2023fF10A kR G LAR)

ZLibende 31l
BIEE, MAEEERD
BAERR
PLYROVEEF NUDLSE

2 VA1 3 0 3 LT e )

ALENDRONIC ACID TABLETS 5mg “TOWA”

R EERE
RN« 36
) B -EMFEONSEIIIVERTLIL

BARERRNEES
873999

FKRES | 22300AMX00095
W FE B IG 20114E11H

2. B2 (ROEBHC(FBRELARWZ L)

2.1 BERAEI T N7 (REMEARE) S0 /REEEE
IS B AEEDOHHEE [(AFOREEEINRELEST S Z &I
K0, BEFBINCBT 2EHERFBHOGEBRENR <725, ]

2.2 309LL b ERERI L TWBEZ &R > TNWB I EDTER
WEBE [7.22018]

2.3 AEIDG 3B DWW E AR AR % — N RIEHNTH L@
SEDBEERED & 5 BHE

2.4 KAV AMFEDEE [8. 4. 11. 1. 45MH]

3. #ERK - MK

3.1 #BRR

18D HRE 7L > ROYEF NUDLKMY e 6. 53mg
BN (7L > RoryEgs L Tomg)

I Rt o—2x, D—*\7.\/:]\")l/\ JOZAH) A D —
" AFRUDL, ATTYSBITRITN

3.2 WHIDOMK
IR - Al M D HEE
o | AR
i e Tw160
= =4 )
" & | =
[E £¢ (mm) 7.0
JE & (mm) 3.0
'H & (mg) 150
4. FHhEEX [IRhE
B

5 EEXIFRICEAET HFE
AFOHERICH=> Tk, AABRAFELOBWMERES Z2BEIT,
BHEEIEEOBWIHEE L TWIBHEENRETHIE,

6. AERUVAE
WE, RAIZT L RO E L Tomgz L HLE, fE8k KR
1KHI180mLE & BT 5T 5.,
BB, BABD R EBIFITIHITARS T, KB UkERKRL) I
TN D HEFH Dt DHBES BT 5 2 &,

7. BERUBEICEET 5 EE

7.1 AFNIKDOATIRAT S Z &, KIS DOEHAY (Ca. MgZEDE
BEORICEVI X IINT +—F—2F1). BYKROMMOEL & —
MICIRAT 2 &, TINENHIT2BZNNH 5.

7.2 BE KR ORFINOBEIEROuEEMEEZ KT I 2720, oM
BRNANEFZEIEDIENEETH S, RAKKELTIE. UTFD
FIEIIHEETDIE, [2.2. 8. 1]
EERLTTSICay JIMoK (K180mL) & &EBICRATS Z

&,

- CEMRSEERIC IS 2B C 2 nIREED D B 728, AEFIZHEAZD
XIFOHFTEMNLZD LIsnZ &,

- AR ERAEK. PR EBINFELOTHSLTOHDORIDEE
B0, AEERKADETHICASRNI &,

CERSUIERANCIRA LW T &,

8. EELEANEE

8.1 AKNIMAMEEE, BEZ ORI L BARBERZ5 ST
BENDD D, FHEYNICIRA LR WEE TR, Al OFERIC
BEORERNERT D AEESH 20T, RAEICOWTESY
EHofeEL, MMISE5I L, (7.2, 11 1. 18]

8.2 AFIOFHEITL D, EEHLEICHET 2RIEMNRE TN TN
50T, BRE /T V. BIEHOBUESOIAER (5~ K #,
R R SUVE M RO O IR U0 O R - L) ITEEL.
BHEICHL T, INS5OERND SN EE. AFORAZ
FIELTBRE2ZITHEIHBETSH 2L, (11 1.1, 11 L. 28]

8.3 BFIZIZ. BEENS TR ANIILZENIESZ &,
[11. 1. 45H]

8.4 AN AIEN B B H AT, REFRERNTER I T L
MIEZBET DI E, £ EFYICDRZEXIIESY I ODHRH
BEOIOIBRIFIINRBEERD 25E5I121E. o UDBE
BSOS &, [2.4, 11. 1. 48]

