2021 4 7 HkiT (G 2 hi)

H AFEAERS fh /0 $A 75 - 873999

EERAAEA—T4H—L

HARBERFER RO IF SE8HEMR 2013 [ZHEHR L TR

SRR AEE

HAERR

PLoOYVEF~UD LR

7 L2 k0OYVEgtE Smg/RTOL

Alendronate

7l iZ

A bE

A o KR H X D

B
VU A= S
HEE—EMEOWMFEICLVFERTLZ L

# 1% . A o | 18R TLrr Ryt U UK -+ 6.53mg
7 S (7 Lv Favfgé LT 5.00mg)
o i 4, % 7T vy Ra Ui U v Ak (JAN)

¥4 : Alendronate Sodium Hydrate (JAN)

Bk ke KRAEHH
FAMIEAELH - JE7CFH A

REARGEAAZRAEA H 1 201147 H 15 H
ML MEIVEAE A B : 2016 4E 12 A 9 B
¥ 5 4 H H:2016412H9H

PR - REikTe ()
e % - e =t 4

&G« U a— h—7 7 A4 RSt

= AR i AH 2 B 0O RS G

v & b

o
O

Va— =774 RSt EEMEREE < T 0 HKRE
TEL : 04—7143—5561 FAX : 04—7146—2592
EREBMRE T AR — L —
http://www.ryo-to.co.jp/choice.html

ATF 132021 48 7 HUGETORM CEORLBITE S S UET L,
B OWRA SCEFHRIL, PMDA A—A~8— TERIZEET 5 F
https://www.pmda.go.jp/safety/info-services/drugs/0001.html {2 T ZHEZR < 72 S0,




[F FIRDF5|=DHE
— A AR —

 EBERA VA1 — T —LERORE

B E R O AR R BRI & L CERAERGIRCE CUT, R CELRT) b5,
R BUG CEERN - FEAIANE O BEIRIEFE DY B F BB 73 IS O B A2 15 2 BRI,
WA SCEICFLR S LT 2 AT T 2 EICFHEM R RS LR G G085 5,

ERBLS Tl SREEIEMICOW TREEEZE DO EIRIF MY EFIFROBINGERSOESEL L TF
WMAEMAEL THLLTETND, ZOBRICKLERIEREZMEDCATT HODOEHRI A M LTA
VA a2 — T F—ANHELT,

BAFN 63 1 HAYRPEIRAINI = (LI, BIRIEENET) P 2 /NEESN TEERMA VX B a—
74— (LLF. IF &0 OALEM T ONT IF SEdkE 20 E Uiz, T 0%, ERIEEA T
CICEE AT EELER=— AOZEZZ T T, Pk 10 4F 9 HIZ BREEFEING 3 /MNERRIZBNT
IF FEdEHE O KR MM Tz,

BIZ 10 FEfkim L, EEMLEROAIY FCThHRIEMRE, VT Th 5 EHRBY OIEAIAR, W7
IZ& o THF - ERRREIIREI AL 22T, Fak 20 4 9 HICAREEREREZERIC
FBUWT IF FEEE 2008 3R E S iz,

IF Fofk 25 2008 CiE, IF ZHUEAO & UCiRiET 2 56, PDF H0ERMT— 2 & L
TRET 228 (e—1IF) BFEAIE o7, ZOEFIZHOE T, IRMICEITBWT 46 - 2hR D
BNy, MG R BEAEANEBREONRET) R EDBGETRH S T-GEI, WETORIMT — 4 %38
MMUT=EBIRD e—IF R END Z & Lgoie,

BT D e—1IF 1%, () EIKIERERB OGO R — L= (http//www.pmda.go.jp/) 75
—FELTCAFARL > TWD, HARBEEAIMES TIX, e—IF 24887 2 B3 EREERR O g
RN —=URAWY A M THDHZ LICEE LT, FAMEAENHEHICH DT e—IF OFEREHRFT S
kA RE LT, a0 IF DIRMASCEEMET 2 EFRAEHRE U CGHEYNESE - BftdTs2 & &
L7z,

2008 FEL VA 4 BIDA H B a—7 +— LRES 2B L 72T T L C & 7o E 2 iR L,
BB EEIZ L 5 Th, EA - FAEIFIZE > TH, DROBVERIE L T2 aE2T, £ZTH
i, IF Sl EEfH O — G 217\ IF SLsli 20 2013 & L TART HENE ol

