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CAS Chemical Abstract Service
CYP Cytochrome P450
IAN BAREERZ—BREHT—EIN—X
(Japanese Accepted Names for Pharmaceuticals)
PTP Press Through Package
RH H*HZE (Relative Humidity)
RMP EERIURVEEEE (Risk Management Plan)
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(2)#*4%
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Magnesium Oxide Tablets 250mg/l Yoshidal
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(3) & FDHE
—MRBICHET S

2. — g%
(1) 4 (%)
i< RrP 9L (JAN)

(2) ¥4 (@md%)
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(3)RTFL
5

3. BEANTRER
MgO

4. 3 FARUDFE
7F=H:MgO
2FE:40.30

5. {bE4 (848 iE) XX E
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6. A4, &, BRE, BE5ES
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CASE &S 1309-48-4
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1. &R
() FIRORE 3
(2) BE DR R UK
& 200mg 250mg 300mg 330mg 400mg 500mg
IR HEOHRE
&
i1
A
7 | @
1 E——— e s
EE
75 8 8.5 8.7 9.5 10
(mm)
EE
3.8 4.2 4.3 45 4.7 5.4
(mm)
2
240 300 360 396 480 600
(mg)
(3) & AIa—F
Pk 200mg 250mg 300mg 330mg 400mg 500mg
#Aa—F | YOMG3 YO MG2 YO MG5 YO MG1 YOMG4 | YO MGO
(4) EFID¥E
HRIEE : B RRRARISES T 5 GRERRK: K)
AR REFRT ¥
B 200mg 250mg 300mg 330mg 400mg 500mg
AR IR B (7)) 11 10~11 12 11~12 12~13 14
(5) Z Dtk
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PTP-EO—a% WFhELIEE®D
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RUTFLUEARR(NTEE) SEENTHoI=.
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PTP-EO—ai WIFNELIEEE®D
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SERIB B MK, FESEEAER . BRIREER, MIESHER. B2
BIE< S 29 LEE330mgr AL 4 |V
HERDIELE REEHG RiEMEE RFHAR R
‘PTP-EO—a% WFhtHEBE D
IESRER | 40°C/75%RH 6 4 A
’ S R IF LU BIER (NS @) BERTHT=.
SHERIE R MK, FESREAER. BRIRER, MIEHER. B2
R IE< T =y Lgg400mgl I 4 |V
HERDIESE REEG RiEMRE RFHAR ER
PTP-FO—ai WFhLIBED
InERER | 40°C/75%RH 64 H
” U R IFLomAR (NSa) EENTHT.
SERIE R MK, FESREAER. BRIRSER. MESER. €2
b~ S = LgES500mgl a4 v
HERDIESE REEG RiEMEE RFHAR R
-PTP-FO—ai WFhtLIEBE D
MEAEE | 40°C/75%RH | ax _ 64 A TNRR
RYIFLUHEBRHR(NFEE) HEERNTHo =,
SRERIE R MK, FESEAAER. BRIRRER. MEAR. €2
(BRELHETTOREML)
BEIE< T o Lidg 200mgl 3L 4 12
REEH R
BELRE REEME | REHM 51E] ERIRFERE | BEEE (kp) | & (RT%)
Initial SREE¥ 11 # 7.4 99.5
o B/ 148 il 14 42 23.6 100.3
30°C/75%RH mas 248 il 2918 24.1 100.7
348 il 39258 26.3 100.6
Initial BExRE 10 # 6.2 100.4
40°C/ — i ) 148 £l 13 % 6.8 100.1
SEREE 34A8 EibiL 14 # 6.9 99.9
648 Tl 15 6.6 99.9
120 A Initial BExRE 11 # 6.8 99.5
25°C/— lux=hr MBSt kil 35 # 13.5 100.4
[EEk b o gic] EibHiL 25 12.3 99.9
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Initial =REEF 11 # 8.0 100.1
5 WS/ 1~ A Eikil 1495 15% 27.3 100.6
30°C/75%RH AL 245 A Eikil 145957 #% 29.2 100.8
378 Eikil 25318 30.5 100.9
Initial =REEF 10 # 5.4 99.8
40°C/ — i) 14A il 128 6.0 100.2
[EBER 34 A Eikil 14 # 6.2 100.1
648 Eikil 15 # 6.7 99.9
120 A Initial =REE 11# 7.6 100.2
25°C/— lux-hr fE 5t Eikil 20 ¥ 9.6 100.5
JE:: 320 S %t B Eikil 18 # 8.7 100.3
BEIE < 3 r LigE 300mgl 3L 4 12
REEH R
BELE REWRE | REHH VAN FRiREERE | FERE (kp) | B2 (RT%)
Initial HERE 12 # 8.3 100.6
5 i) 148 EbiL 15348 31.8 101.2
30°C/75%RH ALt 278 Eikil 14549 % 33.7 100.8
3458 Eikil 25378 325 100.4
Initial =REE 12 # 7.9 100.2
40°C/— i 148 ZieiL 14 # 8.7 100.3
[EBER 348 Eikil 16 9.0 100.1
64 A ekl 17 # 8.7 100.5
120 A Initial =R=EF 11 # 9.0 100.6
25°C/— lux-hr HE 4T 1% EbiL 21 % 12.5 99.3
IE:: 3k WS xt B Eikil 20 ¥ 11.3 99.9
BRAL< YT #27 LufE 330mglas 4 |12
REEN tER
BELRE GRERE | REHH SV ER RRIREERE | TERE (kp) | = (RTW)
Initial =REEF 12 # 9.0 99.9
5 il 148 EiL 15 16 # 29.8 99.9
SOCITS%RH | maw [ 2,8 ZIHL | 15508 | 326 100.2
378 Eikil 24526 % 325 100.4
Initial =REEF 12 # 6.3 99.9
40°C— i, 148 EbiL 12 # 7.1 100.1
[EBER 378 Eikil 14 # 6.9 100.4
648 Eikil 15 # 8.0 100.2
120/ Initial =REE 14 # 8.7 99.9
25°C/— lux-hr FE 5t Eikil 21 # 11.0 100.4
EA%E | EAXE EbiL 22 10.1 100.3




