2024 4 9 HkiT (G 4 ki)

AATEER o0 B 7 872344
872355

EXRMA V3 Ea—TJ4+—L4

H ASpBe 3R AT O TF FLdi 2260 2013 (ZHEHL L CTHERR

HER, BTH

EEVY I R0 Lgz250mg [T
BE{EY O RYD Lse330mg [5VT—]
BV 9 R YD Lggs00mg [>T

Magnesium Oxide Tablets
(Ffb~ 73 20 L HHED)

Al Uz

e (GRd)

KA o B H X 5

MBS

&
£
o
il

ffb~ 27 %37 LEE250mg 7 v m—] 1 §Eh A REE b~ 7 %> 7 2 250mg
ffb~ 7" %37 LEE 330mg 7 > m—] 1 §Eh A RER b~ 7 %> 7 2 330mg
Wb~ 27 %37 L E500mg [ 7 > m—] 1 §EP A RER{b~ 7 %> 7 2 500mg

4 b~ 7 x> 7 A (JAN)
4 : Magnesium Oxide (JAN)

B oE KGR AR A A
S 1T R 7
¥ 8 4 A H

REIRGEARRAEA B 1201442 7 14 H
SRMELMEIEAE A B 2014426 J1 20 H
56 £ A H 20154104 21 H

PHE - BUEMRTE (EA)
- 1R - IRE R A

—~~

£

bl

BUEE T - R R RS A
B 52 Jo: BAY=xV v 7 A&t

PR AR Y 2 g e

Bl W A& b &

O

AARY =V v 7 iRt BRI EMk=E

SEAPRFHE 0 9 WE~18 By (. AL HLH ZBR<)

TEL 0120 - 893 - 170 FAX 0120 - 893 - 172
EIEEARFE A 1 AR — L X— 2 : https!//medical.nihon-generic.co.jp/

A IF 13 2024 4F 6 AUGETOUSA CEORHEIZE S S&ET LT,
B OWAT SCEE RT3 E RS iR R — A ~4— https!//www.pmda.go.jp/ =T ZHezE<

2SN,




IFFHDOF5 & OBE
— B AR A2 —

. BEERAVEE 12—+ —LEROEE

P F 1 3 0 D AR 72 BERO R R & U CRRE RSN S0 (LR, ISR L IET) b b, EE
BUSCEERD « JEAIRISE O BERAEFE D B ER LT e BRI O EfE AEH 2153 2 BI2IE, s
CEICFLHE S N IEHRE BT 2 FICEEM A E MR LERIGENH 5,

RS Cld, S E IR DV TSR S o R SRF AR G F S RO BIFEROE R L CiE#RE
HEL TR L TE TS, Z ORI EREREEEDICATTL2ODEHRI A N LTA X E
a2 — 7 A —LDFEE LTz,

WEFN 63 12 H ARPESEAIRT 2 (BLF, A3 EBET) FNE 2 /NEESN TERLA VX Ea—T
—X] (LT, IF &BET) OfrERHF NS IF SRk E R E Lc, 0%, EEEHEH I ONT
BE AT EFGER=— OB EZ T T, PR 10 4F 9 AT AREAINE 3 /NEBSICBWTIF &
HEHEOLGT B TOILIZ,

B 10 FE3 R L, EEMEROBID FTHLIRIERZE, HWFTH 2 EFRI OFHFE, Wiz e
S THF - FEFRREIIRE B LI Z 25T T, Sk 20 4 9 A I HREERFRZESITBNT
IF FCHZEHE 2008 23R E Sz,

IF Gk 2566 2008 CTiX, IF ZMREBHADM 1 & L TRt 2 5k, PDF E0OEKKT —% & LT
9252 L (ellF) MNFAIE e odz, ZOEREICADLE T, BASCEICB W T [2h6E - ZhR By, 1%
e 2R BEARANEEOKGET] R EOWETNH - A, WETORIT — & 23BN L 7= fic# i
D e lF Nt sz L irolz,

BT e-TF 13, () 235 T PR R ae it A A O [ 3L 1 i it AR — 43— (httpt//www.info.pmda.go.jp/)
PH—fE L TATFHEEL 72> T D, HAFRFEIEARIS T, e IF Z48#i 7 2 E MG RIEAR — L8
—UNAMTA N TH DI EITELE LT, EMEENGRIC H T e IF O RA T 5 k4 ik E
LC, fHx O IF PIRACEZMTT 28 EERFERE L CEDEE - it 22 & & L,

2008 FEL VA [EDA L H B a—7 4 — ARETSZ B Lo h TR L CE oA Bam L, UK
®BFEIZESTH, EAl - AMEICE > TH, DEORWERFETHZ 5B 2T, T2 THK, IF
FLAELGE DO —FRGT 21T\ IF FUak Z5H 2013 & L TART HERE o7,

IR &IF
IF (3 TR SCEFOBREZMTE L. BAIMEOERIEES L > THEEGICKLER, EARLOMEE
O DOE#R, WHREIOT-ODOEHR, FFIOTZDOE R, ERMLOEEEH OO DOfFH, FFH72R
BET T DI OFFRENER S N E R BRI ORI E & LT, AW LR H 2 RE L,
AN D 72 D2 1 RLIE K 5 D FERAZE AR QMR BEAAH L TV 222N RE LALERTT B b,
TZIE L, HEE - BUR SRR TR D 5 b O, RERZEORAT ) 2 BT D b O K OFEAINH &
PSREAf - P - REET NS FEHFL IF ORMFHEL (TR 520, S0 5 &, BURMEN LR S
o TF i, FAIRTE S 2558 - HIlr - BRAEIS T 5 & &b, BERMTEETLbO LW ) Bz Ff
DI EEAHRE LTS,
[IF d#k=]
OHIT A4, BEEE L L, FAIE LTORA > ML EOFE (MFRIZFRS) CTridkL., —@klv &
T 5, 22U, IASCETHRE: - Rz Hngaicid, EFEE Tt bo s+ 5,
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OIF I3FEAIE UCRAIOB SRR (WAL AL SVRAD ITfER S s,