8.5 EARARFR— b REFNCLDBEEEZIT TNDHEREFITBNLT,

P - HEEMAND SDOND I END D, WS NER
D% < DK% OFEE TN T 2R EEM) 72 s B E 7 TR G B
BHUTHRBHELTWS, UZZRERTEL T, EBEERE. ¥k
M EMESR, D)L FAIZRTO10 RIGE. BEHEE, O
A, HRHLE OMASRM SN TS,
AFIOGPIBANI O ENOEHIREZHA L., HIEITKU T,
BEICH U R RE 22, RENEERLEZ TS SR
DFFETTHBLLEOBET ST &, AL TITEEN D ERHL
BERBEI L B A IIAFI ORELEZ2EET D &,
- OERNZHRCED I & EHNZERREZ 2T &,
iR 5Z 2RI AH O 1 2 BRI 15 01 U CHREERY 7t RHUL i
I TELROMITIBZEREZBFITTHHHEL, RENEDS
NHBEITE. BEICHER - OEAR 22295 LD14FET S
Z &, [11. 1. 65H]

86 EAXARATF—hREFNZFHAL TWDEFITBWT, HEHE
BEENERL-EOBENDH D, NS5 OWETIE. F oy
RAMGICEE L TR LU ZEMDEDEND ZE0nG., HHER,
HiF. BRSOERSHHEEICIE. BFEREGR 2223545
BT s &, (11 1. 781R]

8.7 EXARAFRF— MREHZEHFEHL ThHEHFITBWT, JE
SMEMESUIIRM A N IT X D REBFET TR, AL KBRS & 85T,
AR EESRTSEOREMERNRE L EO®REND D, Ih
5 DM TR, BRBHIEZ 2 EEBD S H H T KBRER,
RS, RIS ICB W THIBFE S ED N TWEIREHH D Z
EMS, ZOXDIERINBD S NZHEIE. XERES 21T
VW, BEYIRAERITY 2 &, £ WAMEO BT A4 U S Al kel
BHDZEME, FRHTIEERERARE 25510 Ko
A DRER G 2R L. XEREZTORE, MEICEHRTSZ
Lo XERAERIIE R E OILES, M RE G A2 H 5T
B, TOXIRBREAITEORNEZITS 2 &, [11. 1. 8&]

9. BEDNDERERTHEEICKT IR
9.1 BHHE - BHEBESOHSEE
9.1.1 MTHH, RER BR +IHEBA. RGEBSOLIHHE
LERENHZEE
LEBACE R U RIEI 2R & 438 B O THMRER
EEAIESPTNNHD. (1111, 11 1. 254



9.2 BiLHEEESRE

9.2.1 BEEABHIEREDHDEE

(1) BEELSBHREREDODLBEEZMERE L BEKRABRIIFENEL
TR,

2) ENOEEERT —IRX—AZHAWEERECBNT, &
HFIEDIBBICE AR AR — M REHI 2 /A U 7= B Hnek
EERFEDIE, K. BERBHEREEERE (eGFRA30mL/
min/1. 73m2ARi%) T, BHEEENITEH OEF & i L TR AL
Ty AME (REIE ML BV 2 7 AMEASmg/dLAR) OU A7
B 72 & DB H BV, [11. 1. 4B H]

