% % 2026410 HeksT (B3R AAREEFER I EES
% 20244F10 H T (5201R0) 87219
B iR Y 250mg 500mg
MM : 345 = U > MAE/a #Al & B E B | 23000AMX00381 | 23000AMX00382
REED 2K OAPEREEIEEEE | REB® | 2020917 | 20204179
|-y
B> ODEE250mgl 7V — |
== -~ ~
PREE > >/ ODEES500mgl 7V — |
WL 5 SR S
) EE—ERS QWL % Lanthanum Carbonate OD Tablets ”"FUSO”
WEW RS2 L

2R (ROBHFICEF\BSLEWVWI L)
AFN OISR LBEREOBAE D & 5 BE

3. #ARE - MR
3.1 g
— BT %~ OD$250mg | T >~ ¥ » OD4E500mg
e [7v—]J [7v—]J
15 15
R 7 v % »250mg 7~ % »500mg
P (REET > 5 YRR E LT | (R » 5 kA E LT
542mg) 1084mg)
- D-v>= b=, A7 Fu—A, BHEEKT A 7
& OARE RV, FVo. AFTY VBN A4
3.2 HHOMHIR
— r%ﬁm ¥ % > OD4E250mg | HeB: J > ¥ > OD$500mg
e [7v—| [7v—|
o - FIIE ~IKE L OFER] (TIHEAN B %)

?%Eﬂ ] i ES] JE (Elnaj

biSi2 LD PEL
@@@@W@

[ERES 105mm 13mm
Ras

JE& 4.6mm 54mm
B 630mg 1260mg

4. %hEE - R
BMERREEICH TR Y VIENKE

5. REERIHHRICEET 2FE
AFNIMA) > O 2 RS 2 FEHTE RV T, AHEHE
X2 HENEIRE ZE S5 2 &,

6. A% -AE
WE. KAIZIET vy e L CIH7 0mg = Bllg =& L, 1H3
B8 L CRERICRIORSG 3 5. Dk, EIR, gy v
FEOREEEIC L) SEEHMT 5725, KmHEIFIH2,250mg e 35,

7. BERVARICEET 535

7.1 RFFG BB O HEL TR, DARZY B2y
VIREOMEREIT) LT L,

7.2 HEEZTOHBEIIWEEYS 5 v LTIED ) OHET
750mgE T& L. LAMM EOMEE HITTITH 2 &,

7.3 20AR CRIEAFERD SN WA I, to@EY) 2 G2
NEZ5HZE,

8. EELEANEE
KHENOBG BTz o Tk, BMWIZIE) ¥ AV AR
PTHIEE #HI%E L a2 SEEICHG T2 Lo MiFE) v RO
Vo MEEOEHEMIIFEEOTA T4 V5%, RO
MAEBEIZTH T & MRV A MUE & OV WP R R Bk
mﬁﬁﬁwmﬁ%6wu%ﬁ®ﬁ%hﬁ%é%AK@\E&S
D#FN R A IV 2 ZBEFN OG-8 B\ I MO @Y 7 i 28]
D%zé LEEETDHI L,

9. FENER2ET2BEICHT IR

9.1 AHHE - BIEEZEDH 58&

9.1.1 SEEMEEEMEE. BEMAEBX. 70—
NHdEE
KRE O F 7 BV THALZHER O 7260
RIZTBZEND D S,

9.1.2 FEEEDHDEBE
BRI LB HmE SN TCnb,

9.1.3 BEERXRXSEBABFHOBRETEDH 2 BE
AL AERRI LBIDHmE SN Tw5b,

9.1.4 HLEBEIZDEREEDH 5 BE
SERAEAL TS L 2B S CTwv b,

9.3 FTiREE=AE

9.3.1 EEDHHEEEEDH 5 BE
EF@H%‘F%%ﬁ?é$%i%xﬁ%fiﬁ%éhfwéo
JRAHENAE L AR T L T2 BER0dH 5 EEOFHEGEREE R
HTIE T EREBET LI L, $mi1~w¢¢~mménao

