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Alendronate Tablets [SN]

i) EE—EIEFEOMTEICLVHHTL L

HAEZEEmRIEES
873999
BARSRTE AR
S ROYEF U™ LR
‘ # o) o | 35 r
v B2 £E dome SN,
EBEE | 22300AMX01104000
BR5ERIA 20114E11H

2. B (ROBEIZIBEL BV E)
2.1 FERAEIET A 7 V7 (REHARASREAE) 5 0 AU iE i

RRIES Y DEEDOD L EHE [RAOEEEBINEILEST 2 2
LX), RERMCBIEERSHOfERELE L &
ZQ)O]

2.2 300 EFAREZRILTVWAZER V.o TWAEI EDTE
Wil [7.2 1]

2.3 ARNOE 35 5 VIO E AR A F L — b RIEHNH L
BIED D B 5 B E

2.4 AN AMUEDRE [8.4. 11.1.4 ZIR]

3. HER - MK
3.1 #k
A 1BEHRHE7 VY Fa v B )2 2 KkA1%45.68mg
AR (%L fa e LC35me)
A D-x = b=, fifikVE—Z, JOAAHNVAT—
e AFPYT A, AFTY VR T AT A
3.2 WEIDMER
HIIE WML O F e
o 1t
# gt A0 TET
i - =
FfE 12.0mm
PR 6.0mm
JEs 3.9mm
B 220mg
Akl T — WM35

4. REERIIFHR
BHEFRAE

5. RAEIIHRICEHET HEE
AR OWHIZH 2o TE. HRBRBFLEZOBMILRES 2 SE
2y HHERE L OBMPHEEL TV LBEHENEET LI L,

6. AERUAE

WH, BAZIET LY Fae riEe LT3mgr LARIC1E, ik
REFIZAKAIIS0mML & & b IR OS5 5,

B, MAHL R EDBI0EIMICZR ST, E KEKRL)
WD FEH OFE BRI BT 5 2 &,

7. BERUVHAZICEET 25

7.0 BFNIKDOATIRAT 52 &0 KUSMNDIHKAY (Ca. Mgk
DEBOITE NI ATV + —F =2 &), AW R oI
HlE—fICIRT 2 &, WA 2B20W05H %,

7.2 EEROCRBFH~NOREHOTREZKT 85720, #Heh»
WCHANEFHESE L ZENERETH S, MAICEL T, ML
TORERFEIEET LI L, (2.2, 8.1 2]

KL TT Ty FIoK (180mL) & & bIZRET 5
&,

< FUPEIRBEER VI 2 4 U 2 WD D 2 720, KA Z WA 72
D XAIOWTEN LD LAanT &,

c ARAERAE. LR LDBITRESTHLZOHDORNDOE
FizdB), AEEZRALITHICAS VW &,

< PR OBERRNICII L 2 wvwZ &,

8. EEREXNIEE

8.1 AFNIMEMETH, ABESEORBIR LRATBUEREZ 7] &2
TBENDD D, FICHWICRHA L 2VEZTIE, £E.,
PICEEOBEHIPS RS 52 WHEEDSH 50T, RFEICO OV
THELE 8L, BEEs2E, [7.2, 11.1.1 2]

8.2 RANDFGITL Y. FEHALE I3 2 BMER S ST
WL DT, B%E 5T, BIVER o O3ER (e T K
e, TR SO TR O S B R U o5 - BALSE) 12
FEEL, BFICH LT, ShSDERED bbb aE. A
HOMMEPIEL TR 25 L5 RET A &, [11.1.1.
11.1.2 /]

8.3 HHICIX. BHEELSLTHLINT Y AZHNIELLI L,
[11.1.4 1]

8.4 ANy AMAED D A I120E. RABGATHK A V2
AMAEZRHEETHI L, 720 EF I VDRZENIZE Y I 2D
RHRFOL I %I AT IWHFEEDND L2HE5I12E. O
DIBFEEITI T L, (2.4, 11.1.4 BH]

