*20244E 9 HERET (58 2 hR) HA R RS
20244 8 AfERL (38 1 hR) 872D1D9m 8
B SRR ERES Tl
BNEAR : 366 H 250mg 30600AMX00204000 _

500mg 30600AMX00203000
&Y Y mEsESR
REES > 9 KA O RRIREE
RBEEZ >~ 2> 0D & 250mg [FCI|
REEZ >4 0D $ 500mg [FCIJ
T EERER™ Lanthanum Carbonate OD Tablets 250mg - 500mg “FCI”
) HE—EMSOMSECLOERT S E
2. B (ROBEICRHZSLBNT &) 9. WEDHRZHI SREI-PIT 3R
ARSI UBEE OB D 5 5 B 9.1 SHHE - BEESDHZES
9.1.1 EEIEHEIEERS. BEMEAER. 70—k, BERE
3. 4R - MR DHBBE
3.1 48 FAOEHENERRMLBERO D, ChoORBICKE*
() BEES VIRl RETBENDH 2.
T > 5> |1t 9.1.2 [FEREDHZEE
ODFELSOmg [R5 > 5 S ARMATINE | pam—2, yuase ¥y, BER BESLEES LEfIFBESNTLS,
P 1;; Z e KA B TASNTF =Ly AFT )Y 9.1.3 [BERIIEBARFROEHEEDSH 5 EE
ODFES00mg| 5> ¥ Aitinosamg | o 774 AU AR LRSS SN T 5,
FCll____1(57% > &L C0mg) 9.1.4 HLEBRBN G ZOREEDSH 2 ES
3.2 BAIDIER rﬁﬁﬁmXua%btwﬁﬁ%énruéo
- AN 5%:8!1 - 9.3 FFikpeE=8E
Hre4 . | mmE
L & L . &11§F®H% EEENDG B EE
o BEOFRERELET 2 BERERRBRCTRRASA TV S,
T8 e BHHHREAE L < E R LTV A B2N05 5 BEORFMEERS
OpsEstme 250 BETE, EEECRET S L, FAREICHEN RIS
mE R et el
HEDRE 9.5 1w
TR IR LTV AT O B A RIS, RELELC &
-l e DWEZLV. BRIy MIRRAED T ¥ ¥ 2 IHIR6H 2 557
OD#500mg | | o 1200 £ THRE LEZRBICB LT, BOKERERO—HEO
rred = | Fa RETREOBNARD 5N LOREND S . Tz, MR
o pomm oo THRICEAROT Y Y YRR LERBRICEL T, BEHTO

4. FHREN ISR
BUERREECSITZEY VIEDNE 9.6 ZFLIE

5. FHEXIIHRICEIET 3R

ARANIIMA ) > OFEM 2 (R 2 FH TIa LD T, BERE

HHEENROEEORD . BRATROFETROEM, WKk
DFEEERENH S5SNI EDMEN D B,

HELOERERUBARBEOGREEREE L. BAOMEX
BHIEEBET A2 &, B MTBWTT V¥ YOI ADOBIT

SHE A v 3)O
SIZk 5 SERBIREERT 52 2. 9 ;’i’%,‘;‘énf @
- J U
6. FiERURE BELLGWIEPEE L, NEEZWRE L-BERABEIZE
WE. RAICET Y & LIRS Omg = BsHAE S L. 1H LTV,
AENCHE L CRERZICROKEST 5, Dk, ER. IEY >~ 9.8 EHE
BEOEEICIVEEHEKT 27, fEAEIE1H2,250mg& BEOREZBRLZPLEERICRST AT &, —fRICETERK
5, HEMERLTWA,
7. BERUHEEICEET HER 10. HBE{ER
7.1 KA SHBEIHEAERICIE. DER%ZE BRICImE 10.2 HAEEE HACEEITZ L)
Ux%ﬁ@ﬁ;%ﬁé:t#%ibm 5% BRFRAERR - EEH Rk
o= = FRITA ) RN EREAORRAIET U | 5> 5 > LEEEOE
7.2 REETO5H &E‘mﬁfé7 /Z/ . LT,{EE%,f“ VORE TS S0 e FESo [RAEE D B N AR . R
TB%%iTtM1ﬂﬁui@ﬁ%éﬁﬁfﬁﬁu&o sy 5 50T, AHIRFAGE FOBE 5 ORI E
7.3 2EBTHRESRD SNZWIESIZIE, fho@Et) miaEEIC —a—% )0y RHEA MU LS TRET 52 T EnELLR
Yoz L LR7aFH kI, vk, %
< Co a7 ¥y U ERREKIYE
FORARE AL E >V H TR OINAE RS 2|75 v EHBEEOE

