VOIS VT F D EREZNEIT 5,

18.2.2 VETY VI THAMBERB I =T FIIBWVT,
BEELAROETZMEIL, BREZENSE S,
T2y REN-FuX7FF R/ 7L 7F=r, MEL R
T AN VIR T B,

18.2.3 AFLIC KV BRERAPEL ST v MEREIEETIL (R
Btov b)) IBVT, BEERVEREOK T2
#l959,

18.3 BOEICx T BZHE

18.3.1 JIEFERR T v N RUIIEfER I =75 IcB W, BE

EtEﬁﬁt@ﬁ@E@ﬁﬁ%%@ﬁ%ﬁ%@%hf

[RV-EN

BT v b DNERER I = 7Y RUOARHET v b

IZBWT, EBIBEANOEEIIRD 5N TN,

BEHT v McBWT, BRNUIEER RO 51T

WA, BAKIME OFEE & 7 2 B ERAEEER &

EHHNT VN,

18.4 BITAEICT HHE

Y= VREMAEE T ILICB VT, 1.0mg/kg/B#HS
XD BIMGEOREENRD 5N T 545, 0.1mg/kg/
HPHE TR BIFEEOBIEITRD 5N T nd,

) 0.1mg/kg/H © AERREERE CENEERHAE2.5mg/[El/HICHS T

Do

E1)
%2)

3
*4)

18.3.2
18.3.3



19.

22.

*23.

BHMRSICET BIE(EEHNAR
— G ) RO VT N Y AKEIY
(Sodium Risedronate Hydrate)

{b24 : Monosodium trihydrogen 1-hydroxy-2-
(pyridin-3-yl)ethane-1, 1-diyldiphosphonate
hemipentahydrate

773 - CHioNNaO7P: - 2%H.0

7F& 1 350.13

bzt

INZ
N HO POsH;

POsHNa
-+ 2%H.0

MR U FarEBES U Y AKRIEHEOREEEOR
RKTHBo KIZORBEIRLI L. LF /=)L (9.5)
EEAEE TR, EOIFIKBILT MU 7L

W (1-20) 1B %,

=ES

1008% [1082 (PTP) X10]

FE

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

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

3) Y.Ogura, et al. : J.Bone Miner.Metab.2004 ;
22 111—119.

4) EEEICBTAENERE (77 S 3ILEE2.5mg - NA b

§€2.5mg:20024F1 A 17H AR HFFEREE 3. (3))

5) EEAHE fth : Osteoporosis Japan.2002 ; 10 : 61-82.

6) BEICBITBENERE (72 b1 LEE2.5mg - XA b
$22.5mg:2002F1 H17THAGR. HRFFEERMZEAN 3. (2))

7) HAELTERK S | AMPHESEICET 588
(HEPERE

8) Y.Ogura, et al.
22 1 120-126.

9) BRIOEEIZOWT (77 FRJLEE2.5mg - NF v b
$E2. Smg ZOOZEIHI7H%M\ BEEWES)

10) BHMEREBREICBI2EKNEE (77 2 ILE
2.5mg - /\‘D’?'\ v b §E2.5mg : 2002F1 H17H &R, H
BERMIEA3. (6))

1 J.Bone Miner.Metab.2004 ;

11) M.Shiraki, et al. : Osteoporos.Int.2003 ; 14 :
225-234.

12) M.Fukunaga, et al. : Osteoporos.Int.2002 ; 13 :
971-979.

13) EBH—1E fth : Osteopor031s Japan.2002 ; 10 : 85-97.

14) Bzptkox o (BNICBT BBIREAE) (72 4

JU$E2.5mg - N4 b EE2.5mg : 20024F1 H17H &R,
HREERBE 4. (1) .1))

15) K.Kushida, et al. : J.Bone Miner.Metab.2004 ;
22 1 469-478.

16) S.T.Harris, et al.
282 1 1344-1352.

17) J.-Y.Reginster,
11 :83-91.

18) HEMMHHERE(T 27 b+ L§E2.5mg - X% v b§E
2.5mg: 2002%1%175%.&\ BRI .2, (1))

19) 1.Fogelman, et al. :J.Clin.Endocrinol.Metab.
2000 ; 85 : 1895-1900.

20) FEMEEEEA(LREY FEFMEIER & LR BEEO
B (727 M RIUEE2.5mg - N4 v NE2.5mg 1 20024E1
BI7TH&R, HFEERMEZE .3, (1))

21) D.Y.Mitchell, et al. :J.Clin.Pharmacol.2000 ;
40 : 258-265.

22) EHENRED LLE(T 7 b 1 ILEE2.5mg - N Ap v b EE
2.5mg:20024E1 H17H&RR, HEEERMIEE .3, (4))

23) VEF#FRICET 28EH (7 27 M 2 ILEE2.5mg - Ny k
$£2.5mg:20024E1 A17HA&ARR . HEERMEE A . 1. (6))

24) PREFERETIICH T A/ER (727 b % I)LEE2.5mg -
N b EE2.5mg - 20024E1 H17H AR, HEE RS
ZiR.1. (1) .1)

25) L.Mosekilde, et al. : Bone.2000 ; 27 : 639-645.

26) ﬂff‘*t“?ﬁ?@iﬁﬁ@ﬁ CEAT AMET (77 b AIVEE
2.5mg + N4 v h§E2.5mg : 2002FE1H17H &R, H
BERES.L. 4) .1)

27) BORKAISHT 21EH (727 b JLEE2.5mg - N
oy l\(ﬁ)Z 5r§1§; 20021 H17H AR, HEERE
F.1 2

28) ¥ —ZLREFHETIICEIT S EIFEEICNT 5/EH
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