2023fF10A kR G LAR)

BB QA

B, A BERRRD
BAEEH
PLUROVET~UDLR

P0UosFDo/t35mg =1,

ALENDRONIC ACID TABLETS 35mg “TOWA”

R EERE
RN« 55
) B -EMFEONSEIIIVERTLIL

BARERRNEES
873999

FKRES | 22300AMX00971
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

iEd=10) HiE 7L > RO igF U LKy e 45. 68mg
BN (7L > RO gEE L T35mg)

D-x>= b=, #ERIlO—X, ozl Ao—
Slipal| Z2FRMUTA, EROF>JOELRIVO-Z, XF
R SEESTIA

3.2 ®AIOMIK
PEIR - #E HEDEM D F#E
ﬁija}?ij]: 2{; Twl62
) * = il

i () | ——
B (mm) Ef£:10.3 M :5.6
JEE (mm) 3.7
B & (mg) 175
4. HEEXIIHR

SR

5. MMEEXIIZNRICBAET HEE
AFOBMICH 72> T, HAFHHFROBWREEEZBEIT,
HHBREEOBIDAHEL TWABEEZNRETLHI L,

6. AERUAE
WHE. RN L RO & L T3megz LERMICE, AR
BFIZKRFI180mLE & HITRK O ET 5,

BB, BABDR EHIMIHITHRS T, KB k&KL i
A DEF DR OHBE BT 5 Z &,

7. BERUAEICEET SR

7.1 AFNIKOATIRAT B Z &, KOS DAY (Ca. MgZEDE
BORKICEVWI R IIN T +—F =251, BY KR OMMOEA & —
MICIRAT 2 &, TINENGIT 5BEN0H 5,

7.2 BEKUORMNOREHA DO REREZ K TFIE 2720, EONT
BRANEFEIRDLIENEETH S, RAKCELTIE. UTD
HIFICHEBTHZ L, (2.2, 8. 15H]
CERLTTSIZay FIMoKk (K180mL) & &EHICRAT S Z

&

- OENRSEERICIE S 2 £ U 2 nIREMED D 5720, RENZEHGATZD
NEFORTEN 20 LI &,

- AEIERAR, Da< EB05E S TS ETOHDOEIDES
2D, BREEZRADETHRIIASBRWI &,

CERSUIERANCIRA L s &,

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 20O EIER

AR5 FEPRIEIR - FE T W - a1

AN L, XTI | RRIORMAB DR < & | AFRNILMOB1 4 >
U LFEORIBESHET | B30 TSR | (Ca. Mg%) &F

BENBE | 1~5%AiH 1A i BB
B - D IERE. R, B | BERUE. O
BByw . B A | IR, MEERREERER. DI | KR, WERIREE. o
i%'ﬂ:%g ‘B‘% 2o %E %\ %M;@iﬁ\ HEM%EE WH@HE
& - B IR A |, WENREHARER, B
Pk <, WES. fEfs, T
Wi, B WIERR
BE - R #3Z, oA, BE. | KL 5
&R HINZ
B (R i R E
b NEZDOE S
1111743 K TF5%) . Himk
B A, iR
e
IFiAE R (AST Lk
JFF- i . ALTER. 7-
GTP LH%)
B ik BUN L& BEIR. HEPR R
X - R FEED W, B | RO F . M
R AL R R Bl
BT . ()
i - EHER R o E AN
i,
FET - AR ()
R
e Mgy AKF, 1
ERRAH WA DL L
" BAER (hT A BAI|RESM%. L
RREE) BRI fE ¢
Hag, 8 (8. U| Mm%, LDH L
TS, RMERE |7, ROl X TF
PRI, By, BT | o—)LE LA, M
Z DAl (). B [ ATET IV T I VR
B, @TO (H®EAL| T, T
W, BUKE). CKLE
Fi IMUE B

DREIOA - TBHIE, 715/}; F%ﬁ?ﬁi;g;t
I INFFEF Y\HSHDT, )
T LG = RAN DI F =
I by
2 KA
11. EMER

ROBWERANHD 50ND T ENHDHDT, BRETHITITN, B
D NI R 5 2R IET B EEYRLEETD 2 &,
FIVER OBREIE35mg ] (35mg/i) DI PR a{ R K OV {8 Bl
HEOEFLVEHL =,
1.1 EXAEIER
11.1.1 B - OFENES