BRIL < R LfE 400mgl a4 |12

MeFlEDESE L (MEBILFEHEIL)
(BIE=T R LELT)
BB T/ N\ LYW BAXTIR. To/—ILIEL AV LERURNICERT S,
HUFIVEFRI) DL RE, BE. MEOSECERDOEHICE T, 1 BARURAICERY 5,
AVZT7OR 1 BRULEEBLTHLSERT D,
BUZUBETIVIIY RERE. MEORECEMDERICL T, LERURNICERT S,
LARR/ARRE: 1 BRRICERER oG o7A 2 BREENSBRELNRBOONT-ETEHRELH

%9,

REEN tER
BERE RERE | RELHRE 518 FRIERFME | BEEE (kp) | B2 (RTW)
Initial =REEF 14 # 8.9 100.7
5 WS/ 1~ A Eikil 15978 34.4 100.6
30°C/75%RH AL 245 A Eikil 14544 7 35.0 100.7
378 Eikil 24528 % 35.1 100.5
Initial =REEF 13 # 9.1 100.0
40°C/ — i) 14A il 15 % 104 100.0
[EBER 34 A Eikil 17 # 10.3 99.4
648 Eikil 19 # 10.6 100.0
120 /B Initial BEXRE 12 # 9.1 100.8
25°C/— lux-hr fE 5t Eikil 20 ¥ 11.2 99.8
JE:: 320 S %t B Eikil 20 ¥ 11.1 99.3
BEIE <+ r Lidg 500mgl 3L 4 12
REEH R
BELTE REWRE | REHH VAN FRiREERE | FERE (kp) | B2 (RT%)
Initial =REE 14 # 9.3 99.7
5 i) 1~ H EbiL 153 9% 325 100.4
30°C/75%RH ALt 278 Eikil 1527 #% 34.8 100.7
3458 Eikil 14542 33.9 100.4
Initial =REE 14 # 8.4 100.3
40°C/— i 148 ZieiL 16 ¥ 9.0 100.2
[EBER 348 Eikil 17 # 9.1 100.0
64 A ekl 18 # 8.6 99.7
120 A Initial =R=EF 15 # 9.2 99.6
25°C/— lux-hr HE 4T 1% EbiL 23 # 17.9 100.3
IE:: 3k WS xt B Eikil 22 17.6 100.3
RARERUVBREOREM
LA




9. AN
<BgIE<T 2y LgE 250mg-330mgl IS4 1>
BEAE <Y R LgE 250mgl 3% 1 RUBIE RS #m™ LfE 330mgl 34 JIX BB 57 €£5 A 31
BEEE 452 SEOBHAREREICREATAEE (ICE DS ARBIEY T RO LFIZEERFELI-EE,
BEEZELNEFLL EVENICRFLALGIN Y,

<Eg<H Ry LgE 200mg-300mg-400mg-500mglas 4 1>
BRIE< T 3R L 200mgl IS4 ) BRIE< T ) LgE 300mgl IS4 ) BBIE< T R LgE
400mgl AL A IR UEEIE =S 9 LfE 500mgl IS4 IETBBFI 57 £ 5 A 31 BEE 452 EMiE
HERERRICR T 2E#E ITROF BET T R0 LK 250mgl A A | FAZHRIFILLI-LE FAHE
BNELL EMENICEF LA BTSN,

10. B8-A%
(1) EESDELGERR- X NENEREES -CEICETER
LA

(2)a%
<BRIE< T R LEE 200mgl IS4 1>
/37:1000 £ (R BZR)
PTP % :100 £z (10 $£x10) . 1000 £z (10 ££x100)
<BRIER T R LgE 250mglIT 4 1>
/37:1000 £& (R R 28)
PTP &% :100 £% (10 ££x10) . 210 £ (21 $x10) . 1000 %% (10 ££x100) . 2100 #% (21 ££x100)
<EgIE<T R LgE 300mglaL 4 1) >
/37:500 £ (FRYUBER)
PTP &4%:100 & (10 ££x10) . 1000 £% (10 ££x100)
<EgIE<Y R LgE 330mglas 41>
/37:500 £& (RYBER)
PTP &% :100 £ (10 ££x10) . 210 ££ (21 $£x10) . 1000 %2 (10 £x100) . 2100 £ (21 £Ex100)
<AL= T Ry LgE 400mglIS S 1>
/35:500 £ (FRUBER)
PTP &4 :100 £ (10 ££x10) . 1000 £z (10 ££x100)
<BRIE<T R LgE 500mglaT 4 1>
/35:500 £g (FRYBSR)
PTP &4 :100 £ (10 ££x10) . 210 £ (21 ££x10) . 1000 ££ (10 ££x100) . 2100 £ (21 ££x100)

) FREE
ZLALY



(4)BROME

PTPE% NSTE
PTP RUEBIEEZL. £ Fov 75
Fo— RUIFLY . &R R 75
] #R Eowm 75
] R

11. B RBfEhIEME
ZEnEL

12. Z0fth
ZUEHEL




V. AEICETAEE

1. EER (TR
OTRERICHITHHIEIEALAERDKE
B-+EEES. BR(R-BEEX. BERMEREED).
EEHIEERAERES (BRERRATIR. WVHP LB TEE. BEBAZEEZED)
OfEIE
ORBLAVEBEAN I LERDRETFH

2. ShEEX I RICEET SR
BESNTLVEWN

3. AERUVAE
(M RAERUVAEOHESR
<HIBFIELTERTLHE>
BIE TR LELT,. BERALBO5~1.09% K EICHEIROKRET S,

<ETHRIELTEATHEE>
BALR TR LELT. BERALB20Z2BAIXEBEDOIEICHEEORS T HH.
XIFHMBEANC1IEER 5T 5,

<R 1IBAL D LEEOREFHICERT 568>
BIE<R TR LELT, BERALH0.2~0.602%ENKEEBIZEOKRET S,

BE.WThOBELEEH. ERICIVERERT 5.

