20241 AEGET (1K)

BfE © SRR
BHHAA : 35

BRI CEA]

HAFERm D HES
873999
RS f7ERd s

22300AMX01095000| 2013 % 12 A

EazRs LY ROVEEF MUY LSE
U2 FO 5 35mg [JG)

Alendronate Tablets

BUEE, TR RY
B R -EMSEOMSZICIVERTS L

2. 22 (ROBEICEFBRSLEBENTE)

2.1 BERAENIIT AT VT (BEMEREE) SOREER
FEESEIEEODH HEE [(FROREBEBIELET 52
LIk, ARERFRICBYABIEARHOBEESEL &
%6l

22303 E FARE I LTVWAZ LR >TVNAI EDT
T VWEE[7.2 BIR]

2.3 KROS5 VIO 2R XK % — REFNITH L
BECEOEERED & 5 B

2.4 ALY LAMFEOBRER.4. 11.1.4 BHE]

3. #BAE - MR
3.1 #AA
- RS .
Bize 4 (1 g6 VRAIA]

D-v> ==, &tLno
—Z, ZUAAILAT—AF
ML, ATTY VBT

7Ly Rury|HE 7VvyFRFurigEs b
B $% 35mg|Y v LK 45.68mg (7

MGl vyPnyﬁth3mg)*y7A
3.2 "HFIDMRK
WRE |- A - k&S - R L
Eqin) i} (R
FLyRuy |BEos
B $& 35mg|M & © @ @ JGF15
[1Gl FE
BE FEE B HE
120mm 6.0mm 3.9mm 220mg

4. MEEX SR
BREFRE

5. MEENIFHRICEHET BER
KAIOBERICH 72> Tld. BRBREEROEMERELSE
12, BHBREEORHPHEEL TV AEELZNRET ST &

6. FENUHE

WHE. BRAIKIE7 LY FuvEEe LT 35mg # 1 ERBIC 1 E,
FHRC PRI IC/KAY 180mL & & B ICREOHET %,

B, KRS R ED 30 FEEICE 6T, hE kERL)
A DOEEF| DOFFIBELS BT 2 C &

7. BERUHBEICEET HER

7.1 BENIKOATIRAT S Z &0 IKESOEAY (Ca. Mg 2
DEBORFIIEVWI ATV —F —2&T) . BYROMOE
Al —/EICARAT 2L, WINEIIHIT 2820 H 5.

7.2 BEEXORBHANORMERA O BEEZE NS E 570, LD
ICBWRANERESELZENEETH S, RAICELTIE. M
TOHEIBICEET A &, (2.2, 8.1 BE]
CEELTTCICay 71 ok (8 180mL) & & HICHRAT

BTk,
COfEREESICEBE 2 E LA D 5720, KEIEZMA TS
DXIEOFRTE» LD Lt &,

KB ERAR. DL ED 300 THEZOHORNOE
HEED, BEERIST RIS BV &,

c ERUSERRNICRA LW &,

8. EELRELXNER

8.1 AANIMANESE ., FES ORREIC URATREGER 251 E#E 2
TEEND DS, FHCEUICRE LaWwEETIE, BE. O
MICEEORIERADPHEI T 2081 H 20T, IRAEICOV
TEELZOEEL, BESEZ L, (7.2, 11.1.1 BHE]

8.2 ARIOEEICKD .. EIHEIEICEAT HREIERPHESINT
WBOT, BEE STV, BIEHAOBIESIIER (B RRN
B, WENEUIME NREORBE L o R - BALE) I
FEL. BREIIHLT, INSDERDPH S bNFHEIX. K
HORMAZHIE L TEE2Z TS EHEET S &, [11.1.1.
11.1.2 2]

8.3 BEICIX. BEE» ST AINY YL REBRSESZ L,
[11.1.4 HE]

8.4 AN LMIENH ZHEICIE. ARFREFIEAH LYY
LIMFEZRET A E, T2 B IV DREENIZIEY I
DREBFEOL> L IXITINREBENHZHFHICIE. HE5H
CHREZITH T &. [2.4. 11.1.4 28]

