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[RligZ > 2 L ODEE250mg A &1 | : 1B T v % L 250mg
N - (FRIRZ > & > KF) & LC542mg) &H
B i = | REET X L ODEES00mg [ &A1 | : 15EH T > 4% 2500mg
(REEZ > % v KFny & LC1,084mg) &H
s KRBT % K Fid (JAN)
— fix 4

¥4, : Lanthanum Carbonate Hydrate (JAN)
g Z 5 OD §iE
250mg [ &A1 |
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BoE Rt AR HEAH 500mg A ¥ A |
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20184F2 H 15 A
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B IXIL %] 12T 2HBETAREZZIT TORWERPEZENDLZ EBHY, D
B HNIT BT RETH D,

4. FIRIZEE L TOR-ER
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MEELN T FONRERESELIRE LD TH D Z L2 ML TR RTIER B0, il
WEENLHEONDHEROBIFHBILEZ MR L, ZORBIMEA Wik, ERAGICHBIT 2 E
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I. ZEICEI 5EHE

1. FAROK®
BHTH N OB RS RE MK T L7218 . (CKD : chronic kidney disease) D% < DEH
TiE. U UHRISREO R I Z TE Y VIMER AT 5,
AENDHHR T D [IREET % LV KFM) (X, IAv T LIEER Y VWERE LT
E TSN, BITEEICBIT 8 VIUEDIREEL LTS TWD, KBTI
2009 i B s T,
[REET % OD §E 250mg [ A4 | [REET % OD §E 500mg [ &1 ) 1T, %IE
ML LT, R TS, 2T A4 v S, BARY =3V v 7S H
O 3t THFERIR A T L, ELFRIPER I V—7 L LCEM LT — X 24 L, 201842
AWK REZES L, 201849 A2 EiL7,
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L (BEEAR) .  GEME, VIL 242t (A LoEE%) (BT 2HE 25 H)

3. HREOHFFHFFE
(1) REEZ % OD§E250mg [ A ) ROUREET % OD §& 500mg [ &A1) %, 1
BEhicENENT & 2 250mg (REET % kKT & LT 542mg) J T8 500mg (F%
e 2K E LT 1,084mg) 256 2 AE~KAGRDOAENRERE TH S,
(2) 250mg FHKIDOFEFIAMIZITE mIZ T1C201) . HEEiZ 2500 . 500mg AN (X FEmIZ
M1C202) . EHEIZ 500) #ZF1 TR LEBIMEEZ @D TN D,
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I. 2#ICRE9 5IEH

1. BR5%E4
(1) 4
R T 4 OD $E 250mg [ & A |
R T > 4 OD §E 500mg [ & A |

(2) *4
LANTHANUM CARBONATE OD Tablets 250mg “ISEI”
LANTHANUM CARBONATE OD Tablets 500mg “ISEI”

() AFDH%E
(Ep s O— AP + THR) + Ta& + TB5)

2. —f&4
(1) MA@EREE)
REEZ & L oKFnY (JAN)

(2) Fa@ERAX)
Lanthanum Carbonate Hydrate (JAN)

3) RTL
BA=RPAA

3. BEXXETRER
BN

4. PFRARULFE
7+ 1 Lay(COs); + 8H20
S 601.96 (8 KFn#)

5. b4 (@i4E) XIFFR
Lanthanum carbonate hydrate (JAN)

6. /A4, A4 KBS,
L
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KIITIHAOB K TH 5,

(2) A%
AREIAKT=4Z 7 —Ib (99.5) (TITE A ERT 20,

(3) RiEt
R L

@) BA (HBR) . BE HES
LR L

(5) BEmEAAEH
LR L

(6) SHEEFRHK
EERR L

(N ZOMOERTIEE
MR L

2. EMEAOEHEEMTIHT2RER
LR L

3. BURS OREHARE, EEZX
(e BRE)
O RO EM RS (1)
Q FESEE T T A~EESWE (mz: 0% 13912~ A AT MLERD D)

(E k)

i 7B A& R
0.05mol/L =F L > o7 I UEERE —/K#E —J F U U A#K ImL=11.45mg Lax(CO3)s



V. 8% 9 51EH

1. #Hif

(1) FRoR3
M 2PN Hr S B

(2) HEDONBREUHER
IR 4 kBT >4 2 OD xBTS >4 > OD &
e 250mg A &4 ] 500mg [ &1 |

Flftz PN R R 6

&85 | Ae~FRas

=m =m| LEUNET] =M =m| LEUTET
ARINEIEIR
[=RES 10.5mm 13mm
Bz 4.6mm 5.4mm
HEE 630mg 1,260mg
3) ERa—F

[REEZ v H  OD € 250mg [ 1] :1C-201
[REEZ v % > OD € 500mg [A 1] :1C-202
MAUFIAIR L O PTP > — MR

) WHOW
R L

(5) Fnith
BN A

2. BF|OMER

(1) BHES (EERS) OSERUEHMHA
(A 2hkT)