(2) AERURAE DR E &R
ZAEMHGL

4 FRERUVAEICEETHERE
BRESNTLVEWN

5. BRERRE
(1EERT—%/1\vr—o
B AR

(2) ERPR IR
ZAEHGL

(3) RERIGERREAER
ZEEMGL

10



(4) REL BB
1) A WMEREESER
HEEMGL

2)RLMHHER
ZYUEMGL

(5) BE-HEAIRR
BAERLL

(6) AmHIER
1) ERARRAE (—RERARERE. HEERRRAE. FRARKLRRAE).
HWERFRT SN —RRE. HERFTRBRZRONE
HEAEMGL

2)RBEUELLTEETFREOABNEEEL-RE -ABROME
ZELan

(7) =D

EEMEEMIC T SERERAIE

<BREBIEIT R LMAEERIETT 2 LFE250mgD I O A A —/\— LB 5RO >
HERE BIET T R0 LgE250mgl T4 )
*HEE: HRBIE<T 20 LHAL 05097 2 F
R BT M E BB E 484
REEAE SERDYAYI AT MM, LARM (BIH) FF12i: (RIS BHILE) EEE1HIER%
[CHREE, 54 T#3~4ARBAREL. SSHICLERM (FBNH) 2 B8FI13 (RITfEHF28) #EiHz 18 3
BRICIRE, BFEOMERICHL T, HEREA|X1H500mg~29F CEEERE A (f-ZL# B %k
OB

11



AERIER:

B & R (%)
[ TSI IN — [B§&INLE: 870 ——— —a3

250mgl3v4 | 60.9 26.1 8
(n=46)
—————— [%&] )+ :86.7 ———— T
(n=45)
0 20 20 80 80 100

WErgE g EOvE & EY) EEE

1BTE @ Wilcoxon2iZ K& E
t:P>|Z]=0.5223

BAE< T 1) LgE250mgl 324 12 lRAL =R O EMER DR ER T EHRAREGC0.9%. HE
26.1% THELLOAEMMERLI-EIEIE87.0% TH 1=, —H. HBHI(BILTT R L) %R
RAL-EAE DO EMERDRER L ZFRARES3.3%., WEIB 4% THEL LOFAMEERLI-EIE
(386.7% THY . BEIL< T R LFg250mgl AL F 1ERAHI(BRIET T R L) EDRIZEFER
HonigMot=,

<BBRBIETT R LHRIERRIE< T R LGE330MgD Y O R A —/\—LLEGEAER Y >
HERE BIE< T R LEE330mgIIT A |
*HREE: HEEIE~<Y R LMAL 0.33g0aH
R BB MEEEE 495
MERAE BAMO YAy a7 oMME LERM (FIH) fFI35RE (R FHaFI3E) iEiHE 1R 1EME
AICARE, 58 T HRIAMKEL. SSICLEM (BNH) 2 2FI3E (XL HEHI3%E) ERZ18 16
TRERTICIREE, EFDOERICEL T, HEBREH|L18330mg~1.98gF CEHIEE A (=LY B%
<o



FERIER

BRAE< T 1m0 LE330mgI IS F 1 IRAL - S O ERER DER T EHREZ40.8%. HE
53.1% CHEL E DEMEERLE-EA1393.9% THot=. —H. DEHI(BILTT R L) ER
LB DEMEIRDRERIIZHREL2.9%, REA2.83% THREULDADMEERL-EIA
[£85.7% THY. BBIETT R LGE330MgI AL A 1ENBEI (BRIET T RO L) EDREIZEIXER
Honighot-,

13



VI. EEEICEH T HEE

1. EEZRICEESHHILEMXTILEME

< HlE&H >
KERIETZILE= D LT L KERIER T RO L, KERIER T RO L, REEKFRF )DL,
KBRREEAIND DL, RARTABRTIVI=) L%

<T#HI>
REE< T 20 LIKFIY. /0T —)L4000-1E1bF R L REEKFF RO L-tEIEH) DL T
AE LAYk KFI. LEFARRY  UFHOFR, £ /OR EHAD I, EARLTF—RFR™Y
LoKFN%E

2. FEEER
(1) EREML-ERBR
BRICET5FIEBERLHERNIZE T5ETIEREL D,
FIEIERADRBRIRLT. CO2Z2RAELLBN=HFIEDLVHBEFIELTREAINS, BRIET R
Ls 1g [& 0.1mol/L HCI M #9 500mL ZHFFITE S, KITH B D T, NaHCO3 [THLEX T B &l BR T
(TEZNET, EFARBLRV. £ BRTE#BUNEDO ERBIER EREBIEERLY . ZEEHEFD
OBENSKDEEVEENETYZEILT A EIZKYVETERZRT , AFIIZIERINETHY .
FILAO—SREELAEL 89,
RIS A9BENILY I LB DORETHHRIZDOVTIX. BERNTIY I RV ALIE  a9EE LS
BEICKYS aIBORIRERELIZY ., FERPTEIT RO I LEF D 2aVBEAIBEDERKE
R 5. ZDHER. RPDL 1 VBAAUIEHDL. Pa0BOILL Y LEROREEINHIT 50
EEZLNTNS Y,

MgODIFRENRE

= 2HCI + MgO0

MgClz + H20 <

MgClz + 2NaHCOs (B & )

2NaCl + Mg (HCOs)2

14



(2) EEEfTTHHEBRAE
1) HllE&VE RO

BRIL< T 1m0 LgE250mg-330mgl IS4 | GRERZE) LA RERIE < T R0 LA (TR EE) | BR1E
<9 I m LfE200mg-300mg-400mg-500mgl IS 4 | GRERER) LFEIE< U 1m0 LgE250mgl 3
H | (RERE) DOHIEES RET B W ERERE 1B L UTFuchsDERERESEICLIzAZIZAVAITEL
=R, RHRDELAFLNT=,
LUEMS, BRSSO 2 LEE250mg-330mgl AL A I IFHBEIE YT R LA EFIZRZED
HIEESHER ., Bk~ %9 L §E200mg-300mg-400mg-500mgl AL 4 | [FERE <5 R ™9 L
250mgraAL ¥ |LIFIFRFDHIEESHEN DL,
TRIZZRHBBOAZBIVHEROBEEZTT,