8.5 PAKRAKRL— FREHNC LB BELZZ T TVAHEFITBL
T, HEE - WEEHUANDHODNEIEN DB, WESN
7= RE D % < DRSS DEE IR 5 2 5 EEVLE S BT
BRICEELTHRBEL WA, YUAZETFE LTI, BES.
(b, MEFEEESRE, JLFaXT704( NIGE. REHE
Bk, OBEOAREE, BRLBEORFE T oN TV S,
AEIOBSEERNITOERNOEIERELZEZ L, DEICECT.
BEICN LB mReE 2 2. BERNLOERMBL TE S
[ROBEETCHEL LHEET 52 &, ARIRSHICEERY 25
BHLE S BEIC 72 > 2B A I ARF O REEZ2ERBT S &,
T, OFERZERICESC L. EHNZERBEE 2S5
& HRBIZEZRICARIOFER % RmAHERMICERN U CRIER Lk
BLBIZTEAROBII S LR EXBEHFICTOHAL. B
WRDHOENIBEICIE, ESICHER - OEARIZZ29 55D
IR 5T &, [11.1.6 ]

8.6 EXAKRAFRA— FRERHZFHEHL TLAHEZFICBVLT, SN E
EEEESFHELIZEOREPH S, CN60OHRETIE. BED
B IMEICHIE L CHRBE LEMD RO 6N En 6. 4t
E%. HiF. BREEOERPRBE T, BREARRZ%2
IT5EHIEET L, [11.1.7 BE]

8.7 EAFRAKRA— FREAZERHAMFHL CLL2EHFITBVT,
FETMEME ST B 2 NI K B KRERBEF N, RS B ek
B MR EERREOEEEHARE LI EORENH S,
INSOWMETIE. TLBINTE 2 H0E» 58 » ARTICK
BEER. FZRLR. BIBEEREEICHB W CHIBNE AR 5N TV 5 HE
HEHBHENE, TOXDIRIERPEOONIZHHFITIE. XiFE
BEEZELZTV., BULZAEBELZITO &, 2. mlEO BT
ECAHARENEDSH B &N 6. FEITIHEEREH PR XI5
IZiE. RAEIOIMUIOEREZHER L. X BREETORE,
EEICBEET A&, X ERERICIBREDORES. HHHN
REGEFFRSALGNTEY . Z0O XS RiGH ICIZEY) 74 08 %
T52 &0 [11.1.8 2]

9. BENERZAIDEBEICHI IR

9.1 SIHE - BIEEENSGZEFE

9.1.1 TR, BEX. BR. TTEBX. XIEEBEFD L
HILEEEN S 2 EE
EECHLERICON U RIBUER 2R 9 C &2 5 B D TERER
BrBElsEsBTNPH 5, [11.1.1, 11.1.2 BE]



9.2 BikaElEEERE

9.2.1 ERLBEKERESDHZEE

(1) EELEREREDD 2 BEZNRE Lo BRRHBIIERL
Tz,

(2) ENOEBEHRT - N—AZAVLEZERECBVT, B
HFRE DB I E AR AR — b REEA 2/ L7z BRERE

11.1.7 AEESIRE HEAH)

[8.6 2]

11.1.8 KBEBEF N, EMIAIREEHE. EREEFEEDIF
EREH (BEEAH)

(8.7 Z&]