8. EERBEARNIES

KEDOBEICH - o> Td. EHWICIEY > AT T LKD ) % BIEEICIEAH L OREE | HOBE S O %

PTHEEZHEE L2 5EEICHET 52 &, MEY Y RUA BT sROBYLLL| HFLENEALN

LARFUFT U F MU T LK BENDSHZOT, AT | EEZER L. A%

BEERIESTSIE, %0

Vo LBEOBHBEEERFERONA RI1 V%, BHOE

WESEICT DT Lo KAV T AMEER O Z IR B FR AR 11. BWEE
BTLEEDOHRDH 2 VWIEIRKOBEZNFH25EITIE, € 3 (}"(@E'H’Fﬁf?%%bﬂé EHHBDT. BEE T,
CDEIFIR AT LBEID 55 5 I3 O EY) 2 s IE I BN 5 NIIBAICIIRE R ThIET 5 7 OB 5 0B 21T
POBEAHZLe2EETH L, A&,



1.1 EXZEIER

11.1.1 BEZF. 1LYR (WITNHHEERH)
INoDREZFEDE LR T HI0E. EHEOREFRD 5
NIBEIIE, BE5E2HIEL. ERMOREPLCT. EHMXK. &
BREZE/T 2 o

11.1.2 JHEEHm. HEEEE (9N LHEERH)
. FOXROE. +ZiEB. EREOBRESESbNLIL
DH B, RENRDSNIHEICR, EHOLELARE. &
HXHR, CTE2E/T 2 L.

11.2 Z0fthDEIER

S%LLE 1~ 5%k 19K HEAY]

WL 08 B EORBE, M. R, |BEESNRE. AR, .

B D | MTHERE. M|

(EH | EEORIR, (TR

SEEE RE. TOH

fit ik AST B, ALT LR

Jiikj;3 A IFERERES

P53 1 B R e TUHERE

Z DAt Al-PEF e, HEE. B vFL|EHLY

WAL YT LAMAE, &) VIME | 7 A IE

14. ERALDFER

14.1 ZEZFIRZIEHEOER

1411 KRR EO L cERZzRBS L&, ETEIORL,
FRIBEIR IR O A CIRATFIRETH %o F/2. DBOKTIRAYT 2
ZEBTE S,

14.1.2 PTPEZEDOEANIPTPY — b 25D L TIRAT 5 &
S1EEIT LT Lo PTPY— hORREIZ K D, BWWSATY BE
KEARIA L, BICIZE e B L THRIARZOEE L &0
TEZHFETHENDH S,

14.2 FARGSHDER
AFIRFEE OEMXARBEREICIE, VY U FEET 285
BIZNY T LROBEZZRD LI END 5,

15. ZOfthDiES

15.2 JEERAREHERICE D < 153
BB 2EMEBERBICB VT, AFORKERORSIC X
0. ORI TRICE. HILERUIETS > ¥ Y iRE
PEHER L, HERLEBIEL TV,

16. SEYBHE

16.1 MepigEE

16.1.1 BERS

HANBRBABFBICHKIE T > & > KFIWI T 2 7 7 L §E250% UF1000mg % B [E1#
GLIBEDT V5 OEMBHEIT X -y ZRITRLEY,

S Crnax tmax™ ti AUC
RoE (ng/mL) (h) (h) (ng - h/mL)
250mg 0.156 4.00 7.8 1.56
1000mg 0.192 5.25 19.2 3.69

MEPIME % : R(E

16.1.2 RE”’S
HANERRA B FIBNICREET > & > KHIMF 2 7 7 L$E1000mg & 1 H3E 10 H MK
EHRE Lz EOEFREBICBI2MEEHT >y VRER BESROFHE ICREE
IE L. CoaxXUAUC o9 1EZN2h0.558ng/mLKU3.67ng - h/mLTd > 7%

16.1.3 BRESE
HARNBTEEICRET > 5 VKT 27 7 VEE% FoR4500mg™ /5 U7z EN
R GREICHB ) 2% 5MAH%28. S2RUI04EE OFHMEE+HT > ¥ EERE
N£10.389ng/mL. 0.440ng/mL% 00.476ng/mLCa - 7%

16.1.4 REFHEEERFRE
HARANOREE BB BREE ICKET > & KA % 5 K2250mg/ B 5 L7:
ENERRSHERIC BT 2R EMAH2KRU60EE 0P miEh s > & VEEIEEh
Z10.688+0.413ng/mLR% 10.952+0.622ng/mLCa > 77,