Ol B HHER %
BE —REEBRGATFIEE HEBRR TR VEREL T,
<B4 ™9 LgE250mg-330mgl3aS 4 1>
ML -RERER0.12g9F - 13 BB E0.10g120. 1mol/LIEEE100mLE NN Z . 1B AR Y B 1-1%.
ABLIz, ZDAEFDBEENIEEHEZ0. 1mol/LIKEIE TR D LB TEELz. TOHERLYE
ERIDEBEIE<T 20 L0550 L E I3 ET 50.1mol/LIEEEDEEE (ML) ERH 1=,
(B AL —TERED S
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<EE <9 R LEE200mg-300mg-400mg-500mgl a4 1>
MR L-REREE - I L= BB 280.129120.1mol/LIEEE100mLZE N Z . 1EFRIIRY B 1=
#®.ABLIz, ZDAEFDBEDIEEEZO0. 1mol/LIKERIEFR) D LB TREELz. TOHREL
YR ERIDOBIE<Y =2 L0.5gHE B EITRIET 50.1mol/LIEFEDHEE (ML) ERHT=,
(B AL —TERED ')
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@FuchsDB&ESEICLI- A%
<BBIE< R LgE250mg-330mglaT 4 1>
0.1mol/LIEEE50mLEKI00mMLZE BRI SR LR FEENISH T T HEDMBRELZMA
REREELT=. 10, KY25 EIZImol/LIEER0.4mLE & RER R ITRML . REFRIICpHEBIE
L=,

n=9

n=9

<BRIE<T R LEE200mgl AL A 1>
0.1mol/LIEEE50mLEKS0MLE B FN#E . ERFEESTEE X T NITH ST St BFEAGTFE MR
HERREL -z, 107 KY100E(TImol/LIEEE2mLE B BRRITHRML . #BEFMICpHZBIE
L/T:o

n=9
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<EAE< D R LEE300mg-400mglas 4 1>
0.1mol/LIEEE50mLEK100mLEEFN R . R LIS BREF - (X L= Xt FBE0.3g% M A &
ERiRELT=. 109 % &Y2.59EI121mol/LIEEE0.5mLE & RER R IR ML . BEMIZpHZERIE
L=,

n=12

n=12

<EIE<T 2T LEES00mgI A4 1>
0.1mol/LIEE50mLEK100mLE BFN#L . BBREZ 1T FE LTI ST SR REE288% 0
AREBRRELT=, 1077 # &YS557 EITImol/LIEERIMLZ B AR BRI ITHRML | #FEFHIICpHZAIE
L=,

n=12
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2) BTHERY

OZyrERW =/ 1Ay R ER
BRIE< T 2 Lgg250mgl AL 7 1EZLERIC TR . I0EDSYNMIBEI T RO LELT
320mgZEESTAK2mMLICEELEOV THEAVTERHRO®RE Lz, BELLTEFAK
2mMLEIEDSYMIEHRISGRFIEORE L, BOKREER KLY 2BECLIETEREZHEL

<o
(#E8)
stEaEt B R (R 5%)
&5 0~ 28514 2~AREE 4~6HEE 6~ SHEFH]
l —_ J— J— p—
SESTFK 2 - _ _ _
3 —_ —_ —_ —_
4 — — — +
5 - - - +.++
6 — + ++ ++
AL/ SAPIN ] 7 — ++ ++ ++
=D 8 - ++ ++ ++
(BIERTRIDLELT 9 +.++ ++ ++ ++
320mg/2mL /body) 10 — + ++ +4
11 — + ++ ++
12 - - +.++ ++
13 - — + ++

+ BE, ++ THRE, +++ KERE, - BTERRERLL

@IvhERW-RE—RIGEHER
BRLIERIE < T 2 LGE250mgl AL F 12 B HI0EDIYMIENENERILT T I Lk
LT100, 150, 200, 300% U400mg% 5T FAK2mLICEEAL . SRFIE AR5 LT-, EHLLTE6
DSy S AKmLERRICRE LT,
BEROBRTEROHBRREFHL. 11568 &R R UK R D50%#E T 1 AH 2 E (EDsofE)
HHUIZ95%IERE X E(C.1.) & ProbitikI =&k YR 1=,

(F55)
. e o B (5 1%)
skl B 0 0mm  2~amM  4~6BM  6~omMm
JESTFK 0/6 0/6 0/6 0/6 0/6
100mg/2mL/body | 0/10 0/10 0/10 3/10 4/10
150mg/2mL/body 0/10 0/10 2/10 5/10 6/10
200mg/2mL/body 0/10 0/10 3/10 7/10 9/10
300mg/2mL/body | 0/10 0/10 4/10 9/10 9/10
400mg/2mL/body 0/10 1/10 6/10 10/10 10/10
EDso(mg/body) . . 142.8 118.1
95%C.I. 97.8~179.3 63.7~152.0

(3) F A RIREFE - Fr b

ZEEHGL

19




VI. EMEREICET HIEE

1. ApREOHT
(1) A% LAtk A
AL

(2) R CHESh M PRE
ZELa

(3) hiEig
MEIT I LDOEREEIE 1.9~2.3mg/dL(1.6~1.9mEq/L) BE T, <7~ LIMEDEEK
(F 4.9mg/dL Ll ETHLHNTLS,
MEIT R LREEHBERIZIEITEOHEENMSNA TN 1213,

METT R LRE EIRF

4.9mg/dLELE Bob-MEAL, I PHEME. FRAR. REEAL. B HET. EER.
(4mEq/L LA E) EHBER. BN BREOEBERE

6.1~12.2mg/dL

ECG £%(PR.QT EE)#&
(5~10mEg/L)

9.7mg/dLLL L
(8mEqg/L KAL)

RRSHK. MEHRE, BTRES. BEJ0v) B0ELGE

18.2mg/dLA £
(15mEg/L 1L E)

B, MR ME, MEET., MELGE

() BE-ftRAEXORE
VI 7. RE/ERIDIESER

2. REERE/NFA—5
(1) @ A&
ZEEHGL

(2) BULEETE
ZAEHGL

(3)HEEEREH
ZEEMGL

@) 7IT7FVR
BB ERIL

(B5) T’
ZLBEMGL
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(6)Z D1t
LB HL