11.2 ZOfthDEIER

BEOIE, I, BEELBEHERERE (eGFR & 1~ 5%k 1%k S ARBA
30mL/min/1.73m? Kiffi) T, BHRESEFORBE LHE LT B DB, . B, A SERR. CINE
EHIL Sy A ME (FHIEME /LS 7 L EA 8mg/dL Ki) @ RN - BE RE. EHEEE BREE 5
U R DU L OWES BB, [11.1.4 BHE] R ERGUE R PR, EE NIER
9.4 HIBEHEEET BE ks %E«%E;@g@ﬁi
FIRT B ATREME D & 5 ke ICIZ, AE LD BERE S k% b CU. B, (E
m5&EHSNBHBEICOHEETHT &, . TR, B4,
EZARARA— bREHNIEEFICHVAEN-RICEEEER HIEAR
ARr IR ENS . 2EEBRAOKHEIZE AR AR — b [ — RIE. OB, BAH. B
REHOKREE - HRNICHERET 2. B XK R A3 — FREH O B, B
k7 6 iR E TORAM & fEtE & OBIEIZER S A Tldk L, A (FRIIERER
9.5 1Fi® . NEZTE Y
= . oy P N y ki3 ETRE), 5k
FEARSARHEIR LT L B ITHEME D & 5 T IC I, G E DA R S LA
PlatE %z EE s M S N AI5EICOREET S &, b
9.§ bR o - FrHRERYE (AST
BE L OBEREROCBIREOE L 2 EZE L., RADOMKEY P A E5. ALT L5,
W IEERET 5 &, y-GTP L5F%)
BER (Sv ) TTLY RuryBEASAITHICEITTAZ & 2 BUN t& SEFR. PR
PHREEN TN 5, T FEE O E O |EEEDE L, A
9.7 VR AR - AR S MR
INREOBHBEE TR E L REBIZER L TV, RN
(#6) ™. #HA
10. HHE{EA i - BiER . EED. 5
10.2 HAEER HAISERT L) i
| BRFRRER - $&18 4 1% W - falEE T B - RS R (FE)
AN I L TR | REIORAZD % &\ RBIEZMOBA + > ERE S miEYy &, 1Mm
LEOEBAEHET 5| b 30 &> CHLRA|(Ca. Mg %) FL— wEHY L LR
Feqmy TBHZE, FEEHT A EHH BER (7 SES .
H I LRREH] DT, BT 2 EAH iR ;ﬁ@ gf;’;ﬁj ﬂﬁﬂijﬁ" £
THIER A DN EENEE S, Hﬁ%
SCEPLUIN L : —
flofe. B8 (). |MEFE. LDH
1. BIfER ?f%’ﬁﬂﬁ*é\ Ekjrﬁf’i RN =R
WOBIHERH S 5N ENBEOT, BEEFHITL, S e | R
FHDBO 5N HAIIRG ERIET 5% Lt o LB 217 ot s, RARE. T FHE
5 Z &, BIFROSERE L 35mg 87 (35mg/#) DR & ECH (EEA
R EHEAREREO S IV ER L, . B, CK
1.1 EXREEHA L7, MBS

11.1.1 RiE - OZFAES
fEEE [REsl GEEARH), mElkE EEARH), fRE
BB GEEAH). AE% (0.3%). BEULA BEEARE) 72
bobn, HIzESGENHB.]. OENES GEEAH)
BHOEONDZENH B, BEITER (i, Fii. &,
WENREE, BENE. RENE. B0, OENERR. ONE
DOFBE - BLE) ITERTHT L, [8.1, 8.2, 9.1.1 &E]

11.1.2 8 - +=igigE=
(M) & - +2EEE (0.3%). HimEE%R (0.2%) 7
HobndI END D, BFEEER (i, Fim. &, k&

. DEEE. EERARBRORR - B(E) TERT D
&, [8.2. 9.1.1 &[]

11.1.3 FHSRERES. BE (L3N HERR)

AST. ALT @ ERZ S RS, BEFHOobNL I LN
H5o

1M.1.4 &AWV D LMME (0.09%)

B, 7y =—, LU0, REYHE. QTERSZMHESEAL
VILMENHS5DNEIENDH D, BEFPRDONIERIC
EHL YT LRIOSHREGSE2ERT DL, (2.4, 8.3, 8.4,
9.2.1 ]

11.1.5 hEMRIIFFEFHFAE (Toxic Epidermal Necrolysis :
TEN) . REFSIRIRE(IREE (Stevens-Johnson fE(REE) (9
NHSEEAE)

11.1.6 SABIRIE - SEEEHEX (0.03%)

[8.5 28]

