&) VIATRIS

202311 HET (150 RAREHREES
SR AR 873999

Bk sRG . .

A 3 BAERFS 7L NOYERFIMIILEE

B, AL ?l/ypnyﬁgﬁs mg r VT RSJ

ALENDRONATE Tablets

i) EE - EMSOMTE L) MT A2 L

[ FRBES | 22600AMX00175 |
| BRI | 201045/ |

2. B (ROBEICBHERELEWVWI L)

2.1 EEHREIET A7 27 (REMEARRE) o mlinz
TIE S BEEDOH LB [RHOEEEMEAEIES 52 &L I2
L0, EERTTICB B EIEREBLOfEBEA < % 5. ]

2.2 305 P EERI LTSI ERIV->TWRDE I ENDTER
WEE [7.22H]

2.3 REOB TS 5 WO © AR AR S — bRIEHN 3 Lk
HEDBAEIED & %

2.4 ANy AEOER [8.4. 11.1.45H]

3. HEBE - MK
3.1
W7t 4 7L Fu v ik$E5mg [VTRS
5 = el G 6.5
5 R 15 Hls 7Ly Ry b)) 4K 6.53mg

(7V > Furike LC5.00mg)

VO —A, D-v Y= b=, ANAT—A, JOAH ) AT—

S
o AFPIY L, AFTI VYT R A

&

3.2 RAIDOMERK

O
Wi7e s = F SR
i T 0T
TV RO S REE O:: Q:: E M117 H
; e
5mg [VTRS] oy o= e Fb
7.0mm 3.9mm 150mg

4. BEERIIHHR

EHRRE

. RHEERIRIRICEEEY HEE

AHNOBHZ B 72> Tid, ARERHFROBWHEES %
WML OB PHEL TR BEEEHRETHT L,

. RERUAE

S,

WE, WAIET LY Fo vEEE LComgx 1H 1], ik RE S

KHI180mL & & b RS- 5,

By MAED R CEB307ERIC R ST, i Okzkrd) B0

WA DFEAN OFETHI G T 2 2 &

7. RERVAEICEET 28
7.1 FRNIKOHRTIAT 5 Z &o KISt ORAY (Ca. MgEDE

EOHFIZEHVI ATV T+ —F —%EG), YR MO SER L —

FHRAT 5 & W& HIHT 2 BZ WD 5,

2 FE R ORFI~ORWEH O R Z T S5 720, &R, E

WANEFESED I EDPELETH L. IBICEL TE. UToFHIH

IZHEBET LI L, [2.2, 8.12H]

RIEL T I3 ZHROAK (#180mL) & & b IZHT 5 2 k.
- TR (095 % 2 L TTHERERd 7200, A& WA 72 ) X

B TENP L) LanZ &,

CRKFN R 2R EB300FE THhSZDOHORMOEF %

Y, AFLHIDE TR RV L,
CEERSUIERENIRAE L2 nwZ Lo

8. ERLEXRNER

8.1 AFNIMAMEEH, FlESFE ORI L RFTIBUEIRZ 5 S5 5
TN D %o FEITHETIRA L 2 WEETIE, A, TENICEE

© © ©

OEWEMASSEE S B EEMED D 5 DT, BRIEIZOWTEEE 5
gL, MRsSes2k, [7.2, 11.1.1%H]

2 RHOFGIZ L) BEECE IS 2RIERZHE S Tn s

DT, Bl THT . BRI OBUEOIEER (T REE, W
OIS TR OB IUIC T o5 - BALE) (EEL. BE
I LTy SNHDIERD D & b2 GE1E. AAIOIRHZFIEL
THEEPZTHEH)IHET L L, [11.1.1, 11.1.25H4]

A2 >R

B EEILE, BAESErS TR AN Y T ARERESE S L,

[11.1.4Z:H]

