20244F 3 HLLET (BB1HR)

Bk SR IRAT
FREIE - 34

BB A
BIZE, MLJTEEEREE )
BAERA 7L>rFOYEF MU LE

7 L2 k~ArEEE5mg [NIG]

Alendronate Tablets

BAEERRDSEES

873999

ARRES | 22600AMX00053

BR5ERAE | 20094554

) EE-ESORGTEICL )M L

2. B2 (KOBEHFBICEEBEBELEWVWI L)

21 HEEMRELETH T L7 (REMEARE) SOEE
LS G LBEEOD L EE [ARF O EEHEAEIE S
L. EERITICBT AEEHERO GRS
"Z)o:l

22 305U E FRERI LTV IR oTWVEIEDTE
nWlBE [72 B3]

23 RHIDOKSH A VMO Y AR A K H— b REHN AT LS
BUEDBERED B 5 B E

24 KAV AMIEDEE [84. 1114 2]

SG]
%
<

BLC]
7%

3. AR - MR
3.1 Ak
Wi 5E 44 7Ly Fu rEEEE5mg [NIG)
s | WBETT DT LY R R ERS N U AKAIY) 653mg
A (7L > Fa vk LCimg
| LE— AL A7 T U YRS TRy Y AL T
o T 7 —ALF YT Dy = h—b
3.2 WEIDOMIK
Wi5E44 7L Fa rEEE5mg [NIG)
fo - #IE | Ao R
. EAE - 80mm
lASiA F& 0 30mm
HE 0 190mg
i3 —
(prp) |98
4. FHBEXIIzhER
BHASRAE

5. SHBEX IR ICEIES 58
RHENOBHIZH 7o Tid, HEAFR#ESODMRELE Z 5%
2. BHIRE S OBMPHEL CWLIEEZNRETLZ L,

6. BERUHE
HWHL RAIET LY Favfe LComga 1H 1A, fEke R
WZKFI180mL & & S ITHRE LR 5-§ 4,
B, RABLRCEL0F IR ST, i kEKR) I
M D HF DFETHERL BT 2 2 &

7. BEARUHEICEET 2

70 ARRKDATRHET 22 Lo KU O#KAY (Ca. Mg&ED
EROFICEVI ATV =8 — % El) ., AR UO5EH
LB 2 & WIEIIRIT 2 B2 H 5,

7.2 HHEKORI~NORWERAOWEEEZ KT S 5720, #hI
BANEFESELZENEETH S, MAICELTIE, DTO
HIEEET LI, [22, 81 &)

CEELTT Clcay ZIMoKk (W180mL) & & b IZIRMT 2
Zk,

o CIPEMRNSEB I 3855 & 25 U 2 WTREEA D 2 720, RAIH A 7D
TATEHFTHEN LD Lewn &,

s FHEN R, P2 L3055 o THHZDOHDRFIO AT
RED, BFr Rz ETHICR LRV L,

- BB RESUSAIRATNZIR L 2w 2 &,

8. ERLEAREE

8.1 AFNIMAMEIH, B OREET L RPTRIBEEIR 2 5] S 2§
BLND D Do FHIBUNIN L2 wEBETIE, fE, FIENIC
HIZORWEH D ZEBLT 2 W8t d % O T BRHEIZ DWW TEE
otRE L, HESESZ L, [72. 1111 &)

8.2 RHNOFLHIZ L Y, EEHLE IS 2 BIEH T S Tw»
DT, BEE 52 T BIVER OB I AEIR (8T R 3
TR S TR OSSR 1 o 383 - EBALEE) 1CEE
L. BEICH LT, SNSDRERD D 5 bNzaid. AHIOMR
MaEmIEL TEE22 75 L9 ET A2 L, [1111. 1112 &
18]

83 HHIZIE, BHEELL TR AN Y L ZENSEL T L,
[11.14 &)

8.4 &V NMEN D B HE121E, RAEAFKG RN V> T L4
MIEZERET LI E, $720 E¥ I VDRZENIIY Y I VDR
WERED L) % I 2T VCHEEND 256121, SO0 LD
i) 2 Lo [24, 1114 ZHH]

