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Alendronate Tablets

BIZE, TR
F) EE-BEAEOLATZICIVERT S L

2. B2 (ROBBEICFIZRS LBV E)

2.1 BEENIET NI 7 (BEMENEE) FORERE
PRESHELBEOD HEE [FFHOREBEIELET S5
LIZKD, BRERFRICBI A2ENEAREROERESEL &
%]

2230 0L EFEARZEILTWVAZERIT>TWVWAIEDT
ELWVWEE([7.2 2E]

2.3 KEIDKS &2 WIEMOE AR A K — b REFNIF L
BEIEDOBFED H 5 BE

2.4 ALY AMEDEE 8.4, 11.1.4 E]

3. #HRE - IR
3.1 #8mK
- BRI .
H7e & (1 ) RINA
E% ;Ziﬁ%??fl)vy:h—w\%ﬁt»
7v>PuyMﬁ65%g u—2, #5377 7 —1k
5mg [JG] NN FUTL ATT VY
(7L RuorigelLT S
5mg)
3.2 SFEDMER
IR7E4 & - AlfE WIE - KES - ER BHIO— N
eS| EH I
7Ly RO EBEE & 0 @ —]
smg )G/ 8 JG Fo7
[ERES Es HE
8.0mm 3.0mm 190mg
4. FHREX ISR
BHEFRE
5. FRERIIHRICEIET BER
AHRNOHERICHT->Tld. HRBRBFEROLZMEREE2S5E

12, BHEBREEOZHMPHEL TVWAEREEZNRETHI &,

6. FERURAE
WERAICIE7 L RO Ve LT 5mg 2 1 H 1 6, S5
PREFIZZKAY 180mL & & & IO 5T 5,

B RABD 2 EH 30 DIIEICRS T, Bl kERL)
WA DR ORF OB L BT 5 2 &

7. BERUREICEET 5F2

7.1 FENIKOATIRAT S Z &0 KU OERAY (Cas Mg %
DEBORITEVIXILT =¥ —%2&) . BYR OO
Ale—/EICIRAT 2L, WINEZIHET 280D H 5.

7.2 BEROCBHANOBWER O REEZE RS E 570, #HPH
ICBANERESE DI ENEETH S, RAICELTIZ. UL
TOHEIBIEERT A L. (2.2, 8.1 2]
CEELTTCICay 71 ok (8 180mL) & & HICRAT

5L,

C OfEREESICIBE 2 £ LA AR H 570, KRl EEA TS
DXFOFRTEP LD LN &,

- KEERAR DR ELI0TESTRLLZFOHOERIOE
HEAEBD, BEZKRAHAETHRICES W &

- BERSUSERANICRFA LW &,

8. EEREANER

8.1 AANIMAMETE, BEZE ORI UEFRIEER 25 &2
TEEND DS, FHCEUICRE LaWwEETIX, BE. O
WICEEORIWER P HIRT BN H 50T RAEIZOL
TEEZ+SEE L., BESE52 &, (7.2, 11.1.1 ]

8.2 KFNDEEIZL D, LEEEICET 2R HRESNT
WB0OT, BEA STV, BIEAOBIEXIER (B RH
., BNEIRE NVEORAN IR TORE - BLSE) (1
FEL. BEICHLT, INSDERDPH S bNHFHEIE. K
HORMAZHIE L TEE2Z TS EHEET S &, [11.1.1.
11.1.2 2]

8.3 BEICIX. BEE» S+ ALY YL 2EBRSESZ L,
[11.1.4 H]

8.4 KNI LMIENH BIHEIIE. KBRS HIEA LT
LMFEZEET H L. £/20 B IV D RIEIILY I~
DREBFEOL> L IXITINREBEENHZHFHICIE. HE5H
COBEEITS 2 &, [2.4. 11.1.4 ]