REREE [AEEL GEEAD). Bk GEEART). BEER

(EEART), BE% (0.3%). BECSA EEARH) 2d5bi,
HilnzfES e 5.1, OENEE EERE) idsbhsd
ENH D, BESUIRER (ifn, i, 2ifn, TR, TR,
Mo T, Baour, DR ERAUR. DR OFRE - B THX
95 L, [81 82, 9.1.1&%MH]
1M.1.2 § - +EREE

(i) & - +=f65EE 0.3%. HimtEFR 0.2%) 23d 50
N5ZENH D, HEXGIER (i, i, Zim. EEHwE. O
s, EESARBROFRER - Be%) THEETSHI L. [8.2,
9.1. 18]
11.1.3 RFHEHEREE. #|E (W BEERH)

AST. ALTO 5% 085 FHRERE, SHENH 5HOND ZENH 5.
1M.1. 4 {BANSD LI (0. 09%)

i, A Z—, LU, KRN QTIEESZES KA T A
MIENH SHLND T ENDH D, BENBEDSNHEITIIAIN T
LHIDSEMR E%EAZETHIE, (2.4 8.3, 8.4, 9.2 15H]
11.1.5 hEMREIRFERMMA (Toxic Epidermal Necrolysis : TEN).
FEEHEIERRAE(REE (Stevens-JohnsonfEIREE) (W33 & AEEERE)
11.1.6 SEBIRIE - SEEBEER (0.03%)

(8. 5]
11.1.7 SN ELEBIRIE B ARHE)

(8. 62:11R]
11.1.8 KEEBEFTF. BEMKBREESHIE. AMREFHBEDIEEE
B EEAT)

(8. 7&1/]

) BREFAMNS K AR, £, BHEEFCEEEZRZTIOAML N
WAHEELDZENMEINTNS, B, FLAENFGPIRITXIDE
®LTWS,

13. BERE

13.1 fERK

)V KiE, KD SBEUE, WO EEBMILERGE (BR
WM, gk, B UIEES) 2B LnB 5.
13.2 ALE

TLROVBEEFKESELEDIT, VT HDVIFHIEEFED
BEEEET 5.

FSEITH T BRI OB B 5 O TEILZHFL TR 5T,
BEZNIEDD, LEERILTESER L,

14. BRALEDEE

14.1 FEBIRFEOEE

PTPEEOHEANIPTPY — F SR L TIRAT 5 X5 FET 5
&,

PTPY — b DEMKICE D, BV A RERBICHA L, i
BEAEZEIL THIRBRAASOEERSHEENRET D&MD
%,

16. FEYBHEE

16.1 MARE

16.1.1 @FERABTICY L > RO B E LTS5 100 205 U40mg% &
B 28R%Z, SARO2RMANCHEERROZEG Lz E (Fifn=5~
6) OMEFT L > RO VEEEEL. 5MO10mgfk 58 TIX2#TF
EIES (11.5ng/mL) KiETH o7z, 20mgTiI6fIH24] (13.1.
18.3ng/mL) T. 40mgTid6fH|H4%] (13.8~79.3ng/mL) TH#52
R icb Mgkt s nsz.?

16.1.2 EFERABT (0=6) 1. 7L > ROYEEL C20mgZz&H
I 28R, HAEO2RMANCIHIRTHMKERORE L & E,
MEF7 L > Fo U EREL6HF o1 THRE54HE (27. Ong/mL)
E7THH (19.0ng/mL) 12, Blo1pIT7THH (11.7ng/mL) 2. F#
Fhb Iz, X TEERA (11, 5ng/mL) KT
Holz.?