8.5 UARAKRA— FREANC L BHEWEZITTVLEFZIIBN
T, BB - HEBHESHOSDLNLZI VDD, WESH
THAEBI D% AR S S O P 1A 2 12 Ay 72 S BHLE R R T
JEY B L THRBL TV b, U AZRT & LTIE, EBE.
(Lol MASPEMSESE, I VF I AT a4 FigHE. s
Bk, COEOAREA, REHLE OBEESEAN SN T,

AHN OG- BAEANZ IEN O EHIRE 2 MR L. BB LT,
B L) 2 iR A 2 520, REMZELELZ TX 5
RO FEETBL X IHIRES 2 2 & AFHEG BB 7
FHLE DS TN %2 o 725G AR ORESE 2 Z /T H 2 &,
T, ERZHRICESZ . SRl MmEL 252
&L BRFZ IR ARH O % kR EE 1 A LR 2 o
FHLEIZCTEX AW BT 2 AL BHIC A3l BE
BRAEDLNBAIIE, EHICHER - DN 2223219
WgET 52k, [11.1.6 2]

8.6 EXFRAFA— FREAHIZMHL TV HBEITBVT, 4 H
WS RH L2 0WEVEDH L, ZhH0HETIE. HFo
G R MBI L CTRBIL ERI B RO 5N S, A
T4, e, BMS0REIRI S BA I, TRz %3
THEHBET L, [11.1.7 )]

8.7 UAFRAFA— FREA 2 BT L T i EEIZBVT,
ISV BB A X B KBRS IE T S Ar KBRS 1
BB ARG FEHEOIEETR G L 2L oG D 5,
INSOHME TR, SEBFIHIEZ LA 5B » ARk
BRER, BRI, RIBEETAEIC BV THIBE SR ST 5 ik
bHHZ NS, ZDXI BRIERIED ONEAITE. X
MR IT O, WY RLEEIT) 2 o T2, WO/
ELBWRESH A ENS, FAICIHEERFGH IR E 56
Wiy RO O ORERE Z fER L. XA E 1T 7 &,
PEICBIET 22 L, KRR 2T g oM, Ky
GG ARALNTEY ., 20X Y23 2 0E 2
o2k, [11.1.8 )]

9. BEDEREFIHREICHTIERE
9.1 BHHE - IEEEDH 3 8E
9.1.1 BETEE., RERX. BX. T2HEBRX. RIEBEFO LR
HILEREN &5 8E
EERHACE RN Ly RS EH 2R 2 &0 B O TR
BEEMAEE2BLEAIH S, [11.1.1, 11.1.2 ]
9.2 BREEREEDRE
9.2.1 ERLEREREEOH 28%
(1) FEELEREREODH 5 EF 2R E L2 BRI IN L
TV,



pes

(2) FHNOERERT — 5 N— 22 AW ESRABEICBNT, F
HUERAE D IBHRICE AR AR A — FRIEF % L 72 E R pe ki
BEOI L, IS, BELEHEERERE (eGFRA30mL/
min/1.73m2A) T, BB IEH O BH L i L TR L v
v ME (AE LS A V2 7 AMEA8mg/dLAN) D) A 7 53
B 7z ot dH 5V, [11.1.4 BIR]