@IF (CFi#i9 2 H B L OELANIE B RE LTz IF Sl I LT 5,

QRN TEONEEZMTTH LD IF DESITH » TRLEREERNZHIN S,

@RI OREFICET 5 b 0, MEEEEORANE ) 2 2T 2 b O KOOSR A 1% U o ERESHE
FH DR - T - SR R EFHICOWTIRE S R,

® TEHEGLA 2 a—7+— L5083 2013) (BLF, [TF GUsZEeE 2013) LBES) (2L ERkE
- IF 1L, AR TR EZ AL L, MBI U CEARAE LA (PDF) 25 EIRI L T
M2, EETORAITLATITR,

[IF O H1T]

@O ITF FofkZaH 2013 1%, PRk 25 4F 10 A LIRRICRRB SN FiEEm N HHEA L 72 5,

@RS DERK I HOWTIE, [TF FE#EEEE 2013 12 & H17E/k - #2EHTmH S s o TR,

O EOVEEOWET, R AR R ST R BRI 23 AR S U7z RS0 QN @ O E DAL
REN2 S, BT RENEDRKELS LD TZEAITTIF B&ETEN 5,

. IFOFIRICH=>T

'TF e Z8E 2013 ([ZB\W\ Tt PDF 7 7 A W K 2B FHAE TORME LA L LT D, E#REF]
A 2 FEAL, BT EA SEIR L CTRHAS 2 2 EFAITH 5.

BB IF ISOW T, RIS EREREAR 1 OB O R 380 ISR A 1R R (R — A~ — T8
P E STV D,

BURARSET TEEI A 2 F B a—T 4 — MMERO TG & ) ITHE > TR « 12069275, IF O 2 B
R ERBEGICAR L T80 IF ERR IS Gi# LEEOEREIC OV TR RSO MR F 0
AU HEa—C L EFIEA L RNEEFRESE, IF ORALE&DLIBERD D, £l R
AN DM EOEREFICHET 2 FHICE LT, IF AdGI S D E TOMIE, SEERER O RIER
HEDFRES D IR SCERFEN B A SCEE b D TR R R LS T — & RS 0 S
B OS5 & & bic, IF OBRICHTo - T, Folf QUG SUE % E IR R T B IR fER — 4
R— T THERT B

ok, WIEMARZEMEOMMRO AL EN TN D THRRNARE R [ERETORTBRIL (2B
TOHAFKRBFHICEDD Z L0300 . COBPFWIZITFA-ET ~ETH S,

. FAICKELTOEBER

IF %A O HEHEBICB O TRNT I ENTERWERMERFE L UEH L THE 2V, L
L., ERELEFEHERL Y — g ra— FEICIDHHIC I Y, AN EELERE L TR
T X ZHPIIZA T LIRRANH 5, IF 1T AFEOTHEE A 21 T, YL EK S o A2 8 ERE -
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I. BIEICHT 51EE

1. FAROEE

AR b~ 27320 L%, EITHIFEAIRRE FHE LTS T 5, FIERTHEGE 2 25 TH
ST, FFEFRA LT WEERIRS Eiffish g,

fefb~ 7 %3 7 A8 250mg + 330mg « 500mg [ > m=—] 1T, A5y & LTk~ 27 %
U LwENEI 250mg, 330mg KON 500mg HA L7ZEERI T, BROHREENME, K& SFEORM
DL SUITEE L2 WFTH D, ARMITHERIES 0331015 5 (FRR 1743 H 31 H) &O
FAHE 0304004 5 (PR 214E3 A 4 H) ICESE, HKOBBRAIELRE, ISR,
AR RIS PR BR 2 S L. SRR 26 4F 2 AICERMIER S & L TRREE T, et
BT,

2. SROAREN - BEAEHRYE

(1) AFNTHENTIEHIBREMN 2. BN TIERE TMERE AT 5, £z, REERI LT LFEAD
AT ISR D 5, (12~16 HR)

(2) SERIMEICE 4 (IEA4) ROVE B2 BUSHI O CHIS LEGIMEICEE L T\ b,

(3) BEEEAWIMLTWADT, (b~ 722U DA O RPRREPNITE A L0,

(4) HMEORARFHILY . KIBE LT < KM WRLTHICHET 5,

(5) AT VKRE ZDFEAITH 5,

(6) ThH OB LY | FEROTRE (FARLKRITE) ITEE L TV D,

(7) PRI L OB IEEIEITRE ST D,

(8) ERAREMAL L TR~ Z XYY AMENHE S TND,



I. 2WICEET HIEHE

1. 54

(1) M4 : Wb~ 7 12U LEE250mg [ x=—]
et~ 7 x> U L§E 330mg 7= —
et~ 7 x> U L§E500mg [ = —

(2) #4 : Magnesium Oxide Tab. 250mg [KENEI]
Magnesium Oxide Tab. 330mg KENEI
Magnesium Oxide Tab. 500mg KENEI |

(3) BMOBEE : A +AR+ AR E R+ S ISV L,

2. —i&4&
(1) M4 (@RE) B~ x> 7 LA (JAN)

(2) #4 (#54%) : Magnesium Oxide (JAN, USAN)
Magnesium Oxide, Heavy (EP)
Magnesium Oxide, Light (EP)

Q) RATL A~

3. fEXITRER
& - MgO

4. HFARUDFE
¥ MgO
F& :40.30

S

P

P

5. R (WAE)
Magnesium Oxide (IUPAC)

6. A4, M4 KBS,
BH4  h~, I~T

dJn
HH
Jn

1. CAS Bx&ES
1309-48-4



. E¥k7 BT SEE

(REDFESY T D BRI~ 7 %27 AMOW RS 5,)