.4 KGEREE R T BE

FIRT D AREME D & D cEICiE. R LA RESERMEZ LH

L LMW INDLEEITORRETEH &,

EARARF— FNREAIBREICHROAENZRICEHMERA

eI Nng, 2FBRADOKIBRIZE AFRAF R — hR#E

KO ER - HIFICHBET 2, EXBRIARR— MZEFIOH En

5 ITHR F T O & falit & OBEEIZEH S 2 Tid iz,

9.5 1%

IR SOIIEIR L TW A EREM O &b 2 L HIiE, BB LoA MR

fattz Lm s S HEEINBRTOAEE5T D &,

9.6 B7LIF

B LEOFEBRE R ORARZOGFREEZZE L., B O T

HikzEBREd 22 &,

BER (Sv b)) TYL> ROVESATHICBTTSI &N

WEINTNS,

©

9.7 /©NR
INVEEE DR AE & it 5 & LB R BRI MG L TR,
10. #HE%EHA

10.2 HAEE BRICEET S &)

1.2 ZOfDEIER

PSR FRARIEIR - 5T W - fakRiA T

AN T Ly RTF | AFIORMABRDELS & | ARSI LMD 4 >
U LEORBEEHT | B30 THSIRA | (Ca. Mg%) &F

FERENBHFE | 1~BlA LA B
Mak. - | DR, NS, TErE. BBk | SBRUE.
DfEEE. B | AR R, DNk, | AEE
Mg APk - HE | GETREE E R, IR
& - MEEREE | 6. WEMEEE RO, B < O
& R, T, BHA WHIEAR
g - K #5., OB, BE. BB, |
JEAT IR a EA/ i
/R ER A, B GRifnEk
IIRT:3 B, NEFOEUET
), HmERER >
JIF % fiE LW
(AST k5.
iR 4 ALT I 5.
7-GTPL&
)
21 BUN L5 #R, HERKEE
K - K FEEDEN, FiRED E,
R TR HIERGR, SEE
. MEED, ¥ D 5w, 5
i R A, .
Ko - iR IR O
R (B MiEY AKTF. fEHY o4
B LR
REIER
HRAEIR (A
R B, HF K
). A
bR
Bal2ro—)ViE LR, | mEFE, 1Z
R G, DREEBE, M| TO (EHmAL
oM BT IR, ARMIEE | 8 2URE)
. Thom BmiweE. g
Bif (). B KIHOARE.
LDH L5, CKLER., 1mFELR

DREIOA - THIE, })/;5‘ F%%Eﬁg{;%g__t
. o 50T, PATS
T LG  ARA ORI F =
B .
1R LA
11. EMER

ROBWERANHD 50ND T ENHDHDT, BRETHITITN, B
WD BN B ARG 2P IET 5 EFEYBAE E1TD T &,
BIVEH OBEIEmeHHA] (5mg/H) DEREPRIER K& ORFE 8 F A&
BEOEFHEIVEH L,

1.1 EXAREIER

.11 ’RE - OFEANEE
BEEE [REEL EEAY). BEPAE GEEAY)., REEE
0.04%), BEK (0.2%), BEOS A GEEARH) 2d5bh, Hifm
EESHENH D], OFENEE BEEAH) NdosbhdZeand
S, W SOIRER (i, R, Bifn, WERREE W, B .
Mot DRENEAR. ORRmOFREE - Be%) TEETZ &,
[8.1, 8.2, 9.1. 1]

11.1.2 § - +ZiERES
(HifntE) B - FofEBEE 0.4%. HimEER 0.02%) 2id5bh
LZENH B, WEXIER (i, R, Zifn, BB, O
ﬁﬁ] ST D FEH - AL B TAZE. (8.2, 9.1.1%
HA

1.1.3 FFEEREE. BE (WINbEEAE)
AST. ALTO EFZES IFHEERE, HENH 5DND T ENDH 5,

11.1.4 EHhIV o AmE (0.2%)
B, 7Y Z—, LU, KRN QTEESZ#ES KA U Am
JENHSOND ZEND D, BEIGRD SNHEIIIHIN T LA
DR SE2EETHI &, [2.4. 8.3, 8.4, 9.2. 18]

11.1.5 hEMRFIEFEMMIE (Toxic Epidermal Necrolysis : TEN). B
[EXERERRAEIRREE (Stevens-JohnsonfEMERE) (W3 N HAEEEARHH)