85 UAKRAKRA— FRFEHNZLDEEEZITTWELEEEIZBN
T, FEEE  HEEHEAN DL DNL I END D, MEIN
FEBI D2 { DR OB 1A 5 RN 7 B RHIL I < SR T i e
WML CTHRBE LTS, JAZHTE LCIE, EEE, b2
e, MAEHEERE, aVFaA7a 4 Nk, b,
CEDANGE A, BRHMLE OEEAZEAH ST B,

KRFENOF G- FIARTHE T EN O F R AR L. 25 T,
B L) 2 iR 2 21, BRI R ELE 2 TE SR
DIFEFETBLEHIIBET D2 &, ARG IR R 7 L
BT o 12 A I AF OREREE 4 E BT 5 2 L,

F70, OERNZIERICHEOZ & MRkt 22175 2
& RS ICARA O & SRR T IS L R e R R
MEIZTELRY BT L R BEICTHoHBE L, BEHEE
O HNAIIE, EHICHER - OENEZ 22T 5 &9 1I2fRE
T5Z L, [1116 &)

86 L AKRAKRI— MRFEHIZMHL T2 EHEIIBNT, YL HE
BERDEB L 2L OMEDRD L. INEOMETIZ, Bk
ROMBIZBEE L TR LER LD ON L Z s, HE K,
HiE. HESOER W EEI2IE, HRIRER 2223555
g4 52 &, (1117 BI]]

8.7 ELAKRAKA— MRIEHZEMHEH L T EHIIBNT, JE
SV A AL 012 X A KRB BT T 3K B
I RGBS IFEREI I L 2L ofERH b, Zh
5 OWETIL, BAeBHISEZ 5 EEM A S8y AN RBRER,
AR, HiBEEEEIZ B CHIBMEARO SN TV R HMEL H D 2
EMD. TD XD BREIRDRD SN HEICIE. XS 247
W, EY) R LE EIT) 2 ke F 7. MO B YA U A RN
WD NS, FCIEEREIIANE & a1 Ko
AL OIERSE Z MR L . XBRELIT) 2L, EERICBIET LS
Lo XMRATIEIZ 2 B O NLEEE, BRI 72 (R AR S
TBY., 20X LA IEHEY 2 WNEEZITH) 2 L, (1118
3]

9. HENE=2HIHEEHICEHT IE

9.1 AfHHE - BMEEZEDH S EH

911 HETHE, BHERX. BX. T2HKBX. RIBEZEOLITY
ILtEBEL HDEBE
IR AR SR L, SRR 2 RS 2 0B B O TR R
FEALSEDLBENDDH D, (1111, 1112 2]

9.2 BHEEEEESE

921 EELBHREEEDHIBE

(1) FELEREREOD L BEE G E LHRRBEE L
W

2) EHNOBERIEHRT — 5 X— A% HWIESREICB T, B
FIE DTN E AR AR D — DRIEHN %M L - B he R S
DY B, FIC, BELBERERETEE (eGFR2'30mL/min/
1.73m2kd0) T, BHEEESIEF OEE & L L TR VY Y Al
SE (R IE IS 77 )V 3 7 A EA8mg/dLATH) DY A 27 A3 L 7z
L OMEDDH BV, [11.14 SHE]

A-03



9.4 HJEREEHRT BE
TR A WREIED & B L2 IE, R Lo AR eIt Rh
B EHE S NDHEICORKGTH T L,
Y ARA RS — FRIEHNLEIEE NI A T N7 RIS TEERA
AR S D o EHTEBRAORMEILE Ak Ak % — b RE
Fo¥ea - MCHET 2. EARAS R — bREHIOF LD
SR E COMIM & kit & ORIEIEIH S 2 Tld 2 v,

