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B iR —_ . . 250mg 500mg
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Lanthanum Carbonate Granules "FUSQO”

2. B (ROBEICEHBRELEVWIE)
AFID WA IR U BBIEOEAE D H 5 BH
3. fER% - MR
3.1 8k
s s e vy YRS W | KBTS vy v RS A
e 250mg [ 7V —| 500mg [ 7V —|
1a 1a
S 7 v % »250mg 7 v % »500mg
AR (BT 5 KRS LT | (BT > 5 oAk LT
541.68mg) 1,083.36mg)
I FHARA, A7 T VBN AV T A BT U AT =R
) FASNTF =4 (L-7 2= VT 5= LaM)
3.2 HHIOMHIR
iz s KEET vy RS W | KBTS vy v RS A
oL 250mg [ 7V — | 500mg [ 7V —|
o - FIIE FA £~ fis #E £ D JEL 1)
?i?%;ﬁ; F FS-1.06 FS-1.07
[5]5]

4. %heE - R
BMERREEICS TR Y CIENKE

5. %hEe - IRICEHET HEE
AFNIMA) > O 2 R 2 A TE RV T, mdEE
FIE ) YEREIREZET S 2 L

. B - BE

HEL AT vy e LTIH0mgz MG &E S L, 1H3
WHZE L CRERICERSG T 50 Dk, IR, MY ik
FEDREEE & D EEINT 545, e HEIZ1IH2,250mg s 5 %o

7. A% - AEICEEY 23R
7.1 RF SRRSO EATERIE, AN Z 22 miEY)

4= x -

VIRIEOMEREERAT) SENET L,
2 WMEERTOBEEINEERE 7 Y L LTIHS 72 ) OHET
750mgETE L. LEMMEOMFEZ &1 TITH 2 &,
.3 20 TRRATED 5 N WA IR, Mo EY) 2 iEEE I
DBHERBZ L,

. BELREANEE

RO D 72> Tk, EMWICiE) ~. vy 2 kY
PTHIEEZME L S EE IS T &, MIFY v L
VT NEFEOBEMEEMEIISEEOT A FI 1 V5, wHoE
WMAEBEICT LI L, &ALy A E K O R B R A%
BETDEIED I D 2 VIO BENDS D 25 E121E, ¥ 3
YDA A I 7 ZEFH OG- b\ IZ O BY) 2 iG]
WAL EEEETHZ b,

9. BENEREHTHBEICHTHEE

9.1 AHHE - IEEFDH 5 BH

9.1.1 BEHMHMEE. BEEXBX. /O0-K. BEXE
DHBBE
RHNO T BWEREHEILEEIRDO 720, T o OREIEE %

JATFTBLND DS,

9.1.2 BEREDH D BE
P milaR s Lzplsgns ShTnbd,
9.1.3 EERXISEBABFHOBEETEDDH 2 BE
AL ARRI LBIHmE SN TW5S,
9.1.4 HLEBEIZOEREEDH 5 EBE
SERDEEAL AT FFZE L 2B ST v b,
9.3 FHREEERE
9.3.1 EEDHEREEEDH 2 E8E
O E2 4T 2 B EHERB IR SR TH 5,
JRAHHESE L IR T L CW 2 BEFNRDH 5 EE O FHEhERE =S
EHTIFEEROBIET L 2 b RANIF ST IcHEE S L s,
.5 1T4%
TR IR L C W AR O & B kizid, &5 Lana k
HEFE L, MRS v MIEHED T ¥ ¥ ¥ & IIR6H 5 5 51
#%20H F TG L2RBRICB VT, BRI K O —E DT
BECEEDOBENDED SN L DORERH LY, F 720 Y
FIZEHED T v & v 2k LBz B v, BB EH
BN OREORD . BRWHEOLEFEOBN, LTI BIEk
ERAEA S N7z & DG D 57,
.6 L1
HIREOFRER O BIAREZEOR ML ER L. IO L
EHIEERHFT L2, B MIBWTT V¥ Y OIIT~ORIT
WG ENTWAEY,
7 INRE
B LAV EDETE L, MESE
it LT Zeva,
.8 BRE
BEOREXYBIR L 20 EEICHREG T2 2 &0 —MICAEHE
HEAME T LT\ 5,