16. 1. 3 EYIEHIR SR

7L RO EEHE3dmg [h—7) &R0 8E35megE, /O
F—N—FickoEnEnlgg (FL > ROCEEE L T3bmg) f@kk
A BT IR RERE O S L Tl REbRREZEEL. 5
SN-HYENRE/NT A —%4 (AUC., Cmax) I DWW TI0%(EHE X [H3%
I CHREHRNT 21T o 72K 5. log (0. 80) ~log (1. 25) DEIPHINTDH D,
W1 D AW E R [ S A TRR S .Y

(ng/mL)

30 1

—o— 7 L 2ROV Mg [h—17 ]
—e— RO §E35mg
Mean+S.D., n=63

251 Tl
201

151

TSR

101 |

0 1 2 3 4 5 6 7 8
Ee5%ORsHE (hr)

HIEINNT A—F BENT A—H
AUCo-s Cmax Tmax T2
(ng + hr/mL) (ng/mL) (hr) (hr)

TV ROVESESmg =71 | 46.40+29.25 | 17.59+12.01 | 0.98+0.41 | 1.52+0.17

R0 > §E35mg 46.95+28.06 | 17.514+11.52 | 1.04%0.46 | 1.55%0.17

(Mean*S.D., n=63)

M4 EEEL TNCAUC, Cmax®m /85 A — &1, WEE ORI, (KIORBIEK -

B2 DB R I & o THRIZ D TR S B,

16. 2 WRUR
ROBEBOY L > RO I M e K<, SRyl o b
MTERNZD, Mi—DHEREETH 2R 2 RINOFRE & L
7. [16.5.1-16. 5. 55 H]
YRR R O KA EEE, JEEE kO EmE TEThTh
2. 49% K UR2. 83% THh > /= P

16. 4 {3t
L ROYEF NI TLAKIGERGICED, BimXiTe N TRE
PEED 5N TN D0

16.5 HEth

16.5.1 IR ABFICT L > RO EEE LTS 10, 20 U40mg% &
B 588 %, HEOFMATNCHEEROES LzE & (Fffn=5~
6) DO H1%£A8KH E TORHFHEMEARIZ0. 656~1. 41% CGR{TFEI5{#)
ThHO, BERBICIDPARLBETROONLEN D, TDIEFEALE
IR G R E TRt S N O

16.5.2 FE@Enict: (PARREZ60 AR, n=8) KUNEMLH (PARRH65
WLl b, n=8) 122l o XA —N—ETT7 L ROVEF NI TA
KiaEREO (FL> RO el Tomg) KOEIRNSTE (7L
S ROYEEELTO Img) #E L., #5%48K M £ TORP RS
ZHRELEZEE. FROBENGELNTNDY

)
R
IR 5 AL
I it 4.7 111
i 1.1 1.25
# 1 R

16.5.3 PARERZCME (n=23) 12/ O XA —/N—ikT, 7L > RkOor
s & U C5 K U3omg % & 9 2§ 2 5 A& O 2R ETRiTIC BRIk 4% 5
Lz & &, #5848 £ TORPHEM B DKM EEMEIL (35melE
/5mg$E) 131. 02 ThH-o 7.0

T SRR TP
(mg) ) It Q0 F AT
355 8: g 1.02 0.79~1. 32
PRy TYEAD

16.5. 4 ¥ TN =RBICBWT, BRBLticy L > Rorvge
LTClomgZE 2 A9 28Eklz, HoRO#Es GHaED2, 1. 0.5KH
Al EBKO2EEB O 7 0 XA —/)N—%) L& (h=49) O
Be 514360 £ TORP YRR CGRAPEEM@) 1 #R2, 1&X00.5
RO 5 TIZZNEN12.681 g, 8.88u gk 6. 78 gTH D,
P R2ERIRTICR G LB ANRDEN >z, — . HIREERKLU2
RO G TR < NERRA KM TH - 72,9

16.5.5 WSt CTirbh iz dBRICB W T, ERgLticy L > Roris
LTClomgz&ad 2ERlZ, K I—b—XEAL>PPa—X&
FIRFICHEER DS Gy OXF—N—i%) LizEE (h=40) O
%5 %24RF B E TORPHRME CGRTFEHEME) 13, K (19.20¢9)
ZREBICERLAZBAEEEXR, J—t— (7.43ug). ALY
Pa—RA 6.771ng) TIEHKI60%HA L=, 9

(B AR DORESNER VAR Y L > Fa Vs U THELFZmETH 5.