9.5 1T1i@
IR AR L T W AW EEE D & 2 Lethicid, %5 LawnwZ &
WEFE L, RS v M I—J)EHE@“? Oy U R RG6E 22 5 ik
B20H FTHE L-RBICBWC, WOREME LR —H0ig
Ff ST DR b%ﬂtt@ﬁﬁﬁ%é“oit\ﬂ%ﬁﬁ

FICEHEDOT v 7 v 25 LR BICBW T, BB oE

B OEEOFA, BRAEOLCTEROBEN, IR IE %
FEIED A S N7z & DL D BV,

9.6 B3w
EREOBFRER O RFLFEEOF ML ZE L. 2ok
imm%ﬁﬂﬁé Lo BERMIBWTT V¥ v OHI~NDORAT
DHEENTWDBEY,

9.7 NRE

TH LRV EDNEFE L, NEEEZRRE L 22ER BRI
Jifi LT,

Ve, BERE

- IS ORBISEEE

9.8 Sk
%%@m ERBR L 2N MEICHES 52 L, — A
BEDMET LT 5,

10. MHEEA

10.2 HFAEE (BHRICEETS &)

ESE FRIRIEDR - T8 ik W - felE T

FRIHA ) R EREAOEISIET |5 > 5~ LGB
HEWE L. B8RS |G hE WL, ALk

TRIHA ) | BENDGDHLOT, RIFIOWE»S OWI %
FE 4 7 & (FIRA BRI L ED O (115 2 L 0E 265,
—a—F 0 RWH| THEST A L,
LAR70X4 K
. 77y
v R KIS
FUIRIG R OV > #) 1r FLEEFI D WL AT
LRFOFT - b T%io%ﬂﬁ%z)@f\
DRV EillyE2 PER S 255 G123 ARA
LORGHEE TE 5
RO 1% 7% L EE |

B53HZ L
BEIER
?f(@iﬁlT’Fﬂif)idi)%bhé‘kﬁi‘%%@T ST T IAT v,
WD NI EIEHG 2L T 5% EE R LE R 1T 2 L.



1.1 EXAEIER
A1 BEFL. 1LY (WENHHEAR)

INSOIREE GO LFHRT LM, WSO REN RO S
N7=acix, B9 2F1k L, EEOZERCT. EIBXHR, &8
HFWERERT L L,
11.1.2 H{bBEHmM. HEEESE (SR HERD)

Mo, Tk O, FTIER. BRSEolEsrssbhsZ k
Db BHEMPED SNIEIE, BEiloBseiiE, B
WX, CTHA2FEMT LI &,
11.2 ZOOEHER

5%L 1 1~5% il 1% A B
Wi, G, B, JEBE R P
fEAL I T;#TJ W BRI, o
[ UM D OE L. B
s TS i
BHAR. W
AR
S EE BB, ¥
AST k 5.
i ALT R &
Jliki/ A IFERER I %
o BIERNEE i
WPanlAs st
Al-P LS s, HEE. (KA A
WA © F|MAE. Kk
*|Z DA V@OV Y|
v A ME. K
) I

14. BAEDZEE

14.1 EFZFEOEE

1411 RHNIEHFO L CTHRE A IZE S 7%, HTEIORL. B
BRI O CRATEETH 5o T2 PEOKTIRATS S
Ly TE D,

14.1.2 PTPAREO#HFIIPTPY — b2 5 L TIRET 5 &9
R8T 22 L, PTPY — FORREKIZL Y WG AT ER,
JEAHIA L. B1213229L% 3 2 L CHERBIR 45 0 B\ 22 A 00E
EWETLHIENDH D,

14.2 ERIBRSHDEE
RHFRABZ O MEIBXEIREE L, T2 7 VRS 5 B
2N Y AREDBEZ RO L Z E DD D,

15. ZDHOEE

*15.1 ERER{ERICED &
BIGEICT v 7 OB IEFRBYFROENLZ LD
o H - TIBBOMBICIBIT AT v v OLFIE. BB
B2 G RESROTEOHSIBVIREE L THEZRIN TV,
72, T UPAE LS - TR OME T B
GRS, MRS, FAMEZE L. ANEEIEEL. B R kA,
FrAW 7 Ok 4 RS ATERE S 72 & OHEE D B AT
50y OIRAE L OEBEMIEI S AT RV,