[REEZ >4 OD$E250mg [ &A1 | : 185EHFH T % 250mg

(REEZ v & KT & LT 542mg) &6
[REEZ > 4 OD$E 500mg [ &A1 :18+H T % 500mg

(R T > 2 »KFa & LC 1,084mg) &4

(FhnsA)

D—~y=bh—)b, A7 T —A BEENK7T A,

TV U TR T A

2) BRESORE
DR L

Q) RE
Y LR

. BBRROERRURE
BN

JUOARE Ry, XV, AT
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. BAT RN D & 5D

R L

. REIOBEEHTICET2REN
RERT % OD 8 250mg £ &1 |

e ER D
PRAFSRAE PRATHA R R RE E R
S 65 et ZEfLA L
EHIGRERRY
PRATSRA PRAF PRI RE AE R
25°C+2°C N s
GO%RELLS%RE 36 7 A b4 IR EAv7e L
EAENREE COZZEMERER Y
PRAFSRAE PRIFEAR] | PRAFTERE E R
IR 40°C+2°C 90 H (ﬁ§Z£7;i§%§) e L
RIE. X
- 60 Ak
T 30°CE1°C oop | IXTY I miesannshn
65%RH+5%RH G, PO | - s
%120 5 Ix - b @REER D W) | T A7 L
(#)
RERT % 2 OD 8 500mg [ &1 |
ISR 9
PRAFSRAE PRATHA R PRIFIERE it B
40°C+2°C sy I
B 6% 1 Sk e 2k L
EHIGRERRY
PRAFSRA PRAF PRI RE S
25°C+2°C o S
60Y%RH-5%RH 36 % A B A& el e L
EAIENRER T2 EMERER ©
PRAFSRAE RN | PRAFERE E R
S 90 H %I\ THAEE
YL 40°C+2°C 90 [ ‘7{,72@ PEIZ LT B
(@ﬁ*ﬂﬁ’t<ﬁ%%>
. 7 B2 BV TRAEEM:
S 30°C£1°C e
g B 65%RHL5%RH 90 H GEESE. T (ﬁ;;;i)m O 5T
¥ 120 5 Ix - be GRIBER D DXy | 77 Bk L
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EMRBRIEICOWT (BIRIEER) | =#2B125 M LT,

1 7 VH| O



EHEHE (%)

FEEEEHE (%)

. FARZERUBREORTEY
BPAROAYA

. fFE DESELE (MEBILFHEL)
REER e L

. B
REEZ v 5 OD §E 250mg A &A |
EEN B D80 B RH O LW F R SRR T A KT A A HD AR 2 S50 L
Too TORER, REET X v OD §E 250mg [ &A1 | 1F, TR TOFRMITB W THEAERA
ERIETHD EHESNED,
Hr5E 4 T2 OD £ 250mgl 121 |
HH R 1 SEhREES A KN 542mg (S22 LT 250me) &
FIE ¥
BERE FIZ R, 88 :500mg§E
semisteagq |/ PVE900mL37°C20.5°C/ REEIERIZL
FREHRREAR 50rpm(BERE : 0,2,8,@). 100rpm(GHERE: D)
AHERK O pH1.2:BXRERABHHARKRE 1 &
© pH3.5: BFEE-BFER M) LFR &R 0.05mol/L
© pH6.8: BEEL - BEER 10 L#R &K 0.05mol/L
@ K:BARERARBEK
2 BIKI O (K 12Xy tL) ZHag U7X CHIE S OViFE)
- o - BHEMAH  —e— KT 4 -0DEE250mg [ £ A |
120 r pH1.2/50rpm 120 pH3.5/50rpm 120 r pH6.8/50rpm
60 ) 60 H 60 |
40 & 4 o0
BRI (50 SRR AR (5 SRR IR AES (59
120 2/30rpm 120 pH1.2/1001pm
“
60 B
40 F 'E
@
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FFRIREERE (5 BRI (5)



JREEZ > % 2 OD $€ 500mg [ A &1 |

I RIS D EF RS VERBR T A KT A S &SRR 2 £ L 7=,

ZDRER, RIEET H 2 ODE 500mg [ A ) 1E, TR TOLRMEICE W THEAERE] & [F
HEThDHEHEINY,

AR5t 4 RERS2 2> OD £ 500mgl 11 |

HH R 1 SEh REES A2 KN 1,084mg (S22 ELT 500me) &>
i e

BAERE F & BBRIE], S =:500mg &

sestmpap |/ SFIVE900mL37°CL0.5°C REEERIGL
AEEEET | sopmEBi#E:0.0.0.0). 100mpm(EHEi#: D)

