20244F 2 HEZET (55 1 7)) AAEEERTEES
87219
= U o IEARER
REET 4 KN OERN ERIESE
E@7/9/ OD%& 250“18 rer,
-~ ~
REEZS > 0D#E 500mg rer.
LANTHANUM CARBONATE OD Tablets 250mg,500mg *ISEI”

Bk IR
ﬁdeJgﬁé : 351; e 250mg 500mg
QLT 5 I 5 ) AREES | 23000AMX00379000 | 23000AMX00380000
W) EE—ERSEOMFEIC L VRS AL BR5ERAtA 20184E 9 A 201849 H

2. BR(RDBEICIEHERE LBV E)
AFN ORI xT LS BUE DB D & 2 B35

3. HERK - MK
3.1 88k
Wi 4 Rk % »OD§E KlEZ >~ % v OD$E
’ 250mg[ 1 1 | 500mg[ 1 &A1 ]
1§EH 1§EH
A 7 ‘/A§7 > 250mg 7 ‘/}7 ~500mg
(KRBT > YR E LC{UREET » & Y kR L LT
542mg) 1,084mg)
g |EREEKT AW YT ATTY BRI AT A
- Z DMLY
3.2 BAIOMHR
B4, KEET %~ OD$E kT % » OD§E
’ 250mg[ A 1 | 500mg[ 1 &A1 ]
FIE ITHE I i g
i 1~ K
i FiE T eI FiE iy
e (1S @ gl (H)
[EXES 10.5mm 13mm
JE s 4.6mm 5.4mm
B 630mg 1,260mg
g — K 1C-201 1C-202

4. WHEEXFFHR
BHEEREEICSTEY VIENKE

5. BhEERIINRICBHET &
ARANIIMA ) > OPEMZIEE ST 2R TIE R VO T, AR
FIZL D) EINGIBEEEET S L,

6. AERUHAE
HE. AT vy v LTI 0mgx BtgH&EE L, 1H
AN E L CEERICRIOERSG T 5, Mg, EIR. EY ~
WEEORBEICL ) EHEMKT A5, REARIZ1IH2,250mg s
T 5,

7. BERUVBEICEET EE

7.1 RFIFG B U B H 2,
) VIREOMERR AT SENEE L\,

7.2 WEAFFI AN EEE T Yy v E LCIHB ) DR
T750mgF T& L. LABL oMY H17 175 2 k.

7.3 EETHIE DD SN VA I IE . Mo Y 7 B
Yoz sz L,

8. EELREXNEE

KHNOBGA\ZH 72> Tid, EHIICIEY > AV 7 AR
PTHREZME L 2D S EE KT T4 &, MiEY Y RUH
Voo MBEOEBRBBMEIIFRONA NI A4 V& ok
WAEBEIZT LI L, KA IV A K O MR R A
RETCHERE D RB D 5 VIIEBOBZENDH A HE121E, €Y 3
YDEFIR ANV T AEFNOFG-d B\ IO ) 2 G S
PO ZDLZEEEEBTH &,

LB % % H 212 s

9. HENERZHAIHBEICHT IR
9.1 AHHE - MEEEDNH58E
9.1.1 FHMHLEEE. BEEXERX. 70—k, BEXE

DHBEE

AHN O L BE IS LRHER D 7260

INSORBICEEL

ST BTN D B,

1.2 BEBREOH ZBE

B Z R Lflrdd ST,

A3 ERRISERHBFHOREEDSH 5 BE

AL AERRI LAHmE SN TWA,

A4 HEEBRER I ZOBREEDSH 52 EE

FEIRDTEAL ST L 72025 T b,

.3 FReEREEE
3.1 BEEOREREDH 58E

HEOEREEZE T 2 BFIHRHRTIIRA ST 5,
PEIHPEEASE L AR LT b BZ2N O 5 FEEO JFHERER &
BETIE, BEECRST L2 L AANTF I IcHER S
N5,

.5 15E

TR TR L C W AR D H 5 ZHICIE, 5 LawT L
AEI Lo IIRT v MCEHED T ¥4 ¥ 2 iTIk6 H 5> 577
W20 0 F TG L7-ilBRICB W, ORI L O —Ho
R CHREDENDED SN2 OWMEDRH LY, 7z, R
vHRICENED T V5 v a G LB BT, BEY o
HHEN CREOBAD . BRHZOIETHROMN, AL
DEFERAED R S Tz & OFED D 52,