9.5 #tiw

LI SR LT 2 AT RETE D & 5 L2 I,

R EOA D

fabetkz L2 LIS N EIC0sEST 52 L,

9.6 Rl
R EOAFER IR EORRIELEE L, KILOMKEUT

HIEERE T2 2 &,
EWER (Fv ) TTL Y FOyBALTIcRITTAsZ s

WEIN TV,
9.7 MR

ANEEFEOBHEAE 2 KR & L 22 BRRFERITFR L T,

10. HHE{EH

102 FRZFE HFRICEETS L)

EER

B ARAEIR - 4508

Wy - faRid T

ANY T L, T AT

AADORAZEL R E

RENEZMOB A+ >~

Y ARORREEAT|b305 - T2 o M| (Ca. Mgh) &L —
BRECIH - o2k, FEBKT B BB
PUPN 0T, BT B LA
IR FOWILZ KT S5,
SRS S

1. BIfERA

ROBNERDH 5bN b Z WD DHDOT, BEE 51TV,
WERD BN RS E kT B 7 S e LE F 1T
kO

BIEH OSEE 135mei%) (5mg/H) O R ER K OV o2 8 H 1k
MAEOARTL D EH L/

1.1 EX&EHER

11.1.1 B - OERESR
faEkEE [AEESL GEHEARM) ., gupkz HEAH) ., Ak
B (0.04%) . EEE (02%). BHEVS A FHELRH) b5 b
L HIMEMED A S D], ENEE BEAH) 2656 b
NAHZEND L, BEEER (i, T, &, e ™ Ak,
We T e, MOE T, Bl DMENERIE. OV ssE - B L
) EETAIE, [81. 82, 911 ZHE]

11.1.2 B - +=iEBES
(Wit - I8EEE (04%) . HEE % (0.02%) 23d
Sbilh DD L, BETER (i, T, g, _EREE
. LR, FIEEAR O - EALS) IEET A L.
[82. 9.1.1 &M]

11.1.3 FFEEEREE. |E (WO HEEAH)

AST. ALTO EH %449 IFHfEREE, fE b DL LS
H5bo

11.1.4 EHIVD I LIME (02%)

B, 74 =— LU0, RS, QTERS YK vy
T AMFED D B, T DD Lo FRDFRD SN HEIZIEH
Wy ZEIO B G EEER T 5 L, [24. 83, 84, 921
ZH ]

11.1.5 hEMREIRIFEFBAIE (Toxic Epidermal Necrolysis :
TEN). REFEIRAEIREE (Stevens-JohnsonfE&E) (Wi d
A

11.1.6 SEBIEIE - AEEHA HEAH)

(85 ]

11.1.7 S EEBIESE HEEAH)
(86 =]

11.1.8 ARBEEHFTF. AL AREERI. AR EERBEDIE
EEEH (BHEAH)

(87 &)

11.2 ZDMOEIER

gt
&
z

1~5%Ail 19 A0 SRR

LR IRz B . TR
PR R L BEL TR T I
I8, W T R, R
I KSR K 5
A, B O, R,
T, B HIERR

SRR AR

M % H

BEE - BEE
g e

5, hoh. BE. W
. Hs

HLIAE

iikic3 M/ A B O
MEREGRA . ~NETBE
VARTFEE) L F I ER B

A

1~5%Aifi 1% BRI

TR iF B BE S

(AST k&,

ALTEH. y-

GTP EH%)
5 ik BUN ES. SR, HEIRIA

e

AR - A FEIED 0, D
HRE R Fu, MERGE, FE

iy - AR

M, ()
L WA
N

it - A
BN

AR )

Eo At MY AR g )
7 A bSH
iR A& BAE, MRAETR
(23 &, FAE
&), g, Ll
iR 5%
Z0Ath #a L AT — )Vl b E T,

A Mok, B ().
PRECEISE, IME7 V73
AR RAETETEIE, T
o BRI, By,
Wi (). Je8k. &5

AE, LDHES. CKE

(RIMALH, BAESF

h
)

S ME RS

1) HGMHE»SEr AtRiC, U HEAFICKEERT X9 2L
VAR EL D ZEDPWE SN TVD, B, LA GHIRICE
DEEPL T2,

13. BEKRE

13.1 fER
AV AMUE, ) 2 BRIE. 36O LR L RS (HR
L MR, s, B LS 2REBT L2 LD

Z)O

13.2 &
TLYFaryBERKESELZOIC, VT HHWIHIERNSD
Be5%ZET 5,

BT 2 MO fEkE D S 5 O T2 55 L Tldze 537,
BHCUIEDD, EETRILTESEL I L,

14. BRAEDEE

141 EFHZHFEOITE
PTPEEDOIEFIIPTPY — b 2S5 L TIRHIT % & ) iREY
Z;) : k o
PTPY — M OFEAKIZ L D . AR EA AR HA L, HIC
FZRILERE S L TR RSEOEELAHEEZ T 5 2 0D
60