11.1.6 SEBESE - SEEBHRX (BEARH)
(8. 52:MR]

11.1.7 SEBBEE EEA)
(8. 62:MR]

11.1.8 KRBBEFT. EAKEEESHE. EMRBEHBEOITHEE
i BEHEAE)
(8. 75:H]

W BREFRN ST AR, I, BEAEGICKEEZRZTL S ML
WAEELD ZEMMEEINT VWD, &b, FEAENEGHIICIDE
LTS,

13. BERE
13.1 £EIR

KA AME, K 2 EEIAE, SN LR b ERE (B
A Mo, BER. B XEBEES NREETIEND 5.
13.2 L&
TLROVEEFBESEDEDIT, VT HDWIEHEBHIZ%ED
B5%%EET 5,

BEITHT BRI OBEBRMENSH B DO TELEZFFRL TIZR5T.
BEEN-EE EEREEZILTESES L,
14. BRALEODEE
14.1 EFIRMFEOEER
PTPEEDHFNIPTPS — 6O L TIRAT 2 L D 15475
Zé&,

PTPY — b DREMIZ XD, BN AL BEKEFITHIA L, HIZ
WHAZEZ L THIBRAASEOEERAHEZHRET I LD
%,

16. EYEHRE

16.1 MARE

16. 1.1 BERABTICT L > RO EEE L Th 10, 205 M40mgz &
B9 58ER%. SEOFMATICHEEROKRG LzE & (Fffn=5~
6) OMmEF 7L > RO CEEEL. 5KU10mgk 58 TIX 2 TE
BEEA (11.5ng/mL) K TH o7z, 20mgTIE6HIF24 (13.1.
18.3ng/mL) T. 40mgTiZ6#1+4%5] (13.8~79. 3ng/mL) TH 52
R ichb I Mickmtangz.?

16. 1.2 R AFBT (n=6) 1. 7L > RO VEEEL T20mgZE&H
T 5EHZ. SaOFREENICIHIE7HBKEROKS Lz L&,
M7 L > Ro > EREReHI+Hh 014 TR 54HE (27. Ong/mL)
E7HH (19.0ng/mD) 2. HIOFIT7HE (11.7ng/mLl) 2. =h
%hb@jﬁ‘l:*ﬁﬂjéﬂfd@\ FTRTERERA (11. 5ng/mL) AT
Hoiz.?



16. 1. 3 EYIEHIR SR
7L RoOVEEmMg [h—"7) &R0 8EdmgsE, JOAA—
N—iECX0ENFNLE (FL > ROVEEEL Tomg) f#HERAR
FICHEBHERE O E L TR R LERBEZRIEL. Bo5Nk
EyEhRe/)N o A—4 (AUC., Cmax) (2D T0%(EF8E X =T TH
SHENT 217 o 72 %52, log (0. 80) ~log (1. 25) DHIPANTH D, WAl
DEYFENRISE D TR I Nz Y

(ng/mL)

4 —o— 7L ROVESESmE [h—"7)
T e R0 §E5mg
i Mean+S.D., n=40

0 1 2 3 4 5 6
BHR DK (hr)

HIEINT A—F BEINT A—H
AUCo-¢ Cmax Tmax T2
(ng + hr/mL) (ng/mL) (hr) (hr)

7V ROVEGismg Th=") | 6.237+3.623 | 2.569+1.708 | 1.124+0.45 | 1.40+0. 23

A0 > fEdbmg 6.746+4.853 | 2.531£1.690 | 1.21%0.57 | 1.38+£0.19

(Mean+S.D., n=40)

M3 EEEE TNCAUC, Cmax 0 /85 A — &1, WEE ORI, (RO -

W25 DB G I & o THRIZ D TR B B,

16. 2 BRUR
ROKEHOT L > RO I mE g K <, Ry IO M
MTERNZD, Mi— DML TH 2 RF P 2RI OFREE L
7. [16.5.1-16. 5. 4]
FEYERRI RO KA. EEhE kO ERE TEThEh
2. 49% K U2, 83% Td > 1=, ¥