) BEME»SHH BRI, S, BEEBICERERT L%
BLVEAZELS I ENRESN TV D, 55, BEALIPERE
HIEICRDERL TV,

13. BERS

13.1 fER

EAH LT LAMEE. AR VERIMGE. BN EEE(LERE (8
e B, s, BA, VIEESE) PRRTH2EPH
%,

13.2 L&

FLY RO VvBERBAESEREHIT, IVTHBHW0VITHIERAES
DHERERT 5,

BEICHT A2HEOGEHRESHHOTIEEZFERL Tldk s
I BERUEL,. HEAZEILTESE S E,

14. BRALOZER

14.1 EFIZMAFOER
PTP B2 DEANI PTP > — 6O LTHRAT 5 & 518
By5HTL,
PTP ¥ — P DORRHKICK D BLHAAEEREICHA L, B
ICIFERILZREC L CHERRIAREOEE L AEEHRE TS &
W5,

16. EYIENRE

16.1 MoRE

16.1.1 BEBABTICY LY FurvEBE LT 5, 10, 20 XU 40mg &

B9 55EA 2. FIED 2 BEANICHEERORS Lz s (88 n=5~6)
OUIEFT L > Fo VEREEIL.S KU 10mg 58 TR 2 CESRA



(11.5ng/mL) KiiTH o7, 20mg TIF 6 Hld 2 Fl (13.1.
18.3ng/mL) . 40mg T3 6 fl#h 4 ] (13.8~79.3ng/mL) TS5
2 BfIC b A IcH sz,

16.1.2 BEKAET (n=6) 2. 7L > FO e LT 20mg 2&HT 5
$EAlZ . BEO 2 BFREIRTIC 1 B 1 | 7 BERERORS L& &, WE
FrLy o rBBEER6FlHR0 1 flcHks 4 HE (27.0ng/mL) &7
HE (19.0ng/mL) 2. Alo 1#l<c7HE (11.7ng/mL) 2. #h %
nbhIpICEHS N TNCERRA (11.5ng/mL) KimTdh o7z
2

16.1.3 R RIS R
7L > Ra g 35mg [JG] &R uaréE35mg %, 70 A4 —/)N—
HICEVENZN 1§ (7L ForBe LT 35mg) BFRA S FICH
EHEREO#RS U CMmBERRELRRE L HIE L 5o N-mahe o
A—% (AUC. Cmax) 12DV CHERNT 21T - 7458 WAIOEME
MRS TSRS Y,

(ng/mL)
357
30t -o— 7L ¥ o E§E35mg [JG]
% 25 | —o— KJ 0 §E35mg
473 MeanzS. D., n=30
L o20¢
§
o 15¢
#
w 107
B
5 L
0d - - - -
0 1 2 3 4 6
B 50K (hr)
EMFBEISNT A -
HENT A=Y SENRTA—Y
AUCo-s Cmax Tmax Ti2
(ng - hr/mL) (ng/mL) (hr) (hr)
7Ly Ru vk
5% 35mg [1G 53.58+25.98 | 21.55+18.36 1.3+£0.6 1.5+£0.2
RITUEE )61 49+39.78 | 22.27+15.85| 1.240.6 1.5+0.3
35mg

(Mean+S.D., n=30)

MEEFIEEEN NS AUC, Cmax 0785 2 — ¥ 13, #EE ORI, (kK
OFREUEIEL - BEEORBERMIC L > TR DFREEN D 5o

16.2 DRUX
ROBESHROT LY Fa VBIEMEREMSKL  EYNOFH» ¢ &
Wiz, RPN OFEIEE Uiz, [16.5.1-16.5.5 Z8] &4
MFAROEFTEEIL. EREREXVERE TENEN 2.49% K
2.83%TH -7,

16.4 {Xi5
TLYRu YT M) Y LKPEEICE D B d e S TREWIEER
HHENTWVAENG,

16.5 HEitt

16.5.1 BEFERABFICT LY FuvBE LT 5, 100 20 XU 40mg 2 &
BHI 5ER% . HEO 2 BEENICEERORS L L& (8 n=5~6)
D5 48 B £ TORPHRIERIL 0.65~1.41% (FEAFHE) TH
D BERICKPEBLEIRDONAEP 212, FOIEEALIIERER 6
HERE TlcHR s N0,