10. tHE{EMA
10.2 BtRER (BFRICERTS 2 L)
S EL BRARAEIR - $5 8
F I A ) VR EEA O T
HEWE L. Bz ns
ThIHA ) U | BENDHLDOT, K
FE¥ A7) 8 (KR G2EEH DL L1
Za—F 0V RPEA| TR T A2 L,
LAR7uaFH Tk
A, v 7aruFxy
> YRR KA S5
HLRMR A OV
LRFOFxFo b
DRVEN Sill7/E

ERRE LRI TE

W - falbrkr
Ty vEHREOHE
EREIER L. Eitdk
H OIG5> & ORI %
W52 enEZ N5,

e FEEEH O WL AME T
THBLNDHHDT,
PERT 235 1134
EOERGHIFEETE 5
RO &IF 2% 7% SEE|C
B3 HI L,

1. BEA
ROBWERD HHDND Z LN HLDT, BT T3 TV, 2
HHTRD LN AR G2 PR A % EEY) R LEETT) 2 &,
1.1 EXLEER
1111 BEFEL. 1LIRX (WIS HHERH)
NS DOFFEE FEDE 5 FHET 288, TRIESF O SRFHH0 5
Nrazid, &G ek L, BEHOZERCT. BHXHE, &
RS HEBET 52 Lo



11.1.2 SE{EEE. BEEEEE (b HERE)
M, Tk s, FIEE. BESEoEELrS L bNL L
W bo BENHEDSNHAIZIE, BEHOZELNME. B
WX, CTH A%/ 5 2 &,

1.2 ZOOBEHEAR

59 LE 5%k 1% A
WL, 0 | F A I A B
A §6. T | ROER.
o Vol fOE % [0, B
itz I i
AR,
AR
i 5. O
—_— AST &k &
i ALT F5
A &il RS
e
S ﬂzgm%%
AP LS foi. W A v S A
BB, F|
Z DA W, EANVY
ol
) v MAE

14, BRALEDZEE

141 EHEBRSHOIE
AHRAH EE OWRXBIREIE X, T v 8 HEET 2 BIHE
ADRVEN: 10] 13 it o RN N5 V-3

15. ZOMOEE

15.2 FEERARABR (ICE D 1B
B BT A EWBRERERIC B VT, AR O RER %S X
0. MOMEEN L TEIC . HLEROITIRTT » & ViRl

H
A CHER L. THRBEIE L T 7ze
16. FEMEHRE

16.1 MmeEE

16.1.1 BEAEKE
H AR MR N -8B R 5 >~ & » KM F = 7 7 )V $E250
T O°1,000mg % HL 5 L 72Bs D T > & > O RE /X T A —
% FIIR LY,

e Cnax tmax tz 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 % thufi

16.1.2 R{E#HRE
HARNEREBR NS FIIRKEET » 5 YR F 27 7 v §E
1,000mg% 1 H3E™ 100 M RS L7z & & OERIREIZBI S
MEd S > 7 Vi, %5 5%6F R HIREMISEL. Coak
UFAUCe-913 2 210.558ng/mL % U83.67ng - h/mLTd - 7259,

16.1.3 Z Ot
T~ & YRR U500mg [7 Y — 1 EFRA L — VIR 5
W500mgx ., ZHUAF—N—{FIZI ) FNnEN1Y (5L
L C500mg) fRHE A58 F-2244 121 H 3Ma14 H £t 12 SRR
5 4O HOARBABERICHERS) L, &5 %miEd o
VY VIREREGE L. EORE, BFO NAWE OIS ENE <
FGRA—=F I 2L DTH-727,

16.2 DRI
KBET v & v AKFW T 27 7OVEEL, 000mg H AR % S5-I DAL Y
INAFTNAFE) T 4 —130.002%A5 T - 729 GHEATFT—% ),

16.3 9%

16.3.1 IMLENTEE L, 35961 (RERT > & » /KFIWI6826., s
BEEETTH) ARG E LCHREET v & VKT 27 7 V%1
[3,000mg™ F THREZ2EMI%G L2y BT R IZ BV
Ty MENTHETH 5 7228Bc BT B BH T v & VRIS
BAATT80.9+ 59 .8ng/g. F&5-Fllh24E#1,855.3+1,338.3ng/g T
HY . FEFEOMEET T vy IEE ($&5-8EE 0 0.0£0.07ng/
mL. #5-BIE24EH 0 0.5£0.65ng/mL) £V b Eh- 729 (4
FANT—%)o