15.2 FEERAREAERICE D 154
B BT 2 EYBEhRESER IC B W T, AR O KA 510 X
0. ORI AR THEICE, I LER O T v & ViR
A CHERE L. IR B IBIE L Tz,

16. EMENEE
16.1 MeREE
16.1.1 B@EEE
AR NN 78BN R 5 >~ & ¥ kAW F 2. 7 7 )V $E250
Je O°1,000mg % HA 5 L7205~ ¥ v OFEWEHRE/ S S A —
7 TR,

prsE Cinax tmar™ tu2 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

BT el

16.1.2 R1E# S
HAR NERES NS FIBNCRET v 7 KW T 27 7V
1,000mg#% 1 H3E™ 10H B KRS L7 & EOEFIREBIZBITS
MRS > & ViR, 5 %6 B ICREMEISEL, Coat
UFAUCo-91 2 127110.558ng/mL K O83.67ng - h/mL T - 729,

16.1.3 ZOft
RS % »0D#E00mg [ 7V —1 &HRAL J — VIR 5
500mg%. 7 HUAF—/N—3EIX ) F N1 izla (5>
& v L LT500mg) EEREMAS T k% LIRA10%. K TR
10441 WC1H3M4H B &E GBI KERO%YS G HoAHAE
BICHERES) L. G- gIniEh s & Vg2 e Lz,
FORER, KERT ~ % »0DEES00mg [ 7V — 1 &k7Z L i3k
TIRALZHEIZBWTHESNTHIOFEYBIFE /T A — ¥
FEUL2bDTH-727,

16.2 DRIR
KBRS v & v ARFW T 27 7 OVEEL, 000mg H [l O 5-RE o sffixf iy
INAFTRAFEY T 14 —130.002% A1 T - 728 GHEI AT —% )0

16.3 2%

16.3.1 IMLENT 1, 35960 (lEET > & v KFIW682M5) ., iy
FEHEOTTH) AR RE LCREET v & VAR T 27 7%
H3,000mg™® % TRELEMILSG L 2o RS Rz B Vv
Ty MENTEETH - 72280 BT 2B R T v & VRIS
F%AET80.9+59.8ng/g. % 5-FlAhi24-#41,855.3+1,338.3ng/g T
HY . FEZEOMEER T vy VHEE (%55 0.0£0.07ng/
mL. ¥5-BE24E# 0 0.5£0.65ng/mL) £ 0 b Edn- 729 (U
EANT—%)

16.3.2 In vitroifBRIZBWTCT, ¥ O MIEESY 37 kA
HixEmhrorz (99.7%) 0,

16.4 fLz
WKEET ¥ 5 2 RN IR TRE & 5200 e vo in vitrof GBI BR
IZBWT, I % YIE1A2, 2C9/10. 2C19. 2D6K UF3A4/50 %
CYPATAEIZ 0 L CRLEMEM 278 & e o 7210,

16.5 HEitt

16.5.1 BE@E%ES
HARNEEE RN T-8F KR 5 >~ & KT 2. 7 7 )V $E250
T2 O°1,000mg % HIA# 5 L 2B DR S & 2 iR I3 T
Polze 7o, 1200 H £ CoEdEIERILF N FN59.5%.,
66.9%TdH - 727,

Yt e
250mg 59.5
1,000mg 66.9

% o BT
16.5.2 RiE#RE
HARNBERBR AL TN KEET & v KW T 27 7V
1,000mg# 1 H 3™ 10 H [ R g G- L 72 B 045 5-#264F5R £ ©
(2T T OWERE D 5 T3 THG- 1 00.0000164% 25 R H 1 FElik
BN, FE L7205 2 OR60%AFE T S AL S 729,
) AR SN2 EHEIR1H2,250mgTdh 5o