HER& @ pH1.2: BRERABHKARE 1 &

@ pH3.5:BFEL-BEER 1D L SR &R 0.05mol/L
© pH6.8: BEEL - BEER )0 L #R &K 0.05mol/L
@ K:BERERARBEK

2 BIFIOIFHEHE (K 12Xy ®)V) ZHlg L7 CHITE U OV#IBH)

- o -BEHFH —e— BT X ODFES00mg [ & ]
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10. B3 - 8%
(1) FEHADELRSR - Q% NENREHLERE - SECHT 21HE
MR L

(2) %
[REEZ % ODE250mg [+ ] : PTP 100 &E (10 §Ex10)
fREEZ % ODE500mg A&+ : PTP 100 %€ (10 ££x10)

Q) FREE
A% L0

4) BROME
PTPAEE . R o’ L7 4 )V A, TIVI=0U A
REERE « A

11. AIRR#HIhZEME
Kriz/p L
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V.

1.

ARICET SRE

RhRE (T RHER
PP BB IR T D U v MAED U

. MEERERRICEET SR

5. BHEEXIIZRICEIET DEE
AFNTIM A Y > OHEM 2R 2 A TIZ VDT, BFEESICL S U SEREIR
EEETH L,

. BERUVRE

(1) RERUVRAEOREER
W, RACIET o2 LT H 750mg ZBsAE L L, 1 B 3ENZOE L TR
BERICRO®RST 5, U, Bk, MG ) CREOREIC XV ETHEET 523, i
AT H 2,250mg &1 5,

(2) RERUABROREEM - B4
LR L

. AZRUVHARICEEY R

1. BERURAECEET R

7.1 AFIF 5B R SUT A B FRNCIE, 1 BRE%Z BLZCmE Y REOHREZIT 9
TEBREE LW,

1.2 WMEZITHOHEAITEEREZ T Z L LT 1 B OHET 750mg £TE L,
BB EORIEZ &I TITH 2 &,

7.3 2B THERNRD LR WEAICIE, OB RERIEICYIVEZDL Z &,

. ERERHi#E
(1) BRERT—21\vi7—
Phase *+ R4 PIES

[] PN 25 TIL AR B iR i U ME A B9 2 MiEE AT A 259 )

[E N AR — AR RER | & Y e 2 23 2 IR AT AR 45

[ N = 31 4 BB i U U ME A B9 D ik E T B 145 1)

[] PN 25 TIL AR B iR i U U E & 5 D PRAFEI O 18 M igp B 141 11
ENF AR GRR | &Y EZ 23 5 RAEH OB M B gk B 123 4

(2) ERAREEHER
EERR L

(3) BRRGRRHEBR
R L

(4) HREEHIEAER

1) EXEREEER

] N 55 T AH LR R BR-1°10)

U U E A 595 BT A 25961 (REE T » & KT T = 7 7 )b §iE 126 fl,
EREIREE D V2 133 1)) et & L7 HlaRBRIC B\ T, IRER T v & K Fud
F 2T T NAEEE | H 750mg MO 54 L, 1 H 2,250mg £ CEEHEM LT, £
OFER. MGV VIRE (MeantSD) 1%, % 5-BAARF 8.35+1.38mg/dL 7 & % 544 T IKE
5.78+1.44mg/dL LK TARO LNz, Tz, MiEH /LT T LEE (MeantSD) (.,
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®)

¥ 5B 9.02£0.69mg/dL, %548 THF 9.22+0.61mg/dL & Z(LITFRD b, KER
T B IR T 2 T T IVEEDEERIAE FATES MR S e, BIER (BRI A i 22
wWaAET) X 126 Bl 29 B (23.0%) IZREH LNz, EREIWEMRIZ, EHt 14 5
(11.1%) . L1261 (9.5%) . BHAPE 4 61 (3.2%) . EIE &% 3 61 (2.4%) .
R 2 151 (16%) BThol,

E NS IAH LA BR-2')
& U UE 2 T A RIFH OISR R A 141 B (REET v XV KF) F=27 7
NVEE 86 B, 7T AR 55 B) ARG E LI-HEGERRICBW T, KRBT ¥ KW
FaT TNAEEE 1 H 750mg OG- 2B L. 1 H 2,250mg £ Tl B L 7=, %@
AR MIFY EE (MeantSD) X, REET & KR T = 7 7 NV EER G-REIZ
WC, BEBRAAAIE 6.17+ 1.30mg/dL 7> & % 54 T IF 5.14+1.43mg/dL & K T 235589 ML
oo —H. TTEREGHTIE, HERMGKRIL 6.15£1.04mg/dL, #5847 REX
6.10£1.05mg/dL. Toho7c, #GHMREN DK TEE (8 HEF) OIigF Y L RELE(LED
/N T REMEOZE [95%EHEIXM] 13-0.97mg/dL  [-1.37mg/dL. -0.58mg/dL] T&
D, REET VX VKT 27 TIVEED T T v Rk 5 EBEN R I
(P<0.0001, 3 HOHTET V) o BUWEH (ERIRIRAMET 2 51e) (1% 87 i 20 4
(23.0%) IC@O BT, FEREIERIEZ, B 9B (10.3%) . F 9l (10.3%) .
M- 561 (5.7%) . THI261 (2.3%) FTholz,