16.5.2 JEmmtctt (BAREML 60 Ak, n=8) RUEMmZME (FI#EHE 65 %
BILE. n=8) K2/ uRF—N—=FETT7 LY Na Y b)) 7 LK
MaEED (7LY FuorEE LT 5mg) RUHEIRNERE (7L Fay
Ee LT O0.1mg) #5 L. %54 48 B £ ToORFHRitE 2 HE L7z
L&, TROBREPBLNTHEY,

FRAFRESRED (%)
TR
HIRNER S RORE
B ey 44.7 1.11
[Elixs 44.1 1.25

W L) A

16.5.3 FAREG A (n=23) L2870 RAF—N—3FET, 7L Y RO Vg
L LT 5RO 35mg #&FT D8RI 2 HED 2 BRI BEERO®RS L
To & & 5% A8 Bl & TORFHR RO EAFHEH (35mg $E/5mg
$E) 13 1.02THo77s

R R R 2) At
(mg) (%) H 90%(3 FX
355 8‘32 1.02 0.79~1.32

W 2) AT

16.5.4 B CITbn R BRICBL T, BRBLEICT LY FovEgeE LT
10mg 2 &6 9 28ER1% . BEREOHRS (A 2, 1. 0.5 KT, B
BRO2ERBZOSHIOAF—N—1E) Liz&E (n=49) 0#%5#%
36 Bl & CORPIRE GRATE) 1. B& 2. 1 XU 0.5 KE#]
OEEGTIEENTN 12.68ug. 8.88ug K1V 6.78ug THO ., FE 2
RERIRTICIR S LB ADRLEP o1 —H HIREEKY 2 BRIZOK
5T PERRAR (Ing/mL) RiTh 79,

16.5.5 ML TITbNZREBRICBLT, BEgRLEIC7T LY Forvige LT
10mg #&HT 25EH1%, K I—b—FA L 2PV 2 — X EFRICH
EREOHE 37 OAF—N—k) Liz&& (n=40) O#%5% 24 K
ME TORPHHIE (FHAF9E) &, K (19.20ug) ZREFHCERL
rHE LA a—k— (7.43ug). ALY YVa1—R (6.77ug) T
1349 60%iE U729

(F) RBEOERBSN-AERCHARBEI7 LV Fury@BE L GE L [
35mg TH 5,

17. ERFRRGE

17.1 BAERURLEICE T B8R

17.1.1 BEERR

(1) EASEMERER
EfTHIEARERE (ARIMHEHENSR 297 ) 2B 5 52 B0 _EE
BRBICBWTC, 7Ly Ru v (35mg/il) 50 (L1-L4) &
EEOHMK (5 528%) 136.4%TH V. MEHED 5mg (Smg/H)
BE5D5.8%E B L TEBEEIMIRIERETCH >/, £/ KEEE
(5 5258%) ILBWTH, T2 3.0% (35mg/H) KU 2.8%
(5mg/H) EFRBEOBEEMMMBELR Lz, B, BREIIBVLT,
7Ly RurEE (35mg/i) BE5ORIEAFEREIE, Smg (5Smg/H) #
LrEBEETH 710,
KRB BT % 35mg &H| (35mg/il) DL EMEFHENER 168 Filth 22
Bl (13.1%) 12 28 FOBUWERPRD 5N 7z. ERERIIELERETH
0. 241 [ REERE 4 4 (2.4%) BRI 44 (2.4%). BiEE 3 14

(1.8%). B#R3MF (1.8%) %] ThHolo £/ BEREERTELS
1% 166 R 6 (3.6%) 12 10 BH 5Nz EBHDIF v-GTP LA
41 (2.4%). AST EF 24 (1.2%). ALT ER 24 (1.2%) TH-
Too 2B 3% %A AHEORWERIIRD 6k r o721,

