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I. MEICEHI HIEH
1. AROEE
AKENIT Vo Fa g U o LK E GG &3 5 FHRIERFESCTH 5,

[TV Ru UgeE smg (243 —) | 1%, RET AT 7 —~v RSt (BRI TRk
Xth) PHRFEES & UCRBEZAE L, S KORBRTELZRE, ZLEERER, 4%y
HO RIS RRBR 2 320 L, 2009 4F 1 H 14 BIZ&GRZEfS, 2009 4E 5 H 15 HICHRGE % BRtA
L7z, (GERIEEE 0331015 5 (Fk 1743 A 31 B) 12K KGR HGE)

Fro, 7V Fa e 3bmg [ 7 3 — | OB ZAER L, Hkk&ORERTTELZRE,
LEVERER, RSB A FE L, 2011 45 7 A 15 HIZ&R 2 B, 2011 45 11 A
28 HICHRFEA#BIfA L7,  CGRAXRSE 0331015 5 (Fpk 17 4 3 A 31 H) 12 &E KR

=%
nH

TD%, etk T7 vy Ra UEREE bmg T7 /8] | KON 7 L Rua U EgSE 35mg [ 7 /3] |
CAEEL, 201441 H 17 AITKRREAES L, 2014 4F 6 H 20 B IS AENE S i,

2021 8 A 1 A, RAEAT 77—~ St 6 B E LI B TSI &R 58 &GR
ARSI, TORBICIGEA DR T /3B INIGHZEF Lz,
2021 4 8 H 12 HIZHAMMINGE &, HIETHRESHWGEZ B Lz,

2. ®
<t
cAKFNIT Vv Ra T Y v LK E G &S B HERRIEIRIEAI CTh B,
- EARZEIWER BEEEARB) & LT, &l - OENkEE, § -+ I5EEE, FsERE,
TH, KLy AMAE, HEEMEEREEESAAFIE (Toxic Epidermal Necrolysis : TEN) ,
B RS REEIRAE (R (Stevens - Johnson JEERE) |, FHEBEIE - THEHHEAK, FMHIEE BT,
RERFEEAF T, A RIS EEES, ARG B8 EOIEEMNFINHE STV D,

DARFH - WHIZPIIFE
>

=t

\|

<#E bmg>
< B 5mg I3 1 A 1 G OB HUERE DI T 5.
<#E 35mg >

- B 35mg 1% 1 HMIC 1 &5 OB HIRIEDOIRESITH 5,

c28E1v—bh (RYUHAY) T, 1ETOICUIVEETZ LN TE D,

- U— MCHRE, IR, BASIVREOXSICET 2R FEHATH L TWd, HiZy—
MIHIRABOFRAMRAHY, DL F—r— L EHELTND,



I. &¥#ICEI HIRHE
1. B4
(1) M4
7L Ru o ggE 5mg/NIG)
7 L Ru CfggE 35mg I NIG
(2) *4%
Alendronate Tab.
(3) AFDHE
—xA &
2. —&#4
(1) M4 (&4E)
TV e R LK (JAN)
(2) 4 (4%
Alendronate Sodium Hydrate (JAN)
(3) RT L
vy AMRHETFAEEE ¢ -dronic acid
3. #EXAXETRERX
PO,;HNa

H2N/\/?< ° 3H20
H PO5H,
4. FFRRUSFE

7373 0 CsHiz NNaO7P: - 3 H:0
7 fE : 325.12

5. {24 (ams4k)
Monosodium trihydrogen 4-amino-1-hydroxybutane-1,1-diyldiphosphonate trihydrate

(IUPAC)