17. BRPRERE
171 BEMRORELM(CET 2 KR
17.1.1 BN DHEEEHRER

) U % 23 5 M BT B E 2596 (KRS » & v KW
F 27 7 IVEEI6HI, LR Ly 213361) mafHE L
TR ERIC BT, REET Y KA TF 2T TIVEERLH
750mg7 S GG L. 1H2,250mg T@E TR L 720 £ 0
MR IME ) i (Mean+SD) (&, #5-B#AHES. 35+ 1.38mg/
AL 5 ¥ 5-# T 5,78 = 1. 44mg/dL L IR T AR S /ze &
7oy MUEH VT AiEE (Mean+SD) 1. ¥ 5-BIMAH9.02+
0.69mg/dL. 3%5-# TH9.22+0.61mg/dL & Z{LIZFED 5§,
KET > 5 VIR TF 27 7 VEEDEREAE VLSRR S 7z,
EIVER (R MESRE % &) 1$1268002961 (23.0%) 1272
O 5 NTze TRRIERI. 14651 (11.1%) . T.L1260 (9.5%)
HAPLEAB (3.2%). EREEE3H (2.4%). EHL260 (1.6%)
ETHo 22,
17.1.2 ENE I H—EEERER

)V IE % 23 5 IEBEN R E4 AR R e L CREET v
g VKM F 27 7 NVEEFR1IHT0me A S %S5 it L. 1H
2,250mg ¥ CHRE I L AR, VY Y LEEEY A S
HHZ el MmiEY) Vg (Mean=SD) 75#% 5 BIfAHT7 .16 +
1.21mg/dL7 5% 5-# TH5.54 1. 31mg/dL & T L 720 RIME
(BRI RS & & te) (34561760 (15.6%) 12320 5h



oo ERBEWEMIL. WEH261 (4.4%). 260 (4.4%). TFi#i2
Bl (4.4%) HETdH o721,

17.1.3 EAREER SR
B VIMEY 25 2 MEET BB 14602 R e LTRIET ~
& VKM T 27 7 IVEEE1TH 75 0mg 2 b5 =G L. 1H
4.500mg™ F CHEEBIK L CRESEE G LR, 1M
VBT R RDMER SN BE LR SN, KRR
BHFCC, BER (BEEMRAMEEE 4 &) 1314560 8341
(57.2%) \ZiBo btz FEREWERIE. TEH:4561 (31.0%).
L4361 (29.7%) . BEAPLEISHE (12.4%). THI1261 (8.3%) .
FIETRIR 1261 (8.3%) &TH o729,

17.1.4 EAE I LSRR
Y 2 E R 23S BRI o WS R B 1418 (REE T v
& KM F 27 7IVEEeHI. 7T ke R5561) mRKE Lz
BEBRIC BT, REET v 7 YRR F 2 7 7 OVvEE R 1 H 750mg
2535 %L, 1H2,250mgE CHEEIEM L 720 7 DR,
MiF) g (Mean=SD) X, ®REET v ¥ Y IKMWF 27 7
WEE GEEIZ BT, G GE6.17 £ 1.30me/dL 72 & % 5-#%
TH5.14+1.43mg/dL L BT 2R SN 7ze —F ., 7R
HEETlE, 5 BIMAEI36.15+1.04mg/dL. % 5-# T H36.10
*£1.05mg/dLCH = 720 FLG-BALAREZ S & T (MK i
HY VREELEO RN ME O [95%FEX ] &
-0.97mg/dL [-1.37mg/dL. -0.58mg/dL] T&h V. KEET
5 UIKFWF 27 TNVEED T T 2 R D EEEDTR S
(P<0.0001, T IV) o BIWEM (FREMA & % &
Te) 1F87HIF2061 (23.0%) WCFRoO BNz, EAREIER I, f#
961 (10.3%) . 9B (10.3%) . Wam561 (5.7%). T Hi261
(2.3%) &Tdho719,