.6 RIS

R EOBERER IR EOEFETEE L, KL OMH X
FHIEEZBRET 528 B MZBWTT vy DI~ 0T
G SN TRBY,

7R

B LW EPET L, NEEE R E L 72BRRERITE
i LTV Zeva,

.8 EE

BHEOREZBE LDV OEEIHT T 5 Lo —BRIZERE
REPMET LT 2,

10. HEEH

10.2 FAZEE HRICEETS L)

K, 77
Y R

A 45 FRIRIEIR - #5iE J5 R - fakiikr
T ETHA ) VRFEREAOBIPSMLT L |7 > ¥ v BB E
PrA BRPWIG SN D BEN|EEER L. iAo
T b A )| BHDHOT, KEMRME2GE D 5 ORI E T %
o RFIHA 7| ES T TS TH|IENEZLNL,
DIV Zk,
—a—F/arii
[zl
LR7ax4 v

) 2R A

e T N RN RN )
G HEEE CTCELRY b
5% SEEICES TS
k.

IR S
HURIR RV E V# [ERREFOWINAET 3|7 » 7 v RO A
LRFOFY UV F|BBENNHLOT, Hi|[hEEK L. LRERH D

Jbs % 2 & QWL 2 Wi T B
ENERLND,




BMERA
ROBWERDH S bNEZ ENHILDT, BIEE 512970,
BEDVRO N3G 2 k3 5 7 @) e L& & 1T
5k,
1.1 EXEEMEA
1.1.1 BEEA. 1LY XN LHEEART)

:ﬂ%@ﬁ EA B DT B MR, TRIESE 0 B SRR 6
NHAEIE, B ek L., EMOBERCT, EHXHE, B
E(Fij:%%ffﬁj_Z) Eo
11.1.2 E{EEHMm. HEEEE (7O HEERH)

Mo, TRk OE. = E%‘%%$®@r#%%bﬂ% &
Ndp Do FHEAEDSNIHEITIL, EHBOZRLNHEE., 8
WX, CTE %2 FEid 5 2 to
11.2 ZOOEIER
5% 1 1~5%4:1# 1% SR
atEs [Erk. E[EROE. BUE. TSR E. HUE
oy FERR |HL O URME A AL (B, . o
@?nﬁm TR | 46

16.3 9%

16.3.1 MENT B, 35961 (REET ~ & v KHIW6826) . FEHEF 1 HE677
B &S e LCRIET » & KA T 27 7 V% 1H3,000mg® & ¢
IR FR2MFE W G- L 7l R GRS B T IEDSTTRE T & - 722801
BT EHT 8 VRIS BAHI80.9+59 . 8ng/g. % 5-RlIH24F
#1,855.3+1,338.3ng/gTH V) . FEEOMEET T > & Vi (%55
BEET 0 0.0%0.07ng/mL. $5-BIG24E% 0 0.5+0.65ng/mL) £ 0 b &
o7z BHEANT— %),

16.3.2 In vitroBRIZBWT, T % Ok MY V87 fEERITE
B 72(99.7%) 10,

16.4 3
W v 8 v IKFINIRN CTRE A 2 e in vitrofREFAERICB WV T
F v & YIE1A2, 2C9/10, 2C19. 2D6% UN3A4/5D 4% CYPAFFEIZHRT L
THERRZR S ho 7210,