2) REMHER

EN S A — R R 12

U v ME A BT D IERENT R 45 Bla gl L TR T v % VKT =7 7 v
BEZ 1 H 750mg O EEABB L, 1 B 2,250mg £ Tl mHEE L7k R, g b v
VULRELY PR IELZERMEY VIRE (MeantSD) 23 5-BAIAEE 7.16
1.21mg/dL 2> % 544 THE 5.54+£131mg/dL S{KTF L7z, BIWEA (BRI %
EEe) X 45 B 7 B (15.6%) IZFRD b, FEREWEMIX, W& 2 Fl (4.4%) |
JE9 2 B (4.4%) . FHI2 6 (4.4%) HETholz,

ENEHxEHR Y

U E & 95 MR ENT R 145 Blaxtgil LCREET v % KR TF =7 7
NVEEE 1 H 750mg 22 H¥E ARG L. 1 H 4,500mg ™ F T B H L CRE 3 [
B B LT-RER, m{ﬁ)//&%ﬂﬁﬁﬁ%ﬁ%ﬁéMt HHLRO LN, H5Bh
% S2HETT, AEH (BRRMRAEMRT 2 5Te) 13145 B 83 fil (57.2%) 127
N, EARRWEMRIL, UM 45 6] (31.0%) . 4351 (29.7%) . B APUE 18
Bl (12.4%) . THi12 61 (8.3%) . EREEIE 12 61 (83%) EETh-o7-,

EANFMAHEE &R 'Y

&V U ME Z 2T AR OB BN B 123 flaxigi e LB GRBRICE
W, REET X KT =7 T VEEE 1 H 750mg 2> HEEEZBIM L, KkE 1 H
2,250mg £ THEG LR, MiF Y IRER TRIRDPHERE SRS RO b,
A SNV SV /7J<$n%%177/vf’“0>%%5ﬂ;ﬁf‘ﬁ (Mean*=SD) % 173.6+121.6 H
Tholo, RIEA (ERRMRAEMETE 2 5T) 1% 123 BiH 29 #] (23.6%) (2580 Hi
oo E7RBEWERIEZ, (ERL10 ] (8.1%) . Bl 76 (5.7%) . MM 6 6l (4.9%) . 1H
{EARE 36 (24%) %Thoiz,

) KRS REARIT 1 H 2,250mg TH 5,

B - WEARBR
TR L
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(6) aFHIER
1) ERARRAE (—REARIRAE. FEERA/RIRAE. ERARKLERREE) . &
EWFTRT— 2 RA—RAHAE. RERTRERARONE
RN

) RBEHLE L TREFEOHAERXIIERE LI-HAE - HEBROBE
MMER L

(N =i
Hriz7e L
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VI. EMHEEICEY SHEE

1. FEPHICEESH LML Y

2.

WREIREE T L A, T~ —HRtE. B o~—,

RN 7S

EE B0 H DILEWDRIEE -

FKEER
(1) {ER#BGL - fERBF

7T UBRE TR, A7 a A

IRFEL, BOBNLEESZRT D &,

REET 2%, MILENTEYHEKRD Y VEEA 4o LS L TREMED Y g
TR UERR L, BENLDOY VIR EIEIT S Z Lk, Y REA

(2) EHZEERMTDHHABRAE

1. )V UBEER
Invitro BRI W T, RET X % U UERT MU U AR TG S B 724G 5L,
U U BRZEERIT pH3 T 97.5%. pHS T 97.1%K T8 pHT7 T 66.6% T > 7= 19,

2. MFYViREETER
5/6 BRI T v MIRIET & % 6 BMEIRIEHR G Lo & &, MiF Y o B i
SHRRERIZHE L CREIIKTI LZ 17,

3. EMERNIRFEER

[REEZ % OD §E 500mg [At&A ) [K7ZLUIKTIRA] &ARA L — R85k
78 500mg [KCIRH] %2, 7 e A4 — _"—3EIC LD EEFER AL 21 B 3E4H
MEEZERGICKEROES (4 HEOAHEERZICHRE®RE) Lz, ok, 8.
B, YETY VERENIZIHFIRLIEFE (BEMFTo) U EHENS 1 BY720K
1,300mg) ZfEH L7, #5500 2 HEB L UG 3 HIE D 24 BFREIRT Y o HE&E %
WEL, Bolc"T A =% 24 FEEHRT Y VHREEDOX—ZXF 4 b D
ZAbE) 1IT2OWT, HEHIMZAED 90%EMXH 2 HH LR, RiEZ % OD §E
500mg A &A1) ZAKARLIIKTHERALEZEAICBONTL, 50 LORELE
FEZEMEO#FPHN (-1.632mmol~1.632mmol) T ¥ . [ HLHF| D AW Ea R SMED R
Ehiz, £7-. KEET &% OD $E 250mg A1 1. [EENELZROEE
RHN DL FIRI LR A BT 4> CFk 24 4 2 A 29 AEEHEAER 0220 4
10 5) | \[ZHSE, REET % OD $€ 500mg [ & | Zimueflg) b Lz & &,
WHZERE L, EMPmICFESE L RS 19,