1. PEBEME
(1) 448 - R
AT AAOH R UTKRI T, 2B W0,

(2) BfEH
AEIAK, =& 7 —L (95) XFIP=F o —F UIFE A EEIT R0,
AR IR T D,

(3) WimtE
ARl 32E P TR O B bR R 2 WINT 5,

He

4) B (MfER), BR, BER
ml S 2800£13°C

(5) BMEEBMTH
MR L

(6) HEFEM
AR L

(D ZOMOEETEE
AR L

2. ERHSTDEEEHTICETHIREL
RO TIERLS 2 AV Te R RARABR (SRR, 3 4E[H) ORER. @i OHi%GitE T2k T 3 4
FZETHD I &R STz D,

3. S OHEZRRAREL
HiR W b~7%v 75 IZX5,

4, ERED DERZE
HiR Wb~ 7 %75 IZX5,



V. 8KIIzE89 2B

1. #lfig
(1) FRDORA, HNEERUHER
HIE ORI - G2/ (GEEE)

(2)

)

(4)

PAN
WA, Wfb~ 7 %> U LEE | Bk~ 7 XU LEE | BBb~ 7 X2 U LEE
R 250mg [ =—] | 330mg (> =—] |500mg [ x—)
.
Va2 .
-
{01 ] — ]
Kx X RS 8 9 10.5
(mm) B 4.1 4.4 4.9
H& (mg) 308 407 616
LT, ok H S

PRIR - BEMEORE T, DT NNIRERRTERD D,

S DYt

RAERPE © R R —iaiRiE AEEaBRE 2.1 AN ERANC L
erE L. BREERERNE 2 N TH S,

RERAITO L&, AT D,

EBAa—F
i b~ 7 27 L8 | b~ 27 %2 07 L8E | BB~ %27 LEE
. 950mg (7> T—| | 830mg [#>=—] |500mg 4> x—)
iR — R #~ 250 KEO1 #< 330 KEO2 #~ 500 KEO3

pH, RZEEL, ¥E HE REOERUREL pHiEF

BARRNA




2. HFIDBRL
() #HES (EEES) OSE

. [ Az SAVIN RN 2 (A SAVIN Tl YA/ S AVNN
e 250mg (7> x=—| |330mg 7> xT—] |500mg 7> =—|
D% AR~ 73> v A | BRIt~ 73> 7 L BRBRL~ 7300 A
(1 8EH) 250mg 330mg 500mg

(2) #Fmn

AFT VAN T A FEEL T —R, Ja AL AR —RAF N A FE

(3) Z0fth

BARRNA

3. BAEH, AFONHHEICHT HEE
BAROANA

HADEEEHLTIZETE2REMR?

< A& RE T o s EkR >
At~ 27 312> LEE 250mg [ m—)

RO | RIFEMH - HIF REFRE (FH) AER
40°C. 75%RH PTP - v’ —Adk
N 6 % H PTP : RV =/ T I=17 A 27 L
RGN ) . . . o . o
[%ﬁﬁTﬂi@:3&w:] Po— Rz FLUTF V78 = NIV 2O MR AV T L BRT 4V
A2 SERG R)xF L) Zie7s L

HIETR - MR, MeRBalir, MEERBR, BRI —Mk, AasEtE. HIRe). BB pH, E&

Wefb~ 7 %20 LBE 330mg [ = —|

ABROMELE | RIFESHE - BB REFEE MHH) fER
40°C. 75%RH PTP - v’ —A1dk
S 6 # A [ PTP : HUELE =L, T I =4 }%Mﬁb
[%ﬁﬁiﬂiﬁfsﬁ%:] Co— RYZF VYTV RV= NIV 20 MR AV T 4 VR T 4 v
24 RERMm (K)xF L) bl L

HIETRE - MR, MeRBalir, MEERBR, BRI —Mk, AasEtE. HIRe). BB pH, E&

f{b~ 27 30 AEE 500mg [/ o —|

RO | RIFEH - H1IF BRERE #HH) fE R
40°C. 75%RH PTP - v°—/)dk
et 6 1 A PTP : RVl =1L, TALI=0UA 27 L
ﬁﬂﬁﬁfﬁgﬁ . N 0 0 = N 0 N HEA
[%ﬂﬁ(ﬂi&:%ﬁﬂ:] Fo—: RIFLyF V74— NIV 2O MR TV T 4 VERT 410
A2 KRG (R F L) Zie7s L