16.1.5 2 SRT|EHR
REET > % > OD$E500mg [FCIl &R AL J —)LODSE00mgZ N2 n1sE (5%
> ELT500mg) %, 70 AF —/N—KIC & D EERAETICIH3E4E R (FH0E)
BEERICEORS L CRS4HEBHOREROMEER T V¥ Y BEZRE L. £D
FER. WAIOEMIBICKELERI RV EPHERS NI,
By KRB [18. 4RSS ER (K7 > 4 > OD#500mg [FCII) ] &
FFRERN TIT > 720

16.2 DRI
REET > 5 VKM T 27 7 LEEL000mg B [BIHE 14 5B DN A F 7 RA T ¥
U7 4 —130.002% K TH 720 HEAT—%)0

16.3 910

16.3.1 @V Y IfEE 29 2 MEBENTEE IS 2 HRELTRET > ¥ VKT 27
7 IVEEETHTS0mEg R 5852k L. 1H4500mg™ & CHMEERE L TS5 LzEN
BEBRBICB N T, REMRRTROREHBIERICEERZT > ER, BRI
V7 VRBERBREMARTO57.3+£33.5ng/gi M LT BEIFEZICIZL274.7+
839.6ng/g& . MAEHFT >y VBED0.329+£2.06ng/mL (H5BAMART  BHEELL
T) LvbEL, BICERT AHERPRD SN0,
F 7o, MGENTBE130] (REET > & »KMMF 27 7 IVEE682(. 1EHERRERE6TT
Bl) ZxtfE UTRET >y VAKHWF 27 7ILEE%E 1 H3000mg™ & TREMERE
S LB RARSHEBRICBLTY, RIEDSTAIRETH > 228FIcBF6BH T ¥ >
IR S HIGAT80. 9459, 8ng/g. 1S HIG2ER1855.31338.3ng/gTH Y . FE
FOMmEEFRT 5 lE (B5HEA:0.0+£0.07ng/mL. HE5RMK2ER 1 0.5+
0.65ng/mL) &0 b@E» o7,

16.3.2 In vitroREBEIZBW T, I>% Dk MY VR 7EARIE,P - 72
(99.7%) 2

16.4 {38
REET > 7 VIENTR#ZZ T 20, In vitroRERERICB LT, T % VIE1A2,
2C9/10, 2C19. 2D6J% UBA4/5SOECYPHFHICK L CHEEHZ RS LA o729,

16.5 Heitt

16.5.1 BEES
HA AR B T8I REE T > & VKR F 2 7 7 )L §E250 % UF1000mg 2 B [E] 4%
SULEBOREIT VY VBERIEZEAEOWBRE CERBTRRBTCH /. 7z,
1205 B & TOHEAREINRIZZN2N59.5%. 66.9%TH 79,

’E5& FEREINES (%)
250mg 59.5
1000mg 66.9
ETFEE
16.5.2 REKRS

HARNBEESRAB TR RIS > & > K F 27 7)L§E1000mg % 1 H3[E™® 10H i
REHFES L-BEORKESHBBEE TCICIRTOHEBRE,» 5P THRERD
0.0000164% A FRAFICHEM S N, 5 L7252 > D59.8% A A» & EINS h iz,

16.8 Z0fth

16.8.1 £EYFHIEIFHEHR (RS>~ 9 > ODEE250mg [FClI)
REEZ > % > OD$E250mg [FCIJ 3. [&&E2 5 7% 510 ERRA O E82E 0 E 5%
REHA NI Y (FH2E3A19H., EAEEHKONIELS) ICESS, REIT V¥
> OD$E500mg [FCI] ZiE#EsIF & Uiz & &, EHEBHHFE L EMENICES
LHRBENT,

F) AROEKBSN-EEARIEIH2,250mgTdH 5.

17. BRRALHE

17.1 EMMRURSEICET 2HR

17.1.1 ENE MBLLEEER
&Y VIER 29 2 MRENTEE256 (RET > 5 VKM T 27 7 IVEEL266l. 1T
RiREE /1L 7 L13361) ERRE L HEGREEICB VT, KEET > ¥ VKT 2
7 7 VEERTHTS0mgh 5 /5 2FE L. 1H2250mgE THEHERE L 2. ZOHER,
&Y »#EE (Mean®SD) &, H5MIARS.35+1.38mg/dLA 5 54 THES. 78
+1.44mg/dLEE R RO SNTze Foy MFE AL LHE (Mean£SD) &,
5 R6RE9.0240.69mg/dL, H54&TH9.22+0.61mg/dLEZE(LIFRBH 51T,
REET > & VKM F 27 TLEEDERFRE R SRR S Nz,
BIfER (BRAMEMEEELZET) 2120615296 (23.0%) ICE8» 5hiz. ExEIE
Rl MERELAGT (11.19%). BDI1261 (9.5%) BEATEAH] (3.2%). LREERRE3HI
(2.4%) BB (1.6%) ZTdH 71519,