16. EYF)E

16.1 MARE

16.1.1 EERABTIZ7 Ly Fao UEge L5, 10, 20K 040mg
OHET AR WIEOAFMANCHRREOKRS L& (%
FEn=5~6) OIMFEHh 7L v Fo v EREEIR, 5K 0 10mgtk 55
T CERRE (11.5ng/mL) KiiiTH - 720 20mgTix6f
1260 (131, 18.3ng/mL) T. 40mgTiZ66]414%] (13.8~79.3ng
/mL) THGAFMEICHF I S,

16.1.2 EHEHART (n=6) 2. 7L ¥ Furfgs L C20mg% &
B 558 % SO IH L7 H B ER%5- L7z &
S, MR T LYy PO RIBER6B T OLIE TS 4HH
(27.0ng/mL) &£7HH (19.0ng/mL) (2. JIo1FICT7HH
(11.7ng/mL) 2. FnZERHb It S b, $XTEE
BRFE (115ng/mL) HKiili Tdy o 722,

16.1.3 &£MFHIEEM K%

7 LY o yEEsESmg [NIG) & RF 0 v §Ebmgs, 7 0 A% —
N—EIZE D ZFNENTEE [TV Fa U ) Ak &
LC457lmg (7L > Fo vBERE L C35mg) ] MR AT T- 124
FHARETH S L s RELREE A ME L, 5o N3
FhaE/X 7 A —% (AUC. Cmax) 122V TI0%1E X M 12 TRt
FHEHNT 21T 5 7245 H. log (0.80) ~log (1.25) DHPHNTH Y .
T O AW 22 [ S PEASHERR S 729,



45
40
r —e— 7 L v Fu v#§t5mg NIG)
= 3B -0-- K 0 V§E5mg
2 30} 3y = BEER A n=29
!
2 o}
B 10 +
5+
0 . , , X . . .
0 1 2 3 4 5 6 7 8
& 5-1% O (hr)
WY BERE T A — 5
fiasns AUCos Cmax Tmax | Tz
(mg) | (ng - hr/mL) (ng/mL) (hr) (hr)
7Ly Ru s
$%5me [NIG) 35 81.6+414 320+185 16£09|21+08
Q:‘nz m g 35 | 907+504 | 321%173 |13%06|18%08

(P = fE#EAR 7. n=29)

MRS NIZAUC, Cmax /85 4 — #1&, WERE 0E

;;J;\ PR OFRIAIFL - RS O FRBRS R £ - TE 7 2 WD
;g)o

16.2 DRIR
BOEGHO 7T LY PO v BRI IS e ML < . SR o EF
AT & a7z, ME— DI TH 2 IR HPPEE 2 T O F5E
& L7z [1651-1654 2]

YRR ORMPEEMEIL. ERlE L EkE TZheh
249%J% UN2.83% T d» - 729,

16.4 15
Tl Y RayEEF MY ARG E ) B de h TR
HLTRD BTN 0,

16.5 HEit

16.5.1 EHERABFIC7 LY FarvBs LT5. 10, 20/ F40mg
EEAET LA A, SO HERIS Lo & (%
HEn=5~6) OG5 144811 T TORR B HPEM%I120.65~1.41% (%
fASEIME) ThH Y, HERICEIHEELEZTIRO SN Lo 72,
ZDIE L AL IIHG-HOFR F TIPS e,

16.5.2 JEmmi (B0 A, n=8) RO E# LM (B
65 Ll L, n=8) 22y a A F — N—ETT Ly O v
MO AKE R (FLy FarBe L Thmg) & UOHIRA
B (7L R Ul LT0lmg) %5 L. 554 F T
OFTHEEREAYIELZ L &, TROBEIMEON TV DY,

% PRI (%)
IR OG-
ElRel.ikal 44.7 1.11
s 44.1 1.25

# R

16.5.3 ik CITb N RERIZ BV, BB L®IcTL Y Fa v
fEr L Cl0megx &A§ 584 2. BERO%YS (Hao2, 1,
O5MEMI AT, WA M O2KF I HOM 7 0 At — =) Lizk &
(n=49) OFF%5-136H:M T TORDHELE GRATESM) 13, §
2, 1R 05K FT 3% 5 TlEF N 21268 ug. 888 u gl Uf
678 ugTH Y, WAMFHEEIIS LG EPRLE o7, —
F. BRI K 2B oS TlaZ < e RA (Ing/mL)
K TH o720 8,