16.3.2 In vitroi{BRIZBWC, Ty ¥ o MSESY 87 kA
KixEmnrorz (99.7%) 19,

16.4 {L
KEET v 8 2 RFNEARP TRE & 5210 e vo o vitrofREFRBR
IZBWT, 9% YIE1A2, 2C9/10. 2C19. 2D6K F3A4/50 %
CYPH TR L CHEE 2R S & o 721,

16.5 HEtt

16.5.1 BE%S
H A N R AN B F-8BINZ ik T ~ 7 v KFIWF = 7 7V $E250
T O1,000mg % H e #: 5- L 72880 7 » & @ g A HEE 5813 Ak
OTED > 720 T2 1200 H £ CoOEZPEIERITZNLEN
59.5%. 66.9%Td > 729,

N TR
B E‘j(“%”)x ’
250mg 59.5

1,000mg 66.9

% o ST

16.5.2 RiEHRE
HARNEEBER NS TIBNREET >~ 5 YR F 27 7V §E
1,000mg# 1 H 3™ 10H [ R AEHS- L 72 B0 4% 5- #2648 F ©
23T OBERE 2 5 T3 THe 54 0 0.0000164% 23 b H 12 B
S, TG L7729 08 v of60% B E R S LS 7Y,
1) KR ENREHREIZIH2,250mgTh 5,

17. ERPRERIE

171 BEHMRORLMICEET S

17.1.1 BN DHEEEHRER
BV E B 5 MAENT B 2506 (KBRS ~ & v KA
F a7 TIVEEI266). ThREREE S OV S 213361) BRI G E L
TR ERIc B W, REET V8 VKR F 27 T IVEEE 1LH
750meg S5 L. 1H2,250mg ¥ CHEERH L7z, FD
RS, ME Y ViR (Mean£SD) &, % 5-FlA5HF8 .35+ 1.38mg/
AL 5% 5-# T 5,78 £ 1. 44mg/dL X IR F 33D b7z &
7oy MEH VY o A (Mean£SD) 13, 5G9 .02 =
0.69mg/dL. 58 TH9.22+0.61mg/dL & Z51Li338 5 e,
REES > & KR F 27 7 IVEE D BERAE I TEARERE S 7z,
BIVEH (BRI E S 2 &) 131266172961 (23.0%) 1252
OB NIz, EARRIEHI. 1441 (11.1%) . T.L1260 (9.5%)
HAPLEAB (3.2%). EHEERE3H (2.4%). FEHL260 (1.6%)
1:'\.?/(%0 7:12‘13>O

17.1.2 ENE I HE—iEEERR
=) VIE R 23 5 EBEN RE4AE 2 R e L TRET v
Z KM F 27 7 IVEERTHT50meg 7 5% 5 2 BB L. 1H
2.250mg  CREH I L 2R g, mE Vv v AREE A S
w5 e IEY ViEE (Mean=SD) 2% 5-BiAA7 .16 +
1.21mg/dLA 5 ¥ 5-# 75,541 . 31mg/dL KT L 720 EIE
B (R EERE 2 &) (24560760 (15.6%) 2320 5h
7oo EREWERNZ. WEH26 (4.4%). JERm260 (4.4%). THi2
Bl (4.4%) ZETHo 72,

17.1.3 BEAREBRSHR
) VILE % 29 5 MENT BB 1456 % WG b L TR T ~
y KM F 27 T NVEEE TR T0me D SHS5 #tL. 10
4 500mg™ F CTHME MM L CRESMEMILT LR, miE)
VIR TR R MR S N BB DR Bz S BIE 52
A FCT, BEN (BBRRAMERE % &) 13145683641
(57.2%) \ZRBO STz FERBIERNE, TEH4561 (31.0%).
04361 (29.7%) . BWAPUEISH] (12.4%). THI1261 (8.3%).
FIEEB 1260 (8.3%) &TdH o721,