9.4 £JEREEHT 5E
RS B REME D & 5 21, B E DA RMEDE M % b
1% & WS NELEICOAEGTEH I L,

AR AR L — P REHANIERE IR AT NBICE TR

NMEAICHEH SN D, EHHEEREAOMBEIIE AR AR A — b
SHEA OB G R - WIHICHBET 5. EARAFH— FREH O
k2 SR F COBIM & B L OB S 2Tk v,

9.5 1T1@

TR0 AR L C W B W RO & 5 ik I21d, BB oA i
Mabthz L2 LR SN Ao KGTH I,

9.6 RILIE
B ORI R OB DA REE ERB L. 1230k X
ik BET A 2 &,

BWER (7v ) TTLY FuryBaithicBgaTas e
AHHE IR TV D,

9.7 /W2
ANEEEO SRR 2 0% L LR BIEFER L Tuin,
10. HHEEH

10.2 BEAEE (BHRISEET S 2 &8)
ESiEA BRARAEIR - $ 8 5

AN L, TR VIRAOIRMBEL R L

T LAEOEREEART|H 305K o Th SR

P - fabriR T
KHNI LA DOB 4 *+ >~
(Ca. Mg%) & %L —

oy mE THZ L, NEEWRT LI DD
BN DAFEH 20T, T2 ER
il e 1 HIOWINEILT S22,

A ES ik

1. BMER
ROFEWER D 5B ENHHDT, BEZ 5TV,
HEDRD LN GA IS 2 kT 5 2 S ) 2o L % 4T
5k,

EIVE ] O3 EE 1335 mg ] (35mg/#) o IR SR K OV 2
AT AR L DM L2,

1.1 EXLEIEAR

11.1.1 88 - OEREE
fBkEE [AEsl HEAW), AElkse GEHEARH), fE
S GHEARM), AE% (0.3%). HEBEUSA (HEARH) 28
HoHbh, WIMEE) BERDH1. LUENREE EERD)
BHoHbID I END b B OFRER (M, T, £,
WET PR, METORL. TR, e, DIREPNERRIE. P
DOFHL - BALS) ICEETLIE, [8.1, 8.2, 9.1.1 BIR]

11.1.2 - t+=-iBEE
(Hamdk) 9§ -+ 3B (0.3%). HimMEE % (0.2%) »°
HobNDL I LDVH A, BFEER (i, Fif, £, &
BEERG . OEE AR, LSRR OB - AL HEET S
k. [8.2, 9.1.1 =]

11.1.3 FgEEE. 8E (I HEAH)

AST. ALT® 152089 IFHERERE, SEA D bbb I &8
5o

11.1.4 &AL LME (0.09%)

AR 7Ty = — LU, KRN QTERSEZMEHI KA vy
7 LIEDRD HbNDL I EDNDH D, REIFROLNTHEITIE
N AF OB GEEEETHI L, [2.4, 8.3, 8.4,
9.2.1 K]

11.1.5 hEMRRIBIEFAEAE (Toxic Epidermal Necrolysis :
TEN). BEFEERIERE (Stevens-JohnsonfEfREE) (Wl
b BHEAR)

11.1.6 ZEEIEI - SHEEHEX (0.03%)

(8.5 B]

11.1.7 S EEBIEE HEAH)
(8.6 ZR]

11.1.8 XBRBE&ETF T, ML KBREEHE. HEAREEHBEDIE
TR FEAW)

[8.7 ZH]

1.2 ZOOEHEAR

1~5% A 19% A BHEEARH
AL G - O, MR, ARORIR. M| S B . T
R EAS . g, E R | WO, T IR
P - IRESE R RESER UK, 3 | R AR R
& BN O WAL BERL. T
Pk %, HILRR
BEE - R e A . WA BT, HEE (KB 15
IR
ki3 Bl (R I ER 5L
WL, NEs U0
CUT%), A
MLERBCR A
AR
T FH e 2% (AST EH.
ALT L5, y-GTP A%
Tl BUN_ L4 BUR, HRIR I
A - A TR F v, B Al i Pk o F

HIFLIRIE

i - ER

PR, 9 () A
BRAHEY) , HA, sese

R - RR A GiE)
IR Mgy >k F.
Mg » )2 sk
%:‘l
IR HRSEIR (g A, BEAURSE) | R Bk, L
R 5 SRR 5
Z DAt g, R (%), PREBISE, % 7E,. LDH
KM VEFIE, B, B LA Rar R
BB O%). BB A5 7 u— Vil B
AR, ITY (BHIALE., 2\ ME7 v 73 v
&), CKES, ME R [IKF. Pl
E) BGWH» S8 AR, TS, HEEGICKRE Y k723