3. BEAGREL—a3y) 8B
() @ Ax
LB HL

(2) /85— S X BB
BB AL

4, IRIN
B-EEMNSIXIFEAERIRENAL 9,

5. 9
(1) 1 % Add B8 FA & @ 1
LB HIL

(2) M 7%-fA 82 B FT @E
ZAEHGL

Q)R+ ~DBITHE
ZEEMGL

(4) BB~ DB THE
BBERIL

(5) TD DM DB
BBEHIL

(6)MEELMEE
FZLEEHGL

6.
(1) KRB R U SRR
ZLUBEHTL

2)RHFICHAETIER(CYPE)DHFE.FEE
FZUEHEL

() MEEENROFERRUVZDEE
ZEEHLL
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(A REVDOFEOTERVEEL, FHELE
ZEEHGL

7. HEit
KEBADNEBIZHMSINEH, T<hI DRSS TELYRPICHE#ENS 9,

8. NSV AR—4—(ZB8T 515
L BERLL

9. BNEFICKIKREE
BLBERLL

10. RENEREHIHEE
ZEEHGL

11. Dtk
<MmARE>
SYMIBRIE ST 720 L400mg/kgE R OS5 LIEE. $916% M % 5% 3FMZE —VICRINEh.
mMFTT o) LREIFEREBOHL64EE Rz, TR, R 548MRICESHEMIAETET
L=,

<5nm>
FYNIBIET T R LA00mg/kgZE Q1% 5%, ABFRE ., 48BFRE IS (T D RFHE . B, (Dl B1&
B HICEFENETT ROV LER. WThOBEBICEVLWTHLERLGELTROONGI T, HiE
ENLRRSIN TR FITHEITLEIT RO LI, HEBAODMEFEMIEEIELL FEPMIC
ERMNSHERTHEEZLNDY,

<HEi>

FUMZERIE R T # 2 L400mg/kgZEfRE AR S LIZHE . T2REETO YT R0 LRSFHETIRE
EITRLTRPIZHI15%., EIZ185% TH>1= ,
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I. T2t (ERLOIEF)ICETHEE

1. BEERBREZTDEH
HESH TV

2. RRABLEDEH
BESNTLVEN

3. MEEX[IMRICEHET HEREEZNEH
BESN TV

4. RERUVABICEEYTHIRLZNDER
BESN TGN

5 EEGEAMIELETNER

8. EELEXRNIERE
8.1 AFIDEEIZLY . BRI R LMENHOONDEZENH D HFIC EREDEETIE. T

BEANEERIEECEFEREUTORETH>TH. EELGIRELEIRINBEINTINS

DT UTORIZEETSHTE,[9.1.3.9.2,9.8,11.1.1, 13.1, 13.2 SHE]

8.1.1 MER/NROFERAICEEDDBIL,

8.1.2 REIBEXIIBHENES T HGEICIETEHMICMET T ROV LEEEZAET 5L
HISEETHIL,

8.1.3 M@, fRAR. I NET AERZDERNHOONIZHEITIE, RAZHPILEL BELIZZE
THLIEEICIEETHILE,

6. RENEREZHIIBEICEHILER
(1) BAHHE-BMEEEDHLBE

9.1 AHHE-RIEERFOHHESE
9.1.1 MEHEEZEOHLBE
RIRERIL., EERKDBIALT DETNLH D,
9.1.2 THIDHZEE
THEBILSEDIETANH D,
9.1.3 MYT RV LMEDEE
EYT R LMEDIERTIZBESEEIETNAH S, [8.1,11.1.1, 13.1, 13.2 ]

(2) BEHeEEEEE

0.2 BEWMsEEEEE
EXI RV LMEEFRITSENNH D, [8.1,11.1.1, 13.1, 13.2 SHE]

(3) FF e B
BESL TG
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(4)ETEREE R T HE
BRESNTULVELY

(5) i
9.5 iFiE

PG TIEIRL TO S REE D H AKX AR EDERMENERIEZ ERDEHIMSH
DERIZOHEETHE,

(6) =30
0.6 23R

BRLOABMRUEBIREORREMEZEL. BRI OBEITHIEERFATHIE,

(7)IMNR%E
HESN TN

(8) &
9.8 EiiE
BREEZRHEBTAEELICEHMICMBETT ROV LREFANTT HHEBREEZT2IZITL.

BEEICRESDH L BYT RV LMETECL. EERERELESFINHESNTNSD,
(8.1,11.1.1,13.1,13.2 B3]

7. tHE{ERA
() BtRZERLTDER
BEINTULVEWN
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(2)pFREELEDER

10. #HE%ER
10.2 GERGERE (BERISERTHL)
AFNLREER. FIBERAEEALTNAD T, thDEFI ORI - it (CHEEX5Z 520 H 5.

BRLE BREER EESE B RRET
FRSHA DRI EME
(FRSH AU S/H 4D

2=
—a—% /0 RREH
(7Rzox4iy hR70
FHIUEH)
EXRRHRUEIER BB
E5

(ZFFOVEEZF )DL Y
EROVEEF RO L)
ROAILRE
(SILTTSEIL, TILETTS
E-OELRAYL-T L)Y
AEL-F/HREL SvyFox
DILITIVERIES)

IOz

wIRRED L TAxEFIL
IO7x/—I)LE EIIFIL
RNIUFEY

D DEFDRIRAE T
L. RNEETHEETNA
HHDT., EFFICIRASER
WREEET DL

RTR)LEHBEDFL
—hERRL. BH DORIAHE
EL

ToRATAI Y I+ A8
gf\ig; S DEFIOD M AYE
~ FTHa8sThsHS
SNTZJ—) °
HINRUFY
XA ZHEEH Chio D EEFID IR YR - HEjtit 1= NN _
(CHELU DXIELLE) | BBEERDIENBINT, | ot nDRAEREL
il e [THIEER-FRDpH LRI
591 RARRE®HITALETET EREEZBND
WAk & A 5T, °
RUBILR T ILHILS D LT
4 22 3 N i [=]
RUAILRIILAIL ST LD %E?g;;;g;z;biﬂ

W LOREEA IIH S
%

BhU LMEREAL K
st A
(RYRFLUR IR EEHIL
YL RYRFLURILIRY
[ga WivFN)