HIETE - VIR, MeRlalBr, MUEERBR, BRI —1k, AasEtE. WIRRs. BB pH, E&




<EAIAEIRAE T O E MR R >
b~ 7 x>0 LE 250mg [ =—|

BB ‘ s
B RIFSME - B | BIERER I -3i=];:4 EE | RERE | SR
(%) (kg) #®) |HETRER)
10°C BRLGHE | B@a0FERE|  0.02 10.5 7.3 99.18
e - a1 ZAe72 L | 0.03 12.7 8.5 99.12
3 5 2HH | Bl L 0.03 11.3 8.9 99.65
3HH | Bl L 0.02 11.3 8.7 99.30
30°C. 75%RH BRLGHE | B@a0FERE|  0.02 10.5 7.3 99.18
. SO - B 15 H | k7L 0.02 17.9 20.0 99.25
3 5 A 24 R | Bl 0.03 21.8 36.9 99.56
3n A | Bkl 0.03 27.8 90.2 99.40
" 120 7 1x - hr | BHA | AEOFEE|  0.02 10.5 7.3 99.18
KU I A 120 5 lx - hr | 272 L 0.03 11.8 7.8 99.44
it~ 27 x> L6E 330mg [ m—)
B0 ‘ L
P RIFEAME - IR | BIERER . -3i=0;:4 EE | RERE | SR
(%) (kg) ®) |HFTRE)
40°C BRLARE | Afan#EEE|  0.03 11.3 8.2 99.18
L - gl LA ZAe72L | 0.03 12.7 8.8 99.49
3 5 A 24 A | Bkl 0.02 12.2 8.5 99.69
3HH | Bzl 0.02 13.6 8.9 99.78
. o BHAARs |HOFSE|  0.04 11.3 8.2 99.18
i 30}%’% 75%;751211 1hH | Zfe7zL | 0.03 18.8 18.1 99.35
3 5 248 | ZfeiL 0.02 20.2 39.1 99.60
3n A | Bkl 0.03 27.2 99.7 99.51
¥ 120 J7 Ix - hr | BHisls |AAOFEEE|  0.03 11.3 8.2 99.18
KU A Ao 120 flxhr | Z{b72 L 0.02 12.1 8.2 99.48
it~ 7 % 7 L8 500mg [ 7> ——)
RER 0D ‘ i
o RIS - i | BIERR . EEREE WE | RERE | &R
(%) (kg) #®) | HFRTRES)
40°C BRLGHE | Afa0FEEE|  0.04 15.0 9.2 98.93
B L - gl LA ZAe72L | 0.05 15.9 10.1 98.79
5 5 A 2HH | Bl L 0.06 16.2 10.1 99.20
3HH | Bl L 0.05 16.0 11.3 99.52
30°C. 75%RH BRGGHF |Af0FEE|  0.04 15.0 9.2 98.93
wre | o - g 20 ZAb72L | 0.04 24.4 26.2 98.75
3 5 A 2HH | Bl L 0.03 28.5 67.4 98.95
3n A | Bkl 0.04 33.6 122.2 99.23
" 120 7 1x « hr | BHAEE |ABOFEE|  0.04 15.0 9.2 98.93
KERZY (1207 khr| 2L 0.03 14.7 9.3 99.28




10.

11.

AR UBERROREN
LR

gl & DEEEIL (WELFHEL) ©

b~ 732 LT, RO LD REEEPHESNTND,

(1) AFNIFRAAEE S P TEBREOD 72N bDIZJE L, I EIREG L TZEOWIRIZ L 52 bx
B HER D & %

(2) TUTUERIBRBED LFELIGKRE LTOMEMEZETHER S 5,

@) Zr=Vg, 7=/ RNV LIV FAFTTIR, T ) =V TZ A ERETDH L,
LAMLNICE AT S,

(4) BV FAET N U LAEREGT D EIRE, WA, MEORERSHELOFEIZ L - T, LEMEL
PIZERET 5,

(5) A V=TV REEET D ETHEBL LR L T 6ERT D,

6) o =Vv@TNT I EEAET D EIRE, WA, MO SRR ORBEIZ L - T, LEMLL
WNIZEBT 5,

el

b~ 7 x>0 L6E 250mg + 330mg + 500mg [ 7> =—] OEHZEENICOWT, fEAERLE %
B E LC, HR— ek IWHABRIEIC X 0 L7z, ZORER, SRKICEV T, Rk
UH) LA ERFNTIZZFRFE ORI ET Th 5 Z L B3 R I N,

S WPrIBER L
Y LR

HE P OEE S OEERERE
M. 3. HRhAD OMERRERIEDHICHE L 5,

BHDPOADES DEEE
M. 4. ARG OERIEDOHIZHEL S,

Al
BARRNA



12. JRAY DFIREED % 5 KM
JERR S DR LA V> T I (WIEERRBRIZ L 0 K

13. ERNBELES - MENKBRUBRICET S
AR L

14. F0th
Bz L



V. AEICEEY 5IER

1. MREX TR
TREBICETHHBERLERORE
B F s, AR (B BIERA AR REGT) . RETHLERRERE (MRt
BEMR, Wbw2E THRIE, BRIESIEZ 1)
{ERBAE
REBEBHOIL O LBADREFH

2. AERUVHE

HEgAlE LTHATSEBE -

b~ 7 %> LhE LT, @EBRA LR 0.5~1.0g Z#EIZHERR O BE9 5,
BTRIE LTHATSEE

Bt~ LhE LT, AN 1 H 2g #BATIUIRHZO 3 BIZHERR OG5 5,
IFBERNC 1 535,
REBEBRALS D LBEROREFHICHEAT HE -

b~ 73U ab LT, @FMALH0.2~06g 2% EOKE EHITROKEEGT D,
2B, WTNOBGE b EER, ERIC K VBT 5,

3. ERFRRUIR
(1) BERT—42/1y 75—
YL

(2) EERAR
MR L

(3) ERERIERRR
MR L

(4) BRI
LR L

(5) BREIMIER
1) |EALAETAERGHER
BN -



2) HEER
MR L

3) REMHR
% H RS L

1) BE - FENRR
BB L

(6) AEREER
1) FERARERE - HEFEARERE (BAREE) - SEREHRERFR (hERZREEKRRR)
AR

2) RBEEHELTERPEORNRXIIERE L -FREBROBE
AR

10



VI. ENFEEICEHT HIEEB

1. FEFPHICEESH S LESMXETILESHE

HIERA - 7 X HEE, SR AMBT VI =T L RRTAMBTNI=T L, TABRT VI VB
NIRRT LEAT A GE Re 2t A b REKBIET VI =T LT A K
TABT NI VRS TRV UL A~ TRV U A KBb~ T2 w A pREEK
FT NI UL R~ 73R TN KBIET VI =0 D50 - Kb~ 7 32 7 L5
O il e A

BEH : IV AR —2AF NI A DHT TN RAVES 7 F—h e AP RT ) —
Vo NLANNVAR Kb~ 723U h, BFr, BrFax2x o)k T
ESN A NN,/ Sy NN =3 ¥ 2 el NVl Uy VN b/ = S N =
UM IME vV, Ty a— A i SRV U A R T R U LED
% T Al