8.5 PAKRAKRL— FRIEHNC LB BEZZ T TVAHEFITBL
T, HEE - WEEBHUANDODONEIEN DB, WESN
T REBI D 2 < DRSS O EE TN 2 BB 2l RHLE S BT
BICEELTREL TV S, Y ZAZRAFELTE, BlbEE.
(b, MEHEEESRE, JLFa X704 NIGE. EHE
R OFEOAREE, ERUBOBESESH SN T WS,
AEIOBSEEETITOENOEIERELZEZ L, DEICE U T,
BEICN LB mReE 2 2. RN LCERMBL TE S
ROBEETBLEHIEET 52 &, AFRESETICBENZHE
BHLE DRI 7 - 75 B ICIERB ORELEZZ BT 5 &,
o, OERNZHERICESZ L., EHNZERBELZ2ZT5
& WM RRHCARI O % BRHERNIC SR U TR 2k
BLBIZTEAROBI S LR ERBEHICTOHBAL. BE
MWERD SENTEE I EBICHER - OEABIZZ2£d 5L
ICHEE T B &, [11.1.6 BHE]

6 EAKRZAA R —NREREZFEHLTCVWREEFICBWVWT, /E
EEEADSEBE L EOBREDSH S, INHOWETIE. BD
B IMEICHIE L CHRBE LEMDRO 6N &6, 4t
B, HiF. BRSOERYHR G, BEEER 222
IT5EHIEET L L, [11.1.7 BE]

J EAKRARRZ— FRERIZEHERL TV AEZFICBVT,
FEAMEME T B NI & B RBBET T, B KBREE®
B AR EERREOIEEREHARE LI EORENH S,
INHOWMETIE, TREIRHE 2 H0EM» 58 n BTk
BRER. RURED. HIEREICB L CRIEEA RO 5N TV ERE
LHHTENSH. TOXDIERDVEO S NHEITIE. X 4R
BMEELZTV., BUZABEL2TO &, £, WEEOERH
ELAHARENEDSH B &N 6. FEITIHEERER PR E/-IGE
21 RO EAOEREZER L. XBREZTO &L,
ERICHE TSI &, X RERICIIEREDIEES:, BHn
BEGIESASNTEBY .. T0O XD 2EAICIET 5 0E 2
T52 &0 [11.1.8 2]



BENESEZETIEEICHT IR

1 GHIE - BHEEZEDH S EE

1.1 BTERH. RiER. BR. TTEBR. XEBEED L

HILERBENH 2 EE

FEREABEREICT L. FBER AR 2 &2 H 2O TERE

BAEAESELIBZENSH S, [11.1.1. 11.1.2 SE]

9.2 BigaLEEEE

9.2.1 EELBRIEEEEDHIEE

(1) EELABHREREDD 5 BEZNRE U BERABITFEM L
Tz,

Q) EROEBERT — Y R—A2AW-EBYRABTICBVWT. B

9.
9.
9.

WEAINT LR OSTHEERGEEEERT S L, (2.4, 8.3, 8.4,
9.2.1 ]

11.1.5 hEMRRIRFERARAE (Toxic Epidermal Necrolysis :
TEN) . BIEFGIEIRGEIREE (Stevens-Johnson E{REE) (W9
N SEEARER)

11.1.6 SEBIRTE - SAEBER (HELRH)

(8.5 ZIH]