165.4 WA CIDNERERIC BV T, BEBLEICTL Y Fa v
Bkl L Clomgx &/ AER%. K, a—e =g+ L
Voo — AL FECERREORS Gl 7oAt —N—1k) Lz
& (n=40) OGH24EM T TORPHEER GRITEIEME) 13,
K (1920 g) % FRICER L2256 L, a—t— (7434
g FLYTVa—A (677ug) TITHI60%IKE L7280,

W) AFOKRINIHERCH®IET L Fu v e LTIHINSmgTH
%o

17. ERPRRIE ]

171 BMROLRLMICEEY 5558

1711 BEERR

(1) EANZEDHERR
BATIE MERE B E 2076112 B 248 M O “HEMRE (B%
) 12BWT, 7Ly Forixs# Gmg/H) OEHES®RE
OWINE (548 %) 1362% T 0 . IR L THRETVIC
A # (unpaired t-test) Z'BHWEMIMARERLZY, /2. &
G-BIG128 M 12133 5% D B BRI 2~ L. *FBRSEIC L O
FIHYICAE R (unpaired t-test) 72 H B EEHIMNANFDTED 5729,
KABRIZBIT 27 Ly Fa r g5 Gmg/H) ORIEHOIE
HAHE1218.6% (19/102%1) <. EARBIMEMILE RPLE29% (3/
10260) . HE2.9% (3/10261) . #kM2.0% (2/10261), & F12.0%
(2/10260) . &EBIHG2.0% (2/10261) TI - 720 FEARMA LR Z

By OFEBUHRE1315.2% (15/9961) <. 7 BRI fE 25 2 8L
LDH.EH (5/99%1)., CK.EH (4/9961) CT&H - 7210,
SEAT B HUERAE R 1206012 B 1 5 96:H [ o B 5Bk I B W
T. 7L v Nu rEbdmg/HE5BEOEMH:GEEOBINE (%5
96 2) 1Z87% T o 7210,
KRRBFEIZBIF 27 L v Fa v lbmg/HS5-EEORINEH O FS B4
JE1X23.0% (14/6160) T, FREIWERIZIES (3/6160). T (2
/6100) . JEEAPLE (2/6161) Tdh o770 MERMRANEREZTHO
SEHIBHIE138.6% (5/58%1) T, EAERMRAMEREFLEIILDH
5 (3/5861) . CK LS (2/5861) TH -7,

2) BHIELHERR (B8)
B 7T 2 Rt i EH RGBS SN L 72 AR MR E
LEC K U LOAERI OB B O W THRET L7z ZO8EE, T L
v o yEE10mg/ H5- O EREGHE L. 7LV v Fa v RS
BB LT 5 & & AR S A, sUBRBAAG R & Ll L C104E#%
T OB S IX13.7% N L 720 FIARIS, KBRS 504 %
FENX6.7%38 N L 7212),
B BEHEEEERINEG. BNICBIA 7L Y N v #bSmg/H
P50 L M BT 5 10mg/ H IR G- CHM T2 2 L AVRENT
\,\59) 13) .14)O

17.1.2 B

(1) EARZEDHERR
SEATHAE R E BB 36501 12 B U A 24E M o ZE B IR (5
PEEHERE) 1I2B W, WEHEO SR ENEAERITL Y Fa Yy
x5 (bmg/H) T122%. xfiE3E (7 V77 A0y F—, 1
ug/H) TL67%TH ., IREIZHT 27 L v FoyBoIFEs
AL S 720 S ORERICB VT, 56 HLEEIZIEL /2
JOIEHE DG II AL, 7L v N v BRES- Tl R IC
L T8ANM { MEFTIICH B % R0 72 (HIx a4 266%) o
F 720 24EHNC BT B WIEHE COBEBOF R G IFEEREIT L v
Fo RS Tl ISR IZ I L C49% KA - 72 (Rt fE i A
67%) 15, 512, EEREE L CHEME S N/3EMOMEICE
WC D567 H LIS U 72 Ml o Bl g i 3s b ==ix, 7
LY Fa %S (Gmg/H) T7.8%. *HIETIZ’%THY ., 7
L 1~;‘U VRO B e MR P IIHIRIR ASSE RIS D72 0 fERE S
ﬂf:w o
KABRIZBIT 27 Ly Fa r iy (Gmg/H) ORWER O
BERE1X23.2% (44/190%0) T, FLRBIMERIEZE %5.3% (10/190
). EFE2.6% (5/19061) . BiEE21% (4/1906)) Tdh-7zo
PR Al S 25 B O ZE BB I 1314.5% (25/173%1) T, TR
WA RELBIEIANE 7O VT (6/17361). ~~ b2 U v b
KT (5/17361). y-GTP.EH (5/17361) TH - 7217,