[k CARA]

XEEZ % 2 OD §E
500mg [ &A ]

RA V) —NVFERL 50
500mg

N=RATA

19.282+3.470

20.197+3.771

24 WEFE AR Y o Pt B

13.75342.651

14.375+2.635

Mean+S.D.,n=52, B.{i7.(mmol)

% BERET 2 BRIETAR QMRS 1 BETO 24 BEER T ) PR O S E
kok o IRE 3 MO 24 FERRT Y SRR O T E

KRR URA (FR V. — VIR AL 500mg 137K THRA) ]

REET 4 OD §E
500mg 1 &1 ]

RA L — VRIS
500mg

R—A T A

20.138+=2.909

19.788+3.203

24 FEE B R U L R e

13.207+2.381

14.255+2.773

Mean£S.D.,n=54, B.{i7.(mmol)

* o PeERT 2 BRFTR O S- 1 BT 24 B RS U o Heiik& o L5 E
ko o %53 HRE O 24 BRRR T U o HRH R o E
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30 r

-0 =R =L ERS T 500men=52,7k 1)
—— EEET L 4 -ODEES00mg [+ 41 (n=52.5k% 1)
25 F
©
— 20 L
g
g 15 |
=
13{4 10 F
=,
5 L
O N I WY I I I
2 H A 1 H Al 1HH 2HH 3HH
=5 H
30 r B ~
- 0 = kRAL /LB T500me(n=54,7 % 1)
55 —— BT L 4 L ODEES00me [ 7] (n=54,7k% L)
©
— 20 L
g
g 15 |
=
13{4 10 +
=,
5 L
0

2 H Al 1 F Al 1 HH 2HH 3HH
#5H

R Y PRI, PBRE RN (R OSRBUR A BRI L > TR D W]
REMED B B,

Q) {EREHEHE - Frigkm
A L0
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VI. EMEEICEd 5EE

1. M REOHR
(1) AREAEMG MR
AR L

(2) BB CHEEIN-OPRE
1. BRI E
HARANERER A S+ 8 BlCIREET v % KR F =7 7 V8 250 KO 1,000mg
HEREG LTREO T 2 o OFEYERE T A —F ZRITR LY,

5 Crnax tmax ™ t1/2 AUC
(ng/mL) (h) (h) (ng * h/mL)

250mg 0.156 4.00 7.78 1.56

1,000mg 0.192 5.25 19.18 3.69

AT % - R fE

2. RIE®E

A A NEERERR N 51~ 9 BN IRIE T > & VK Fa T = 7 7V EE 1,000mg % 1 A 3 [A]P
10 HEIREHRG L L& oEEREICH T o MER T o 2 U EEL, %5% 6 i
M B ICHREMEIZIZE L, Cmnax XY AUC (0-5) 1€ 4LZE 4L 0.558ng/mL KT 3.67ng -
h/mL T& - 7= 202D,

) ARSI HEAEIXLH 2250mg Th 5,

3. F D

[REEZ % > OD $E 500mg [ &A | ERAL ) —VEERI/)E 500mg %, 7 0 A%
— YR LD R T K72 LR 104, K CIRAI104] 121 H 3 B4 HIH
BRERICKERS 4 B EHOAMEERZICHRRE) L, &Gkt s o
VIBERRE L, TORE, KEET X OD $E 500mg [ &1 &KL XiT
KTIRH LIZG BB N THE LN IWF OB RE T A — 2 [ TFL LT b DT

Holz ),
DK CTRRA
PIENRT A—X SHERT A —H
AUCo_z4hr Cmax Tmax T 12
(ng * hr/mL) (ng/mL) (hr) (hr)
e v % v OD §E
500mg [ &1 | 7.3253+2.4427 | 0.5493+0.2059 3.4+1.3 21.7659+5.3236
RALS L 7.4637+£2.5866 | 0.5801+0.1892 4.0+0.0 25.1565+3.8461
BERL53 6 500mg ' ' ' ' T ' ]

(Mean+S.D.,n=10)

o5 = 0 =R AL/ — LJEk 7 Es00mg =107k & ¥)

—— RS R -ODEESOOmg [ 271 (n=10.7K& 1)

=

\gjo.s 3

B

e}

it

504

LN

Y

1™

i g2

i

i=

o e - .