NoDEFIDHEMNEIET
BBFTNHLHB,

Fr=. HRICKYTILHO—D
Abobni=-EDWEHLDH
3,

ECE ST EN S (CYOF-3-1]
DEAFA L ERBTB-hEE
ABbND,
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10.2 BtRFE(BIRICEETHIL)

EH 2 F

FRERER - BT A

W - IR EF

FEMRIEARIY D &
(FPILIFHILRE—IL, ALY
r)A—ILE)

B AMEERCT
BENDBS,

2T HL) LDEILERIRE
UBRHEELSDERIRAR
EIEHEEZLND,

milk-alkali syndrome (F§4/L
o LMfE, BERME. 7
LHR— RE) Hobhbhd
BTNLHLDT, BEE+
FIZITL, SO KOEFERA

HE RHE7ILA0—R
NERT A EICKY, REE
TOHILL I LERIRAE X
T3,
BREF ShILY Y LMEE.

(FATST—I. STV
—IL . ITYA TS —ILE)

= 7| N 1] |
REDFHDVVILRA | o e ne e b | KRBT L AO—o2. B
2oL EEEDHHEE,
FREDBRIZE A ST 7
| PORPREAETTONT | ip pH @ LRIy
Vx> ITh AFIEA LT TR 1 3;z§£$;g*7“47t
BRI L BL T A IRAS .
ﬁé:to
- ChoOEREHRALEBA.
At ChEOEADERNEET | MRS
BBTNADD.
~ BT AMEERCT | s
HEUF YL Ny e
He BERERE
(F7EFOU.3=FOU.F = S
IFULE) FROBTHERAHET 58 | o0 b LA AP
FTarUKRLTLUEE B— Zhii B, it -

=Y (%

y7aRc—IL

THRNFERLLI LS,

IYTORM—ILIEING DEEE]
EEETESE., MNEHLD
K-Na DRIREFBEL. THi
FHELSED, ARICITET
ERNHBEDOT, BEDHHA
TTHLERLOTLED,

(f#SR)

<TESHADIORRAEYE ., Za—F /00 RREH] ERRARUBIEREKBBER. 01

AEIF>

NLDEH|E Mg FOEREZECHEFELHALIES. FL—FOBRFICIVBERTOR

A IEEESN DA RSN H D 1519, ChioDEFIERFIZHALIZGE DI|ME LBV, KFIZE

FND Mg IZKYIhoDEFNDRIAMETL. ARNBBEITIEETNHAHLHD T, BEFICRAS

HLRWGETENVLETHD,

<EITZII,EIREFUL TAOFEFIL, ZOT/—IILE ETITFIL . RZDSIU>

NoDEHE Mg FOERBZECHEBLHALIGS . MFEITRBALLS, ChoDEFIDRIR

METL. IRMBIETIEETNIHD 1922, ChoDERIEAFIZHALIISEE DI|RE 0
A AFIDHRICEY N DEFIORIAETL., IRNREETH5EENHLHAHD T, FFFIZAK
RASERVGRETENABETHD.
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KFLRORAY Y, £LAXLT SRTST—)L>
INLDEHFE Mg ZENERBZETHIBAILHALIEE. BFETHALELS, ChoDEFIO M
BENMETITE2ETNLHD B2, INSOERIERFIEHALLIBEDORE (TALH, AFIOH#
RIZEYIhoDEFOMPREMNMETL. SIRNBEBITI2ETNIAHLD T, FTENLETH
o

<HINRUFU>
HINRUFL 200mg EBRIERT RO L 1g #HALIEE. ARV FUDBERINDIEEES &
VEEDETICKY, HNRUFU D Cmaxs Tmaxs AUCo-INEMEERLLER ZhZh 33%.
36%. 43% BV LIzETHIRENHD D, TD1=0. RARREEH T5EEFTENVETHD,

<ORNREBFU>
AXNREFo%E Mg B HEIERARFICIRALIZES . AANREFU DO RELHRENE 50%IE
TLEETDHMENHD 29, —H. ORNREFUEEIE T R LBFIZREBICIRALI-EE.
ELEEYRZ2 /87 (LDL) AL RATA—LOEALEICBIE YT 70 LHBIDFEIEHEN I EAR
BIhdLTE|ELHD 2,

<CXRYRBF(CTFI OFRFIUH) >
SXRYRHE|E Mg EDEBEESTHIBFILHALIIEE . DXV REFIDNAATRALFEY
TAD 15%RBERADTEEVNSTHENHS 29, Tz AFILOTFY 0.1mg EBEIET T R DL
29 #HFRALIzEE, BEARIO DT XL I EE M 0.60~0.65ng/mL THo=DIZL THAR
(£ 0.12~0.15ng/mL EZELETLI=AS, BIEXT R LDHAZRIELI=ECS, IAEEMN
0.62~0.66ng/mL [ZEFLI-EDFHENH S 0,

<§kF|>

HANSHEEFNEHRALIEE. BAD pH N EF T HETHDBARMENMETL HIEENODR

MW EEENDEENA DD, BHE. VTVBRE—HT IV LS SUEREEE — SR EH EEF D8
EERA% in vitro TFHEL=FERTIE. pH D LFICKSHD BRI ITUBE STV LD

AN BRERE-HRIVILFZEERFITKWESNTEY. FEBEFINSHH ORISR S8 [L#HID
BEICI O TERAGDAREMNHD 3V, HF|EXFEHALISEE DERRMNREZFTML-RE TGN
A AFIIBEBEEFHMLERND pH 2 LR SESEANHY 32, HHIORNIFEESZHEETN
AHLEDT. RAMEREHITIRETENDLETHD,