16. 4 ftat
7L ROYEEF N LKMPEEICED., B X3t b TRH#
MNIERD 5N TR, D0

16.5 HEt

16.5.1 R ABFICT L > RO EEE LTS 10, 20 U40mg% &
BY 55ERE. HEOMFFFNICHREREO#ZG L2 E (Bfn=5~
6) DG 1%£A8K;H E TORFHEMEARI0. 656~1. 41% CGR{T 15 {#)
ThHO, BERBICIDPARLBETROONLEN D, TDIEFEALE
134 5460 R =TIz Rt 7. 0

16.5. 2 FE@Eniet: (PARR£60 AR, n=8) KUNEMIZM: (PARH65
WLl b, n=8) 122y o XA —N—ETT7 L ROVEF NI TA
K EZED (YL > ROCiEeE L Tomg) FOEIRNAR (71
CROVEEELTO. 1mg) 5L, %5248 £ TORP M &
ZRFELEZEE. FROMENGELNTNDY

17. ERERAIE
17.1 BIERVREMEICET SR
17.1.1 BEEHR

(1) ENEDIERER
BT HBRERF207HICB T 248 O —EE Rl (B
) I2BWT, 7L RO EbSmg/ H 580 IEHE & 5 O # N
R (548 %) 136.25TH V. T L THEHICAE R
(unpaired t-test) REBHBEEMMREZRLIZ. /o, &5
1208212133, YD B EEHEMEZ /R L. I L THRETIZ
A& (unpaired t-test) 72HEEBEIFIENRD SN.9
ARERICB T D7 L > RO > #omg/ %5 REDRIVE M O FE B
1318. 6% (19/10261) T. EREIEMITEAPUE2. 9% (3/10241).
B2, 9% (3/102(1)) . #k{#E2. 0% (2/102f1]). BHFEW2.0% (2/102
B . EEIE2. 0% (2/1026) TdH o7z, HERMEMAEFELHOR
WAEEIX15. 2% (15/99%1) T, ERFRBAEMEEY 2EIILDH L
F(5/991), CKESR (4/9961) TH o7z,
JBAT IR L BRE R 1206112 BV % 96:E 0 B SR BRic B »
T, 7L > RO rESmg/ Hi% G5 HEOMEME % EOEMINE (%596
) 138. T4 TH o /=, 1
AKRERICB T D7 L > RO > #omg/ H %5 REDRIVE M O F
1323. 0% (14/61%1) T. FRFIEAIZES (3/6141). HHE (2/61
). JEERAHUER (2/6161) TH oz, KRR ZE O FHH
BHEEIES8. 6% (5/58%1) T, FInEiRMAMBREARIILDHER (3
/58%1). CK L& (2/58f) TdHo/z,12
(2) BHNETHERER (B2)
BIH T 7 2R HE RIS U 72 B B R
IR UI0EB OBRBESRIZOWTHRF L2, TORE., 71
> RO CEELOmg/ H¥%5 OEMEHEEIT. 71> RO EgEkE
R URET 2 2 & REEE S . Al BRBHAARS & bl U TL104E#K
THEDMEHES BEEZ13. TR L 72 [FIRRIC, RERE T e 2
V6. ThEEINL 72,19
B, EHEERBEERINT. ENICBT57 L > RO CESmg/ H#%