17.1.4 EPNE DHELEEHR
)V E % 23 2 R o 18 PEE IS B 14161 (g o ~
5 VK F 2.7 7 VEES6HI. 7T AR5 g e Lk
BERERICBWTC, KERT & VKW F 27 7 )VEE% 1 H750mg
oG5 2BMG L. 1H2,250mg$ T L7z. 7 DR 5H.,
Mm%y ~ i (Mean*SD) &, wEET > % YK F 277
WER SR BV T, B SBMGEG6.17 = 1.30mg/dL 2> S % 5-#4
THEES 14+ 1.43mg/dL E IR TSRS Sz — . 77 v R
SETIE, RYBIARZ6.15+1.04me/dL. K5 T HZ6.10
+1.06mg/dLCTdh o 720 & 5-BUGEED & # T (8B o

B Y IREECE ORI OE [95%EHXHE] &
-0.97mg/dL [-1.37mg/dL. -0.58mg/dL] T& h. k7 ~

5 VIKNF 27 TNVEED T T 2 RIS 2 EREAIIR S



(P<0.0001. HHtresn). BIFER (BRRWMAERE 2 & (KBRZ > 5 FRR9@500mg [7Y —1)

&) 1387HIH206] (23.0%) 2D SNz FARRNEMIE, E (TVI=7a4%) 1200 [3x40]
OBl (10.3%) ELLIBI (10.3%) . MErt5E] (5.7%) . THi2H] 600t [3t x200]

(2.3%) %TdhH-o7219,
17.1.5 EBAE I HRLR SR

=V E % B3 A I oM@ R R R E 1230 2 xR L L7
E#HGREBRICBNT, KBTI v ¥ v KW F 27 7VEEx 1 H
750mg7r HHG F MG L. 1 H2,250mg F TG L 7ok 3.

MiE) VR T AR S BE L RO SN, &b,

REET v 7 VOKHF 27 TV EEOFR G (Mean=SD) &
173.6 121 .6 H CTH - 7o EMEH (BIRMEMREEL &)
123612961 (23.6%) 1258 H/ze EARBEWEMIE. 105
(8.19%) + FELTHI (5.7%) W66 (4.9%) « LA EL3BI (2.4%)

23. EEX@

1) MRS v M2BU A AR OB OSEANE T T A O R
FEICEE 2388 CRAL  —VF 27 7IVEE - 20084E10H 16
HAKRE, HIFEEHY22.6.6.6)

2) IR FICBIT A - JREIEAICET 2Bk CGRAL / —v
F 27 7 NVEE  20084E10 H 16 H AR, HFEERINEE2.6.6.6)

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

4) HIAREO GIEMBEERER (KAL) — Vv F 27 7 VEE
20084E10H 16 H KRR, HIFEERHYZ2.7.6.4)

= e P L - R 1 VNG e 7.2,
) AR SN REHEIFIAZ, 250mg TH 5o 6) RIHEI IS S BIRESER (kAL ) — LT 27 T Ve -

18. ZhEEIg 2008410 H 16 H KRR, HEFERMESE2.7.6.5)

18.1 fEAHF 7) FEPUERL ¢ B R SRR
KlEZ v 5 ik, HALENTEWHRED) YA+ EHEAL 8) Pennick M, et al. : J Clin Pharmacol. 2006 ; 46 : 738-746
TAREWED) VBT 5 YRR L, BEPSO) IR E R 9) WM RIS RE: CGRAL J —vF 27 7IVEE - 20084E10 1
fdsr ik, M) VEERZIKT I, 16 H AGE, HiFEENE2.7.6.23)

18.2 U H#EE1ER 10) Iy v o874 (n vitro) (RAL ) —VF 27 7TIVEE :
In vitroiRBRIZB T, KEET & %) VBT MY T AT 2008410 H 16 H KRR, HETERMETE2.6.4.4)
TG S8 7288, ) Y BRFZIZpH3TI7.5%. pH5TI7.1% K 11) F b7 u—24P450 (CYP) ¥ (n vitro) (RAL J—)
UpH7T66.6%TH - 7219, F 27 TIVEE © 20084E10 H 16 H KGR, HIFEEFMTEZE2.6.4.5)

18.3 MEY »BREKTEAR 12) “EEMHLEEE GRAL J —)vF 27 7IVEE - 20084610 H
5/6% T v MIRMET ¥ & v a6 B AER S Lz s &, I 16 HAGE, HiFEE%E2.7.3.3)