<7zIFVYIzFTU>
2xXxVI7xF U Mg EDEREEDHIBFILHRALIZIGE . IR LOWEEREILHE
EBER-KED pH LRICKY, 72X VTP ORIN-HICEBEEZ 2T HD, 7T
FVUITFOUERBEGHALIIGED|EFLEVLD, RFIZEENS Mg HAWIEHIEBRIZED
HIEBER-KRED pH LRICKY 72XV I F D0 ORI HICEEEZEZ 58 TNNHLHD T,
RAMRESHTALETENLETH D,
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<KRUAIKRIAIVAILS D L>
RUDIVKR I AT D LISEEEEE T THIL LD LD EBEL TESERIET S1-0. HIEEFI &6
RAL=5E. BRAD pH LEERIZKYDILY D LD BRESIFISHERNRE T 28T AH
%o RUDIARIAINAIND D LERFIZGHALIIGEO|MEFLZOD, AEIEBEBREZDRMLERAD
pH Z EREE AL H D=8, RUAILKRIAILHILL D LD ALY ) LEERRAIHEI S, %)
BENBETIEENLSHLDT. ABFICRASEHVVEE FENDETHD 33,

<ENUD LMEREAA 2 ZEBIEHE| RURFLURIVKRVEBAILY I L RIVRAFLU R LR
[ oa WiyFN DS
INEDBAA RBBIEHEE Mg ZEOBAAEETHIBE- B THEHRALIGEE. BA4Y
RMBIERFI N HEFNF CEFENDEAA L ERBET 51260 CNOEDFEFIDAY) ) LIHEENE
TI28ThhHd. CNSDEFIEARFIEHALIIZEDHEIFHVD, KFIZEFNLS Mg [
FYINLDEFIDNENBBTIE TN HIDTIENDETHD, £ ITRVIVLEED
HIBHZELBENTERERELBIERT RO LEERT I, B4 T BIEEFET D/
A TCIE BIER T R0 LAIFBRICH SNz REEKFRF M) I LEREL ., #RINED xRS
RO LFLGYBEEINS, — A B RBBIEREE T TR BIETT RO DLEBAA R
BEIEAREL., MEICHBIN-ERBIENHESN T ICTHRIRSN IR BT L HO—
DRADERIBLONIEDHENHS 3,

<GEMBEAIY DsBEFN(TILIFHILIR—IL AR A—ILE) >
EHREASY D HF|XEIE T ROV LREIEGALIIEE. TRV LOEIEERRES LY
BRMAENSDBRIENMEESH, TR LOMPEENALERL, BT RV LMEERS
Li=& 9 BAERIFRE L B 3657,

<KEDOHE DL LRF FEHEERID Dz HEI>
REDHFH - AL LA FEHEREAID DsRFEHIETT ROV LBEBELHALIIEE. B
WO LOMBEESENERL, BHLUYLME., SERME., 7ILAO—2 REE 3 #MET DS
VO T LAY EEEE (milk-alkali syndrome) ZH 2 LT=& T BEHIERE N EH D 384,

<YFXLTTE>
VAT THHIM EDERESLHIBEFILHALISE . HILERN pH D LRIZEYIA LT TH
DNAFTTRAZEVTAMET T EEETNAH S 42 VAT THERFIEHALIHE D|ME L
BOD, FIBERER T HARFICEYIAF LT TOMFREMET I E2EETNLH D=0, AT
BERFIIVALITTOBREERIKMULZEBLTHOBIETT ROV LERETHLETEND
ETHD,

<AFYTaAREYM NFTaIREIE>
NoDEXEIZMBAAEECERNFLHALIEEE . #FETHAEA. ChoDEXOER
NBBITEIEENDH D, CNoDEFIEAFIZHRALIZISE DHME LGV, FFHITEFTND
Mg [F 2 fliDEAF 2 THY . ChoDEFIDERNHBETEEETNAHLIDTEIENLETH
o
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RER)F I LERILTT o) LEFEHALIEE BFETBEA. BT RO LAMEEFRET
LI=&T BIEFIERE L H S 24,

<H: ZERAEME-TOL RO TA(oEES—>
INLDEFIZBRIETT I LEFLGALIISEE. BAD pH LRICKYERFIOBHBREMNMET
L. XFDBETHEANEBTIETNLHS, CNoDEE|ERFZFALIEE, HiEa>tn—
WICETEBIET TR ODLEED 1 BREENBIETT RO I LBMIGEFLLEELT H 2
BAEREMARBTE 1.25 &, TOr RO T/ oEEA—HRETIE 1.26 EHEICZL. F1=.
BT 0 LEEID 1 B 5 8% 1g THIBLIIGEICE T HHEIVO—)L BIFER (L EM
BREBLERLTH: ZRRERELSIUVTON RO TAUEE4—HRABTHERICEN LTS
H|MENHD 9,

<YFARF—L>
SYTARM=ILITBIER T 20 LBFILHRALIZEE . TRANKBELOILEETNIH D, 2
YITARM—ILEREIFFHRALIZIGE D|EELZOA, SVYTARM—ILIZ/ NGO EEESH ETHES
. MEHLDK-Na DRIREEEZL. THZELDEELNHY . KFIZIEETIERALHL=H.
AEIOGAICEY TRNRBELOITLGEE TN HL-OTENBLETHD,

8. ®El{EH

11. El¥ER
ROBMERALHOHONEZZENHADT, BEBLZ+ 2T, EENBOONEHEICILKRE
#=hIE AL EFEYHLEEITSICE,

(1) EXGEME A E#IHER
11.1 EXGEIEA
11.1.1 |J R LISE (SEERR)
FEIRINE] ., EHEE . FEIR. MELLICELZEAH D, B -EME, OF, MEET.
Bk, EEEA. HHETEREOEROFBRIEETDEELIC MBFEIT R LA
DEEDAEEITITE, [8.1.9.1.3.9.2,9.8,13.1, 13.2 BE]

(2) Z DD EIER
11.2 ZOHOEIER
SEETE
JHIEER THE
EME MEITRILED LR

9. BRREHRBRICKRFTIZE
ZEEHGL
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10. BEHE

13. BEEE

13.1 fER
MEIT R I LRENSEICLRSICON, REERITOEL. FFRITEH . EHES. BE
Ty EEREEZEORENR., MELENHOONEI LN H D, [8.1.9.1.3.9.2, 9.8,
11.1.1 B3]

13.2 WiE
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SHR]

11. BRLEDOIEE
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IS&Y WS ASNABEHMEBEARAL, BICEFRAZRILTHIRAXREDEELSHE
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PTP X DIRMEMFHFIED =0, TPTP BREHEKICDOWTI(ER 8 FE 3 A 27 H BHEEHSE 240
B IZAIY, 5RELT =,