2. REER

(1) YEFRERLL - 1ERMFF
fRlb~ 73 v o MIENICB T DHIEEER & IBNICE T 26 FIER 2882, B & OFFRIRG
e/ MR N
MgO + 2HCl1 — MgCl: + H:20
HIERVEF ORBUCEE L T ZB{LRFEZHAE LR WDl 22 WHlERA & L TRA SRS,
fefb~ 7' % v A 1g 13 0.1mol/L ¥fEK) 500mL # FFICTX 5, KICREMEZR DT, RERK
FT MU U LT 2 & IR T AEHR R S RV BB IR I oD B AR
HSUTRBER & 72 0 | IRBIEHERF O 1= OMEREN S KD 2 BOFENEMEZBILT 5 Z Lic X
DR TIEMZHT, £, AFNTRKIERR T L T DA L TEDREE T 505
EAETDHIEBRMBNTND 567, ZOMFE LT, ~ 7 x> v Ak, OBENCER -
faT 20 LRV EROBNAZET S, @R TILER L TEEOESERZIERT 5.,
@F OREF, RFERRA A XD U BRI LY T LEROBREIHIT 5 Z N TE 5,
LD EZZ LTINS 9,
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(2) EHERMF1T SRR

1) HIERIEH 9

O R JR—fxakbRis HlEE 7

HBrvE  (in vitro7iA5R)

el ~ 7 % v v LEE 250mg + 330mg * 500mg [ 7> T —] @ in vitro (23T 5 il 1E
FNZOWT, FEERHI 2 i & U C A R — ekt il ) aBislc L EMi L7z, £
DOFEF, 0.1mol/L MEEE DI E BICAH B AITRD LT, FHUKITR VT, REREE &

TR HERGH D AWy =2 [R) S 23

300 r

0.1mol/L¥G % ¥4 £ (mL)

350

0.1mol/L¥E A ¥ # £ (mL)

300

250

200

150

100

0.1mol/L¥E A D ¥ % B (mL)

50

250

200

150

100

50

300
250
200
150
100

50 |

S,

mean+S.D. (n=5)

240.8+1.5

n.s:

239.1+0.9

fefb~ 7 >0 L8E 250mg [/ om—)

R HERLA

n.s.:p>0.05 THAEZERZL GBRE)

mean+S.D. (n=5)

[
310.0+1.4 n.s.

Wt~ 71> 7 LEE

1
309.8+0.6

330mg 7> x=—)|

FEE U LA
n.s.:p>0.056 THAEZEZL GBRE)

mean+S.D. (n=5)

244.4+0.6

244.21+0.5

f{b~ 7 %> v L8E 500mg [ = —|

FE HE ALK
n.s.: p>0.06 THEZEZL GRE)

J71E R E L7249 0.12g OREREEANC, 0.1mol/L #EE 100mL # N2 TA@ L., D AHK 50mL F
O EOYEER%E 0.1mol/L KE(LT N U U AR THE Lz, TOMBRLY ., BBk~ R D LA
OfEEAlE LTo 1 HE/MNRAE (#Bb~ 7 %> 7 A8 250mg » 330mg [ > m=—] (3 2 B,
ffb~ 7 %> 0 L8E 500mg [ 7 v m— ] 1% 1 $E) IZKkHGT 5 0.1mol/L ¥EEE D& B % Kb 7=,
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@Fuchs ZEIZ X 5l 1388k (in vitro #U5R)
b~ 7 %3 v L8E 250mg * 330mg * 500mg [ > T —| O in vitro 28} 5 HIEEE
FHCOWT, FEEHERIA 25 R & LT Fuchs Z87EIC & IR IR BRIEIC L 0 34 L 72,
ZOfER. (FIXREDO pH #i#A G o4, BTV T, REBREGH L AR ERGR o 4
WA [RI SEE SRR S LT,

mean (n=5)

0 5 10 20 2 30 35 40
HERIERT (49))
| e fiifl~ 7 % 7 i 250mg [/ x| A v |

mean (n=5)

12
10
8
pH 6
4
2 —
0
0 10 20 %ﬁ;ﬁ%ﬁg%ﬁ (67\) 40 50 60
— i~ 7 % 2 7 ABE 330mg [/ T YR |
mean (n=5)
12 r
10 |
8
pH 6
4
2
0
’ “ O s ) » o
[ it {E~ 7 ¥ 1BE 500mg [/~ =—) A |

J71% © 0.1mol/L ¥ 50mL (27K 100mL &%, ###k U7Zes HRBRIEA] 1 sE4 A Uiz, AR
2610 0% ET, 18I pH ZRE L. 10 0% 0 pH JIEH. B HIZ 1mol/L M2 DN
% 0.2mL/45y DEIE TERME LTz, TEMBHIED S 1 452 pH ZHIE L, pH 2% 3.0 272 B HEE T
MmaEkT Lz,
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2) #& MMER (in vivoillik) 9
it~ 7 3> v L8E 250mg + 330mg * 500mg [ 7> = —] OfE FERIZ W T, EvER]
Flaxtie LT, 7y MRS L, 5% 8 W £ TOERMDIMBULIR K O F1E
FOMEBLRIZ L0 3N L7z, = OfE%, Bt~ 7 %> U A6 250mg * 330mg * 500mg [
Y= W THOFE T EIC BN T HEE FEANERD i, BEERFIC L THEZ
RO ONT . BRI T, RBRIA L AZHERA O A PR S E S TR S v,
< FEBOIMBEICIRIC X D A =2 7 G4l >

(n=10)
sk . n.s. .
10 4 :
9 | T T T T T
T T T T T
8 o T T T T T
T T T T T
7 B T T T T T
6 L T T T
{ﬁ[] 5 AR,
o410
3 -
2 -
1 -
0 . .
oy hm—)L (b~ 737 LbE 250mg [ o—)| AR
(0. 5%CMC-NaiAifR)
- s )
[ BERM ok 8 FRIE OkERE |
**: p<0.01l THEZEAY, ns. :p>0.05 TAEZAEZR L (Wilcoxon DNENFIRE)
(n=10)
*k n.s.
0 _ I 1T 1
1 ey L
9 - ey L
ey L
8 B ey L
7 - ey L
ey L
6 B ey L
@J 5 L L L
ﬁ L
4 -
3 -
2 -
1 -
0 . .
2y ha—L (b~ 7% U L8E 330mg [ v ——) o i |
(0. 5%CMC-Na&if)
* Pz 3]
[ mEW{H OfE OFfE oKk
** . p<0.01 THEEAY, ns.: p>0.05 THEAER L (Wilcoxon DIERFIRE)
(n=10)
*% n.s.
1 0 _ I 1 T 1
ey T T T
9 B S T T T
8 | ey T T T
ey T T T
7 o ey T T T
ey T T T
'f&‘IJ 6 B ey T T T
5 L T T T
%{ 4 R R AR
3 -
2 -
1 -
0 . .