) BWMLWRAZELLZ MBI NTWS, B, 1T
EAEDEGHIEICE DI LTV 5,

13. BEKRS

13.1 fER

AV >y e, KY Y ERIE. 3E NI AL E R E (Y
AN R, g, B LIRS PRI
H5bo

13.2 @&
TLYFOUBEMGERB2DIC, IV H D WVIHIES
OYGEERT 5,

LB 2RO fEREAH 5 O TIEH:ZFHIE L Tid ik 59,
BEEVEL0. MR LUESRELZ L,

14, BRALOEE

141 ZAZHEFOZE
PTPUROFEANIPTPY — b 5 LTI 2 & 9 $8E
‘a—é: to
PTPY — b ORIKIZ L O BECBIA A EE R A L, 5
CiEle RS LTitmA RS0 ER 2 aHEZ RS 52 &
BdH %o

16. EYERE

16.1 MABE

16.1.1 AR TIZ7 LYy Fa vERe LT5, 10, 205 040mg
AT A8 % AEOFMENHBREORS L & (%
BFEn=5~6) OIFEH7 L > Fo UERIEEIE. 5K 10mgik 55
TREFTERRR (11.5ng/mL) K TH - 720 20mgTIE6
Fiv2f) (13.1. 18.3ng/mL) T. 40mgTiX66IH4%] (13.8~
79.3ng/mL) THG2MEH BT DT 2 ITMH S /=2,

16.1.2 fEHERASE T (n=6) &, 7L Faryge L T20mg%
AT BEH &, WAEO22RFMATCIHIRT7H MRS L
ol &, MERFT7T LY FE CEEREZH RO THS4HH
(27.0ng/mL) &7HH (19.0ng/mL) 2. Blo16<T7HH
(11.7ng/mL) 12, ZhEnbIMmB s, $XTE
=R (11.5ng/mL) Kiii TdH - 722,

16.1.3 E£YFEIRZEMHR
7Ly Fu rEE$E35mg [SN] & RF o r$E3dbmgh. 7 0 R
F—N—IZkhEhENE (7L Fa e LC35mg)
TEFE R A, F IS LR 3 5- L CIigeh 7 L v o o i
EAEHE L, FoNHRYEHE/ ST 2 —% (AUC, Cnax) 12D
WCHRRHRNT 24T - 7/ 3R W 8T X — 5 O3B fE o3
DF#iZlog (0.90) ~log (1.11) OHFEPHHNTH Y. Ho, &HH
BRI B A EMBEHICHEPESRD N2 LA, WA
W R SEPEDTERR S 7z,



AUCo-8 Crmax Tmax Tz
(ng - hr/mL) | (ng/mL) (hr) (hr)

30| 53.6+26.0 [21.5+18.4|1.3+0.6|1.5%0.2

VA=Y %]

35mg [SN|
A8 r§e35mg | 30| 61.5+39.8 [22.3*15.8|1.2+0.6 | 1.5*0.3
Mean+S.D.

(ngmL)

45

40
- 7L Fuar#i35mg SN

3B r -o- K+ 1 ~4$¢35mg
30 Mean=S.D., n=30

25
20
15

EESV D7 CCNTEE

K¢ (hr)

MR R EEI NICAUC, Con 5 D285 X — 1%, #EE 03IR,
PRTE DTN - W5 O FRBRSMN & > TR 2D D 2,

16.2 TRIR
RS HO7T LY PO U BIZMMEHEEME L ERILo
FHIIAS T & 7z, ME— D AR T & 2 IR P HEE 2 I o
1L L7, [16.5.1-16.5.5 2R]

W R SR O RAT P9I, JEE S R SR TERE
N2.49% 1% 12.83% Td - 729,

16.4 X
TLyRayBgr by ARSI, B ide F T
RHWERD SNTV R,

16.5 Bttt

16.5.1 fEERABFICT LY Fa vEé LT5. 10, 20/ 0840mg
T EAHT D8 %, S OBFR AT EERORS Lz e & (%
FEn=5~6) OG5 %48 T TOR M HEMH120.65~1.41%
GRITEIOfE) THY ., HGRICLDAELEZIEDOON LD -
720 ZDIEE A LIPS HO6HE Tl S h7z,