HY R VA IR L L T BT LAY, 13) ZEERILERE (FAL =T 27 7IVEE - 20084E10H

18.4 EMFHIEEMER 16H 7GR, HiFEENE2.7.6.19)

BBk T v & R U500mg [7 Y — 1 EFRAL ) — VRS 14) BT EEE R E T L —FKERAE (AL —)VF 2
W500mgx. ZHUAF—N—(EIZL ) FENnENE (57 0k 7 7OVEE 2008410 H 16 H AR, HREEEMEEE2.7.6.20)
L C500mg) f#EER A F121 H 3014 H M & 212 AR 85 15) EMFGaE (AL —)IvF 27 7IVEE : 20084E10H 16H
UHBOAREERZICHEREYS) Lz, &b, #&, BALD JRER, HREERMEE2.7.6.21)
HEIIZIZWEICERE SN VIEER (1H 4729 1,300mg) 16) R OEEBEREE 2R E L —EEmaiR (AL
FEIL 72, #5H20MB L %5530 M o248 M RHR Y ~ J = VF 2T TIEERPFRAL /) — VIR 238 0 20134E8
HElHEZHEL, Boh/z89 A —% (1HFHERD ) k= 20H KRR, #AHuEdE #AEsy (D) . 4. (i) (1)
DR=ZAF A 5 OELE) 122w T, HHIMZEDI0%E IH 17) Ao R MERIEREE 2 xR & Lo RIS RAL
X2 A Lo R, Mo Es e LCilE L7z £1.8mmol = NVF 2T TIEE, KAL) — VRS 0 20134E8 H 20
OHPFANTH O WEH O LY FNFREEITRE N, F 72, HARR, @AmssE #Aoms (D) I, 4. i) (2)
FRRBRER L) REET & RS E500mg [7V—] & & 18) Harrison TS, et al. : Drug. 2004 : 64 : 985-996
AV = VIR 500mg D E W E W R EES R S L2 & 19) in vitrol2 B 5 ) VEEETER OGRS (FALV ) —VvF a7
nh, BENHENTH DkHET v 5 v k5 w250mg [ 7V — | 7I)ViEE - 2008410 H 16 H KRR, HREERHREE2 6.2.2)
LR AL — VR E250mgll oW T b AR IC R ST H 20) BHEBEARLET Y MBS YIEIHIER OMET (RAL / —
% EHIT S 2T, WF 27 TIVEE 1 2008410 16 H AR, HFEEFRIRE2.6.2.2)
e [ AL B S 24, XBHRERVMVED Y%
N—ATAF 25.976+3.29 25.932+3 687 PeRTean LARMA R BITLRHZEL ~ 5 — i
TR ) PRl 16.320+2.743 17.542+ 2642 T536-8523 RIITMHX A2 e =T H3#30%
Mean=S.D.n=59. 5 (mmol) TEL 06-6964-2763 FAX 06-6964-2706
¥ G2 H R OG- H OS-324R5 R ) > HE (9:00~17 - 30/ HHH %K L)
¥OK R G1H BA 55530 B OFIEG24RE R Y > PRl
FRF) > HEER R O LSRR ) SRR DN — 25 1 v d» 26. BUEMRTTRES
SOLELBHDI/RNT X — 713, WBrE OFIR, KIE O - 26.1 BGERRSTT
B S5 BB & o C R 2 TTHEPED 5. R 4 e o N
) (J = Td

19. KRS AT BELFHOME By REEHTEMASH

—f%4 L RERT & v KA (Lanthanum Carbonate Hydrate) KRR A T H 3 E1LE

7 F3% 1 LaACOs)s - xH:0(x=F & L TY)

o35 601.96(87K A1)

15244 : Lanthanum carbonate hydrate

R A~ A RO R TH 5 HEERICEITR T <.
KINEAZ 7 = ITTEITFIZ vy

20. PRV EDEE
WAL, BEOMEPHELZITADT, TIVIZ 7L
DIRFETHRAFT B 2 Lo

22. ‘@
(REEZ > 5 RS2 T250mg [7V —1)
(7= a4 1200 [3@x40]
600 [37 % 200]
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