16.5 Heitt

16.5.1 BERS
H A N fi e N8 -8B R 5 >~ & » KFNF 2 7 7 V58250 K OF
1,000mg% H[a4%5- L 2B DR S v 7 Vi Idmo Tk o720 72,
12085 H £ CTOZEHRIEIZZNZ159.5%., 66.9%TdHh > 729,

B O F v, E| Y AME
AT ALE
&) > IfdE

14. BRALDZEE

14.1 EEIZFEDER

1411 RFNEHO L CHER 2 EH 3725, T TBROAL,
HIERER O A CTIRMATEETH 5, /2. PEOKTRHTS
ZEyTES,

14.1.2 PTPAEEDOHHKIPTPY — A HH ) L TIRM$ % &
IfRES Lk, PTPY — bOREEIC L D) . BV EEATAEE
AT A L, B3l E B 2 L CHERRIA 25 o BT 2 & 0F
WEERT LI DD D,

14.2 EHIR/EHDOEE
KAERHEE OEHXEHEEEE, 908 U0 GEET 2895

N LKEDBEE RO LI LD H D,

15. ZOMOEE

15.2 FERRPREXER ICE D  15#R
W17 5 HEMBRERER BT AH O SRR T2 &
D ORI A TRIZE . HILEROIFETT v 2 ViR
AR CHERR L, HEOEEL T,

16. EYENRE

16.1 MARE

16.1.1 BERS
HAR NN -8B iR » % v KR F = 7 7 IV §E250 [t O
1,000mg% HIAHE G- L7200 5 » & DFEMBRE/ ST A — & B RITR LY,

e Cmax 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
SATSPIME 3% efiE
16.1.2 REHRE

H AR AR BN TN i T >~ & 2 KT = 7 7V §EL, 000mg % 1
H3MM®10H A5G L7z & S OmEHIREBICB I 21T > & ViR
PG A6 EICREMEIZEL. Coal FAUC-9) I ZNZN

0.558ng/mL &% 03.67ng - h/mLC& - 7256,

16.1.3 Z0Ofth
T 4 »ODEES00mel 1 £ 1 |& R AL — VR 53 E500me % 7
O A —/N—EI 2 XD EEBAS T k2% LIRF10%. K CIRII1044]12
H3[al4 H e Al 12 RS- (4H B O AR E A ICHERS) L. %fﬁ?‘
BGAIMEER T v 7 VIEE R HE L. ZOfER. KEET » ¥ 2 ODEE
500mgl A A 1% K7 LIZKR TR L7288 12 BT H 155 N7z Al
DFYBEEINT XA = Z 1T L 72 DTH - 727,

16.2 RYX
Kl v & IR 27 7 OVEEL, 000mg B [l #8145 G- g O st 19 73 A
FT7NRA TN T4 —130.002% K TH - 728 JHEAT— 5 )0

e Herfr R

R, LR R b (%)
W UE ®B. €O 250mg 59.5
JH-Hie AST kA, ALT 1,000mg 66.9

it X 1 AT

ML f=qin! IRk S 16.5.2 RE#”E
A 53 I HURIR B RE TUAHEE A NERER AN TR kR T >~ & ¥ KR F = 7 7V $El,000mg & 1
Z oAt Al-P & Mo, . BT v > H 3™ 10 H i BB G- L 72 B 0 Fe5- 126415 [ £ T2 § X T OWERE