AR VY AMSEDS D B AL, REFE GRS V> T Al

EAGHT LI, $7o, €9 I VDREEIE S I VDR
WL I AT NVAHEED S HHE121, & o0 LOBHREAT
9T ko (2.4, 11.1.42H]

5 EARAKRA— FRFEHNC L 2R EZIFTOWLEEICBNT,

PHEEE - HEEHAN DS bNDL Z DD D, HiE S NIERD
% & DR OB IR B AR IEAY 7 B RHILIE <0 R T I e 12 B 5d L
THHLTWS, JAZRFE LCid, TBrESE, (b, me
WHEPRESE, o VT a 27 v 4 Fifde, s, DEOREE,
BEHLE OREEESHI SN T 5,

AN OF G- BERN L IEN OFHIRE X MR L, LEIISGL T, &
HIx L) e R A 2 R REHLE 2 TE LY 5
FHCBLLIIBET L T & RAEPG P ICRIEN 2 B EHL E 252
B o 23R ORES EEEBT L 2k,

T, OBENZERICRESZ & BN ERMEZ 252 &,
PRS2SR ARH) O 1 & BRAHE AT 12 2500 L CREENY 72 B AL 1
TEZBRO TR BEICTAHML, REFHEOLNL
ik, EHICHE - ORI 22235 L9 1HRET 5 2 &,
[11.1.6&H]

B CARARS— FREFZMHAL T2 EHICBWT, Y HEE

BT L2 L OWEDND B, TNHOME T, HOEgeest
BB L CRBELZER LD SND 2 E A5, SAH %, Hil.
HH S ORERAE et HRMgER %2295 L) 18515
Tk, [11.1.78H8)]

T AR AR — FARER A RIEH L w2 BEICBWT, 4t

(A a2 A P 2PN 52 i Sl N i VAN 1 =2 € I T 1A
REBHTEOIFEMEINREHL 72 LOWREDDH L, ZNH O
BT, BB IR 2 EEE 2 5 8o ARNCRBRER. R,
HIBE R 2 BV CHIBRE AR SN TV AIRELHHZ 25,
D XD BFERDFRD SN 2AITIE, XK HRAS 21T, )2 L
BEITH) L T MHEOBIAE L2 WRELH 2 2 E 95,
Frl CIEER G IASE & 22354121, O O FRAE D fiE IR % R iR
L. XBREZT) 2 e, HEICBSET L2 &, XERERFIZIZE
BB DRSS, BRI R R AR LN TB Y, T0 L) ks
V2 ATaB ) 70 Lt % Lo [11.1.88H]

—

4o x =

179 <

. BEOERZFIHBEICHTIER
A BHHE - EEEFOH 5 8%
A0 ETEE, REX. R T-HEBR. RGEEFO LEHE

EREEFHHEE
EEREACERE L L BRI 2085 2 &0 A O THEBRE T
BALSH D BENN DD, [11.1.1, 11.1.25H]



9.2 BiREERERE
B

9.2.1 ERLEREREZTOH28E
(1) EELERREREEDOS 2 EE TR E L2HRHERIIERL T
&‘/XO

(2) EINOEREHRT — 5 N— A% HWEEREICBL T, SR
JEDVBFRIZE AR AR — N REF 2 L 7B ERE 09
B RS, EE R BRREREEARE  (eGFRAY30mL/min/1 . 73m?i)
T, BHEREDIEH o L il LTIk )L > AUE - (RIE L 7
2y MMED8mg/ALA) D) A7 AL 72 & OEDDH BV,
[11.1.428]

9.4 4JEREEH I 5
IR 2 WREMED B 2 L2 id, g Eogwtiosakit s s
EHM SN DBEIIOAIGT L &,

AR AR A — bREHNLE LB A F N BICEFTEER

AN SN0 EFMEHRANORUNEIT E Xk 2k A — P REH
OEG-E - WIHNICHET 20 E AKXk R — b REH O H 1A S 1
IR F O & EBE e OBEIZIH S 2 Tlde v,