11.1.7 NEEBIFESE (SHERH)
(8.6 2]

11.1.8 ABEBEFT. EMABRES B, EMNREEHBEOI
ERBIT (BEERE)

HHERIEDIRBICE AR AR — b 2K 2 ([#F L 7o BHRAERE [8.7 HA]
BEDHIE, BIZ, BELXERERERE (eGFR ¥ 11.2 ZDtDEIER
30mL/min/1.73m?2 £i#) T, BHEESTEEOBRE L HELT 1 ~ 5% 1%k 4 7 A
&ALy AMEE (RIEMIE 7L 7 L (ESS 8mg/dL ki) O IS, B - OB | DR, B8R, (85 MRE. A
URY DI LT EDRENH B, [11.1.4 BHE] . EAHE - B, BYCRIE. |IBIE
9.4 &ERER BT BE BE N . ON
- ) PR W s ) s %, BETHEE, 5
TR 5 TR OB 5 ZHEIC I, R E ORI A k% £ - oL
% ¥ SNBHEERICOARETH T &, 6. R IR BE R
YRR AR R — P RERNLEEE ICHD A E NI 2 B ER H, B, fE
NREZICHREEN S, 2BEEANORHEEBIZEAKRA R A — 1 %z TR B %
REH O E5R - BEICHEET 5, CARRART— FREA O THIERR
kD SR E TOHM & fEEE L OREIZBA S 2 Tidh L, . g I, PO, B AL
0.5 KM Rlele PR - BRI . 05, HHS
HEIR SRR LT\ A TR 0 5 2 O HE 113 Wi E OB ﬁd\(@mﬁ?&i
Wikt E B 5 EHIF S NBIBEICOARET 5T &, i b AETOCY
= =N v
9.6 1EFIE ET%), gk
BELOERENOBAXREOEREZEE L. HADOHME X e
IR BETT A2 &, FFHEERE (AST
FERE (v ) TTLY R rVBPATFICETIAZE JFF ek 5. ALT E&.
PEHESNTVS, y-GTP F57%)
9.7 IR i BUN _E5. #HR.
INREED BBERTE A IR & U BRI M LT L L, HrRIERE
D F . [
10. EE/ER AR - SRR D E 0, A
10.2 H#EGER HRAICSEETBR L) R, SRS
| 45 BRI - 1 e - ERET %muafu #
WS Ly 2 TR | KR ORARD % < & | KARSMOBA 7 > W - BT ol
LEQSIREEHET 5| 30 &> THHMRA|(Ca. Mg) EFL— ﬁg‘ﬁﬁ W
EOH THIE, NERRT A5 END =
AV f 5 HDT, fHT 5 EAHA B - iR ARHER (EE)
HIELF DIRZETSE S, L Mg KR, 1
< 7R LB AR B0 oL LR
- RES s, B
1L ﬂfﬁ ) o ‘ - K (0T H Rl
WOBMERDHEDONZZ ERHZHDT, BIEZ+7I2/TW0, AR ). A
BENPRD SNIGEEIZERE 2 RIET 570 EEY) 2 0UE = 1T R
?:to - i Bl AT u—|IMEZE 13T
BI/EF O#EE 1 Smg A (5Smg/H) O R akER &% O E JVE LR, B, |(ERALE. B
BB AR & D B L, e (8), w|%)
. #5] F$E. ME7 LT
111§*dﬂ¢ﬁ _ I UET, KR
.11 ]iE - ORARS gl VR, TR, B
fiERE [fEssl GEEREE). fEkeE EERE). AE HFE. B3, B
BE (0.04%). BER (0.2%). BEUSA BHEARH) b TR . FEEL
Sbhh. HilzESEENHS.]. OBENEE BEEREHE) » K3 AE. LDH
BEDNDC END D, MIETER (i, Fi. &im. 5 ﬁéigKiﬁ‘

THEE., BETE. BE MR e, DERENR. OB
FIE - BLE) ICHEET S &L (8.1 8.2, 9.1.1 ]
1.1.2 B - TZEBRESE
(i) & - +=1EBEE (0.4%). HlEE%R (0.02%) »
HoONZIEND B, BBEXIFER (HIN, T, Ef, &
JEEE. DEMRE. LESARERORR - BAE) ICERTS
&, (8.2, 9.1.1 ZH]
11.1.3 FHEEEE. B8 (WINLHERR)
AST. ALT O ERZ 45 RS, BE S obNL I LN
H%o
MN.1.4 EAHILY Y LIE (0.2%)
BE, 7y -—, LUN, KRESEH. QT EEFZHESIENL
VULMEAHEDNEIENH D, BEVPROONIHEIC