2 hr—L ARBR LA T e
(0. 5%CMC-Na¥AiiR) | = ‘—LET%AWE [5] $k@ & ‘Fﬁﬂ@ =] 7k%@ |
** . p<0.01 TEEXEAY, ns. :p>0.05 TAEZEAR L (Wilcoxon DJEMFIEE)
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<HKETFIEFA O HIR=RIT X 5 34l >
(n=10)
kb n.s.

100
% 90
T 80 |
B 70 b
A 6o t
0) 50 -
oo
Eﬂl 30 -
g‘ 20 -
10 b
Z 0 L

oy ha—) b~ 7 %> v LbE 250mg [/ —— TEAERLE]

(0.5%CMC-NaiA i)

*F . p<0.01 THEEZEAY, ns. :p>0.05 THEERL (x2BE)

(n=10)
¥k

100 r
90
80
70 |
60
50
40
30
20

0
%

HHEESHERAR

ay kr—L RERRUH o e 5
(0.5%CMC-Nai#ifk)

** . p<0.01 THEXSAY, ns. :p>0.05 THEESL (x2H7E)

(n=10)
*% ns

100
% 90 |
80 f
70 F
60
50 f
40 f
30
20
% ,

B it~ 7' %27 LE 500mg [ m—) it )
(0.5%CMC-Na¥&ik)

HEE D AW A

** . p<0.01 THEMSAY, ns. i p>0.05 THEAESL (x2H7E)

J7E  BREREEAE 0.56% CMC-Na ik Tl L, Bk~ 27 1> U AL LT 200mg/animal % 7 v MIfE
AfE L, #51% 8 Rl T 1 KEfEICBELBE Lz, 228, A TH 5 0.56%CMC-Na &K
Far hae—iLb L,

FEAM - FEOBELILLT OFHIAEAEIC X 0 SMBUR IR A 4 BB CREN L. S HBREM D822 8 Wi Tl
bEWRaTEE, EFERAOHEE GEA 1L EOMEBIEE) (X VEHE L7,

S 0 ! A2 RS

EEONBDR | ERE ki T AR
A=y > b/%,

@R () — S LELOIE 00
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3) REGERR I N T WEL DORAETES (in vivo 7 RER) 10
fefb~ 7 32> v LBE 330mg [ > m—| ORKEERE I VT LEADORAETRIFRICS
WT, 7y MCHEREE L, #5% 16 RS ORP~ 7 x> 74 (Mg) HREEIZLY
P L7, ZORER. Bk~ 7 R0 A8E 330mg [ — | (R Mg HEt & HN
L. IREGERE I V2T DA DIRETINREZA L T D b0 EHEHI S L7z,

mean+S.E. (n=10)

n.s. k% k% ko

-

—
S
1

—_
[\

—
o

SR MgHEtt#E (mg/16hr)

0 1 1 1 J
B 5 3H H 50 H 7HH
[ W@t~ x> v akE Tre=—] 0= ka—A05%CMC-Nal@i) |

** . p<0.0l THEERY, ns. :p>0.05 THEERL GHE)

Fik WBREAE 0.56%CMC-Na iR TR L, Bk~ 27 * 75 & LT 200mgkg 27~ MZ1H1
[\, 7 AMEGECROESE Lis, 51, 53 B E. 5 BELOT AEOEREKTH, 16 i
FORZERR L, ZORPICE E 5 Mg HEibE: (mg/16hr) ZHIE L7, 7ok, A TH D 0.5%
CMC-Na @iz =2 ho—)L & Lz,
(3) YEFRDIEFM - FrinbFm
M B L
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VI. EMEEICEET 5B

1. mhREOHD - RIEE

(1)

(2)

(3)

(4)

(5)

(6)

AREEDLGmMAPRE
BEARRNA

I v = BE F) 33 e

=®E
FHE L7

=
%

R R TR Sh - hiREE
Y LA

g ')

B~ 7 3T AJEOTER Y 4mEq/L (4.8mg/dL) UL ETHTL 5.
BEERR, R, KT, BRSO, RS ERmE, RIRE,
5~10mEq/LL. EKG #£% (PR, QT DiER)

8mEq/L UL & ERHT O, BEEA QRS We TS, BE7my 7 KifE
15mEq/L VL b iR, PR, ME R, 5Lk

BE - ffAROEE
Y LR

BREA (REaL—Y3y) BRIz YHBAL-ERENSELEBHER
Y LR

2. EYEER/NS A—4

(M

(2)

3)

BT
Y LR

MR, U053 J3E 5E 450
BEARRANA

NAFTTPRASEY T+«
M LN
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(4)

(5)

(6)

(1N

HREETER
L2

P9VFIVR
LR

SwER
A% L7

MmFEEFHEE
A% L7

3. RN

|

JBENDIZE A SIS 720,

4. o

(1

(2)

)

(4)

()

Ifn % —fisd B8 Y 58 1
LR

1fn % —fe 8BS Y& 8 4
Y LA

it~ 0BT
Y LR

BEERA~DRBITHE
BEARRANA

ZOthOEBA~DOBITHE
R LR

5. K#

(M

(2)