9.5 TR
I AR L T 2 WTREMED B 2 LM, i Lo @) e
[rth% EML EHENELEICOREGT L L,

9.6 =3l
G EOFEHRMER OB RZOF ML R L, A OB T
LEEd56 28,
@WER (v b)) TP LY FOyBALTHICRITT 2 2 L2
HINTWD,

9.7 /pRF
ANBEFEOFHEREZ R & L2 BRREBII IR L T,

10. HAE(ER
10.2 BEAER (HFRICEERT S L)
S BEPRAEAR - B B - Fl T

AN A, XTI A | BFORRA#RD % &S | KFNZZMOB A 4+ >~ (Ca,
HOEBEEHTHEEIH | 305> T blRMT 5 | Mg%) &¥L—ME2EKT
v DR ZE, LIENBHLOT, HHTA
il e ) ERFN DI A LT S8 2,
R PPN Lk

1. BMER

WOEWEHI S HbN D 2 EHH 5D T, Blgth 151 rv, 2
RO SN G P IE T 5 LW A EEZFTH 2 L,
BRI O 8% 135mg$H) (5mg/H) o AR ERER K OV 5 T R it
MEOEF L Y EH L7,
1.1 EXLEEAR
1.1 88 - OfERES

ke s (Al GHEERH) ., fdipse (A, s
(0.04%) . & (0.2%), HEFS A BHERH) 7d 5 b,
W E D B &0 o] TIENES GEEAM) 2"d bbb 2
ENB Do BEATAER (M, T, B, T REE, W,
Mg T, By, CERNEAUR, OWREOZEB - B (I3
T5HZ L, [8.1, 8.2, 9.1.13H]
11.1.2 B - +=HEBES

(k) - +385EE (0.4%). HImEEE % (0.02%) 23 5b
NDZENDH D, MEIER ki, T, &, FESRE, O
T PP O S - BALS) 1ERT A2 8, [8.2.9.1. 15 ]
11.1.3 FAREES. |E (Wb HEEARH)

AST.ALT® EF%4E ) IR RS FE S 5 b b 2 L hd 5,
11.1.4 ALYy LIE (0.2%)

A, 7y == LU, REYE. QTERSA#EH KLy
LAMUFED D HDIND T ENVD D, BEDRDOLNIHEIIII VY
Y AFIO S 5 E A EET AT L, [2.4, 8.3, 8.4, 9.2. 1]
11.1.5 hEMRKIFFEMMAE (Toxic Epidermal Necrolysis : TEN).
RBHEERAE(REE (Stevens—-JohnsonfEMREE) (91 & SHEA)
11.1.6 SEBIRGE - BEESER GHERH)

[8.5%H]
11.1.7 S EEBESE GHEAH)

[8.62MH]

11.1.8 KERBEFT. EMKBEERN. EUREERBFEDHE
BB (HEEAT)
[8.72H]

1.2 ZOmOREIER

1~5%A i 196l BHIEA
Hitdr WA, EAE - LSS | IR . e G PR AR

JE HAB
18 - HEBAS L

I | SHORIR, BEEI .
LI g8, T IREE, Ak
G BB IS
APk, B O R,
T B HILRR

BZIg - B 1 B @K BT B, | AL

JEAE RS

g /A, A
MIREGEAD . ~E7BE
VARTFEE) . BRI A

iR JiFtkhe 2 (AST

ES. ALT E5-
y -GTP_ LE5.4)

i BUNLSP. iR, HHRIIE
S A D E 0, D
s T0 AR, S
- R B AF () A
AR L B
Wi - LR IR ()
R W) AT i )
v 4 b
i RE Wik, WD

(209 SRS |
[ N
Z DAt IV ATO—)VE RS, | MEFEZTY (B
Mg, M2 (%), PREE | ALY, SRS
M7 L7 I VKT
RPN, T RO, B
PN, BhiE B (%),
FER S A B LDH LS
CK s, i b5