(2) BAEMERR (8E)
FR R B HERERE 1,258 flicBi1T % 12 » Ao ZEHEM R IC
BT, 70mg/BHEEIC K2 EH (L1-L4) OBEEOEMEILS5.1%T
HO. 10mg/HEESD 5. 4% EFAFEEER LIz, /o, KBREEEE (12
#nA%) KBV Th, FNEN2.9% (70mg/i#) KU 3.1% (10mg/
H) CFREEOBEERIMREEZR L. 28, “atkicBw, #he
NOBSHFEIIBT HEWERAFRRRIFARBE CH - 72101,

17.1.2 BiFHER (85)

(1) ER%FMERER
EITHIBARERERE 365 HlicB U5 2 EMO _E5HRLEGE (B
EHEE) ICBWLTC, BERE O FTREITFRAERIL Smg #A (5Smg/H) #%
57 12.2%, ®NBE (FL77 ALY F—), 1lug/H) T16.7%TH
0. XEEIICHT B Smg KA (Smg/H) OIEBEIBIES Nz, D
HEICBWT, 85 6 » ALRBICRAE L WEHOFR BN HERIIL,
5mg BA| (5Smg/H) 5 TIEEEICH LT 8. 4%E L METICHEZE
ZRO (HEEREEBDR 66%). £z, 2 FERICB T 2 HiEHETOER
OB HERIT Smg BH (5Smg/H) 5 TIIREEICH LT 4.9%
Epo7 HEMEEFEDR67%) W, S50, EERBE LTERSN
7z 3EMOBIEICB W T HIRE 6 » ADFEICFHE U7z i o #ik g
FAERIT, Smg A (5mg/H) 57T 7.8%. HEET 18.8%TH .
5mg BA (5mg/H) OBBRGHERBITIMEIRIED 3 £ 7z D HERR
nrv,

(2) /BHEMAEEER
BRI BAERRERRE 2,027 BlICB 1T % 3EMO T It A _EEHH
BEHERICB LT, B0 2 £/ Smg/H. 34HIk 10mg/HiES L
BRIITEOEBVTH B,

B OREH BHTHIHR (%)

R E D FR AT 47%

2 fE L EORIIEME D #HH E T 90%

HORRBRE AL AR T 51%

E) X #HRIC K 2HE

73, Smg BH| (Smg/H) BEHOFEHEEHEEMEI. BB
7% 10mg/H#%5 12 » BHOEEENICBT % Smg/HI%S 48 ik
OEICHECHEDS RO 5Nz £io, BEERINE & B IHILHER
I3HEREY 5 C EHERREES LT WA,

(F) AR OERRSNI-ABERCHBE7 LY FarvBE L TGE L [
35mg Th %,

18. FEMEIE
18.1 {EFRtERF

TLYREYVBIZEDONA ROFI 7874 MIBWEIEZRES. I
N T BMESTFEET 2 BREIGERMICAHE L. 7L Fu Vi
IS EMARICEL D A E N8 2 DOVEEA TN T2 2 &I K D BIRINE B
/}\éﬁ-ézomz)o



18.2 BERAMCHT Z1EA

i

Tk

KR

SO 5 12

TLryRarBgELT
0.04~5mg/kg/H % I
HoOBHD S 2 » ARREO
#h5

PREREHIC & 2 B RED
TLrRurigeLT
Img/kg/BE EOHEET
BRI EEESZ T
L 7o

INEHEH T v b

TLryRuryBgEL7TOo.1.
0.5mg/kg/H % SR H O

TLryRarigEELT
0.5mg/kg/HD 1 FEHOFE
51 R D IR &

FHA»S 12 » ARKEO 2 [EHE DB R OB &0
#5 U IRBIERH 7 v b E R
DEREEMR LI,

S b 22

FLyRuvEEELT

0.04mg/kg DL ETERH
(18R TSI B IR B L
NVETHHIE NS Z L5,
AL~ —H —ROE
BICKORENT, £70.18
WEBEEARKILEEES
TS, KEFOHER
HOTTEE L U7z, B
DM EDOWEITT L R
=7 ool WAV I @17 E5¢4
SickomL. gREER
EIZIEOHEMEMZED 51