17. ERPRRRIE

17.1 B RVCLZLMCET 558

17.1.1 BEERR

(1) EREDBERER

BT HERERE (AR 529761 1B B52 MO —
HERABRICBWT, 35mgHKl (35mg/i#) 5 OMEHE (L1-
14) BEEOEME (J2552181%) 136.35%TH D, HFEDSmg
(5mg/H) $5D5. 76% & Ltk U CTEBEBINRIIFAS TH >
7= (M), 72, KBEEEEE (%552E%) 2B\ Td, £heE
N2.96% (35mg/iA) K U2.81% (5mg/H) &[RIFREE DB AN
MEZERU. BB, BEMETBWT, 35mgiHl (35mg/il) #
S OFIEMAFERIL. 5mg (bmg/H) &5 ELFEEETH >,
AFABRIC BT 2 35mgHA| (35mg/i) D%Vl k 516841+
2261 (13.1%) 1228MF DEWER B Sz, BERIZHE R
ETHO., 240k [EIEEREALE (2.4%) . BAREAG 2.4%). B
EE3 (1.8%). BRI (1.8%) %] Thoiz. T/ HRME
i A ET 1681665 (3.6%) IC10FRD BNz, EixdH DT
7-GTP L 54 (2.4% . ASTER2# (1.2% . ALT EH2
(1.2%) Thol. 2B, SrzEBA2HEORIERIZED 517
Mmoo, 10), 11

A (L1-L4) & EEEOHI=R
(P9 + EHERR )

-

=
=

@

IS

o

RN U5
@ =35mg j 1 [=l#% 5
A =5mgl {1

() HemdEEmE (-0 &
w

=

0 2 24 59
50 GE)

(2) BHENERR (B2
PR B LB RE R 1, 2580112 BT 512 AR —E S M kit
IZBNWT, 70mg/HEHGIC L2 EH (L1-14) OB EEOHINEIL
5.1 TH D, 10mg/HIEE5D5. 4% & M&%EEER Lz, £/, KR
BEEBE (1247 A1) TBWTH, TNFEN2 9% (70mg/#) K
U3.1% (10mg/H) EFEEOBEEMMMREERL . 28,
REMIZBNT, TNTNORGIEICB T 2EIEMFEHLII R
BETHo .12

17.1. 2 B (B8)

(1) BINEDHERER
JEAT B ML RRE FR 3650112 BT B 24ER 0 —EE M kiR (B
RABE) TBWT, KEHE O B8R 5 AR IE5mg B A
(5mg/H) #5T12. 2% *EHE (PN Ty hIVT K=, 1pg/
H) T16.7%TH D, *tHIKICKH T 25mgHH (Gmg/H) OIS
PRI E Nz, ZOMBRICBWT, 565 HLRICHEAEL -
TEMED FRE R A RIL. Smg#Al (Gmg/H) %5 TIIAIRIKIC
FEU T8 A%< MAHICE BZ 280 - (M E BRI A 366%) .
/o, 24ERNT BV B M HEHE T O EE D FHE 75 4 RIT5mg B
(5mg/H) %5 CIERIREICTL U T4, 9%E o 7= (s fE i
R67H) . I 51T, EEMEE LU TEES NZEMORREICBNT
B 56 HLBRICHAE U - FlEE O Fii B ir A RIE. SmgHAl
(5mg/H) #5T7.8% XK TIS. 8% TH V. dmghH (5mg/
H) OfBERBHEREITIHERIEAMERICOZ DRI Nz 1919

(2) BIEMAEHER
PARR S B HLERIE B2, 027THIC BT B3ERD T SRR EE
WG IC BN T, RAIO24ERMIT5me/H. 34EHIZ10mg/ H#%
LRI TEDOEBVTHS, 1D

HHT O B o)
¥ e O i B A 4 47%
2018 LA L 0D g igé At D i B 4 90%
HRUR BB A B 51%

# 1 XBIZ K B HIE



728, SmgHlHl (Gmg/H) 5% 0 VCHEHEEEEEINRIT, 1
STBT B 10mg/ A% 5120 A% O EENICBY 55mg/ A% 5
48 DL RD SNz, Fin, BEEEIGIE B
PR RIZAHBE§ % 2 E DR S N TN 5,10.1D.18)