6. ER4, 4, KBS,
Bz L

7. CAS #iz&E
121268-17-5

EEHS



I FMESI<ET SRE
1. PMEEENEER
(1) 5 - R
HEDFEREOBR K TH D,
(2) BfEHE
HIZRRETIZL L, =& 7 —Jb (99.5) ITIF & A ETEIT IR,
AL 0.1mol/L 7 = e =7 b U 7 AFIRIIE T D,
(3) BEtE
MEERR L
(4) AR (OBR) , BR, BRER
Rl K 262°C (4R, 772 UHzHRT%)
(5) BIEEMEER
BRI L
(6) SEHRE
BRI L
(7) DD XL REME
M ERR L
2. AMHSGOEBFLHTICEITHREN
MEERR L
3. MRS OmEEABE
(1) 26
AELOKERIZ= e R VRIREINZ TINEVT 5 L &, RITFROZET 5,
(2) TN A2 S VRIETE
B U U ABEFNEIC LD RBREITV, REDAXT ML ERBOSARY MV ULT
Ve Ra i Y o AERELO AT MVERKRT D &, WE DAY FVIKE—
Bl ZAIZFBEDIRE DRI AR D,
(3) EMERIE
AR, EIERRIRIE A N 2 TN, BRE, KZMKEE(ET b U ¥ AEEE CHFN
T5, ZOWITY CEBEOEMERSE BT D,
(4) EMRIS
AR OKEHKITT BV U LEOEER S E 2T 5,
4. FRRSDEEE
Rk~ 7o 7 14—
FRER © SRR EEET
BEE . 7o @=7 N U AZKFY, KU UEKEZT RY A, K, U U,
TER=RUL, AX—IVIRIK



V. RFIZEI HRAE

1. Fik
(1) FRORR, HMERUMHER
e 7Ly Ra oPgEE 5mg I NIG) 7Ly Ra e 35mgINIG)
PEAR B D FHEEE EEERRZARNAGE S
B A& (mm) 8.0 12.0X6.0
JZ & (mm) 3.0 3.9
B #(mg) 190 220
ﬁﬁ%;;;F £903 ¢ H1
(2) HElDYtE

( TV, 4. BHIOXFESRMETICBIT DLENE] OEBH)
(3) @Ala—F

(V. 1. (D AEOXR], ML OMER ] OIS H)
(4) pH, BEXH, #E, HLE EFOBERUREY pH B%

MEERR L
2. HFIDHERK
(1) S (EHERS) O3E
Wi 784 7 L Re ERE 5mgINIG) 7 Ly Ru g 35mgINIG)
1 g 1 e
Bksy | Ty Re v U oAk 6.58mg | 7 Ly Ka v fg) b U v AKFIY) 45.68mg
(Lo Fuige LT5.00mg) (7L Ra e LT 35mg)

L —R, AT TV VB~ XYY | 7uAhAie—xF M) ok, e
e A, ST NAT 7 —AbTFT Sy, D-<> | a—R, AFT YU~ TR A, D -

= k= ~ = hk—)
(2) FHnp
( Nv. 2. () AhEsy (EMERS) OF &) OHESH)
(3) £t
PR 2

3. BAF, AFOSHMEICHT HER
% L



4. HEDBEEHTICETEIRER"

(1) MESER

N ER (40°C, 75%RH, 6 #
VFEEE 35mg I NIG ] I3l & O it

")

OFREFL, T L v Ra UfgEE bmg/NIG) KOV L Rr
HTICBWT3HFEMEZETHDL Z EBHER ST,

O7 L R UEEsE 5mgNIG) HRER [k mitpre (PTP /) ]
AERE H ok LRA7 3T
< B> & BRAA R 2% A 4 % A 6 % A
. N2KH1
PER n=3 . N . N
N2KH2 A e A e
=4
<HOOREE> N2KH3
N2KH1
Eﬁ”“ﬁiﬁc)n 3 N2KH2 TReY — — fEReY
N2KH3
A — N2KH1 1.80~2.33 3.88~5.22
(GEYH—M) (%) n=3 | N2KH2 2.83~4.33 — — 3.31~4.50
<15%LLF > N2KH3 2.28~3.16 2.09~3.49
. N2KH1 97.2~106.4 98.1~106.2 94.6~110.0 97.8~108.1
R 0, =
f{gﬂ% (8/51/ uixli N2KH2 95.8~108.4 94.8~106.9 104.3~108.1 104.7~110.3
7T ? N2KH3 101.8~108.5 101.1~106.0 100.2~109.7 104.3~107.6
SF (%) % n=3 N2KH1 | 103.02~103.88 99.93~102.64 99.81~103.00 | 101.61~103.57
< 95.0~105.0% > N2KH2 | 102.35~102.99 | 100.81~103.00 | 100.55~101.70 | 100.99~104.69
: 0 N2KH3 | 103.04~103.43 | 102.36~103.55 | 102.10~102.98 | 102.74~103.22
X1 AKGRIF OB X2 FREICHT HIEAER (%) — KN
O7 v Fu Uil 35mgINIG) Il ik adgpne (PTP wi) |
HERTE H LRATHIM
< Bk > BH A6 6% H
PEIK n=3%1 A A
<HABOFEMIE O FEEE > H =
R 3%1 . .
Eﬁn n(ﬁc)n ]@/E[\ I@é\
) —
(&R —PE) n=3%1 wWE A
<15%LLTF >
HPE (%) n=3%1
<154y, S5%LLE> 100~107 98~106
LB (o #9 —Q¥1 . y
- g’) 105 Oﬁ/i 100.8+0.7%3 100.9+0.6%5
U~ U