) BGWH» S ARIC, FAUS, BRAEFICEELRZT L) AL WRAZ AL

LT ENHEENT VD, BB, (FEAEDHEGPIICL VLTV,

13. BERS
13.1 fER

A V7 ARE, ) ¥ BRIRE , 36 DS EE LRSS (BAEH,

Maoir, fmfige, {2, JUIWEES) PRI 20D 5,
13.2 WE

TLy RO rBeiEas3esz012, IV 7 HH0WIEHIEEASE O

H2ERT 5

EHEIIAT A HEOEREA D 5 O T FR L Tlda 5§, &

HERANIED D, PEERILTHELEDL I L,

14, BRAEDEE

141 EHZMNEFOEE
PTPAE DFHEHANIPTPY — ALY L CIRAT 5 & ) #EHES
Z) :— k o
PTPY — P OFEHIZ L O FCSAEAEERBIAA L, HIZid
FALERI L CHEMKFEOEE 2 GIHEZ IHET 5 2 LD 5.

16. EMENEE

16.1 MrigmE

16.1.1 BERAB TI27 Ly Favipe LT, 10, 20 040me% &4 ¥ 55
Fl A& . BEOMFH BRI S Lz e & (£#n=5~6) OIFEH T L
YO U BRIEREIR. 5K N 10metk 5B TR e TERRA (11.5ng/mL) &
iCTdH o720 20mgTIX6BIH26] (13.1. 18.3ng/mL) T. 40mgTIiL6M4iH14
% (13.8~79.3ng/mL) THKGAEMZIZDT DIt S /22,

16.1.2 MR ASR T (n=6) I2. 7L ¥ Fa L LT20mgx &h 7 554 % .
SO0 IR H 17 H B AR OHS Lo & &0 i 7Ly Fo v
BEEEIX6BITR 16 T G54H H (27.0ng/mL) £7HH (19.0ng/mL) 2. %I
OBITTHH (11.7ng/mL) 12, ZNZENRb Tt s, §XTE
#wIRA (11.5ng/mL) i Tdh - 727,

16.2 DRI
RO GHOT VY o BRI PREAMR . SEYTRINOFFiATT & v
723 ME— ORI T D 2 IR HEE 2 N OTRIZ & L 729, [16.5.1-16.5.4%: ]
AW EEF SR ORI, EElE L O EEE TEnen2. 49% K
2.83%TH -7




16.4 X4
TLyRayiEr by ARG LD Bt b eREPIZERS
STV,

16.5 Hittt

16.5.1 B AR TI27 Ly Favfke L5, 10, 20 U040mex &4 ¥ 5 5
Fla . SR ORFMENC RS Lz e & (£Hn=5~6) OF5-1%£488
£ CoIRPPEIE120.65~1.41% CGRITFIEMH) THYH, HG=ICLDH
BLRETHOON Loz ZDIEE A LIRS KM T TICHEE S 2,

16.5.2 JEmih it (BAfR 2608 R, n=8) MO Mwtctt (BAREM%65m L L,
n=8) 2|7 T AF —N—ETT LY O B N AR = #E0 (7 L
v Fa RS L Chmg) K OHIRM S (7L > Fa ke LT0.1mg) #5- L.
PG48 F CORPHEIEZME L2 L &, TROMEIELN TV,

RIS (%)
FSES — -
HIRN - fr{mEsacA
Elaat iea 4.7 1.11
i 441 1.25

) sy

16.5.3 At CIib N7z RABRICB T, HRBELMHICT Ly Farie LT
10mg#% &HT %8kl %, HEEOES (@&02, 1, 0.5BMET. Mk
2RO 7 0 A —N—ik) Lk & (n=49) O#%5%36EME To
JRHEBEE GEFIOM) &, &2, 1R 005 Mok S ikt heh
12.68ug. 8.88ugh6.78 ugTHh V) . FHE2MERIATIZHT L2 Ea 0 R b %
Mot —H HIREBE R OB HOFES TEE  ERRR R TH - 727,