1230 6 12 24
HHH B
EEE #2512 ()
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K72 LUTHRA (FA LV —VEERIZE 500mg i3KH Y TRA) ]

HIE/NT A—H BBENRT A—H
AUCo24nr Cmax Tmax Tin
(ng * hr/mL) (ng/mL) (hr) (hr)
}Tgﬁz;g/i’:z(/)fljj e 5.7506+1.1604 0.4060+0.0914 3.840.4 21.7008+7.0081
WAL J—)b
WE 3] 500mg 5.9686+1.5793 0.4333+0.1232 4.5+1.3 29.9320+11.8285

(Mean+S.D.,n=10)

08
- 0 = A L/ — LB 4 E500me(n=10.7k & 1)
—— RER T L & ODEES00mg [ 42 ) (n=10.7k72 1)

o o
= (=29

T # BE (ng/mL)

= S & ()

MAEF LN NS AUC, Cmax F DT X — 2 1%, #ERE OBR, RHEOTREL
B« RERSE DRI Lo TR D RN H 5,

(3) ch
LR L

4) BE-tEEXOEE
[VIIL7. fHEEH] OEESH

2. EMEEREINS A -4
(1) fEHAE
U ERR L

(2) RIREEEH
M L

(3) HEEEEM
LR L

@) 2VFP53VR
Y EER L

6) HhEH
DR L

6) £t
R L
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3. B&EM (KREaL—ay) B

6.

(1) fEHAE
AR L

(2) RS A—SEHER
A EE R L

. BRIR

R T X IKFN T = 7 7 VEE 1,000mg BRI 1% G-REOHMaRF ) N A 4T _A F &
UT 4= 0.002%KiiH CTH-7=2 GEAT—H) .

K]

(1) M&—REErE:AE
ML L

(2) Mk —ReaBEPYEA
ML L

3) At~ iTiE
EMZBWTT X O ~OBITAIRE SN TS 2 |

) WE~OBITHE
LR L

() ZotaniB~nBiTiE

MHRENT BHE 1,359 5] (REEZ > & L /KFnW 682 B, FEMERRIERE 677 i) ZxIZ%L L
TIRBET v &2V KFTF =7 7 VEE% 1 H 3,000mg ™ F Thiele 2 4E[& 5 L=t
FEHHGRBRICBWT, WENARETH 72 28 FIlCBIT 5B Hh T &7 R E RS
BR4GHT 80.9+59.8ng/g, &% 5-Bth 2 % 1,855.3£1,338.3ng/g TH V. RHBF OIMmET
T U R (B 5-BRART 0 0.0£0.07ng/mL, #5-B%A 2 # : 0.5£0.65ng/mL) X
DbENroT=® UNEAT—H)

W) KRS REHEIL 1 H 2,250mg Th 5,

(6) MBELREER
99.7%:26)

o
(1) RBEER UK BIE
MR L

2 RFEAETIBE (CYPH) OHrFiE, F5FE
IRWEZ v B 2 KFIIIERNICEB W TRE 22 T 72\, In vitro (REFERBRICEB W T, Z
VAT 1A2, 2C9/10, 2C19. 2D6 K T 3A4/5 D45 CYP oy HEIZ% U CIHEER %
TRERoT, D

Q) MEEBEHROFREVEZDES
A ER R L

) REMOFEOEMRUELLL, LR
LR L
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. HE

OH a5

HARNBERER N 5 1 8 BT IRER T & L KR T = 77 7 /L EE 250 KT 1,000mg % Hia] 4%
HUTBRDRF T o & RIS TR - 72, £72. 120 Bl H £ To#EPEIERIX

TNEN 59.5%, 66.9% T o7z 19,

OREHRE

B b R AU (%)
250mg 59.5
1,000mg 66.9

SN EE

AARNEERER NS 1 9 Bl REE T v 2 KT = 7 7 V8E 1,000mg % 1 B 3 [E% 10
HMKEHREG LIZBEoO®R 5% 264 B £ TIZT_XRTOWBRE NS LY THREED
0.0000164%723 JR I HEE X AL, BEH L7127 V% DK 60%MBFEHF SRS 7z 29,
W) ARSNTEREHREIZ A 2250mg TH D,

S YR K—4—(BIT B
BB L

. BNFICKHBREE

BT S 722

10. REDERERTIBE

11.

M ER e L

Z 04
BB L
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I. &% (FRALOEES) BT 5EE

1.