*1:3mv b &mv hn=3

K2

FoRBITHT2EHE (%)

%3

FEE R RS (S.D.)




(2) HwEEOREESR

OT7 Vv Mo UEedE 5mgINIG)  MEal%E 40C [HDE, K[UBA
B S (E =R (AR
< Sk > &5 BAAGHE 3 #
PR n=3 B e
< HfanHEE> N2KH1 ERENE ERENPE S
VEHE (%) n=18
<157y, 80%L) F#1> N2KH1 97.2~106.4 106.7~109.6
G (%) *2 n=3
<95.0~105.0% > N2KH1 103.02~103.88 100.74~102.87
% I
(BHfH) W (ke) N2KH1 15.0~15.8 12.6~14.8

n=3

1 KRR O MR

%2 FORRICH T B EAE (%)

OT7 Vv R UWEbE bmgINIG)  #Eadk 25°C - 75%RH - [HE, Bk
BRI H =N PRAFHAR
<k > Ty bR halRF 3 » A
PR n=3 N2KH1 ERIRES EIXGES
<HEDOFH > R ES
W (%)  n=18
15, sowbl s | N2KHI 97.2~106.4 103.8~108.4
R (%) *2 n=3
050~ 105.0% — N2KH1 103.02~103.88 101.43~102.33
% i
( %ﬁ)nf‘;ﬁ (ke) N2KH1 15.0~15.8 12.4~12.9
M1 AGREE OB X2 BRBIIHTHIEAR (%)
O7 Vo Fu ViRgE smgINIG) Mo Bt KA
AR E =RV IR
<HifE > F5 BR AA 1 60 /7 Lx-hr
PEIR n=8 N2KH1 16 0 b DR
<HAtDOFELE> R F
WHHE (%) n=18 -
157, sowul brie | N2KHI 97.2~106.4 106.1~108.7%3
G (%) *2 n=3
05,0 105.0% = N2KH1 103.02~103.88 99.75~101.08
% E
(/”%ﬁ)n:%r (kg) N2KH1 15.0~15.8 14.4~15.2

X1 AGRRROBIE X2

FRBITHT2EHE (%)

%3 : n=6




O7 v Ku UERbE 3smgINIG)  MEatE 40°C  [HDE, KERE]
=KERIE H PRI
<k > B IGRS 3 7 /]
<E@@%§%@$ﬁ> A ORI 0 #bi A DT O #bi
VAE (%)
<152\) AN 101~106 99~103
BIEE (%) 100 100
(BE(H)
R (ke) 5-6 6.3

O7 v Ru VEEEE 35mgINIG)

MmEaE 25°C - 75%RH

LHESe, B

A A ]
<& > B A 37 7
<a@w%ﬁ%®$ﬁ> EReNQY AR AE 37 ERXRY ARFiARES
W (%)
<15€;7\, 85%LL > 101~106 102~105
BRAFE (%) 100 102
(BE1H)
W (kg) 5.6 4.0
O7 Vv Fu UEgSE 3bmgNIG) ML 25°C, Bt KA
LSaraly R R
<> PR #ralkE 60 55 Lx-hr
<E@@%§%@$ﬁ> SRR ARES ERENRY b ARE S
EHE (%)
<15€;7\, 85%LL > 101~106 101~103
e (%) 100 100
(BE1H)
i (kg) 5.6 6.2




