XOKEN 1 2023F 1 BHGT (B11HR)
XEN 1 202168 TG
fIr A =ERE
{EFEARR : LR (CKRRDERHRAICERT 5 &
MRS - B, DHBEER
(IR - EEHFEDUSZICKIERT L)

BAERA

U ROVERT bUDLGE
BEREAE AR .

P LY P02 wsm35mernic)
Alendronate Tab.

B EEERIFES
873999

&S | 22600AMX00054000
E NS 20214 8H
AR 7c B8 18 2011118

[(BER(ROBECEFHES LBV E)]

(1) BBIRFEN 77 1 52 7 (BIEHENREIE) SN BEEE
EELESEIEEDSHDEE [(FRHOBEBENELY
BT EICKY. BEBICHITDENERRROERIEN
B5<133]

(2) 307U E EHFEZIRCLTVNBTEPII>TVBHIEDT
272;\/\%% (& - AEICRET 3 EALDES)DIR
SR

(3) AEIDAL D 3 WIF D E R TR AR R — N REEEN T U
BHEUEDEIERED S 285

@EADILY D AMEDEE ([EBEBEFHER|DIESR)

[$HRE - HEIK]
19t 7L ROVEERT MU D LKIIY
......... 4568mg
(7L~ ROVEEE LT35mg)
#8 | G0
JOZAIAO—RF MUD L, EREI
O—X, AT P7UVBYIRZY DA, D-7
Y h=Ib
k3 R | BEOBEEEORE
Hlo—R
;P | UM
x = AIE
54 i t H1 —
) (e (35 )
(RZ 12.0mm)| (EL 220mg) | (B 3.9mm)
(& 6.0mm)
[ZhEE - THER]
SAEFRAE

777777777777777777777777777777777777777777777

| AFIDERC B Tla. BABREEADZUR LS |
| BEC. BERESORKNEEL TV ABREENRET |
| é:t_e |

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

(A% - AE)
BE. RACE7ZLYROVEEULT35mgZ EBIC1E. 8
HCPREFICKH180MLE & DICROKR ST D,
BH. RABDBLEDIVDFEICHES T, BE OKZER) I
VI HOFEAIDOROBEDEF2 T &,
1 (it - AEICEET 2ERLOER) 1
U (1) ABNSKDHTIRAT DT o KEUNDERH (Ca. Mg !
L EOZBORICBVIRIILY 2 —I—ZZ0). BYN !
! UMt DEHF & —E(ICIRET S &, WNEIHIT2HZ1
o hd B l

' BERUOBANDBIERDTREMHEE TS E5/cH. & |
L PNCBANEEES BRI ENEBTH D, RAICKE !
L LT3 UTFOBEICEEIZI L.

L NERLTIICT Yy IHRDK ($I180mL) & EHITHRA |
| TBT |
L)) OFMRTESRICEEEE U B OEEEN S B Iz, AFIE |
! AW IFOPTED Ulc ) ULBWNT &, !
) FFERAR. PBL<EDI0NROTHSZOEDR |
w PTOREZEY, BEERIDETHEICBOSRBRNT & 1
LA REEBY SRERECRAB LRV &,

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

(EALDFE]
1 ESERS (ROFBE(ICFEERICKREI DT L)

(BT, B8R, BR. THEBRX. NEEBSFD L
HEEEEEN S HERE [LEUHEERRICN L. RIBER
75:]/1_—\‘9“1 EN'GBZDTERERZRIESE DB ZNHNS
=)

Mok BERLBREEEDH2EE [(ERRBRI DR g2EN
HEIILTLRL, Koo BROEREIFRT —5 N—R7ZH
WeEHREEICSWN T, SHEFEDBEICEARARR—
NRERZER U BREREEZREDS 5. Kic. BER
B AR EEE (eGFRA30mL/min/1.73m2kKE) T, B
KRED'EBOERE LR U TRAILY D LAIAE (BIEMME
ALY D LMBER8mg/dLAE) DU X T AYENI U Tz EDIRE
n521,]

2. BEERGEFIIR

(1) AFNFBOEZR AR — MREEI CEfRIC, WIRR, 8
BEDHERICH UBAABERZES I SECTHBETNLD
%, HICAVICRALBVEETE. BB, OENICEE
DEWEANFHIRT 2NN H DD T, RAEICDOVTE
FetHEEL, BESE3TL, (RE - HEICEAET
BERALDFER) DIESR)