G sz BT 510mg/ HEER THELIT 2 2 LR anTn
2,914

17.1. 2 BifatER

(1) ERNEDBERER
SEAT M LR R 365 61IC BV B2EM O —EE R ILEGAR (B
FEHE) TBWT, MEHEOFRERBEELIT L > RO
fomg/ A5 T12. 2%, WEE (P77 IV K=, lug/
H) T16.7%Th . MEEKIIHTZT7 L > RO B OIELEI
AEE Nz, ZOMBICBNT, #5615 HURITHEAE U 7= g D
FRBIHRERIT, 7L N0 EEEE T EEICH L TS, 4%
KL<HEHNICHEBZZRO R (AR R66%) . £z, 2/
2BV DR COEBOHMEIRFBAERITL > ROV #§giks
T IR U T4 9%E o 72 (FHRHERIBARETY) . X 512,
EERE & U TEBSNASEROKRBEICBNTHIEG61 ALK
R UM OB RE R AERIE, 7L > RO 2 EEsmg/ H %
5T7.8% XHAETIL. 84 THD., T > ROLEEOHELSHAMAE
PR R DSERNC D72 D R E N/, 1910
RHEICB T D7 L > RO > He5me/ HEL 5 OEIVER O S HEEZ
23.2% (44/190%1) T, EEIERIXE 5. 3% (10/190%1)) . {HFL
2.6% (5/190%1). HiE2. 1% (4/19061)) THo7-. HRMREME
WAEBOFEBBEIL14. 5% (25/1734) T, FroEERMRAEMREL
FINEZDOE LT (6/1738). AN b2 Uy MEFR (5/173
). v-GTPL& (5/1736]) TdH->7=.10

(2) BNETHRRR (B&)
PRI B HL B R 2, 027411 BT B 3EMD T T R B EHE
B GABR I B N T, R O2FEMIZ5me/H. 34EHIZ10mg/ H %
HBLIEEREITEOEBVTHB,®

IR ()
PSR
RN 5 [GIRES 2SS
FEE i 44.7 1.11
i 4.1 1.25
LR OR R ]

16.5. 3 st CTIrbmilBRICB W T, BBty L > RoriEs
LTClomgZz2 a9 28EHlz. HoRO#Es GHAED2, 1. 0.5KH
Al ERKRORHIZOMI 7 O X4 —/N—k) Liz&E (=49 O
% 5%360 M E TORPHRME CGRITEEM) 13, &2, 1XT0.5
BRI OG- TldENTN12.68 1 g, 8.881gkTf6.78ugTH V.
I R2MFRNICHR G L2 BAa R E N oz, —F. HIRERKU2
R O G TIIZ < NEREAKBTH > 72,7

16.5. 4 WS TN =RBICB W T, BRBLEIcTy L > ROovige
LTI0mgz & a9 B8RlZ2, /K I—b—XidAL >PPa—R&
FIRFICHEEREOHRES Gl OXA—/N—iE) LizEE (h=40) ®
52245 E TORPHRE GRTEHME) 1% K (19.20¢9)
ZREBICERLAZBEEER, J—-t— (7.43pug). ALY
Pa—R (6.771ng) TIIHI60%H L7z, ®

) AR OERBS N EROCHRIZT L > Fa Vs L TIHLESMETH %,

BT DR BITHHR )
i g it D B L 47 47%
218 L _E D i ke D st e 90%
PN gl A= s 51%

i XRRRIT K DHE

B, 7L 2RO VBERER OIS EEREINERE, maic
BT 210mg/ H#EF12 5 AR OME L EANICHBT %5mg/ H %548
BOMIELMENED 5Nz, e T L2 RO VBROBEEE
DR & BTG RIS S 2 AR I N TN S, 9. 19,19

) AR OEBS N REROCHRIZT L > Fa Vs L TIHLESMETH %,

18. EERNEIE
18.1 e

7L ROYBIZEDONA ROF T NE A MTROBRMEZ 5,
Z v b TEBEMENTFET 2RISR AL, 7L >
RO EIRE M ICID A ENBZOEEEIIHIT S 2 Lick
0. HRIERD S 5,20.20