16.5.2 et (BIREMR60ME A, n=8) KU Bkt (MR
#%65iE 1, n=8) 127 A+ —N—ETT LY Fa v
MUY LK ERLD (TLy Forie LTimg) K OHIR
W (7L >y Fayige LT0.1mg) 5 L. &5 %481
FCORPEREREZNE L7722 &, TR RN TWBY,

e SRIHRIEEF (%)
THIRAES HELH S
Tkt 447 L
Filip 14.1 1.25
# BT

16.5.3 AR B M (n=23) 1227 a2+ — =T, 7LV F
O e Lo UBme % &3 B S & WA o 2R [ i 12 Hinl
ROBG L7z & &, $55%4805 ] F T o R HEE R 0 84 -1
fiilt (35mgfe/dmgdr) 131.02TdH - 725,

B i WAL Tl
(mg) (%) I 90% e B ]
5 0.47
35 0.48 1.02 0.79~1.32
# TR

16.5.4 A CITh - REBRICB W T, BB LtIic7 Ly Fay
el LClomgk AT 484 %, BERROES Blao2, 1.
0.5HERIET. KO BOS 7 a2+ —N—3:) Lok &
(n=49) O 536K T TORPPEME GRATFEIHIMH) &,
WiE2, 1R U0 5B oS TIZF2h2h12.68 g 8.88ug
KOU6.78ugTdH V. WE2FHANCHES L2 Ha0mb S 0o
Too —h. WIEHEBLO2BEEBZORG TEE BB RBRE
(Ing/mL) K Tdh - 720

16.5.5 M/ CiTb7-RERICBWT, PRBLEICTL Y Fa v
B LClomg® AT A5HIZ, K. a—e =g+ L vy
Va—ALFERICHEREORYS Gz a At —n—ik) Lzt
% (n=40) OG5 %248 T TORBPERE GRATEEME) 13,
K (19.20ug) ZFAKHIERLGEE RN a—— (7.43ug).
FLyYVa—2 (6.77ug) TIIH60%iKD L 726,

) AROKR SN HERCHGEIRT LY Fa vige LCTEIN

35mgTH %o

17. ERPRERIE
17.1 A3 RUR2MICET 58
17.1.1 BRERR

(1) ERZE IHERER
SEATI A HERE B CH ARSI 229761) 12 3B51) 528 @
TEERRABICBWT, TLY R UEEF MY 7 A KA
(35mg/#) %5 OWH (L1-L4) HEEoBnE (#5524
#) 136.3%TH . ®BHFED5mg 5Gmg/H) &HD5.8%L I
BLCTHBERMMMRRIASETH 72, T2 KEEB®E
(Fx 552 %) I2BWwTd, #hEh3.0% (35mg/#) KO*
2.8% (bmg/H) LFBEOFEEMMIBEEZR LIz BB,
BEWEIIBWT, 7Ly Fa vt M) 2Kk (35mg/
) PE5oRERZEBERIE, Smg (bmg/H) %5 & AEET
%07‘:7)0
AEBRZ BT 5 35mgHlH (35mg/l) D24 VEEHI R 416841
226l (13.1%) 2281k DEIVER 2538 b7z FE e RIEH
ILERETH Y, 240 [LIEIRREAE (2.4%). HARPRAH
(2.4%). HiEE3M (1.8%). W43t (1.8%) %] TH -7z,
¥ 72, BRI A B 1686066 (3.6%) (2101388 5
N7o £ b0k y-GTP LA (2.4%). AST LH2M
(1.2%). ALT EH2MF (1.2%) THo7z0 B, 5%% WA D
I OBRIEMIEAD SN do T,
(2) BHELHERER (38)
Pt B MR E B 1, 25802 1) 5124 A Mo kiR
B2 BWT, 70mg/B#P5-12 &k BIEHE (L1-L4) OB HEEOR
MEIE5.1%TH 0. 10mg/ %5 05.4% & A ER L.
7o KEEEHEE (122 A%) I2BWwTH, ZhEN2.9%
(70mg/#) K U3.1% (10mg/H) & [FIFEEE o & 5 BB 5
ZRL7. BB, BEMICBWT, ZREhOHGHEICBITS
EIEHI SR IZ AR CH - 729,