16.5.4 A Crrb 2R BRICB VT, RGBT 7Ly Faorge LT
10mg#x EHT AR %, K I—b—IF L » PP 2 — R LK H AR
OS5 QM7 024+ — =) Lk & (n=40) OG54 £ TOR
ekt GRATFI9ME) 130Kk (19.20ug) % RIS 2234 &l a—
v— (7.43ug). ALY T a—2 (6.7Tug) TIEH60%HAL L7129,

16.5.5 £MFHIFEZEHHR
7L Fu rEsdmg [VIRS] &ARF 0 2 Ebmgh . 7 0 A%+ —/N—EI2 &
DENZENLEE (7L > FarBie LC5mg) fRHER AT T-36%4 (2 £ik i m
RS LORB 7Ly Fo UBIBREZHIE L. 156 N2 RE IR EHE <
T A =% (Aen Umax) (2O THEHFN 247 o 72458 AecX W UnaxD FEH]
7 itlog (0.90) ~log (1.11) DHFANTH V. 2. EHIRERTHEHZE)
DB T 5 EHE SN2 2 & h S WA O A RS DR Sz,
() AFOERRENTZHERCHEIZ7 LY Fu e LCIHLESmgTH %,

17. ERPRAXIE

17.1 BHMERVOCRLMICET 355

17.1.1 BBERR

(1) ENEIHERE
SEATIE LR BRE 207601 B 1 A48 0 I EMRAE (BB 1I2Bw
T 7Ly Rua v by 2k s 58 (Gmg/H) OREHESHEOH
nEE ($e5-48:A%) 136.2%TH ) . xRS L CRENIZAEE (unpaired
t-test) ZREEEMABEZ R L2, T2, S BA12EM %12133.5% 0%
BRERIN R L. SRS L CRGRTIYICA % (unpaired t-test) 725 HE
BT 57z,
RRERICBIT AT L Fa v by aKRREER 55 Gme/H) DRI
O SSHAIEIL18.6% (19/10261) T, 3 2 BIMEAI B APLE2.9% (3/10261)
HI2.9% (3/102f1) 4k AE2.0% (2/1021) L 8 F \22.0% (2/10261) . F5 56362 0%
(2/10261) CTd o720 BRI F 2B O FSBUHE 1315.2% (15/9961) T
T BE R A S 2B ELDH RS (5/9961) .CK 15 (4/9961) Td 72",
SEATI AL ERE R 1208102 B % 96 I o BRI G- BRIcBWT, 7L ¥
FoEEF N 2Ok EESme/ O $ 5 BE O BEMEF B ORI (59658
%) 138.7%TdH - 720
ARRBRCBIT BT LY FarBF M) 7 2k E5me/ H¥% 5 BEORIER 0588
BHE1X23.0% (14/6160) ©. FE2EIEHIES (3/6161). B (2/6161), 8
AR (2/6140) Tdh o720 ERAMAESEH 2B O S BUHEE 1£8.6% (5/5861) T\
F R ERFZEILDH A (3/5861). CK LA (2/586]) TH-7:10

(2) BHELREHR (B85
FEMA 77 & AR B EHICBGRER S0 L 72 AR B B 2o Lt L
10 OB ROV TIRET L7ze 2R, 7Ly FuvigF h) ok
AsElomg/ H¥ 5 OEMEEHE X, 7Ly Fa vBF by v 2Kk S
BB R Lfelr 2 & & ATHERR S AL, SBRBIAAIE & bl L CLOME# TIRED
HEGHIEL13. 7% L 720 RIS, KOBRE OS5 B 126 . 796150 L 721V
%B. EHEBBIERING. EPNCBIT A7V Y Fa RS ) v 2k A$E5me/
HH% 515 L MM 30T 10mg/ H %GB TS 5 2 EATREN TV B8,