) AKOERRS N NER AR T L > FO Ve U THELEBmgTH %,

18. FEEEIE
18.1 1ERtLR

TV ROVEEIZEONA ROFTTINY A MW ZRFS,
Z v b TRBEEMIESEET 5 ERIICGERRMICH L. 71>
RO BB EMICERDAEN-BEOEEZ2MHTHZ &Ik

0. BURINZERD>SE2,19.20
18.2 BEHDICXT 2/EA

Byka Jrik

LHES

GRBLAE Tl rRoOorEgel T MEMbicksEREbET L > RO

F v k2022 10, 04~5mg/kg/H 2R | Bk & U Tlmg/kg/ HUL LGB THA
WHOBAM 520 AM | RKILICKE 252 3 L 7z,
RS

Y BLAE HY TYL>ROorYEgELT| 7L ROrgs LT0. 5mg/kg/ H DL

F v k2 0.1, 0.5mg/kg/HZUN | BOMKEOHEEIZLD, JIRMHEHICK S HE
RO BANS120 A | HEOBREOWA ZIEH L. I8 IR
RIRE 4% 5 T b EFRBRD B 2 MR L7z,

I B4k H TLrROor@gELT| 7Ly ROrE L T0. 04mg/kgbh 1T

Ee® 0.04, 0.19mg/kgZ. BN | Qa5 UHE 2SN BIERG HE L~ £

B 23 I 1lal, 24F
IR S

THIHI S ND Z & g~ —7—
MUEBEICK VRS N, £k, M
HREFARLERESTITHNE &,
REHOMBIEOTUEZP LU 2. EHE
DIFRRE OMEIE T L > ko g Y
U LKFPEGICEDEML., BEEE
R I IEDMBINTERD 5/,

18.3 BAKILICH T B2HE

7Ly ROorigF by YLK, ERoEERDETIVICBEN

TUEUEDOHRS (v b 1,

bt 24F) BfrozE & BEW

DT 2B 5B TREAKIEEZRRT /RVESN TN
W, REBEOZ v b (SchenkiFfliR) IZHWT, BHHIZ
THRGRERIFEAKLEZEET 2HGRBOK1/6000THD. JKNWE

SEATRINTND, 229,20

18.4 BHE. BaRBEICHT IHE

LoL7p Fiik (S
FEAZDD | 7L > RO E LT EWHA XITHKMREORKL0MRITHY T
0.25~1mg/kgZ1H1ME, | 27 L > RO I N U T LK% 3T
SRR S RO Lzl 5, BBEICHT S
HE. UM, BIRILE 2RI RIS
RO BNRND T,
AR | 7L ROYEELT|HEMABEOR20ERICHY T 5512
2mg/kgz1ALE, H¥ | &oThH, HIEEBLOFHREICE(L
RIOMARD. Hr L6 | 13580 5 NT . I OBEERITHLE
RS BEHERIRNZ EDURI NI,

19. AMMSICEY SEB{LZHIME

HEE= N POsHNa
+ 3H20
HO POsH2
—% 7L ROVEETF MU LK

(Alendronate Sodium Hydrate)

L4 -

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

1-diyldiphosphonate trihydrate

AT
TR
L6

C4H12NNaO7P - 3H20
325.12

HEDHERIEDHMRTH %, KITPRHEITIIIL, LY

/=) (99.5) ITiZ&E A EHETFEWV, 0. lmol/LY T 2=
F MUY LRIRICET %,
Al R K9252°C G, 7o LREIRR)

22. A%
208 [288X10 : PTP]
508 [288X25 : PTP]

23. EFEXEK

1) MID-NET®% fl Wiz &E#E R oM (MID-NET®ZHW/-E 2
HRARF— N EF OB AR E B EF BT 2 AL > D A MUED
U Z 7 MBS 57— N—ZFR) ¢
https://www. pmda. go. jp/files/000249186. pdf

2) HELEF, fh ERPRIEHE. 1995 5 26 : 475-489.

3 MHE. .

EAEESEAE 2011 5 66(3) © 497-507.

1) PPIRYE. fl1. R PG 1998 ;35 : 43-49.

5)

6

N2

7
8)

9)
10)
11)

12)
13)
14)
15)
16)
17)
18)
19)
20)
21)
22)

23)
24)

25)
26)
27)

24.

BT B EMFIRAER (718 y 785 - R0 28
5mg : 200146 A 20 H/&GE. HIFEERHEEA. 2. (1).3))
HERREABFITBIT 2 HEERGHBR (748 <y 75K D0
>8E5mg : 2001456 H 20 H7RFE. HIEEERMEEZEA. 3. (1). 1))
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