5. ANERUVBHREOREN
LR

6. FlEDEREEIL (MELENEIL)
YL

7. BHE

(1) BHBE
T Ly Ru URESE 5mgINIGI KO L R UgsE 36mgINIG) 1L, HARSES A EI L%
RICEDOLNET L Far@gth N U ABEORHBKIZHES LTV D Z ERERINT
W5, GRERIZIZ/K 900mL & VY, /N F/WEIZ LY, 50rpm TR %217 9)

Ta AR

SHE H e B IAES
o N S ;L':‘ ] W7
SR S 15 4 85%L |-
(bmg, 35mg)

(2) BHHER

<7 L Ru UEEdE 5mgNIG) >
BREIT DLW LR ENRBR T A RT A D —HUIEIC>WT CERE 18411 H 24 H
IERFAIE 1124004 )

RS
EE - AAKR  WHREE S RVE
[l#sEr % ORBAE © 50rpm (pH1.2, pH5.0, pH6.8, 7K) , 100rpm (pH6.8)

CHIE]

- pH1.2 (50rpm) T, AEAEREIL OARMIZE HIZ 15 23 LANIC T 85%LL ERH L7,
- pH5.0 (50rpm) T, AEAEREIL OARMIZE HIZ 15 23 LANIC Y 85%LL ERH L7,
- pH6.8 (50rpm) T, AEAERAIL OAMIZE HIZ 15 /3 LANIC Y 85% LA B L7,
- K (50rpm) T, FEAERIEIR ORI E I 15 0 LANIC ) 85% L1 B L7z,

- pH6.8 (100rpm) TIE, EAERFIR OARMIZE HIT 15 23PN T 85%LL EiaH L7,

PUE, AR OV A R - ol L7 iR, 2 C ORI T R EE LD
P ERRSSERBR T A K54 v ) OHERECES L,



(Vs H il AR)

BHE (%) pH1.2 (50rpm) BHE (%) pH5.0 (50rpm)
100 F 100 |
80 80 I
60 60 I
40 40 T ==
20 —e— 7 LY FOVEEESMg TNIG) 20 —e— 7 L RO UEEESMg TNIG)
- & —RERHF (FHF, 5mg) - o —RERA (FEHl, 5mg)
0 ¥ L L 0 oY L L
0 5 10 15 0 5 10 15
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IZEEL, BEICH LT, ZHOERN S SbnizGa, AAIORMZHIEL TR
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SITATY, BEPREOONTHGEICITREGEZFILT 5L, @MURLEZITO 2 &,

7) SNEEBIRE SN HEFEELRH DL ENH LT, BEE+2ITITY, BEN
RBOOLNTHEEIITRGEER T 572, WURMEEZITI Z &,

8) KEREEFT, AMMKRE R, AMRERHBFOFREREH : IRGET T, &
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10.

11.

12.

13.

14.

15.

SERFTRRBEABRUVEREES

Hk5e4 RRAEH H IRRE T
T Ly FuoiEsE 5mg/NIG) 20144 1 H 17 H 22600AMX00053000
7 L Fua oBESE 36mg NIG) 20144 1 H 17 H 22600AMX00054000
[H R 5E44 RRAEH B IRRE T
T Ly Fa s bmglT N 20144 1 H 17 H 22600AMX00053000
7 L Fua UBESE 3bmgl 7 ) 20144 1 H 17 H 22600AMX00054000
[H R 5E44 RRAHEH H IRRE
T Ly ReUfREE SmglZ A 3 —] 20094 1 H 14 H 22100AMX00238000
T Lv Ru UBEEE 3bmgl ¥ 1 3 —| 20114 7 H 15 H 22300AMX01129000
FmELENFFEAR
Hk5e4 SEMMI A A H
7Ly Ro okl 5mg/NIG) 20214 8 A 12 H
7 Ly R o kb 35mgINIGH 20214 8 A 12 H
[H R 5E44 ST A B
TLv Ru g bmglT /%) 20144 6 H 20 H
7L Ru U fREE 35mgl T /%) 20144 6 H 20 H
[H R 5E44 MM A B
TLv e ofgsE bmgl# A 39— 2009 4 5 H 15 H
7Ly Koo mebe 35mgl # A 22— | 20114E 11 A 28 A