X EBHER LB ML SRR
BEARRANA

T OFPFICRIRSND 3,

R#ICEE5 Y 58K (CYP450 %) DorFiE

BEARRNA
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Q) DEEBNROERRVUEZDES
L2

4) REPOFHEORREULLE
LR

(5) BERMYOEERI/ S A—4
A% L7

6. HEit
(1) BEMERGLI R UHERR
KEBDFEECH S D2, T<OTPRIRSATE L VIRt S 9,

(2) Heir
BARSANA

(3) HrittERE
Y LA

1. b3 VAR—E—IZET 1ER
Y LR

8. EMEFICLIMREE
YL
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I ¥=2it (ERLOEES ST HEE

EABR L EDER
L7

Tigé

N
m

ERARELEOEA (RAEEZET)
L7

g
%o

UJ—

3. MREXITHRICEHET SERLDIE L EDHEE
A L7g

4. RERUVAECEET 2EALOERELTOER
A% L7

5. REREABRLEZDER

ROBEIITEBEICKRET D L)

(1) BEFOHLEE (M~ 7/ AV AELEZTBEANRH5.] (18 BHER (2 E
k‘ﬂﬁm&@%rﬁj®@%%)

(2) DHEREEEFEOH L BE IRIRZEZ L, JERDNE LT 282003 H D, ]

B)TW®%6%%[?%@%M#5%%%#%6J

(4) "~ 72U LMIEDEBE DERNEL T 281 H 5, ]

(5) min# (9. BWE~NDRSE ) OHZHR)

6. EEGERNIBLEZTOEARVLESE

AR OEHIZLY, @~ 72U AERS HDONDZERDH D, FFC, BRIEDBRET

X, BN EERGAEETEHEL TO®RLETH - Th, EEREFZ L 500 HE

ENTVHOT, UFORIZEETSHZ L, (18, BMEA () EXGRIEREMHAER o

HZ )

(1) HERNROERIZE DD Z L,

(2) EMiEG TEimaE ~% 59 255 T EMMICnE~ 732 v AREZRIET 5
7 ERRCERTH L,

(3) MEM:-, #RAR, A KT, BIREOERNR S b -HE1iE, IRAZHIEL, BEHIZ
%2 ) DX BFITHEETHZ L,
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1. HEEH

(1

(2)

SEtRES L ZTDEH
G RBYANA

GrREE & T DEHh
(PEFACIEET 22 L)
AFNIWEER, SIREREZ A L TWDH DT, oA ORIL - Pt 82 52 5
e D,
KA E HRAEAR - HEYE T 1A B - SR T

TrIHA40) OREME
(N ) BN A /)|
)

—a—X%/a RhES

G Furznxi s, FRATEF
P )
ERRRRUBIERBRMBER
(=FFrar@BE_FhrITA Uk
[NA=V ol U RV |

R4 ILXH
GNANTTITEeN, AT T
e ab ALy b ARY Y
B T JRENL YUY TFax
VT = VERTRAE)

I
IRFXL TOx+EFIL
Sa7z/—ILEBEIIFIL
RZVSEY

INHOEANOPINMET L. 2D
BRI T2 BZENNHLDT,
FEFICRA S TR EEET
5Tk,

YT RVY L LEEEEOF L — b
ZIERL L. SEAI ORI ASEE S h
%o

FORATAL DY
Laxvd
AR/NREFY
SRISIY—1L
HIRUFY

T B O EH O i R EE MK T
THRBENRH D,

B

X5 1) A
FIxyvr, VX IRT L)
23]

=V EL SN

TS DEEAN ORI - PEEI SR
HHGRDHTENHDHOT R
R oY DTN = o RS NP

~ 7R U AOWAEER ST
BN KD pH ERICE D EH
AbhD,

RUAWRIT 2 ILhILODL

WYUK T 4 VTNV T D
YTERRNBS T B8ENRH 5,

AU BNERT 4NN T WX
PESAE T TANT T DL T
W ERET I8, KFOHN
pH EHR{ERIZID Iy T Lm
JRBEDSIH S D,

BAY Y LMmfERE A A 2R HE
PESLA
(BYVRF L RNR BN
A, RYZAF L RIR RS
NS

TN DOIEANOB RN T D
BENWRH D,

Fr- ik T —v R
NHOLNT L DWERH D,

~ TR KIS IS DB DG
AF U ERBT DD EEZILN
%
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KA %

BRAREIR - $E 5 TA

LR USRS

FEMEES2 30D EHA
(TNT77hry K=, Bk
U A — /L%

Y7 AR VT AUEEREZ TR
TNBH D,

I F YT DOHLE BRI O
PRADAE 70> & O PRI HDMEEES 2 72
HEZEZHND,

RKEDHFE,., hLSy LEH

milk-alkali syndrome(i& 77 /13
7 AMAE, MERMAE, 7787
— VAN HLbNDLBENN
bHDT, BREFHITITV, T
DL BIERN D BN TZHE
Wi EE2RIET 52 b,

B BT L o — o R
T2z &Itk RMIETOH
VT ARSI 5,
BRETF : ShLY Y ANE, 1
BFET VO — R BHKREREE
D5 BE,

VA2 T7 bk

AElE ORI LY VAT T
FOMAREMET T 2BEH
BHD,

AFNTY A 77 MRE% 1 R
MU Bl LT bk SE 5
Z&,

WHLEWN pH © EFIC X VA
TT EDNAFTTXAFTEYT ¢
P45,

OXYT1RE8v b+
NET1REY b

TN DAL G LT 56,
I b DIEAN DR T 5
BENYRH D,

HEFF A

REBYFoL B~ Ry AEAE TR
b b,
H, 2B S AHIOE FIEANBET 5362 | BN pH EFIC X0 RAORER

(ZrEFTU, T=FV, TT
FU L)
JarvRyFAIEES—
(AATFTS—N TG ITFT—
by T RATT Y — )L

nndH o,

EMETT20LBRZ6ND,

Ty7axX =L

TR LT 2%,

IV A~ — V3N O RETE)E
A TLE ST, MMENH DK - Na
ORI EREL, FTRZAELS®
%o AANZNIRE FEMD S 5 DT,
W& OPFH T TRIAFEL LT <
2%,

8. EIYEM
(1) EMERDOBE

AR A pRAE A A S5 O BIE T JE SIS D3 e & 70 2 AR 2 M L Ty,

(2) EXGEMER & MR

BYTRILME (BFHEAH)