E) BEMH» S ARIC, IS, HEEBICZEE R/ -TX57%
BMLWEAZELDZEPHESNT NS, BB, 1 ZTLEAEPEE
FIEIC K DBRL TV S,

13. BEKRS
13.1 fE4R

EAHINL T LMEE. KD VERIAE. SN EERE(LERE (B
TE. B, mER. BR. VIBES) PRETLZEPH
%,
13.2 @&

FLY RO VBEREESEL-010. LY HSHW0LITEIERRS
DEE%ERET 5,

BEICHT A HMOBEEN D SO TERZFEFRLTIEES
I, BERULEED. EEERILTESESZ &,



14. BALOFER

14.1 BRIRAIFOER
PTP @D EH|Z PTP ¥ — b2 6B LCTIRAT 2 & 58
BI B,
PTP ¥ — hOHEEICE D, FEVHI A EEREICHA L, &
ICREAZE L THBIRARSEOEELAMEZHET S &
BH B

16. FEMENRE

16.1 MRE

16.1.1 BEBEABEFICTL Y Furyiie LT 5, 10, 20 XU'40mg = &
BY HHEAIE . HEO 2 BEIATICHERORE Lz £ & (F8n=5~0)
OIMEFRT L > Fu VEBEIE.S KU 10mg #5H CR2fl cERRA
(11.5ng/mL) KiTH o7, 20mg TIF 6 Hld 2 Fl (13.1.
18.3ng/mL) . 40mg T3 6 fl# 4 ] (13.8~79.3ng/mL) TS5
2 BfIC b A IcH sz,

16.1.2 BEKAET (n=6) . 7L > FOorvEEE LT 20mg Z2&HT 5
SERIE. BARO 2BEIRTIC 1 B 1 B 7 BREIRERO®RSG Lz & &, MiE
FY LY RurBBER 6 FIF0 1 fltiks 4HE (27.0ng/mL) &7
HE (19.0ng/mL) i\ Alo 1#l<c7HE (11.7ng/mL) 2. #h*
nbhIpICEHS N TNCERRA (11.5ng/mL) KiETdh o7z
2

16.1.3 EWRHEZE R
7Ly RorBsESmg [JGl &R0 VEESmg &, 70 R4 —/\N—i%
kD ENENTHE (FLY FurEré LT 35mg) EHERABFICHER
BEREOHRS U CmEERRELFREZHIE L, 55 - EYEe 5 X
—% (AUC. Cmax) 122\ T 90% EHIKIEIC CTHEEHRITZ 1T - 7-4E
£, log (0.80) ~log (1.25) OHEAMNTH V., WA DOEMZIFSHE
PR SN,

(ng/mL)
4571
40 r
357+
30
25t
20 1
15+
10 +

-o— 7L ¥ RuvEE#ESmg ]G]
-~ KJ 1 EESmg
Mean=S. D., n=29

FERC OV CONBES

4

3

0 1 8
B 5% ORM (hr)
EMFBEINTA—F

HEINT A —F BEINT A=

AUCo-s Cmax Tmax T2

(ng - hr/mL) (ng/mL) (hr) (hr)
TVyFEgjmﬁsmg 81.6+41.4 | 32.0418.5 | 1.6+0.9 | 2.10.8
AR+ u $E 5Smg 90.7£50.4 32.1£17.3 1.3+0.6 | 1.8%£0.8

(Mean+S.D., n=29)

MEEFEEEN NS AUC. Cmax 0785 A — 13, #iEE ORI, (kK
OFRENEIEL - BRSO REBERMIC L > TR ZFREMEN D o

16.2 DRUX
ROBESHROT LY Fa VBRIEMEFREMSKL  EYRINOFHs ¢ &
BTz, FRAHRE A TR OEIZEE Uiz, [16.5.1-16.5.4 ZHE]
EENFAROLMTFHEIR, FERERVERE CTNETN 2.49%
KU 2.83%TdH 74,