18.2 BERHLICMT HEH
L L7 Jiik b
LA TL>ROY@ELT|IRBHICKZEREDbZTL > ROy
Fw h2.29 | 0. 04~5mg/kg/HZJIH | Bt & U Clmg/kg/ HMA LD 5RTHA
OB AN 520 AR | RILICKEE 2 52 3l L 7z,
C4% 5
PRESEH |7 L RO @ E L T| 7L ROEEE LT0. 5meg/kg/ H D4
Fw k2 10.1, 0.5mg/kg/HZINE | BOKZOHKLGICL D, JRRETICK S E
OB HMN 512, AR | HEOH B OREDZMH L, I8 5 IERH L
R F v b EFEREDERE 2 L.
PUEEEH |7 L RO Y@ ELT| 7L ROr@ge L T0. 04mg/kgll T
S 0.04. 0.19mg/kg%. YN | B ACH EIETTHE A IR IR HIBEL X)L £
B2 1], 24ER] | THIHI SN2 2 &AL AEREN Y — T —
HHRN % 5 RUBHEIC LV RS NG, £-. W
FREGORCEREEST IS S,
BB OMBRIEDTTEZR LU 2. B
OFHE OMEIZT L > RO igr kY
v AKFIREIC L OBML, BREE
GREZICIXIEDHBINGEED 5z,

18.3 BARILICHT 58
7VyFD>@TFUﬁAmW%m‘L%@%%ﬁ&%?wtﬁm

TIEULEDOHES (v b 14,

DS 5 8GR TR E A KL
RO T v b (SchenkifffiR) 1IZHBWT, BRI Z M
T HHEEEDKIL/6000TH 0.

AN

TERGRIIEARIEEE

BRI N TN D, 29.24,25)
18.4 BHEE. BiAMBECHTIHE

bt 24F) ’&ﬁﬁf_&é‘ el
EE 2RI T B HER DS b?h’(bi

JRWE

BytE

Jiik

LHES

FHA %20

TL>RorvgelL T
0.25~1mg/kgZ 1 H1[H,
SERMIRE 4R G

EHA RTERR AR ORL10M5 & ICH YT
27 L2 ROV MU D LK &34
RO G LA, BREICHTD
HE. WUNET, BRIUEZ RS RI
BN DTz,

A X

TL>RorygEl T
2mg/kgZ 1HL1E, HHai
O, EHTtR16E IR

5

R AR OK20f5 BICHY T 5% 512
J:o’C%) E’Tﬁﬂﬁﬁ“ﬁ{v@ﬁ'%?t:é{t
BRD5NT, B ORI L ¥
@éi-}xfibl;tﬁ\Téﬂfw

19. BMESICEYT SEB{EZHME

Mgt

= : C4H12NNaO7P; -
& . 325.12

C BEORKEMEDOHM AR TH D, KITPREITIIL, Y
FEAEBE TR,

HeN

PO3sHNa

- 3H20

HO POsH2

Py L ROZEES b U T LK

(Alendronate Sodium Hydrate)

: Monosodium trihydrogen 4-amino-1-hydroxybutane-1,

1-diyldiphosphonate trihydrate

3H20

J =)V (99.5) T

0. Imol/LY T =

14) Liberman UA, et al. N Engl J] Med. 1995 ; 333 : 1437-1443.

15) Kushida K, et al. Curr Ther Res. 2002 ; 63 : 606-620.

16) Kushida K, et al. J Bone Miner Metab. 2004 ; 22 : 462-468.

17) EWNHELAHRR (B (7+P< v 785 - K0 §Edmg :
20014E6 H20 H/RZR, FEEERMEZE . 1. 4. 4)

18) Black DM, et al. Lancet. 1996 ; 348 : 1535-1541.

19) Hochberg MC, et al. Arthritis Rheum. 1999 ; 42 : 1246-1254.

20) Masarachia P, et al. Bone. 1996 ; 19 : 281-290.

21) Sato M, et al. J Clin Invest. 1991 ; 88 : 2095-2105.

22) Azuma Y, et al. J Pharmacol Exp Ther. 1998 ; 286 : 128-135.

23) URESEH S Y MBI 2B ERAD R EREICHT HER (7 +
By 7 §E5 - R0 > §Edmg 2001466 H 20 H &G, HIFE &L
FER. 1. 1)

24) Balena R, et al. J Clin Invest. 1993 ; 92 : 2577-2586.

25) EWE AW ESEERBOEED (T3 <y Vg5 RO
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