EERNBLEDER
BRIE STV

. REAREEDHEH

2. B2 (ROBBIZIFBELAEWNI L)
AHFN DB x CIBBUE O REFIRED & 5 B

. DREXIHRICEEY HEE L EDEH

(V2. e I RICBEE T AR 22RT52 L

. BERUVRERICEEYT 5EB L ETDER

V4 HIEEROHEICEET S ERE] 223R3552 L

. BERGEAMIE L EDEH

8. EELEXNIE
AFN OB HT-»> Tk, EHHNCHTEY > BT A KO PTH B A2 HIE L72RR
SEEICHEGETAZ L, MY v RIS AEEOEHEBEMBIZTFEOHTA KT
AV DB RESEICT D2 L, KUV T ASER O RMER] HUR AR RE TT
HEIEDFRBLD 5 WIIRBLOBENNH 2551213, B4 I D ®BAK T L T LA
DEH-H D WX OB 72 G RIEICOI N 25 L2 BETH L,

. BEDOERZRIIBEICHT IER

(1) &6HE - BEEEFOHLEE

9. MENERZHFITHIBRAEICHTIHER
9.1 AfHE - IEEFDOHLHBE
9.1.1 FEMEHKEER, BBEXEX, /0—1K, BEREOHIESE
AFND F72EWERNITHLEER D72, 26 DRBICHEZ RIZTTEBLTIADRH 5,
9.1.2 FEREDOHIBE
IR Z Lcflnid shTn g,
9.1.3 BEIRXRIIEHNEFHOREEDH S BE
AV AZRI LIZFIRERE SN TN D,
9.1.4 HILERBXETORETEDHSEE
FER DN AV SUTFETE L7 Bl ild S Tn s,

(2) BHEeEERE
BREIN TN

Q) FriRefEEBE

9.3 FFHeEREERE

9.3.1 EEORHMERETEDHLIEE
HEDOTHREIEE 2 A 2 BF TR TRt s h T g,
PRI L IERTF LTV D EBEND H 2 HEOITREREREBE TIX, EERS B
S35 &, AFNITEITHETFICHR S D,

4) HEFEeZEHTE
BREIN TR
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7.

(6) 1=

9.5 Wi

I TR L TV D AREMED &S D Elcid, &G LW ENREE LW, HiRkT » b
WCEHEDT X iR 6 BBkt 20 H £ TRE LR BRICBW T, RoKRE
A B OFEIE THRIEZEOBENNBO b EOWENRDH D 2, £, HRVIXIC
BHEDT VX BB LTRBRICB W T, BEW OB E N MKEORD . BRI

DIETROENN, WG DR BN DTz & OWE D & 5 30,

(6) R7LIF

9.6 R7LIF

B EOARIERORFLRZBOARIEZZE L, RILOMGOSUTHIEZ G252 &,
B MIBWTT Z O ~OBITHHRE SN TND 2,

(7 MPRE
1 IMNREE
BE LW EREFE L, NNEEEZSR L LR IIERK L TV,
8) =EE
9.8 BNE
HBEDOIRREEZBE LN OHEBICREG T2 L, —RICAEHBREMIT LTV,
HEER
(1) ptRERELEFOER
BRE STV

(2) HFREEEZDOER

10.2 #fFEE (BfRICEET S L)

E-3-1EA= BREREER - BB HE B - BREF
T hTYA ) URHUVEWE LA OWIBIK T | 7 & v & #EEOBEE
ThIVA T L. ZWENEE SN B | K& L, AiLEAlo
Rt g 7 U % FNNHDHDT, KRAIR | BHE S O E 55T 5
—a—%  a L RPEA A% 2 BB EH T TR | 2Bz ond,
LR 7 a9 K 545z L,
DA =Rl = = o B I
FOR R A LE U H FEFLEAN ORI MK T | 7o v L HEEOBEE
LARTFaxFo o M) TAK | BBENARHDLDOT, | EKEEHR L., EiREAND
iy ss: T 2EA8IIIAR L O | BB S OWILZ 1T 5
BEMREZ CTE DR | ZnEZHND,

JomEEEICESTD
Z &,
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10.

11.

. Bl4EE
1. Bl¥EA
WRORWERANRH 5D Z ERHDHDT, BELHIITITV., BRENPRD ONTHE
L& 52 Pk 9 5 7 i R E AT O 2L,
(1) EXLRER & MHAER
1.1 EXLZEMEA
11.1.1 BEEA. 1 LR (WTHHHEEARR)
INHOIREEEDY DR T AR, IEHEFE0RENEO o NT-HEEIE, B %
ik L, JEEROREICCT, JEERXER, BB RS LT 5 2 &,
11.1.2 H{eEHm., HIEEESE (W7 HEE R
M, FiEONE, + 86, SEEOEBERO LN ERH D, BRENRD S
NT=HEIZIE, OB ESONEEE, X, CTHEEZERT 5 Z &,
2) 2otaEIER
11.2 20O thDEIERA
5%LL E 1~ 5% AT 1%AT N
Hib#s 17415 S YTIN HAEE, 8. T | BEESATRE, fURt
5 Fih I, WARIERIE R, . HiEs., B
MRS, RN
=, HERE
I BEIE RIL, £ IO
JHik AST E&H ALT
k5
Mg 2 . IR ERIE
S EaRUA il HFOIR IR RE T T E
Z DAt Al-P -5 Mg, &ae. e | Ky L
K, DFEW, mAL | ME, KRR
U AMSE, 1KY > | EIE
ILE
. BERBRERRICRIZTEE
VI-11,12(2) D IE &4
BERES
BRIE STV
EWHALOEE