53 TG4 000.0000164% AR PRI S L, 5 L72T > 5 v ofy
60%73FE 7> 5 ML S 41725
1) KGR S i 31 H 2, 250mg Td B o

17. BRPREGHE

17.1 AR ORLMICEET 25k

17.1.1 EIRSE MHELEEEER
W) Y E & RS A ST BE 2500 (RIRS & KR F 27 7V
$E126%1, JLRERER A V27 2133010) 5t G & L EBERER I BT, )
o>y YR F 27 7NVEETIHT750megn 55 %MB L. 1H
2,250mg ¥ CHEEHIK L 72 T OMEE, MiEFY v EE (Mean +SD) 1
P 5-BA6HE8 . 35+ 1.38mg/dL A b F5-#4 T 15 . 78 £ 1.44mg/dL & K T 28
Mo bhiz. Fio. Jﬂliﬁﬁﬂ/‘/ﬁAiy—l@<Mean+SD) k. LRI
9.02%0.69mg/dL. 5 TH9.22+0.61mg/dL & Z LIZilod H g,
WEET > 5 KT 2 7 7 VEEDERIRIA AVEDSHER S iz, BIER
(R RARAE B9 % &) 1312651/ 2961 (23.0%) 1258 Bz, F 2 EIE
FHE MEM:1460 (11.19%) « BE1260(9.5%) « BAPLEAR) (3.2%) . FJE
HBIE3H1(2.4%)  EFL2H1 (1.6%) 55 Tdp - 721213

17.1.2 EIRSE I #H—RRERPREER
B VIMEE 29 A M EN BEAO AN R E LTHRIES » 7 LIk
F 27 TIVEEE 1 H750men S5 2 Bt L. 1H2,250mg F i B K
LokER, MBIV LgE Y FRSEL 2R IME) v EE
(Mean =SD) 25 5- B 457 .16 £ 1. 21lmg/dL A S ¥ 5-# T 15 .54 +
1.31mg/dL &EARTF L7zo BIVE (BR R A E S0 % & &) 124581 h 761
(15.6%) IZGBH H oo ERRIER L. WEIHE261(4.4%) . ME5E260 (4.4%)
THI2B0 (4.4%) 5 TdH > 7219,

17.1.3 ERREIHR 5 HER
Y VEZ 23 A MEENT B E 1458 2 /R e L CREET » & kW
F 27 7 IVEE R TH750me 2 S5 % Bilda L. 1H4,500mg™  C#H i
LTI RSEMI G Lo/ R, G ) VR T R AR AR S I B
LD SN, HGHGH2EE T, BIEN (BRREMRE % &
) 1214500 F1 8341 (57.2%) 1278 S 7z, E R BIERE, WEH456]
(31.0%)  HEL4361(29.7%) . BAPLK18H (12.4%) . THi1241(8.3%) «
FIEETRE1261(8.3%) % Td - 7219,

17.1.4 ERSE MR
W) v E & 29 A A o 18 P BRI BB 14160 (R 5 >~ & > KW
F 27 TNVEES6HI. 7T AR556) A b G & L EGERERIZ BT R
G UE YK F 2T TIVEEEIHTS0mg b &G 2 HMG L. 1H
2,250mg ¥ CHMFE I L 720 TR, MiE) ¥ iRE (Mean =SD) &
WEET v & VIOKR T 2T TIVER GRS BV, 5 BAGRG .17
1.30mg/dL72 5 ¥ 54 THES 14+ 1.43mg/dL K F AR Sz, — .
7T R G, S RERIE6.15+1.04mg/dL, & GHT R
6.10%+1.05mg/dLCH o 720 $5-BlAARE7 5 # T I (SHIE) O Ml ) > i
BEEALE O R/ R ME O E[ISBEEXMIIE-0.97mg/dL
[-1.37mg/dL. -0.58mg/dL]1CTdHh V). KiET » & Y KW F =7 T IV §E
DT TR RITRT B EEEDR S 72 (P<0.0001. 1‘:67\%5163‘1‘)?%7‘\)1/%
BV (BRPRAR A 525 % & T ) 138712061 (23.0%) 12780 H v fz, &
ZEIWERN. FERROBI(10.3%) « 096 (10.3%) « MEHESHI(5.7%) . T
260(2.3%) % CTd > 7219,



17.1.5 ENFE MARGARS AR
) VE & 5 5 RAE O IR IR B 5 12360 & 3 R & L RS-
ABRIZ BT RIRT © & KA T 27 7 )VvEEE 1 H750mg 7 b 4% 5%
Fga L. M1 H2,250mg F TG L 72 R, Il ) > i BEIR TR R AE
FENTEFIROONT b, KIRT ¥ VKW F 27 T VEED
51 (Mean +SD) (2173.6 +121.6 H Td - 720 BINEA (BRR M 52