2 BHELHERER (58)
B B LR B 52,0276 BT A3EM O 75 L Rl HE
T HEBGEABRIC BT, A D24E135mg/H . 34 HZ10mg/H

B LA RIITEROLEBY) TH B,
FI ORI BT (%)
W BEAE > B A+ 47%
2{ DL O B BEHE O Fr L B4 90%
BRI AR T 51%

#0XBURIC X BHE
mB. T Ly MO VBRSOV S BRI, W
B 510mg/ H¥#5125 O fE & ENIZ 81 %55mg/ H #5438
BHEOMEIEPEAED SN2 1B W, /20 7Lr oV
@%‘%‘Fﬁfiﬁé)‘]ﬂiﬂ% EEPTEIHIRD RLAR 5 2 L ATERE S LT
619 o

) AR OEKEENZHERCHEIET LY Faryie LTIH1EmgTH

o

18. kiR

18.1 1EA#F
TLY FaYBRIZBEONA FaFT 788 4 MTHEOEIINEZ F
B Ty N CRBEEHIRATEAE S % & R BIRAZ540 L 720
T Ly Mo RIS A N RE ORI T 5
kD, BRI E R S0 2D,

18.2 BERDICKHT 21EH

s Jiik i R
T T I I A= I R B 7 X T T R N AR ) 2k g ol =
Z v b2 | C0.04~5mg/kg/H % |k & L CTlmg/kg/ H U Eo#%S5= CTEH A
SRS OB H 2 5 | IRALICEE 2 5 2 128 L 72,
2 B R#EO% S
P B 7Ly FarvEREL|TLY FuorEe LT05me/kg/HDL
7 v b 701, 05mg/kg/H % [FFHOMEIIFGI2 LY IIERIC L 5
GU ARG 1 o B H 2 & | MO T =R 2 HIH L. IR T
12 H #0845 7 v b EFBROEHREAHEREL 72
PRHERB BTy Foryige L7y Farye L<004mg/kgh T
L 5 1004, 019mg/kg# . | B IREGED I EIRRE B L NV F

VIR SR RIS
2 RRIR N F -

THHI SN D Z LS, ELFH~— T —
OB X DR &N, F 720 AR
HEE S AR L EEE SIS .
BB G OMBOTCHER PR L7z, W
DWW OBEET LY Fa v s~y
Y ARG L DML, BEeE

BREEVIZIEOMBIATRD H 7,




18.3 BAIRLICX]T 2 &
7Ly RFayigd b Ak, EROFERVETIVICSE
WCIHEM EOES (v b D14, vl 2¢> Birolmk X,
B & W 5 5m Tl s A IR LR %?ﬂ"ba‘éﬁ%ﬁ%
SNTwhv, KE#EEDT v b (Schenknﬁﬁﬁrf‘) B\,
BRI WS 2 G5 m G AL R EET S @Em’n/fsooo
THY . JNNVEEATRENTWDHR 20 20,

18.4 BHE., BITAEBREICHT IHE

e RS i

s
E % A|7VyFore L|IEwA XICEHRIREOHI0MEICHY
220 28) T025~1mg/kg#1H |$ 57 L ¥ FarEs N w2k
1l 34F e 455 %3$F%§Dh'€7‘bf‘c‘: AL HRE
ﬂa‘%i”?“ WUNEHT. BIRILIE %
R RAEFRD SN b o 72,

FHA 22 | TLy O yEEE L &ﬁmm%m@zm%%c:ffﬁ%ﬁé&%c:
T2mg/kgZ1H1M. | X >Th ., BIIBEEMNOTHEEIE
FIMOEE . Bk MLIZED S, BIROERBEE I

1638 % %5 LB a2\ I EAmEnis

19. B2 ICEET BIEBIEZHENR
— MR T 7Ly R s ERT M) LKA
(Alendronate Sodium Hydrate)
1b=44 © Monosodium trihydrogen 4-amino-1-hydroxybutane-
1,1-diyldiphosphonate trihydrate
7130 - C4H1z2NNaO7P2 - 3H20
g fa ¢ 32512
Rl R9252C (9P, 7o7C LEeHRR)
7 ﬁiﬁ%®ﬁmﬁ®%$fééoKK@@@HK<<\19
=)V (995) 21T A LHET V. 0.1mol/Ly T vk
E% MU ABRISET %,
(s Siwavn
POsHNa