17.1.2 BB (B3%)

(1) ERZE DHEER
SBAT 145 HLRR E HB 3656112 3513 B 24E [ o — F B M L SR
(BT AEHUE) 1I2BWT, KBEHE OB BLE D138 4 38 1 X5 m g B )
(5mg/H) %45 T12.2%. ®BIE (7 V77NV Y K=, 1
ug/H) T16.7%TH Y. LI T 55mg#H (5mg/H)
DIEHTEDMGE S Nze ORI BT, 567 HLREIZH
AU 7= B BEHE o F AT g8 Ak #R1, Smg®A] (5mg/H) $#%5-T
IR IRSEIC I L T8 4% MK S MBI H B2 R 72 (FxHEkk
WAE66%) o F 72, 24EMIC BT 5 MM T OB OB H T
FEHEFII5mg#F Gmg/H) &5 TEIXIILICI L T4, 9%
o7z (MRERBA#E67%) 9 & 512, HERRAEE L CHE
ENTEBOBRANTB W T H 3562 HLLBIZISE L 72 o Ak
OFHEIHEAFIE, Smg#A Gmg/H) $#%5-T7.8%. xR
#T18.8%TH Y. Smgll#l Gmg/H) DA 2 He A T B
BIRAIERIC D DR SN0,

(2) BHLETMHEFER
B 1 HLERE R 2, 0270 BT B 3MEM O 7 5 L Rt &
BRI I B VT, RWD24EM1Z5mg/ H. 34 Hi310mg/H
PHLHBETEDOEBYTHLWY,

FIOMIH B (%)
A D B 4T # 47%
218 D1 D Wi HEEAE D BLAT B # 90%
HBURIR A AL ER 53T 51%

# o XEMRIC K 2
B, dmg#A Gmg/H) 5% OV MEHES % EERIME L,
HEAMZ B 510mg/ H¥ 512 Ao & BB A5mg/H
Y2548 B OMIEMMEDS B S22 F 72, FEERN
BA L TR R T 5 2 L AR S T W B,

) RRORR SN HEROCHREET VY Fa v LCGELN

35mgTH %o

18. ZIHRKIT
18.1 {ER#F

TLYRaYBRIEEoNS, Faxs 788 4 MBIz
Fb. 7 v M CREEMIRATFEY & 8 RIMERIHM L
7o TV YR YBISHAMIBICIY A F h o2 oL R
BT 52 LICE Y FWILE D S 25119,



18.2 BERD ICX T 21EA

R LA I 2 258 2 10
24 MR N B 5

Byt Jith MR

U OB O BT Ly FeUERE LCINEMIBIC X A ERBLETL VR

F .y pD 0.04~5mg/kg/H #5082 v & L Clmg/kg/H L EoFk
BfiH 0B H 2 527 | B CTHARKILICREE 5 2 318
H RS L7z

gOB f (T Ly FuoryigE L7V Fa v LT0.5mg/kg/H

F v b 0.1, 0.5mg/kg/H% |OVERMOMROFEGIC LY JIHHH
BB o B A S | IS & B EHE i 0 3R & B
127 H B#E# G L. JHIERI Z v b & RO R

JE A& MR L 72
B9 OB R M| 7Ly FurYBELT| 7Ly N ERE LT0.04mg/ kgl
v eis) 0.04, 0.19mg/kg% . | LAk Il o A3 B 45