R ET)1X12360H12961 (23.6%) 1B St fz. EARRIERIE, 10

BI(8.1%) . FLTHI(5.7%) . WEH6H1(4.9%) . IHIEASER3BI(2.4%) % T
o717,
1) AR S N RE R I H2,250mg Ta % o

18. EERhIEIE

18.1 fEFAAH#AF
KEET v & 2k, WHALENTEMIRD ) YA 4 v LG LRGN
DY CBT Y E VEREL. BEPSO) YA L2k,
M) VAT S5,

18.2 U #E&1ER
In vitroiBRIZBWT, KERT v %) YR N ) Y AP CRIG S
HAER, ) Y RERIIpH3TI7. 5%, pH5TI7.1% K& U pH7T66.6% T
o719,

18.3 MiEFY > imERTIER
5/6E T v MIREET v & v R A S Lz e &, MY v
FEIG I RBEIC I L TR T L2220,

18.4 EMFHIEEMHER
Wik 7 >~ 5 >~ OD§ES00mgl A £ A 1AK% LIUIAKRTRHIEAAL 7 — )L
B 500mg K TR &2, 27 0 A4 — N — 3£ X ) R A 7121
H 3[04 H i & E Ha ke 512 ORI G- (4H B O AFTEEAICHERS) L
2o B WL B FYAETY VEIEDITZIZYECLR L EFEYF )
CEREALIH Y720 91,300me) B 720 #%5-H2H M B L U453
H B OB IRR ) Y HEREZHIE L. 55N 7285T 2 — & (24K
R VHEEDNR— 25 4 ¥ b OZELE) 12DV T, R 20 90%
EHX M 25 L okE3, RS ~ % »0D$E500mgl 1 + 1 JZ K% L
WBARTIRALZHEICBNTH. HO0 LoikE L&k N

(-1.632mmol~1.632mmol) Td V) . WA DALY 71 EFEHEAITR S e,

F 7z, KEET v % »OD§E250mgl £ £ A N3, [EmS R 2% EE
FIO LW AR RSEVERERAT A F T 4 ¥ CPB244F2 H 29 H 3 A 4 560229
5610%) NI2HED & REET >~ & >~ OD$ES00mgl A 2 A |4 e H & L7z
& & BMEEAEL L EWERICAS L AR ENTT,

R 7 UBRHT (R A L2 — )V 553 @.500mg 2K TR ]

KAV —)v
PR5500mg

3 S
OD#$E500mgl 1 A |

N—A T V*# 20.138+2.909 19.788+3.203

LH PRy > il sox 13.207=2.381 14.255*2.773

Mean*S.D.,n=54, H{7 (mmol)
X FRGI2 H R OG- 1 H 1 O 24K5 ] JR ) > R 0P fitt
HO% 1 B3 H M 024 MR H ) > PRl E O T3
[k CHRHA]

KAV —)v
PR 53 500mg

3 S
OD#$E500mgl 1 + 1 |

N—=AF A V*# 19.282%3.470 20.197+3.771

THP3gPRp Y > Pk 13.7532.651 14.375%2.635

Mean=S.D. ,n=52, {7 (mmol)

¥ ARG RI2H BETR O 51 H BT 24 REHR i) > FRil i o S il

XK 1 530 B O 24 IR ) 2 HEER O E

SPIGRRE ) SR BRI AR, AR O BRIPU A RS RIC
Lo TR DUFEEND 5o

19. BRSCEET 2EBLZIEA
— s KRS vy v IKEI
(Lanthanum Carbonate Hydrate)
{b##% : Lanthanum carbonate hydrate
43 F-3 1 La2(CO3)3 - 8H20
g3 1 601.96 (87KF14)
%K ARKMEAGORMETH 5.
REIAKTT Y 7 = (99.5) 121 & A LIEIT v,