IR &IE

IF i3 TRASCEZEOEREMT L, EAMMEOERIEFE T L > THFEFICLER, EEKOGR
BEMOTZO DGR, WTRGFTOZOOEH®, A OO OER, EFMmOBEIEMSH O 720 O,
R TR B 7 T DI O RENERN SN TR AR ER O EERBAFEDE & LT, BRE TS
FEZRE L, SRAIRNLE D 72 12 S 5% R 30 O RIS 3T VER L O L 2 (R L TV D B R &7
EffTons,

o2 U, HEEHE - SRS S 5 b o, BERMEORIAIL T &2 BN T D b O K OFEHRIAR
B SR - FIT - SRR X FHET IF OFRSEFHL TR L2, Wiz 5L, BEEAENS
et X 7e IF 1. KA B © 2550 - HIlr - BRI 5 & & blo, RERMEEZTHHD LN
A FFOZ L EAIEE LTV D,

[IF =]

OHMIT AR, BEEXL L, JFAIE LTORA > ML EORIE (MFITBR) TR, — @k

DT B, L, IRRSCETHRE - REEAWEEEITE, EFEERTIIZNICKEY b LT 5,



3.

OIF GlfEEIC S EER L, FHEBEA LT Y v 7 R CTRHET 5,
Q@FMOTEHITH — L. BRI T THFHEEERD TIF FIHO TG O3] oL xi#HT2
LorL, 2HICE LD D,
[IF D4ERk]
OIF (35 H] & UCTRAIO & G4 A1 (WAL ERAL SMRAD ITERSh D,
OQIF (ZFLHT 2 H L OFANIE H R E L7z IF FRaliZEHI L3 5,
IR STEONE A HFT 2L D IF DESITH > TULERIERNTZH NS,
@RIEPFEOWEF BT 2 b O, RIS ORFIES ) & Woh2 T2 b O R OFEHIR A 13 U D ER
MEFE B O OSFHM - Pl - LT R E ROV TR RE S e,

© (EHESA o Ea—7 5 — AFCHEEHE 2013) (LLF, [IF FL#ZEeE 2013) LWE3) Tk AIE
S IF X, IR ToORMEZ AL U, MEIZL U CEEAMNE A (PDF) 226
Rl LTS 2, B¥ETCORARIIMNETITRN,

[IF D %17]

@ ITF Fe#ZEMHE 2013 (X, Ak 25 4F 10 A LIRRICAGE SV H =R Dl & 72 5.

@RS DEIKTIZHOWTIE, [TF FRHEE 2013) (2 & DR - $REHIEH S D b O TIEAR,

@ EOEEOKET, FEARMS R IHMA R BRARFTM) AAE S 7ok il NS E

DIERER e SH, BHTRENBRKE L B> HA I IF BRI S D,
IF OFAIZHI=-T

[F FC#ZEGH 2013 1BV Tk, PDF 7 7 A M K DB A TORMZIEARL LTS, HR
AT 2 AL, BAEANLSERIL CRIAT 2 Z ERFE-IITH D,

BAEARD IFIZ DUV T, BE IR E R SRR GBI O R — A — VISR E ST\ 5,

RS TEERA VH B a— T 4 — AERDOFB & | (06> TERL - 29 223, IF OJR A%
BE 2, BERBIGICAR L TW D EHRS IF MERRFICEEHE L ERSIC OV TSR0 MR %
DA HE2—IC K VEARER SPNEZRIEZSE, IFOFHAEE D LILERD D, £o, bl
RFGT SN A EOEESICETA2EEICH L TL, IF AUFTEN D £ TORIE, YiZER L oR
AENRIET DIRM SCESCB A O EES, 5 WIXERGEFERERI G — o2&k v K
KIS H 52N ET 5 & & HIT, IF OIS 72 > Tk, BT O TR SCE % [ 35 5, S b s i A ks
R— L= THRT 5,

B, WMEMFACEEMOMERO SN LREEHEIN TS THER ) [ 72 A E T OFRE TR
BT 2B FIFARFHICEDA Z E0HY, FOREWICIFHoBEETRETH D,
FMAICELTOBEES