17.1.5 EBAE I HRR SR
B Y E & 29 B A o8 M B R B 1230 & ot S & L7z
EW#HGREBRICBNT, KBTI V¥ VKT 27 7 Vg% 1 H
750mg7 G- MG L. w1 H2,250mg ¥ TG L 7245 4.
MiEY VIEEATESMERE SN EREDLFROON, B,
REET v 7 VKM T 27 TV EEOFR G (Mean=SD) &
173.6=121.6 1 CTH - 720 BIEH (BREMREMEET &) &
123612961 (23.6%) (2B Bz ERBIME X, EH106]
(8.1%) \ TELTH (5.7%) . MEIH-661] (4.9%) . THALAS L3651 (2.4%)
HTH o727,
1) AR EINREMNEIZLIH2,250mgTH b,

18. ZxhIRIE
18.1 fERHRF

WS v & ik, WALENCTEWHRD ) VERAF v 2 AL
TREWEO) VBT v V2L, BEPSD) YN E I
flyazelcky, My ViEERET SS9,
18.2 U #EA1EA

In vitroRERIZBWC, KEET v 7 &) VERF N T LA
TG &7 F, V) Y BRERIZpHITI7. 5%, pH5TI7.1% K&
UpH77T66.6%TdH > 7219,
18.3 miFY »iBEETIER

5/6BEL T v MCRIET » ¥ v R GEBKERS L2 X, I
HY R VA IR L L T BT LAY,
18.4 £MFHIRZEMHHAR

Bl >~ % > 0D§ES00mg [ 7V — 1 K7 LXK TIRAE] &
KAL) — VRS E500mg DRKTHH] %2, 78 A4 — 3 —
Bk EhenEidle (5% > & LT500mg) AR
AT A 34 F i g IR IS (40 B o A
BAICHLES) L7ze BB, ¥ B FET) VERENIZIT
HEIZ LA (AR o) vEFENLH L2 K1,300me)
ZHERL 720 BSHI2H B L 0530 M 024F R )~ HE
MEZRE L, BoN78T A —F (24R:RITPIgR ) » HEt
WDON—AF A4 5O E) 1220w T, HEHFHZEDI%W%E
B 2B L 2okE 5, RIB T ~ % »0D$E500mg [ 7V — ] %
Kz LXIZKTIRHLZEEICBWTL, Do LokELL
O &R (-1.632mmol~1.632mmol) TH V), MWEH o
AW R R SR AR STz

T/, KT v % L ODEE20mg [7 7 — 1 1k, [EErfn s
FEOFIZEA O AW R SR A K94~ CER244E2H
29H ., FEAHEAIE0229561075) ) 12D &, KR ~ ¥ »OD$E

500mg [ 7V — | #iEdedHl & Lk &, BmEEHH»EL L.
AR HER & A e S 727,
k7 LIRS GRA L7 — VK5 @500mg 37K ThRA) ]
wEEZ v 8 v RAL =
OD#500mg [ 7V — 1| k4 8500mg
20.138 +2.909 19.788+3.203
13.207+2.381 14.255+2.773
Mean =S.D..n=54, H.{7(mmol)
¥ G2 H A R OG- H T 02485 R ) > HEikE o P34
MO B G3H M O24EE R > HEMER O P fE

N—=AFA %

PAREWTEIR ) > PRI

[k CThRA]

WET > 5 v RAL =)
OD$E500mg [ 7> — ]| k4 1500mg
19.282+3.470 20.197+3.771
13.753+2.651 14.375+2.635
Mean +S.D. n=52, H.f7(mmol)
¥ PRS2 H TR OG- H ET 024 R ) > P o) A fil
XK 1530 B 024K AP ) 2 B O T it
PRAY 2 BRSO 24 P R A ) R E O X— 2 F A
YO OEALRFED/ST X =51k, FERE OB FHE ORI
A4 - B E ORI L - TRR ZTWHEELRD 5.