14, BRLDIE

14.1 BRXZFAFHOEE

14.1.1 KANTEO ECTHEK Z 2B S E72%, H TR D5 L, BEEZMEER O Tl AT
BThd, £z, VEOKTRHATDIZ L TED,

14.1.2 PTP WEED AL PTP > — "2 bW L CIRAT 2 L5 ET 52 L, PTP &~
— FOBRERIZ LY | BEWSLA R RER A~ A L, EITIEF LA 3 T L CHERRIR %
HEOEERAMEZIRT L ENnD D,

14.2 RHBE5FOIE
AR BE ORFE X BIRERHCIX, 7 0 X U BNFET 2 HIBEIC AN U ABRDOER
ERDDLZLEND D,
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12. EOHMDIEE
(1) EREREERAICED < 1HH

15.1 ERERBEAIZE D < 1&#k
BIGEIZT X v OLETEAEREDRRO N ERH D, B -+ fEE0Ok
BEZR I DA IE, NREICK VA2 RESIKRVIEOASIEWVHRAE L L TR I
TWb, Flz, FUHUBNRE LS -+ HBBOME T, B ORI RIE,
PRZEME . FAEMEZE b, ANERER, B ERAAE. B e Rk 2 7 R BRI RO
BENTZLEORENRD DL, T X DrkHE & OREEMEILH S TIZRV,

(2) FEEREREABRICE D {HHR

15. ZOHMDEE

15. 2 JEERERBERICE D < 15
BT 2 EWERERBR IC BV T AFIORAER AR GIZ XY | oMk~ T
FRIZH ., THILE R ORI T > Z REDR m <HER L, HARBIEBIE L TW e,
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X. JEEREREERICEE Y SHE

1.

2.

RIEHR
(1) FEHEEHAR

(VI FZIEHIC BT DA | OHSH

(2) REMEEABR
BB L

(3) ZOHOEBHRER
BB L

SR
(1) HE#HS5EMAER
M ER e L

(2) RERSEHHAER
M ER e L

() RESERR
BB L

) MAFRERR
BB L

(6) £WRLEBMEHR
LB L

(6) BATRIBIERR
AR L

N ZDHOBHSM
LB L
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10.

11.

EEMEHRICET SRE

. RHRES

BIK| - RS & L OD §E 250mg [ A & A | VA 3P U

) EE-EMFEOLGZEICLVENTSZ

W% 7 > 4 OD $iE 500mg [ A1 VASE AL S

) EE-EMEOLTZIZLVENT S Z

BRESy  REET 2 KR B4 L

. AR

AR : 34

. BERETOME

FEIRLRAT

. RV EDEE

&

&

20. IRV EDEE
ARENIRIEEN S H DT, 7/ =0 LERERITBKA Z BT TRE L, IRAE

PTP > — P HELY & 7202 &

AiE T

. BERTEM

BAEWMTERLTA R AV
<FvoLEY AV
ZTOMOEHETEM - A0 (BEFEE)

. R—H%5 - F#hE

Fl—mi5 2

ARA L/ —)L OD §E 250mg, 500mg

RAV ) —)vF a7 7 VEE 250mg, 500mg

RA L — VBRI Sy E 250mg, 500mg (234 /L)

R % X

WREIREE I LS A, BRFG~v—IEERE, EXx ¥ n~—5%

. EFREEEAH

R

. MERFTXABFABRVEARES, EMELNBFEAR. RFEMKEAR

BLEIRTEAGE - A HEILHY

= 24 =
%DD% ﬁiﬂ A 7?(;:‘}3%57? ﬁiﬂ A

O

FHH

KRBT % 0D
250mg [ 1 1 2018 4 23000AMX00379000 2018 45

KRBT % 0D B 2H15H 6 H15H
500mg [ 1 | 23000AMX00380000

2018 4
9H3H

. PEXEZREM. AERVARZEEENENFEABRUVEDOAR

BARSAYA

BHEEER. AERRLARFARRVEORE
RN

BEENE
RN
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12. REMEHRICET H1ER
AANE, B (DTG BIRIZET HIRIZED STy,

13. £@a—F

WA, IR | BRPRE= N wor o w | U5 7 MR
%ﬁzg\/fi’ ‘fzg,Dj B 2190029F3037 2190029F3037 126261201 622626101
5?%?;;;/f;f;f?3§i 21900294033 21900294033 126262901 622626201

14. REKBHLEDOIEE
ARANTZHEERIN OB EIRKTTH 5,
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XI. 3X#k

1. 5IAX#E

1) #ENERE : IERER (REET > % > OD $E 250mg [£ &1 J)
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