FLYFOVEEE LT
0.04. 0.19mg/kg % . JF
% 25810 1 [E, 2 R
BRI 5

7o

18.3 BAKILICHT DHE

7

Ly ROy MY LKAE, ERROBEREDET VBN T 1 F

D Eo#E (v 18 ek 2F) 2{To72L 5. BREDZIIHIT

%

K58 TIRB RIS £ RT3 RN 5N THALD D, fiE

BEDOT v b (Schenk FHiR) 1B VT, BIRRZEINEIT 2B E5RIEE
AL EEE T 2HE5EOK 1/6000 TH D, RVWEEHEARS LT
22,

18.4 BE. BINGRBEREICHT IE

Byt HiE EEES
EEA XICEKAROMN 10
fERICHEET 27 LY RO
TLyRarvBELT VEEF MU LK% 3
EH A 2229 0.25~1mg/kg % 1 H 1 |EMEOHRSLEA B
[E], 3EREO#%S HEEICT B, WG
i BHALEZ R 9T RIZER
HoNRP ST,
EPRF RO 20 I
TLYRarvBELT I HEEICL>THVEIT
B 20 2mg/kg & 1 H 1 A, B |BEBLOEEREICE(LIE
A9 AR, BTE 16 AR | 220 5N T BT OREERE
%5 I LEEEE A RN
BRENTz,

19. BAIRSCET ZEEEHNAR
—fkE 7Ly Rua B N 7 LAKAY (Alendronate Sodium

b4

FFR:
TR :
"R

Hydrate)
: Monosodium trihydrogen 4-amino-1-hydroxybutane-1,1-
diyldiphosphonate trihydrate
C4H12NNaO7P2 - 3H20
325.12
HEOHEREOHRTH %,
KIZRRHETFICK L T =)L (99.5) 1TIFEA LB T2,
0.1lmol/L 7 ZVEE=F + Y 7 LRI 5.

i

POs;HNa

H:N - 3H.O
HO POsH:

Al R 252C (R, 772 LEZIRER)

22.

=5

20 8% [28EADEH* (PTP) X10]
HEERAIRFAFBAAD

23.
1

—

-

F2Xk
MID-NET® % L 7 REHEROME (MID-NET®%2H Wiz AR R
Ak — MURIOBHEEREEEICB I 2B YT LMTED Y A7 FF
fHICEd 57— N—2AFWHE) :
https://www.pmda.go.jp/files/000249186.pdf
REYEIF i BRARZEEE 1995 ; 26 1 475-489
HNER AR RS R
TPHE il B EHEE 1998 5 35 1 43-49
BYNCBI A RE (72 Y~y 7858708 Smg: 2001
6 H 20 HAR., HFEERMIE ~.2. (3))
BERAZFIONT 2EEHREHE (7 4V~ v 7§ 5/ K70 U
5mg : 2001 4 6 A 20 H&E., H@EEEMIZE ~.3. (1) 1))
BOBEER i @ ERPREESE 2004 ; 20 : 1227-1234
AICRIE T BEORE (7 +Y vy 7§85,/ K0 V§E Smg: 2001
6 H 20 HAR., HEEEHIE ~.3. (4) 2))

Gertz, B.J. et al. : Clin. Pharmacol. Ther. 1995 ; 58 : 288-298
Uchida, S. et al. : J. Bone Miner. Metab. 2005 ; 23 : 382-388
ENEMH_EEREEGHE (C301 #E) (7%~ v 7§ 35mg/
AT 1 U§E 35mg : 2006 £ 7 H 26 HA&AGE, HFEERME 2.7.6.3)
Schnitzer, T. et al. : Aging. (Milano) . 2000; 12 : 1-12

) WHVETE—EEmEGE (#1118 #Bk) (7 ¥~ v 7§ 35mg/
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