PEERITZEEN, AZRUAEZEEEMEOFABRUZOAR
PAROrA

BETHR BOBRAREABRUTONE

Y LW

BEEHM

PAROrAN

REAMGBREXRICET 5158

AFNE, BN T 2 HIBRIZE D HAL TR,

( TV. 1BRICBET52HE] OEBH)

25



16. &Ea—F

— SR FE AR L7k HOT(9 #7)
—r EH = — BHa— a—F
3999018F1013
L Ro i 5mgl ; i
T Ly RufgEE 5mgINIG) (G = — 1) 621896803 118968103
7 L R a fREE 35mgINIG) 3999018F2192 622101603 121016303
Fp— SR FE AR L7k HOT(9 #7)
- 3= — R B o— a—F
T Ly RaoREE BmglT N 3999018F1161 621896801 118968101
7 L R a EREE 35mgl TN 3999018F2168 622101602 121016301

17. RERIGHLDOIE
AANTZHEWIN OB FEEIRL TH 5,
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XI. X#|k

1. SIRAXE

1) AELEERTEKRNSH ENER (et

2) HELERTEHEASHE HNER (5 HRER)

3) HHEXERAERMHHE, C-399, HIIEE, HIX (2016)

4) WM L, 46(5), 467 (2009)

5) AETERTIGHKASH &R CEW7nRIEERER ; §E 35mg)

6 ) MID-NET®% H W\ 7= ARG RO (MID-NET®% U 7o B AR AR R — KO B HERE
EEERFTICBIT 2RIV T LMAED Y A7 FFMICET 27 — & X— XGi#&)
https://www.pmda.go.jp/files/000249186.pdf

2. FDhDSEE

L
XI. 3E&H
1. FENETORTRR
L

2. BB HEREKRXIRIER
WIRICBET HiEsMER (AF—RX NS UTHE)
AIRNCIRT DM EOFEEOHOFM E A —A FT VT E TR R D,
(IVI. 6. HEOEREFT LEHITHT 1R OHSHR)
Drug Name Category
A=A 7 VT D5 alendronate B3
(2021 4 4 HRR)

BE PO

F—A N7 U7 D45FE : (An Australian categorization of risk of drug use in pregnancy)

B3 : Drugs which have been taken by only a limited number of pregnant women and
women of childbearing age, without an increase in the frequency of malformation or
other direct or indirect harmful effects on the human fetus having been observed.
Studies in animals have shown evidence of an increased occurrence of fetal damage,
the significance of which is considered uncertain in humans.
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AN Y —Z FT 15 [EEMEE L, BREMREORNZBE L, BORRENED b
Y, T 5 oRikiE, FROBIELZITV, BB ORNEZBE LT,
FREOBIETTY 22 BREERRE TR D WAL, RIE TEEZ5E L, B2 S A cln
BN TRIBZEE L, FEROBIEZITV, FAEBRE ORI A B LTz,

[P E R ]

BRIBIE DN S T2F 4 AN — 2R EF 2 — 718k L, §9 2~3mL/BOMEE TIEA L=,
F 2 — 7 IR ARG HH 3 3D 2 ZAKEIC L, HEAMZZ O 30em Lo SIZHEE L
Too BARICHEDHEKEZFEALTCTF 2—TNEES EEXDOT 2 —TNOERTFHOHF T

WA BIEE LT,
2) BBRER

R e
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7L FOiE 35mgINIG)
1) HBRAE

[Ar e R iR
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FREOBME TR 72 AERE AR LR WAL, BIK 1 EZ08 L, B FeE o
B AW THRIRZE L, [FEROBIEAITVY, AR ORI ZBIEE LTz,

[ 3 2t B

BRETE D NS T2TF 4 AR —ZREF 2 —718m L, 9 2~3mI/BO@E THEA LT,
F 2 — VRN AL BRI 3 50D 2 KT L, HEAMEZ OF 30em F oo & S E L
Too EARRICHEEDFEKEFALTT 2a—TNEES EEDOTF 2 —TNOEGFYOFEIZT

S 2 B LT
2) HEBRER
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