12. ZOHDEE
(1) ERERERIZE S <IE#R

15. ZOHhDEFE
15.1 ERERfEAIZEDIEHR
RH-KEREICKYE - BERNICEAZERL. BEEZREIL-EDRENDH D,

(f#ER)
20 ROKMENERILT T R L 200/ BER 2 FRRALEBGRAZEZECLI-EOBRELH
%49, F =, 60 KDL MNBRIL<T T R L 9g/B% 4~5 &M, TDi4 279/8% 1 F£MHRAL.
ERNBREZELIEDOBRELHSD 47,

(2) FFERERFHABRIZE SR
ZAEMHGL
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X. JFERERAAERICEY 9 IR E

1. REHER
(1) EH B
TVI. ZHREICEYHEE INDESR

(2) REHEREHAR
FZEEHLL

(3) E DD I ER
ZEEHGL

2. SEHER
(1) BER S SRR
FZEEHGL

(2) RERS SR
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FZEEHGL
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ZEEHGL
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B

2. FRHmE
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3. AaRRETORE
ERFRE

4. BV EDIE

20. iRV EDEE
20.1 FHRITESEZRITTRET S,
202 EEEEBNBAEICKYERIZHEEZIEN DD,

5. BEMITEM
BERAEXSZAA:HY
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ZTOMDBERITEM BRI ROV LR ERATORESA -CREDOH]
(IXIN. &% 2. ZOMOBEER IDESE)

6. Rl—m 5 - RZh3E
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EHY3A | BIE< T RO LA 83% TS 1%
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FIERE : KERIE T ILE= D LTI - IKBRIER T R D L KBIERT R L, ikBEKFR TR L
IEBERERNIVE D L RARTABRTIVE=) L%
T #H:BREE<T R LK. <900 —)L4000-151b MY L REEKFF R L-tEEHY
DA, TOEXI /YK, LETORL  YFIOFR £V /PR EYaPIL EaRILD
7—hF RIS LoKFIE

7. EIRSE&EERB
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8. HERFRIFAORUVKRREES. EMELNSFALD. REMABEAB
BiE < 2y L gE200mglaT 4 |

B EIR T AR o (A HE IR &, BT RALA
e A a RRES #A\ #AA
HERFE & 2001 4 2001 £ 2001 £
<75y AEE 200mg 1812H 21300AMZ00007000 7RA6H 7H26H
BRFERER
. 2015 £ 2015 £ 2016 4
Eﬁ;%gg;;;;ﬁ 7B 17 B 22700AMX00714000 2B 118 1A 258
BRIE<J > LgE250mgl a4 |
2 EIRFEAER o A HE IR & BT B LA
R #AA RRES £HA #£8A
|[HER5E 4 1999 & 1999 & 1999 £
RYFYYAREE250mg | 2 A 23 H 21100AMZ00116000 7H9H 7R218
RERER
s 2015 £ 2015 4 2016 4
E’i;zgr:g«‘}’;;;jﬁ 7B 17 B 22700AMX00715000 128118 1A 2508
FRIE< >0 LgE300mglaAS 4 |
2EIRSE AR I 4 BB R & BR5E B A
R AR RRES £HA #£8A
2L TREA 2007 & 2008 4 2008 4
<55y A8E 300mg 2A28H 22000AMX01317000 7H4H 8H29H
RERER
s 2015 £ 2015 4 2016 4
Eﬁ;%gg;;;;;ﬁ 7B 17 B 22700AMX00716000 2B 118 1A 2508
BRIE< T >0 LgE330mglaAT 4 |
AEIRSE AR I 4 B R R & BR5E B A
R AR RRES £HA #£8A
IBER5E 4 1999 & 1999 & 1999 £
<55y A8E 330mg 1820H 21100AMZz00033000 7HA9H 7H?21H
RERER
s 2015 £ 2015 £ 2016 4
Eﬁ;tsgr:g»‘[ﬁ;;;]ﬁ 7B 17 B 22700AMX00717000 2B 118 1A 250
FRIE<J >0 Lgg400mglaAS 4 |
2EIRSE AR I 4 B HE R & AR 5E B A
e A0 RRES FAH FAH
IBER5E 4 2007 & 2008 £ 2008 £
<5 5yH AEE 400mg 2A28H 22000AMX01316000 7H4H 8H29H
BRFERER
s 2015 £ 2015 £ 2016 4
Eﬁl%gmb;;;;ﬁ 7B 17 B 22700AMX00718000 2B 118 1A 258
Eb<Y R LS 500mgl3L A |
2 ERFEAR I i B AR R & AR 5E B A
R A0 RRES FAH FAH
IBER5E 4 2004 4 2005 4 2005 4
<5y AEE 500mg 2A24H 21600AMZz00243000 7A8H 98 29H
BRFERER
s 2015 £ 2015 £ 2016 4
Eﬁ;%gmb;;;;ﬁ 7B 17 B 22700AMX00719000 2B 118 1A 250
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HOT (13 #1) &=

LT ERELE
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3| AL/ SAPFN i
200mglaL 4 ]

2344009F3046

2344009F3046

PTP100 $&:
1141214010103
PTP1000 %z
1141214010104
/335 1000 #%:
1141214010302

621412101

23| AegrE SN 4
250mgl a4 ]

2344009F1019

2344009F1094

PTP100 #%:
1047691010103
PTP210 #z:
1047691010303
PTP1000 #%:
1047691010104
PTP2100 #E:
1047691010304
/35 1000 £z :
1047691010202

620476901

BRIE< T ) LdE
300mgrav 4 |

2344009F5030

2344009F5030

PTP100 £z :
1186796010103
PTP1000 £ :
1186796010104
/35 500 £%:
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e~ T R Lt
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PTP1000 %% :
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/N5 500 £E:
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[ AegrE SN 4
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PTP1000 #%:
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[ A/ SAPFN i
500mglas 4 |
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PTP210 #%:
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PTP1000 #%:
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PTP2100 %%:
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/N5 500 £E:
1169225010102

621692201
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PRGN EOREERMRICKZLT D,
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7‘-: 49)0
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