(2 AR DHZSICKY ., EEHILEICEIT DBIMERANRS SN
TWBDT, HEZETDITITV. BIFEROBURS ISR (6
THE. BMEX(ERE MROFARNIFHPOORER - &
£%) [DFRL. BEICHLT. INSDIERDHSHN
eHElE. FRORAZPIEUVCERZRITSLSEET
2 &, ([BEXBEWER]DIESHR)

() BRFREDORKECIR MO YRZ, MEUNDERNES
S5ULTVWBSTEHHDDT. BEICEULTIFIDRIIBE
REZET DNENH D,

(4) BEICIE, BEEDOSTNBAINYDLZEREEDT &,

BHEDILY D AMIEDSH DEBEF. AFIRSHICEDILY D
LMEZEBET DL, &feo EIIVDRZENIEES
SUDRBEED L SBIRTIVRHESHHDIHEICIF.
HODUSHEEZITS &,

(6) ERRZA R — FREHC K DBEEZ(TTVDIEREICS

WT. SEFERIE - HEBBRIHGOSDND T ENDD. |
SENIERIDZ < DIREZEDES (TN T B RENGEER
WBPBFTRPICERELCRIRL TV, URTRFEL
TlE, BUHES. (EPF0A MEMEMRSE. J)LFIX
TOA MBF. MEHREA. OEOAEE. wRHLEDEL
FEPHSNTVB,
AR DORSHFEBAIFORANDOEIRREZER L. HE(CIH
UT, BECHUBYBEMMREZRT. RERIGERHL
BZCEBRIBFETCHLLIEEIT S L, FAKRS
PICEREBRNBERB N UECR > [IBE (CERFIDRE
EEERIT DL,

<E@EICDDL>



Ffo. OBAZEERICRDOTE., EHNBREEMREZZ(T
&, ERREZRICAAOERZEMNEMICSH LU TR
BHBEPHLEIF TESRU BT D CEREZBEICTD
SEAL. RENRHONBEICIF. BEICHE - O
BMERZITDLDIICEET DL, ([EXBEIERA]IDIA

(7) ERRARR— MREFZERBLTVDBEICHBNT, 5
EBBEENRIRUCEDREN DD, CNSDHMETIE,
EOREPIMZICEHEL CHRIE U DRO 5ND T &
n5. NEX. BR. BRESOERDEIESICE. BS
D@Eﬂ)’if%%@@“ DROEBIT DL, ([BEXBEIERID
2R

#(@) ERRARR— P REFHZRBEALTLZEBEICSV
T, FFOMBMENISEMIGANIC R DAPEBE T . ALK
RRE B, MURBEHINEDIFTEUEHNHE LI L
DHRENH D, TNSDWRETIE. TEBFNMIEZDHE
BN SEn BRIICARRRER. TR, BIBIEREF(C S UL CHIBK
FHROESNTVDIMEDHDIEND. TDKDIFER
NERHSNIBEICIF. XIRBESZTL. BULBRLBEE
75T &, &Ffe. MANMEDBINEUBTREEND HD T &
h5. FRICIEERBITMIEE LBEICIE, RNAIDBH
DIERZFZHER L. XERBZITORE. EEICRET S
& XIRRARICEBEREBDIERE. KENGEEMRE
RHENTHY, TORIBREEICFBEYBLEZITS
Eo ([BEXBENER] DIESHR)

3. tHE{EMA

HAER (HRITERET ST L)

EEEE BEERAEIR - BEHE | WF - BRRET
AV D L, | ABIDRA®BD G & | AFFZAMDRE1 A
TRIILNED | BI0FE->TH SR | > (Ca. Mgss) &F
EEEESEITD|TDHIE, L—hZERTDT
=0 ENBBDT. A

BV L@ 9B EAFIDRIN =

1EE BEFrSE2,

R

NIRRT

SIE

%
4. 8I/ER
AESERNEAESOEERARREENBR B DHEER
SEHEL TULRLY,

(1) EXIZEIER (SBEAER)

NRiE - OFENEE |EEE (REF. BERE B
EEE. BER. BEUFSANGOSDN., BIIZEHDEH
ah'%d). OBNBENHODON2TENH D, EHER
ATV, BUIEXIGER (0trm,. Fm, &Bm. BT
W&, BB METE. Belr, OFRAENK. O
BORR - BLE) [FRL. EENRDSNIZBEIC
F5ZPIEL. BYRNEZITD &,

2B - +TIEIRES (BN 8 - +=EIRES. HimE
BRNHBODONDTENDD. BRETDITTV. HIE
UG (Itm, T, Bm. EESE. DBEE. -
EEAPURDOREE - BEFH) (FRL. EBNRHSN
EESICFRSEDIEL, BUBABZETD &