20. BBV EDEE
AANIBINEA D 2 DT, 7IV I =7 AERE BRI 2 8T THRAE L
BRFIEHT £ CPTPY — b ALY HE A nT &,

22. ‘a%

(BB > %> 0D#250mg[ 1 &1 1)
100%E [10%E (PTP) x 10]

(RBEZ > % > OD#500mgl 1 &1 1)
100§ [10%E (PTP) x 10]

23. FEXH
D) RS v MBI A AR O A O 584 DN RR o B RE LB 3
LABR(RAL ) =)V F 27 7IVEE - 20084510 16 H KRR, HIGEE R
W2.6.6.6)
2) R FI2BIF AR - JRIBSAEICHET AR (RAL ) — VT 2T
TIVEE ¢ 20084F10 H 16 H KRR, WG & EH%22.6.6.6)
3) Wappelhorst O., et al. : Nutrition. 2002 ; 18 : 316-322

4) BRI G aEERER R A L — v F 2 7 7 IVEE 20084101
16 HAKRRE, HHFERIESE2.7.6.4)
5) ARG BRERER (K AL/ —)VF 27 7IVEE : 20084E10H
16 HARRE, HiFEEIES2.7.2.2)
6) AR G-I BIRERER R A L /) — VT 27 7 V§E : 20084E10H
16 HARGE, HiFERIE%2.7.6.5)
7) ALPYERL ¢ A0 [ S R
8) Pennick M., et al. : J Clin Pharmacol. 2006 ; 46 : 738-746
9) WAMEI SR (R AL /) — )V F 27 7 VEE  20084E10 7 16 H &R,
HHREERHISE2.7.6.23)
10) %5 X7 854 (in vitro) (R AL 2 — v F 27 7IVEE - 20084E10
16 HKRRE, HAHERIEZ2.6.4.4)
11) F b 7 10— AP450(CYP) 43 1HE (in vitro) (KA L J —)VF 27 7))
$E 0 20084F10 1 16 H KRR, HIFFEFES2.6.4.5)
12) ZEEMRIEREB KA L 2 — )V F 27 7 VEE © 20084E10 7 16 H AKE.,
M ERES2.7.3.3)
13) “EEMRILESB (AL 2 —)VF 27 7VEE 1 200845107 16 H KFE,
A G RHESE2.7.6.19)
14) JEIREN BEEZ R E T 5 —BERAR(RAL ) =V F a7 7
$E 1 20084E10H 16 HAKRE., HIREERHYZE2.7.6.20)
15) B GREBGR AL ) — Vv F 27 7VEE 2008410 16 H &R,
AERIEEE2.7.6.21)
REMOBEBRHREAE NS E LAZZEERRBE (AL — v
F 2T TIWEER O ARAL ) — VERSE 0 20134E8 H20 H KRR, e
el A (D I, 4. (i) (1)
RHEMOBREBEREE 2N G E LENHRGRBE (AL 7 —
F 2T TIWEER ARV ) — VRS 0 201348 H 20 HAKEE, die s
e A (D I 4. (i) (2))
18) Harrison TS., et al. : Drugs. 2004 : 64 : 985-996
19) in vitroll B %) YEEEVEHOME (KA L 2 —VF 27 7 Vi
2008F10H 16 H KRR, G EHES2.6.2.2)
20) BEEBFAR4AET v MBI A Y Y IIEEEH oM (k2L 2 —
F a7 7VEE - 20084E10H 16 HA&GE, HFEERIEE2.6.2.2)

16)

17)

24, XBFKRERVBEVEDES

T=TAEARKE (T OMRRED
T990-2495 14 $E T 137457

TEL 023(666)5797

FAX 023(624)4717

26. BEERTREE
26.1 BGERSET

B a—r1eahRa

WRMmERBT13F45S