ARNOEEIZLY . @\~ 72U AIER D Boiv, FIMG, EFEE, NIk, O
W ED Z &R D,

Bl R AvE, MR, IRAR. BEIAL, AR IR OIER ORI IEE T
5L EBIT, ME~ 72T LNREDORIEZAT O 72 ETNRBIEELTV, BRESHOLH
a3 G2 IR L, WERME AT &, [UETRIT 113, BERE) 0HEZBMR]
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10

11.

12.

(3) EntaEIERA

BRI
ERIE RIS
AR Mg~ 7% v LMED B
) Blgtz HolATv BREDED DNIHEEITIE, BESUIMREEEOE YL LE 21T 5
Z L,

(4 HEHBERARAER UHRREBERY %
BUE R L

(5) EWER, AHHE BEERUFHOGRSERIOBEARTAE
LR L

(6) EWM7 UIILX—IxT BIBRUVEHEZE
A F TIZHEALVEMZEIZ L D7 LA —ER (B 232 - IR, DA, hSisE) &
LTI ERBDLNE I, HRICHREIT T BT D,

BERE~ADEE

FEEE T, S~ Ry AEA R Z U, EERIRIGEEZ 72 D008 HE S TnDH DT,
BEEZBET D L EBLICEHMMICIE~ 7 R U AREZNET 57 PEZE LY 01T
VW, EEICEST LI L,

iim ERR RILGBZE~AORS
BrizZp L

INREADERE
Hriz7p L

BRRRERRICRIZTEE
KrliZ7a L
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13. BEERE

#ix. fELX

MG~ 7320 DREDNEMEIC 72 D12040, TEEIERCT O 5. FEAmmH
EEE, BE7 0y 7 REEEEOREKIR, MELEENLLDND Z L
W%, [HIHHERIT T8. BIMER () EXGEMER LMK ] DHER]

P RERAR O G 2WGEICE, I OB I 21T 2, PHIERDEH 6

OIS EIZIE, DEME NG~ 7% v 7 LAREDORIEFIC LY BED
WHEZ T2 BlR L, JERIDS CTEYIZRLEZITO 28 JRRIIEZ =
YERAN T T DFFERANTH D EOWREDRH D),

BB, v 7RV LERET DTOICMIRENPAZNTH D,

14, BHLEDOIE

FEH 32 (1B

PTP @20 #ANT PTP > — oWV L CIRAT A L H2RET 22 &,
(PTP v — FORERERIC LY . AEWELAT N EERE A~ A L, BT %
B L CHESIMA S D EELRAIHEZ IR T2 Z LR HE STV 5D,)

15. ZDDEE

R - RERGICEVE - BENICHAZERL, BRAEZEZ LI OREDRDH D,

16. £ 0Dith
Briz7e L

24




X. JFERAREAERRICEIT 2R E

1. EEHER
(1) EHEEHAR (TVI. ZEUREZBICETSEE] 3H)

(2) BIRORERR
MR L

(3) RLMEEER
AR L

4 EOHMOEERER
BB L

. BEHEER
(1) BEEEESEEHER
gt~ 27 %> 7L TCLo™ (mglkg) 12

B H5RER TCLo

[ N 400mg/m3

%) TCLo : AP 7R

(2) REBSHMEHER
MR L

(3) EMBLEBIERR
MR L

(4) ZOMORHHEN
AR L
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X. EEMNFERICET 2RE

. BHIRS
BUHD 4 LAV (L AR D OER R Ch D)
BRS04 LA

—

2. FExhHARM X (62 FAAAR
IR « 3 4% (ZEMERUBRAERICHES <)

3. Ik - REEH
WPk - RUER A « BiRRAT

4. EHMFNLEDEER
(1) ZERTOMYHWEDOBEERIZDONT

1) AFNFERUCHESND DT, FAERIITE L7205 2 8, 70, BERR

M 2R TRE T 2 &
2) GREENDILICIVRAIIRDZEND D,

(2) RAZMFHFORZNZONT (BEFICEEITNELAERSH)
VL et () LoEES) (ST 2HE 14, B LOER) OEHSR

(3) RFFOBRERICONT
KriZ7a L

5. RBEHF
KrliZ7a L
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6.

10.

11.

12.

13.

(2E3

fR5E4 PTP @3 NTadk
100 #£ (10 $£Xx10)
figlb~ 7 % v LBE 250mg [ /72— 1000 #& (10 &£ 100) 1000 $&
100 #£ (10 #£X10)
figlt~ 7 % v LBE 330mg [ 7> —=—] 1000 #& (10 &£ 100) 500 $E
. . " 100 §2 (10 §EXx10) -
fpft~ 7 %> v L8E 500mg [ 72 ——) N . 500 $E
500 2 (10 $€ X 50)

BROME

PTP &4 : PTP (R VIE{LE =L, T I=T L),

tae— (RVZF LT L IZEZL—NTAI=ZULRYFLT 4 EBET 4 VL)

s nn

N
/!
N
2
K

0
I
2
<

- R

e e
& | |
A==

S 9

EEREEAR
1755 4

WERTREEABRUVERRES

cEE (R xTF Ly, Fyoy7 (RVxFrr R 7Frery)

- [FhEK . <~ 72 FeBE 250mg -+ 330mg + 500mg (=7 3 v ML) &
Y HREMb~ 7 3RV U A, BBib~ 7 32U AR 83% [ m—] %
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