16.4 {X:5
TLYRaYBF MY AKHERESIC KD EE e b OREIEER
DHENTWVREN,

16.5 HEitt

16.5.1 BEFEHRABFICT LY FurvBE LT 5, 100 20 XU 40mg 2 &
BI 5EH % SHEO 2 BREENICEERORS L L& (8 n=5~6)
D5 48 i £ TORPHHIERIL 0.65~1.41% (AFHE) TH
D BERICKAPEBLEIRDONGEP o1z, FOIEEALIIERSR 6
HERE TlcHR s N7z,

16.5.2 @ttt (BARRM: 60 Ak, n=8) RUEMZME (FI#EH% 65 %
Dby n=8) K27 O0AF—N—3ETT LY Fuyis Y7 LKA
MEED (7L RFuorEEE LT 5mg) RUERNSRE (7L Ry
e LT O0.1mg) 5 L. %54 48 B £ To R HkitE 2 HE L7z
L&, TROBRPBLNTHSY,

vy FREPBRERD (%)
RIRNES EOms
FEmlinE 44.7 1.11
il 44.1 1.25

) AP

16.5.3 WAL CITbNZRERICB LT, BRBLEICT LY Fuo Ve LT
10mg &6 T 5§Ehl%. BERO®RS (BEO 2. 1. 0.5 KHE#. B
BRO2EMEO SO A4 —N—1E) Liz&E (n=49) 0&5H#%
36 B E CORPERIE GRATI9ME) 3. $& 2, 1 XU 0.5 R
DOFETIEENEN 12.68ug. 8.88ug KRV 6.78ug ThHD ., #E 2
RRRNCHRS LA RbZh o/, — A HABERKRD 2 BREEO%
ST PEERA (Ing/mL) KisTd 727,

16.5.4 L CiTb N7z BRICB VLT, BARBLEICT LY FurBe LT
10mg Z&HT 58EH1%Z. K. I—b—dF L > VY2 — A ERIICHE
EROHE B OAF—N—3) LicsE (n=40) OHE% 24
ME CORPHRE GBEESME) 1. 7K (19.20pg) ZFRBICERL
e E AN a—— (7.43ug). ALY YVa—R (6.774g) T
134 60%3E U728,

(1) AROERSNHERVARRI7 LY FOvBEe LTI AL
5mg Th 5.

17. BRARRGAE

17.1 BMERUCRLMICRET B5HER

17.1.1 BEEMER

(1) EASIERER
BITHIEMERERE 207 flICB 1 % 48 B O —EEMRE (B%E) I
BOWT. 7Ly RariEr b LKMmEEs (7L Farvige LT
Smg/H) DEMEEEOEME (85 48H%) 136.2%ThH 0.
FICH U CHEICERE (unpaired t-test) 2 BEEEMIEEZR Lz,
F/-. BERA 12 BM%RICIE 3.5%DBBEEMNZR L. NEEICHL
THEHIICERE (unpaired t-test) % BEEHEIRSED 5172210,
AHERICBF27 LY FuyElr M KRS (7L Yy Fa v
& LT 5mg/H) OEIWER ORISR 18.6% (19/102 f) <, FxzHl
TEFE BT 2.9% (3/102 ). B 2.9% (3/102 fl). #&(E 2.0%
(2/102 %) HFE W 2.0% (2/102 ). HEFE2.0% (2/102 ffl) TH
S7z. BFABREEREFEESHOFRFTSEEIL 15.2% (15/99 1) ©. 4
RHEEEEZEIE LDH L7 (5/99 fi). CK _EF (4/99 ) Td -7z
ETHEHRERE 120 0IcB1 5 96 AR OEIRESRBICBVT. 7
Ly Rayir )oKy (7Ly RaovBe LT Smg/H) #58
DOIEHEFZEOMMNE (5 96:81%%) 1£8.7%Tdh > 721,
AHEBRICBIA7L Y RayEBr MUY LK (7L Ravige LT
Smg/H) HE5EOBIWER OFEFAEIL 23.0% (14/61 f1) T, E4Fl
TEFIZIES (3761 Bl). BB (2/61 fl). REERAHRE (2/61 ) TH-
7o BABEEREELZBHOHRBEE L 8.6% (5/58 1) T. EREERBK
EEEFASE LDH R (3/58 1), CK ER (2/58 i) TH o7z,