IF % 3EAIRIE O B EBICB W TRNT Z ENTERWERMERRE L THEH L THEE 720, L
L, EHEECERHAERSL T —rara— FECLIHEHICE Y, RERAENERLERE L
THATX 2HPAICIIA T ERARH 2, [F X AREORLIMIEEZ =1 T, YIS ORI N
TER « -T2 D0 THH Z b, il - HFHICITHNEZ T S22 02 L 2R L T2
TR B 7w,

FBEEREIT IF RO ETHRMIELZMTT HEREM THY | A ¥ —2 v N TORE%
bk E 2, HFE EORERENCHEA L2 VK S BE LIER S T\WD Z & 28R L CRERATE AT
HULBERD D,

(2013 4F 4 A%ET)



=

b/

I. IZICETHER ... 1
1. BRAFEOEE. ... 1
2. BROREER - WFEREE 1

0. AICEATHEE ... 2
1. BREER . 2
2. —RRB 2
3. BEAXIETEERX ... 2
4 DFRARUDFE . ..o 2
5. k2L (@MBE) ... 2
6. ER%A. A, BE. BBES ... 2
T. CAS &8k = ... . . 2

O BMESICEATHER ... 3
1. EEEMME ... 3
2. AYBRSOBRREEUTICBITAEEME ........ 3
3. AMBAOmERSERE ... 3
4 BHYRSDESEE . ... . 3

V. ®HHCETHER ... 4
1. Bl .. 4
2. BIBIDMRL . ... 4
3. BEH. AFOSEEICHTHER ... 4
4, BHOREEETICETIREE ............ 4
5. BMARUEMEOREN ... o
6. fhFLDEBELIL WMEBLEMNELR) ... 5
1. BHEME. 5
8. EWEEMIRERE ... ... 6
9. BADOBUMESOMRRERE ... 6
10. BEPOEMRSDESE .................. 6
Ml ... 6
12. BAT HuEetE0HI MM ... 6
13. EESDRELRER - NEIEREBHICETS

TEER. ... 6
14, FDM . . 6

L RRICEATAIER ... 7
1. EERIEHIE ... 7
2. BAERUBE ... 7
3. BRERRUIE . ... . 7

VI, EEBICRIAER ... 9
1. EEZHICEEHSILEYMRITILEDEE ... 9
2. EBER ... 9

VI. EMEREICRET SIER ... 10
1. Eﬂqﬂlﬁr@?ﬁﬁ lﬂ“ﬂifi ................... 10
2. EYREERASA—S . 11
3. BRUN . 1
A R 1
5. KRB ... 12
6. HEM. ... 12
1. FPIVRR—B—ICETHER............. 12
8. BNFICEKBBREE ... 12

VL. xéﬁ(ﬁﬁiw&n%)lETéﬁﬁ ........ 13
1. ERNBEFOEER ... 13
2. ﬁ%mﬁt%wﬁm(%M§Eéat) ...... 13
3. MEEXRIIHMRICEET IHERALDEELZD

BE 13
4. FAERUVRA=ZICEETIERLOEELTOD

BE 13
5, BERSRNREFOER. ... 13
6. EELEAMIELFOEARVMEASAE ....13
1. MEER...... 14
8. BUFERR. ... ... 15
9. BERE~O®RE . ... 16
10. 143, ER. BIARE~AOKRE ... ... 16
M. INBEADES .. 16
12. BERBEHERICRIFISZE . ... 16
13 BE’E . 17
14, BRAEDEE . ... 17
15, ZOMOEE . ... 17
16. ZFOM. . 17

X. JERGEREAERICEAT AIER ...................... 18
1. EEIBERER . 18
2. =MRER. ... 18

X. BEMEIEICEISER ... 19
. BEIRD . 19
2. ESHREXITERLRE. ... 19
3. ﬂT/;-:\ 1%7_ ‘[L'F ............................ 19
4, FEFIEFEWEDEES ... 19
5. ERBBEME .. 19
6. A 20
1. BBEOME. . 20
8. R—Fy-R®E. ... 20
9. EREEEAR ... 20
10. BERFTABEARRUERRES ............ 20
. BEEENRSEERR . ... 20
12. $hEERIZHREM. RZERUVAEEEEMNED