17.1.2 BB

(1) ERE IR
SEAT I MLIR A BB 3655112 51T A 24E ] 0 ZH E ML BGAER (37 38 4
) 2BV, WIEMEOFBE IS AERIE T Ly Fa BT b A0KFY
$e4% 5 (5mg/H) T12.2%. ®MEIE (7 V77 A7)V Y F—, lug/H) T
16.7%Td V. WMEIEIZHTHT7 Ly Fa v ) v aKkEE D IS
AL S NTz0 S ORI BT, 560 B LRS84 L 72 FREAE o #iil
FIIEERIE, T LY RO YR b Y AR EER S Tl I LT
8. 4% < WFTIIC A 22 % FR0 72 (HIXHERINA#66%) . F 72, 24EMIZB
\F 2 WNEHE T OBBMOPBETFARE T LY Fa v by o AR
5 CIIRT BRI L CT4. 9% 2 o 72 (X EBiR A #67%) P, & 512,
HERRARR & L CHEME S N2 EM OIS BT b 564 LIRSS A L7
WEHE DT BEITRAEZIE, 7Ly Fa v R M) AKE S (5mg/
H) T7.8%., »MEHETI8.8%TH V. 7L ¥ Fu k) b)) 7 AKMWEED
B BT R ASSER b7z ) RS 2,
ARRABRICBT AT LY FOrBF b o KWEkS Gmeg/H) ORIERO
PR 1$23.2% (44/19081) T £ EIVERILE %£5.3% (10/190861) . fEF12.6%
(5/190%1) . Hi&#52.1% (4/19061) Td > 720 BERMAME B LB O JBUE
J#1314.5% (25/17361) T, EAFRMEHERELBIEANE 70U KT (6/173
B, A7)y MET (5/1736). y-GTP.LA (5/17361) TH -7,

(2) BHELHERR (B38)
PR LA B2, 0276112 B 1T B 34E M 0 7 5 & A0k I 5 i e i stk
IZBWT, WOAXEMIE5mg/ H, 34 HIZ10mg/ Hix 5 LRI TR0 &
BYTHBY,

HITOHSE HYHIRE (%)
Ha B O BT I 47%
2 L L oo gt oo i i 4 90%
I N R VA e 51%

1) XBMEIC X B
HB. TV FayEET M) 2K G5 O AN R RN
WM B 210mg/ H¥ 5127 At OH & ENIZ BT 55mg/ H % 5-48:8 1% 0
fEICEPED RO S8, F720 7L Y FavfEd by akAmEED
BEERINANR &SP RIARR 95 Z L SRR S T BT,
() AHOKBEENHERCHREIZT LY Forfge LCIHIR5mgTH .0

18. ZExhIEIE
18.1 {ERR

TLYFaYBRIEBEONA FaXL 785 4 MIRWBIMEZFSL, 79 T

VERE AL ASEAE S 2 BRI BIRA AT L7ze 7 L > N o v BIESaE i

WY A E N2 OFEEE RIS 2 2 L2k BRIz D S 51519,
18.2 BRI ICHT 21EH

B

Tk

ik

JHLE T v RO

TLryRFor gk L 7T0.04
~b5mg/kg/ H % J A
FH 252 H MRS

SREAEIIC L A ERRLE T LY Fa Yy
& L Clmg/kg/ H U L oG ®THA
JRAGIC B A 5 2 951230 L 7o

PRESEI T v b

Ty Fuaryge L7<o.1,
0.5mg/kg/ H % IR 845 H >
BH»S120 A BREOHES

7Ly FurEEe L7T0.5mg/kg/HND1
EMORIOEGIE Y IERMEIC X 2
JEME DB RO R A & B L SRHIERG T
7 b BRI R,

GUELEH p p 22

7Ly Rurfge L7C0.04,
0.19mg/kg% . JHHEA
2321 24F IR A4

7L ¥ Rurfge LT0.04mg/kghl T
A B TUHE DTN B IR R L oL &
THI S D 2 Eos, EALFN~— 5 —
OB X DR SENTze F oy il
Bt & AR A B I S
B ORBEDTTHE R B L7z M
DB OREZIXT LY FO v EF Y
7 AKHEE G K L, B e
GREEIZIZIEOAHBAATRED B 7z,