3) PFHLEERSE., B|JE AST(GOT). ALT(GPT) D_EE=#
SHFHEEERRE. EEN G SHND I ENHDDTERRZE
TRV, BEDRD SNIEHBEICF RS ERIEU,
BYRVEZTTD &

YEAVYY LM 2 79— LON. KEXH.
QATIERS Z#SEAIL Y D AMFEN GBS HN D DD
DT, EBENROOSNTEHBEITIEHILY D LBIDRE
BEEZEERIDE,

5) chES R IESERLARAE (Toxic Epidermal Necrolysis :
TEN). FIFS¥SREERAE(REY (Stevens-JohnsonfiE(RE¥) oo
B4FRAZIBICRMARAE (TEN) . BZEFSARARIEIREE (Stevens-
JohnsonfERE) ENEELBFEEFERN G S5HND &
NH2DT. BRZ+T2ICTV. BEHNRDONBEES
CIFESBICHRSZDIEL, EYRANBZITD &,

6) SERIEIE - ARBHERN HEEEKX - EESEALHOSD
N2TEPHBDDT. BRETHICITL. BENRDS
NEBBICEREEDIET2RE. BUGLEZITD
Eo

I HNEESIEE NEESEENHODONDZIENHEID
T, BRETHDICTLV. EBIRDONEESICIFRS
ZRIETSRE,. BYRMLEZITD L,

%8) KERBILF F. E(IAREEES. A REEHEED
FEEBIN APEBET N AMIAPREBFEL. MR
BERBECSVCHERBHEELELDZENHDD
T, BREZTITTL. REDROSNIBBICEFERS
ZHPIETDRE, BURLEZITD &,

(2) ZDfthDEIER

DTORSBPERRIEEEN G SOHNICHZEICE. 85%
PLETDREBYRLEZETI T &

M E & B

HiEss B - DS, BRE - BER - [BEAR

B IER. B, RECMER. BEREER. OW

K, BEOEA. RIRER. WIREAARE <

U, B B TR BX. HEAR. 55

MUEE. OPEzIR. BENEEE. PER

K& - KB\ FZ. hd. lRE. BB, (I T2

DIEES

mR BN GRIMERERL . NEJOEVETES) ., B
MERECRA . [V

FrF i FFipeRE [AST(GOT) £&. ALT(GPT) £&.
T-GTPLEFZ]

Bl BUN_LS. #8/R. HEREEH

AR - KA | SEEIMESHE L), BB, OEEHFEL. IERE

IR

- BER |BERED. &3 REY. HED. 88D,

FEEER | RIR (E)

EEFRENHE | IEY VET. mEAUDLLER

iE! RER (g . BIRE) . BEX. SNESE

K. LompER

ZDh R, B2 (KX). KERE. REETE. BE

FE. B3, RO ). BB SOARR. 3T

Y (BEEALE. 2URE). CK(CPK) £R. ME

2. mEFME. LDHER. $#5aUXF0O0—)L

BLER. ME7ILTZRT. MR

F) BEUBELSEHBRIC. FNIC. BREEICEER

ETEIBHUWEHZEEL DT EHNHRESNTUL D,
BH. FEAENBREPIEICEIVERLTVD,

5. 1@, ER. HIARSE~DIRS

(1) IR DRSS (CRAT 2L MEFEILLTVRVD T, HiF
R LU TWBTREHD B iR AICIE. BB DAL
Wtz B2 MM N2BEICOHRETD &
(DT o

(2 ERRZA R R — MRERIFBEE(ICRIAFNRICES
BEANGRLICHEINDDT. HIRT DTEHEDH DIRA
~NF BELEOBRUD EREE FB2 M N8BS
[CDOHEE5TDE, [REBBENDREEFE XRRR
F— MREFIDEBSE - HEICHEET %, ERRARR—
N REF DA IED SIF YR F TOHIE & ERt & DESE(FBE
SHTIFEL]

Q) FADDIBAICIE. AFIESDIIRAZRTIED &,
[E=ER (Sy N TrLUY ROVEIHADICETT S
CEDHREETNTLD]

6. INREADIRS
INBZE (T DL M (EHEL L TWLRL (BAREERN TR o
7. BEgS

(1) & « FEJR © ALY D AMAE. €D VEBRIME. SOk
MELEEE (BRHE. Brir. BEX. BX. XFEE
F)NRIET D EH DD,

QMWME: 7L ROVEBEFSGIERRHIC. Z)LTHDL
[FHIBEIEDRSZEERYT 2.