FERABRUVEFONE. ..o 20
13. BEEHKRE. BIEBEARERAARUVZD

B 20
4. BEEER . ... 20
15, REHMFBEZRICETLER............ 20
16. REO—F .. 20
17. REHEEDEE ... 20

XTI, B ..o 21
1. BIASTER. ... 21
2. ZFOMDSEER. ... 21

XIO. SEER . 22
1. EHAETORTRE. ... 22
2. BOWCHITHERZERR.. ... 22

XI. B 23
1. ZFOMOBESER . ... 23



I. BEICHI5RA

2.
(1)

(2)

R DRE

T Ly Ru st b USRI EHERERREA TH D A TITER 13 FIC Ll Tun b,
7 L Ko UEgsE 5mg [RTOJ 1E, U a—h—7 74 VRSN BRI ERS & U TR 205
L. SERJES 0331015 %5 CFA174E3 A 81 H) ICHES . R ORB AR, ZEtEs
B AR [E) SR BR & SEE U TRk 28 4F T A ISR Z 13T, PRk 28 4F 12 AICRTEICE - T,

HEDAEFN - WAHIFHEE

T Ly Rua S Y T AKFIE S X DB W A B L CR B0l 2T 5, B
WA ENHIE I £ 0 MR B R ORI 2 MR L CHO-EZROZ LI KV BIRE R T D,
ERafxo 7 % A4 MZEWBIFIMEZ R L, VUL TANLDOE Rk v 7 3% A M
DRI Z M LT, RprEa ot A2 HIE 5, v

BRZEWEAE LT, iR E (REZL. SiEkRsE, RERy. fEx, RiE0LA), A
PR, (M) B - +FEREss. mimrkE k. IFReREE, #UE, Ko v AMmfE,
M3 R AP A RIE (Toxic Epidermal Necrolysis : TEN) | 57 & ¥EEARAEMERE (Stevens-Johnson
SEMERE) . BEHEBE - AR, AAEEEEE, KRG T, B KRREF S, T RE
HEEOIFER G PR E SN TS BEHEARH), (IVIL.—8. (2) EXLENER & WEAERK ]
DIEZ)



I. /B9 5IER

1. BR5E4
(1) #4

7 L Ru FEBE bmg TRTO|
(2) *4&

Alendronate Tablets 5mg RTO ]
(3) ZFMDHEXE
BRI A) + THRIIED + TBU&) + TR Rodés L,

2. —k4
(1) #n4& (dadaik)
T Ly Rurfgr U v LKRY (JAN)
(2) F4 (fadik)
Alendronate Sodium Hydrate (JAN)
Alendronic Acid (INN)
3) AT L
v AMCHFAEEE © —dronic acid

3. BEXATRER

POsHNa
Y
- 3H:0

HO POs;H;

4. HFARUDF=E
F3 : C4H12NNaO7Ps + 3H:20
& : 325.12

SN

5. {tF4 (&%)
Monosodium trihydrogen 4-amino-1-hydroxybutane-1,1-diyldiphosphonate trihydrate
(TIUPAC)

6. WRE. B4, WS, B5ES
BB L

7. CAS BH&ES
121268-17-5



II. FRRS BT SHEB

1. YEEZMMTE
(1) 483 - K
HEOFEmEOBm R TH 5,
(2) BfEM%
HKITRRETITL K, =& 7 —)b (99.5) 1[ZIT & A EET 2, 0.1lmolV/L 7 = =) F U v A
HIRIZEET D,
(3) Rt
UERR L
(4) @hm (DR, e, HEER
Rl K 262°C (g, 7272 LRaERAR)
(5) EIBEEMHER
BRI L
(6) NERHRE
MEER R L
(1) 20D E%RMERE
pH : Afh 1.0g 872 12& W L CTHEIL 727K 100mL (22> L7728 D pH 1% 4.0~5.0 TH 5,

2 ERESOSWEHTISHT FRER
AR L

3. AMEHDOHERRERE
AARIER G [T vy Ra @ b o AR OmEEREREICL S
(1) => & RY HIRIC K D 2O
(2) SRR AT S VRIEE (RAE U D LEEANE)
(3) U VEEHE D EMEES
(4) F NV U A EERG