18.3 BERILICX T 588
LY RUYERT b Y AkAIE, FREOB R E T LB TUERLE
DG (T bR, B 26) Rffolk &, BRRLEINT 515
TR LRSS 2RI 2 6 R 5 LTV A WA, R8O v
M (SchenkFFR) 125\ Ty BURIUE IS 2 B 5L B AL % Bk
BREROHL/E000TH Y | [EWEEMATRE SR TVDY,

18.4 BRE. BIFAMERICHT 208

B

ik

e

Eg A X B2

7Ly ForEge 1L T0.25
~1Img/kg% 1 H 1A, 34
[ mERESR

1B A XU BRI & O 10812
LT Ly FuaryfEFr by AR ES
ERBEOES L7282 A, BT
LR WNEP. BBALES R IIR
FRBO LN h o7z,




BYrE Jitk (GRS
FATA 2% TLyFursRe L C2mg/ | BRHEOR20/5 & ICHYS T 585512
kgZ 1HLEL, FIHIMM. | £ Th, FIBEEOTHREIZZEL
FYTR160E MR - 17800 5T, I OERGEEE L L
BrG 2BV EHRENT,

19. BRIHRSCEET LR
— MR 7Ly Fa RS R Y 7 LKA (Alendronate Sodium Hydrate)
1b:44 © Monosodium trihydrogen 4-amino-1-hydroxybutane-1,1-
diyldiphosphonate trihydrate
433 1 CaHi2NNaO7P2 - 3H20
e 325.12
PR BEofEEOBETH S,
KIZRRETFIZC KL 27 7 =)k (99.5) 1ZIFE A LEIT &,
0.1mol/LZ7 T V=7 F 1) 7 5T 5o
== Siavn
POsHNa

HeN
: - 3H20

HO POsH2
Al R252C (5P, 7272 LEzMER)

22. A
100§ [105E (PTP) x10]

23. EEXH

1) MID-NET"% H\7zii &G R o2 (MID-NET % w72 ¥ AR Ak % —
I BUH O B RER S R 12 BT 2K V2 AMIED ) A 7 FHIZE T %
7 — & X— ZFA) : https://www.pmda. go.jp/files/000249186 . pdf

2)  WEGEFIZA ¢ ERARSEHEE . 1995 5 26 : 475-489

3) #AE (7 +¥~ v 7§85, K1 §Edmg 1 2001.6. 207K G2, HIGE EARMEZEN)

4)  FREHEIIA B EHTIE. 1998 5 35 1 43-49

5 b MIBUZHE (749~ v 7§E5, K0 r§E5mg : 2001.6.207K52.
BRI . 3)

6) Gertz BJ,et al. : Clin Pharmacol Ther. 1995 ; 58 : 288-298

7)) AENER W ESEERE (7L Fa Y E$iSmg [VTRS))

8) Shiraki M, et al. : Osteoporos Int. 1999 : 10 : 183-192

9) EIAHLESRER (F®) (749~ v 7§55, K)o §E5mg : 2001.6.207K
A, HAEEEEZE 1. @) 1)

10) FAREEII2 B E P, 1998 5 35 1 19-41

11) Bone HG.et al. : N Engl ] Med. 2004 ; 350 : 1189-1199

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

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

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

15) EMAHILERER (B3 (74~ v 785, KF 1 Y §Edmg : 2001.6. 207K
A, HAHEREE 1. @) 4)

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

17) Hochberg MC et al. : Arthritis Rheum. 1999 ; 42 @ 1246-1254

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

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