(2) BAEMBERER (B85)
BT v AR E B ERHEEGER IS L - RSB HEEREL I
KU 10 FEEOBBEMRICOVTHE Lz, ZO/ER, 7L Fa vt
MU LKE) (7L Ru Y EE LT 10mg/H) 5 OEHEEEEIL.
7Ly RaYBF YT LKRYE SR REN LT 5 LR S
. HERFIGRF S B L € 10 R TROEH#EEEIL 13.7%EM L 72,
EIREIC, KEREEAEEHEL 6. 7% L 712,
BB, BHEFZEEEIMNE. BRICBIT57 LY RavEgS b LK
(7Lv> Ru v LT 5mg/H) #EREEBNMCBTST7 LY N Uk
L LT 10mg/HEEGHTHELUT 2 2 ERENTVR S,

17.1.2 BrHER

(1) ERSIERER
ETHEHRERE 365 0IcB U5 2 EM O _EEREERE (BiFF
) IKB W, BB EOFTRBITREREI 7 LY FaryBrry v A
KA (7L RarEEE LT Smg/H) %57 12.2%. HEHE (7)1
TrHIY R=)b, lug/H) T16.7%TH V. MEBEHEIIHT T L >
Ra B U LK OERSESBRES Nze ZORBRICBWT, #
5.6 n AUMEICHRE L MBHEOHBRBITRERIL. 7 LY Fa v b
U 7 LAKFIYIR S CIE A IRSRICH U C 8. 4% K< MEHICERE = %272
7o (HERHEREDR 66%). F7-. 2 FEICHT % HEHETOEROHIR
BIFFEERIT LY FOyBEF b7 LRSI EEICH LT
4. 9%(E» 5 7c (FERHEREADR 67%) 1919, 612, ERREE LTE
fEshi: 3EFMOBEICB VLT HEE 6 n ALDBEICHAE L7 B O
HETRERI. 7Ly FayBF M) 7Lk (ZL>Y Raovige L
T 5mg/H) 57T 7.8%. *EET18.8%THN. 7L Fu v
N LK OB R G HEABIRMEIZI R 3 FEMIChVERS N
f:lé)o
AHEBRICBIA7L Y RuyEBr MUY LK (7L Ravige LT
Smg/H) H5ORWEROFBSEEZ 23.2% (44/190 ) <. E=EIE
FIE 8 % 5.3% (107190 ). {E# 2.6% (5/190 fl). BEE
2.1% (4/190 ffl) Th-o7-. BEERBEBEREEZHORFHEE I
14.5% (25/173 fil) <. ELHERABEEBRELZHINE/ OV ET
(6/173 fl). ~~ 27w METR (5/173 ). v-GTP k& (5/173
) THotz.



(2) BHEMAEHER (B5)
PR B RERE R 2,027 BllIcB 1T 5 3EMO 7St A B EER
EREICBWVWTC, BP0 2 EMIET LY RavEE LT Smg/H. 34H
13 10mg/BH5G LIcERIZTEOEBY TH B,

B O BITHHIR (%)
HafEHE D FR B 47%
2 AN EONIBEHEDFR AT 90%
HORKRR B LA B T 51%

E) X #RIC &L B HE

BB, 7Ly RarBES LK G E O R R
L RSB AT LY FuYEEE LT 10mg/HIES 12 » A% OEE
ENICBT 5 Smg/ A5 48 BHOEICELESRD 598, F
Fen T LY U VBT BT LOKHIMI OB B IR A & BT RIS
HHET 2 Z EHHER SN T VB,

(F) AFROERBSN-HAERCHERE 7L FoyBELTIHLE
5mg TH 2o

18. ERpEIE

18.1 {EFtER
TLY RO YVBIEEDONA RuFxo 787 A MIBRWHHIAEEZRS. Ty
NI EMASEET A BEEREIGEIRMICOA Lz, 7L RO V@
BIEEMAICH DA E N/ B ZEOEEZIHIT 52 LICE D BRI R
Q\ét}—éw)*zl)o