LAV FETHfl S G 2 LA, A1t
FH—h — ROBREIC L )RS
Nizo 7o, ifgMg Rz g akitsz
R 3T I S &, BRI O MR
PEDTOE % Bk U7z WEAE o i
DT LY FayEF by oA
KPS L oL, BEEE
WX IE OB ASRED H iz,

18.3 BAIKLICHT 5%

7Ly R rEF N ARAWE. EROFREREDETIVIC
BOWTHEL RS (T b 14, b 1 24E) 2iTo7-k &,
TR F I 2 %58 TR A IRILEEE 2 ORI $ 2 5 1)t
BonTnawn®, FEMEDS v b (SchenkiHii%) 2B W
Ty Bz IHd 555 238 AKX L ZEEST 25208

1/6000T& )\ IKWEAEHAVRENT WA,
18.4 BHE. BIAMEREICHT IHE

LOIEZREY Jitk

i

EHA 19207 Ly Favige LT
0.25~1mg/kgZ1H1

., B4 MRE S

IEH A XZER = o108 5 124
WFLTLY Fay§r Y Ak
%3OS Lz A,
RIS AR, BN, B
WAIE 2 /R § AT ISR b e 2o
720

FIFA X2 | TLryRFa Ul LT
2mg/kgx1H1M., &

Vi 9B ., HIrikl6

B R 2 D %) 20 4 LA 2 5 2 2 5
W&o TH, BB O S RE
WCEALIERD SN, I ORER

R L - RIS L2 52 20w EHURE

7z,

19. BRAICEET 2 E(LFRIFR

—fEFS T Ly Fa Vg MYy 2k

(Alendronate Sodium Hydrate)

Monosodium trihydrogen 4-amino-1-
hydroxybutane-1, 1-diyldiphosphonate trihydrate
C4H12NNaO7P2 - 3H20
325.12
HEofBEoBKTh s,
KIZRRHEFIZL L, =7 7 =)L (99.5) IKIFEAL
W,
0.1mol/LZ7 T V=7 bV 7 A5ICHET %o
bR

b4

sV
s i

VN

PO;HNa
HN
HO PO.L 30
Rl R252C (fiR, 7272 LECHRRR)
22. A%k
20%% [28¢ (¥ — 1) x10]
23. EEXH

1) MID-NET®% iV 7= Af R OB % (MID-NET % flw7- ¥
AR AR S — M EFH OB EEF BT 2KV 2T A0
JEDY) A7 FHMICT 57— & N—ZFE) ¢
https://www.pmda. go.jp/files/000249186 . pdf

2) HEDGRF. A, ERERSERL. 1995 5 26 : 475-89

3) ALNER A SEERE (7L Y Ko v #E$E35mg
[SNJ)

4) PEIFEE, M. B FrEE. 1998 ;35 1 43-9

5) BRHAMER, i, FRIREESE . 2004 ; 20 : 1227-34

6) Gertz BJ, et al. Clin Pharmacol Ther. 1995 : 58 : 288-98

7) Uchida S, et al. ] Bone Miner Metab. 2005 : 23 : 382-8

8) Schnitzer T, et al. Aging (Milano) . 2000 ; 12 : 1-12

9) Kushida K, et al. Curr Ther Res. 2002 ; 63 : 606-20

10) Kushida K, et al. ] Bone Miner Metab. 2004 ; 22 : 462-8

11) Black DM, et al. Lancet. 1996 ; 348 : 1535-41

12) Shiraki M, et al. Osteoporos Int. 1999 ; 10 : 183-92

13) Liberman UA, et al. N Engl J Med. 1995 : 333 : 1437-43
14) Hochberg MC, et al. Arthritis Rheum. 1999 ; 42 : 1246-54
15) Masarachia P, et al. Bone. 1996 : 19 : 281-90

16) Sato M, et al. J Clin Invest. 1991 ; 88 : 2095-105

17) Azuma Y, et al. J Pharmacol Exp Ther. 1998 ; 286 : 128-35
18) Balena R, et al. J Clin Invest. 1993 : 92 : 2577-86
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