N - 3H.0

HO POsH:

22. A%k
100%E [108% (PTP) x10]

23. B
1) MID-NET®% H\W7-ii s RO (MID-NET®% Hvw/z ¥
ARAR A — MR OBREEEEEE BT ARV T T A
MAED ) A7 IS % 7 — & N— ZAFF)
https://www.pmda.go.jp/files/000249186.pdf
2) WESGHT, A BEPRIERL 1995 ; 26 : 475-89.
3) B, fil. 2 L3k 2000 ; 46 : 467-72.
4) PRIE. Ml B L FTEE. 1998 5 35 ¢ 439,
5 K& (744~ v 785/ )0 »EEdmg ; 2001456 7 20 H &
AL HREEEMRE ~N2.3))
6) Ha5-aER (7 + ¥~ v 7§85/ K1 v $E5mg ; 200146 H
20H KGR, HIFHFERMEZ ~.3(D)1)
7) WU KT T EFORE (7Y~ 7855/ K70 v §E
5mg ; 2001$6H 20H7RRE. WIRTERMRE ~.3.4)2)
8) Gertz B]J, et al. Clin Pharmacol Ther. 1995 : 58 : 283-98.
9) Shiraki M, et al. Osteoporos Int. 1999 : 10 : 183-92.
10) HMABIEGER (F&) (7+¥%~ v 7§85/ K) 1 v §idmg
20014F6 20 H K2, HIGEERMEE b.1.4)1)
11) FEARIERS, fib 50 & Hr3E. 1998 ; 35 © 1941
12) Bone HG, et al. N Engl J] Med. 2004 ; 350 : 1189-99.
13) Liberman UA, et al. N Engl ] Med. 1995 ; 333 : 1437-43.
14) RAOERIVHEZEIZOWT (7 4%~ v 75/ K0 ViE
5mg ; 20014E6 H 20 H KGR, HIRHFEEMRZ T .4.6)3))
15) Kushida K, et al. Curr Ther Res. 2002 : 63 : 606-20.
16) Kushida K, et al. J] Bone Miner Metab. 2004 ; 22 : 462-8.
17) BIAREERER (531 (79~ v 7 §85/°KF 0 »§bmg »
200146 A 20 H K2, HIFEEEHMEZE b.1.(4)4))
18) Black DM, et al. Lancet. 1996 ; 348 : 1535 41.
19) Hochberg MC, et al. Arthritis Rheum. 1999 : 42 : 1246-54.
20) Masarachia P, et al. Bone. 1996 ; 19 : 281-90.
21) Sato M, et al. J Clin Invest. 1991 ; 88 : 2095-105.
22) Azuma Y, et al. J Pharmacol Exp Ther. 1998 ; 286 : 128-35.
23) YRS T v b (74~ v 7§85/ K0 v $bmg ; 20014E6
H20HKGE, HRHFERHEE &.12)1)
24) Balena R, et al. J Clin Invest. 1993 ; 92 : 2577-86.
25) PiEste e (7449~ v 7885/ R0 rEEbmg ; 20014E6 H
20H7KGE. HIGHFERHEE +K.1(2)2)
26) HAIKAL L BRI JTZ)%?*Z“ (7 x¥%~v 75/ K0
> #Ebmg 5 20014F6 H 20 H KRR, HIFEERMEE K1)
27) Peter CP, et al. J] Pharmacol Exp Ther. 1996 ; 276 : 271-6.
28) Balena R, et al. ] Pharmacol Exp Ther. 1996 ; 276 : 277-83.
29) Peter CP, et al. J Orthop Res. 1996 : 14 : 74-9.

24, MEFEKRERUVHEWVEHESE
OEIHREHE BEHETR-+Er 57—
T930-8583 & ik ih#G1 T H6721
TEL (0120) 517215
FAX (076) 442-8948

SUSARTTRES
26 1 SGERRFETT

BEIIGEE TS st

Nichiiko = LTI # w1 T BB & 21
26.2 BR5ET

€ BET

NicHrko 2 [ b

%-%
\_|
m
(o)]
il