BEICHT DREOBRMEN D DD TR ZFFE L TIER
59, BEZEICEDH. LRZERIUTESED &
8. R LEDEER
EESIATES | PTPEEDEEEPTPY — M SEW H U TR
FAI2L5158TZTE, (PTPY—hDEERRICKY . LS
BEAIBEHEATIA L, BICFBAEDT U THFEERSE
DEEBGEHEEHKE T D ENRESINTNDS)




([E WY & &)
1. EY2NEE 52

7Y ROVEEE35mgIN | G SAZ#REI =, JO0R 4 —
IN=ZECKDZFNZNIEE [Py ROVEES MU D ALK
¥ ULT45.68mg (F LY ROVEEE LT35mg)] BERRIA
%?lu‘ﬁ%ﬁ%@‘@élﬂ&%bf[ﬂ] RORZTLRREZAIE U,

BoNEYENEE/VS X —F (AUC. Cmax) [C DV THETER
*ﬁ%ﬁo JefER. MEIDEYZNEEMH RS NI,

50 -
45 |
20 L —e— 7L ROVEERE35mgIN | G
- o~ R (A, 35mp)
E 7 T+ L, n=30
® 30 |
B o2s5f I
A
g 20
B o5t
10}
5t P
0 ‘ L
0 2 4 6 8
BSOS (hr)
BEYBRE/INT A —S (2% RZE. n=30)
#58| AUCo-s Cmax | Tmax | Ti/2
(mg) | (ng-hr/mb)| (ng/mL) | (hr) | (hr)
7L ROVESE 35 53.6 21.5 1.3 1.5
35mglIN | GJ +26.0 +18.4| £0.6| 0.2
TEAESRIE 35 61.5 22.3 1.2 1.5
(82&l. 35mg) +39.8| +15.8| £0.6| £0.3

M§$%Eﬁ6cmm\me%@N%%—&H\wﬁﬁw
BEIR FROIENOY - BEZEOHBRELGICL O TERZT

BEMN' DD

2.8

7L ROVEEEE35mgIN | GIDBEMIF. BAERBSAIC

EHOSNIEHREITHEG U TWVD T EHERIN TN S,

(EmERRE]Y
7LV ROVEF SUDLKNYIE. WEMEICK2BRINE
1%L TEEDRDZIIHT 5. BRNNGEIERICK Y EBIRE
BROBHFHEEHIFUTCEBDEZR DI LKLY BEE R
T2, EROFVYT7INIA MIBVRIIMAERL, UVEHIL
IOLANSDOE ROFI TN A MERDERBIZ & IHE U
T. EFEBEOEREFELET %,

(BRIRES ICR T B IBERHAR)

—M%2 PV ROVEEF MU D LK

(Alendronate Sodium Hydrate)
{54 : Monosodium trihydrogen 4-amino-1-
hydroxybutane-1,1-diyldiphosphonate trihydrate
2FI 1 CaH12NNaO7P2 - 3H20

DFE . 325.12

B R H252°C (DR, foIZ URZIR®)

{3 4?( LY ROVET MUD LK EEDBEEDK
EE‘C?&S/Z)o KIZPPBIFITLL, ITY /—Ib(99.5)IC
FEAEBITBL. 0.1mol/LOTVE=Fr~UDLA
HRISHEIT B,

ST
PO3HNa
HeN N e)
HO POsH2
(B EDiFE] Y
TEMHBREROBE

IHREER (40°C. HEXPEET75%. 678 DfER. 7L RO
VEREE35mgIN | GlIF@EBDOMSME NMcBWTIEF-RE
THD T EDHERIE NI,

= ® )
7UvROVERE35mgIN | G
BESAR/NY I —IFEPTPEE | 205E (288X 10)

X349

#611) MID-NET®Z BV e A ERBROME (MID-NETOZAW e E

ARARR— bRHEADBHKERESEEICHSIT2EAILIY DA
MEDY XTI FHHICEET DT —IR—-ZHA) :
https://www.pmda.go.jp/files/000249186.pdf

) BETIRE TIH@HHNER (EYFNEE )

) HETIRE THHHNER (BHEER)

) BHNNEBARERHHFHE

) BETIRETHHHNER (ZEIEER)

[SZHREERSE - HmERSEVSDEE]
FTEXHMICSCEDIE - FNERIE TECTHERTIL,
HEI#M#IStE BEHIUR—Ery—
T930-8583 Lkl 1T H6&E21
TEL (0120) 517-215
FAX (076) 442-8948

2
3
4
5

I{lg L Fat-van

He&21

A-01