4. BHRHESTDEE:
AAFEmT 7V Pl ) oK OEEEIZLD
Whkrw~ 777 4—



V. ®HHREI SHHE

1. Flf
(1) FIRORA., SHERUHER
ESIES 7

iz 5
@ - A — S
KA & 31| i) x2S JE X HE
N | 7N\
AeaoFksE | || R %@ N I:_ ‘.l,.l E 8.0mm 3.0mm 190mg
&;_//j’/ k‘:::«j/

(2) HEIDWE

AR L
(3) WHA—F
RTO 5

(4) pH, 2B, E. LE. EEOSERUVREL pH 5%
BARSAYA

2. HHIDOHE

(1) B®ES CEMERSD) OEE

18 7L Ruesfglh MY o LK. --6.53mg

(7L Re e LT 5.00mg)

(2) &y

D—~vr=hr—), ML= HEBTNT7—bT T ATT YV U~y TR T A
(3) ZDith

YL

3. BEHF. HFONEEIZHT BEE
PARPAYA

4. HEOEEEHTICETHREN
hnERERER
a2 W INEEER (40°C, FEXHZEE 75%. 6 » A) OfE%E., 7L Mo VEEEE Smg
RTO) 1@ % OHBHE FICBWT 3EMLZETHH Z LBl ST,

AHERSA: - 40+1°C. 75+5%RH
AERFIE] . T %y 7 L= PTP

FABRIE H JRS BH 4 RF 2% H 4 % A 6 % H
HEDORETH| HODELET

| T | L | el | kel

ER (%) 95.0~105.0 103.1 102.3 101.6 102.9

) 3 v v M 3 [EIHIE D E
ZOMORERIEE (Mealikbr, A —MERER (58— . BHERE) 2o THHEN
ThHoT-,



5, HAMERVBMEDREN.
BARSAN

6. fhFlEDESELL (MELEFHEIL)
Y LA

1. BHEH
(1) AHEFCHF 2B
[ %58 =3RS DO AW LR RN A R T A VD —EeIEIC SV T (CFRk 18 4F 11 H 24 H
AT 1124004 5) | 12HS & FEhf

R 1A HAMKES —aRE  EHRERE S RLvE
RERE | BRI E | 900mL
R 37.0+0.5C

BRI pH1.2, pH5.0. pH6.8, /K

L7 50rpm (pH1.2, pH5.0, pH6.8, /K). 100rpm (pH6.8)

ARG R ETORMITIB N THERFEITEES LTz,

AfR © Mean=®SD., n=12)

pH1.2, 50rpm pH5.0, 50rpm
120 120
100 | 100
% 80 | % 80
® 60 # &0
: 5
1 o HBEA - o B
o | —e EEWH 2 i
] L ! 0o
0 13 30 o 15 30
BR%) BRI5)
pH6.8, 50rpm 7K. 50rpm
120 120
100 100 - ]
g_: 80 % 80
¥ # 60
H H
B g o HERMIA oL —o— HERNH
" —e | o | —— RN
o o
o 15 30 ] 13 30
BRI BRI
pH6.8, 100rpm
120
100 L N
— BO
g
# 60
H
B o o HBRH
—— TR
20
o
o 15 30
BRI




(2) BDEBHRE~DES Y

10.

11.

12

13

14.

7 L R UEgBE bmg [RTO) X, AARIEFFEELEFICEDONZT LV R BT NI w

LEEDIRHEHIIKICEE L TWA Z LRI TV 5,

WP REERE
LA

HF P OB DHEDHERE

AARFEmG [TV Pl ) U LEE] ORRABRIEICZLD

HEsa~v NS5 T 4 —

EHEPOEHADTDEE?
AAKRG (7L Ra vkl b U LGE] OFERIEIZED
ks v~ s777 14—

palii
L

BAY 2 ARALD 55 I
LR L

FRNDELGESR - NENERLGERICET H1E®
%R L 720

ZFDith
PARPAYA



V. BARICEISHEA

1. hEEXIEEHE
B HLFRIE

<%hEE - HRICEET HERALDEE>
AFNIOWERINZ 7= - TlE, ARBRMHFZSOZWENES 258 2 BHRIE S OZWA T E LT
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