19. B2 CEAT 2 EBLEMAMEA
—4 T RER T~ & v KA (Lanthanum Carbonate Hydrate)
4513\ 1 Laz(COs)3 - 8H20
g3 F8 © 601.96(87KF1%)
1b#% : Lanthanum carbonate hydrate
%R BEROBKRTHL, AXIFTy 7 —) (99.5) 121%iF
EAEET RV,

20. BURWV EDEE
RANIWREA D 2 DT, 7V I = LERE GBI T BT
THAE L BRI E CPTPY — MBI S 2 &y

22. ‘G%
(IRBEZ > %> 0D#E250mg [7V —1)
(PTP) 100%& [108E x 10]
5008 [10%E % 50]
(iREES > %> 0D$E500mg [7V —1)
(PTP) 100%E [108E x10]
500%¢ [10%E % 50]

23. EEXH

1) RS v MBI A AR L O HE RO S AN IS EHR OB
BEICET 28R CRA L —)IVF 27 7IVEE © 20084F105 16
HIKRE, WEERH%2.6.6.6)

2) IR FICBIF AL - RIS T 2B GRAL / —)v
F 27 7IVEE  20084E10 H 16 HA&GE, HFERIEE2.6.6.6)

3) Wappelhorst O, et al. : Nutrition. 2002 ; 18 : 316-322

4) HEREORGEDBERR (KAL) —VF o7 7 VEE:
20084F10H 16 H AGE., HFHERHRE2.7.6.4)

5) BRI SHEMERERER (KAL) =V F 27 7IVEE -
2008410 H 16 HZKFE, HIETERMETE2.7.2.2)

6) BUEREI 5 3EMBEERER (RAL ) —VvF 27 7 VEE
20084E10H 16 H KRR, HIFEERHYZ2.7.6.5)

7) FENERE AN R R

8) Pennick M, et al. : J Clin Pharmacol. 2006 ; 46 : 738-746

9) WYMEMESEE GRAL 2 —)F 27 7IVEE : 20084E10
16 HKFE, HEHERHRE2.7.6.23)

10) &% > /87 %54 (n vitro) (KAL) —)VF 27 TIVEE :
20084E10H 16 H KRR, HIFEERMNZ2.6.4.4)

11) 5~ 27 u—24P450 (CYP) 43 1HE (n vitro) (RAL /J —)
F 27 7IVEE D 2008410 A 16 H KRR, HFEERMIEE2.6.4.5)

12) —EEMIERE KA L 2 — VT 27 7IVEE  20084E101
16HKRE, HEEEr%E2.7.3.3)

13) “EEMILERE kAL 2 — T 27 7IVEE : 20084E10 H
16HAKRE., HiEErH%T2.7.6.19)

14) JERLENTEE xS &35 —MERAE (RAL /) — L Fa
7 7IVEE - 20084E10 H 16 H AR, HEEFMEE2.7.6.20)

15) EME52R8 GRAL /) —)VF 27 7VEE - 20084E10H 16 H
KR, HRSERMEE2.7.6.21)

N=RA T4 %

ARSI TSR ) > BRI




16) SR OEEEREE Z R L L-ZEERRAR (FA L
J = VF 2T TIVEE R R AL — VR 0 20134E8 H
20H AR, #AERGE WS (D T 4. Gi) 1)

17) SRAFIOBEEEREE 25 e LB S8 kAL
)= F 2T TIEEKRPRAL J — VK73 - 20134E8 5
20HA&FR, #AEREE HEWRE (D T. 4. Gi) (2)

18) Harrison TS, et al. : Drug. 2004 : 64 : 985-996

19) in vitrol2 BT 5 ) VEEEEROBKE (RAL /= VF a7
TIVEE T 20084E10 H 16 H KGR, W& RES2.6.2.2)

20) PBMEEBARAT v MIBT ) Y oE (kAL / —
WF 27 7IVEE - 20084F10 A 16 HAKGE., HRFERRE2.6.2.2)

* %24, XEEFERERVEOVEDEL:
PRI TEMRASH 30 HkE
T541-0045 APl gL X EEIT —T BH7310%
TEL 0800-800-6363 (7') —7 7 & X)
FAX 06-6969-2361
(9:00~17 : 30/ LHHMH %K)

26. BOEHRTTERES
* %26.1 BHEHRSET

W HEELTEH S

o KRR EER—T B 75105

DK-26]-26]-1