18.2 BERAMIXT B1EA

yinE
SRS v b2

ik
TLyRarEge LT
0.04~5mg/kg/H 7z In5

R
BRI X 2 BRED %
Tl Rur s LT

FWHOBAS S 2 » AME |1mg/kg/BL EORERT
wE-TS BRRILCEEE 52T
WL 7z,

PREEE S v b2 FTLYRurEELTO0.1,
0.5mg/kg/H %I HD
BHPS 12 » AEEO

#5

TLYROorvBELT
0.5mg/kg/HD 1 FEHORE
51 & 0 IR &
2 EHED B RO % 1
U IREIERGH T v b EFIRR
DEREEMERF L.

FLyRarvE@eELT
0.04mg/kg DL ECER#
[El#5 U SN BE IR IR L
NVETHHE NS Z L,
EALZN~—h—ROEBE
BICEORENTz. 72018
wERELBAKILEREY
FICHEMS ¢ KEEOHER
HOTUEEB IR LT, B
D REDBEIXT L > N
=07 S W AP PN it 7k 3
Bk B ER
EICIZIEDHEBENRD 5
7z

JREAEH b p 2.5 FLrRariBELT
0.04. 0.19mg/kg % B
% 2812 1 |, 2 £/

[ Rates

18.3 BEMILICHT BRE
7L RayEEF b LK EEOBEBRADETFLICBLNT 1 E
MEDHES (v h1E, b2 E) 2iTozL &, BERD Z20H S
L2HREETCIBEARIEEZ RBT 2EENBON TRV D, KE
BIED T v b (Schenk FHfiZR) ICBWT. BRZMNET 2B 582138
AL BET HHREEDN 1/6000 TH Y, [RWEEREMARESN TV
%)26)0

18.4 Bi&E. BiINaRBREICHT 2HE

oy fE Fik iER
EHA 228 FTLyRar@geELT ERA XICHKRAROLK 10
0.25~1mg/kg# 1 H1 |fERICHEHETS7 LY Ko
B, 3 EREORS CERT N LK E 3
ERRORE LA B
BT 2R, WG
i BEALEZ R IATRISER
HoNLENP Tz,
FHA 22 TLyRarigeLlT HRFAEDK 20 f5&1CHH
2mg/kg Z 1 H 1EL B |H92K%5ICL->TH B
BT O AR, BHTE 16 BRI | BEBOBEREICE(IX
o5 B 6 nT BT OEEEE
IRt LEEEE2 50 &
PRENTZ.

19. BRSICET 2EBEFHFR
—fE% 7Ly Fu v b T AKMY (Alendronate Sodium
Hydrate)
: Monosodium trihydrogen 4-amino-1-hydroxybutane-1,
1-diyldiphosphonate trihydrate
C4H12NNaO7P2 - 3H20
325.12
HEOHEREOHEKRTH %,
KIZRREFIT L, T4 =)L (99.5) IKIFLAEETH L,
0.1lmol/L 7 T VEE=F 1+ 7 LARKRICIE T .

b4

SFR
DTE:
[ 7N

HE
POsHNa

HO PO:H:
AR 252°C (AR 7072 LEZIRMR)

22. G
100 8¢ [10%¢ (PTP) x10]

23. EEVHL

MID-NET®% Wz fEEROME (MID-NET®% W\ /- B 24K R
AA— MU OBEHEREREICB I AENIL YT LAMED ) A7
T 27— N— ZF#E) :
https://www.pmda.go.jp/files/000249186.pdf

REYERE fih 0 EEPREEIE 1995 5 26 1 475-489

HENER L YR RIS R

PRHE i : 2B CHHE 1998 ; 351 43-49

BICBITA80E B (R o8 Smg: 2001 6 A 20 HA&RGR.
HFERHEE ~ 2. (3)
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