17.1.2 BN ME—ARERAREIER
B VIEE 29 2 EEETEESAZNRE LTRET > ¥ VKT 27 TV
Z1H750mgh 65 %2Mm L. 1H2250mg & CHEEHER LzER. MEALT oL
WEE LRSS e <ME) Vil#E (Mean+SD) 225 RIAR7.16+1.21mg/
dL7» 554 TH5.54+1.3lmg/dLE &R L7z,
BIVER (BRFRMREMEREE &) 3450176 (15.6%) 12880 5Nz, Tk
1E. MEM20GT (4.4%) . BER2B1 (4.4%). RG] (4.4%) % TH 717,

17.1.3 BRI SHER
&Y VIMER 2T 5 MBENTBE 14502 R e LTRIET > & VK F 27 7L
$E& 1 H750mg» 6 #5428 L. 1H4500mg™ & B U CRE3FE-KRS Lz
HEEICBLT, BIMEA (BARBREEREZ2E&T) 1L14560F83%1 (57.2%) IKED S
Nizo ELEIEMA G, IBHEASH (31.0%). ED436] (29.7%). BARPELSH]
(12.4%) THI12(0 (8.3%). LAEER®126] (8.3%) FThH-o7%,

17.1.4 ENE MBLLEEER
Y VIMEE 29 2 REHOBEBEREEALG] (REET > ¥ /KA BAIB6H.
7T RS EHRE L HEREBEICBLT, KRBT VY VKNYEA %] H
750mgA 55 2B L. 1H2250mgE CHEEHEE L7z, £OMBR, W5 VEE
(Mean=SD) . RET v ¥ KM BARSEICB VT, HEMERG. 17+
1.30mg/dL7 5% 54 THES. 14+ 1.43mg/dLEE R AR 6 hize —F. TIER
BEBTIX, BE5HMBERZ6.1521.04mg/dL, 5 THI36.10£1.05mg/dLT
Holz,
BEHER SR TR (JEF) OMiE) Y REELEROR/N_FEFHEOE [95%
(EHXR] 13-0.97mg/dL [-1.37mg/dL. -0.58mg/dL] TH . REET > ¥ kil
MK DT T LRI HEBESRS N (P<0.0001, H£AEAHTET V). BlfE
A (BRAMEERE &) (3871206 (23.0%) ICB® 5Nz, EARIERIE.
RO (10.3%). EDIF (10.3%). MERESH (5.7%). THIBI (2.3%) HTH o729,

17.1.5 BRE NERBIZSHR
Y VIEE 2T 5 REHOBESEREE 1230 % MR e L RERSHEICB YL
T\ REET > % KHMBA 21 H750mg» 6% 5% Btk L. &mlH2250mg % Ti%
S UER, BY VBEETHESERSNBELRO N, B, RET Y
& KM HMAI OB SEE (PHELIFERZ) 13173.62121.6HCH > 7z, EIfEH
(BEARMEEREE 2 &) 1212365296 (23.6%) KB 5Niz. ELBEIERIZ. (E
FBL061 (8.1%). BL7HI (5.7%). WEM6H (4.9%). HILRE3MI (2.4%) FT
Ho7",

F) ARIOERRSN-HREARIEIH2,250mgTdHh %,

18. FERFIE

18.1 {ERHR
REET V7 v id EEBENTEMBERD ) VE A 4 > LG L TREED ) VT v
&R L. BEPSDY VIRAEIIHIT 52 Lick D, F) VBEERETSESY,

18.2 UVHESIER
In vitroRRBEICBW T, KT V522 Y VBT b U LBHF TRIGS 1R,
Y YBRERIIPH3TI7.5%. pHSTI7. 1% K UpHT T66.6% T H - 72,

18.3 BV ViREETER
S/6EMH T v MCRIRT >~ ZOEMKERS Uiz & & MIE Y > IS EEE
BEICH L THERICET LAY,

18.4 MRS EHER

18.4.1 EYZHIEFEHR (RS >~ 9 >~ ODEE500mg [FClI)
REET > % > OD§ES00mg [FCI] &4 AL/ —LOD§ES00mgZ hZnlsE (5%
2 ELT500mg) . 7B A —/N—FEIC K D EERABTFICIH3EBH B AERED
#B5 (K LXdKEEBICHRA) LTRRY CHREREZRIE L. 28, 8. B
SETY VERESHEICL2AEE (BYHh0) Y EEENIHEDL,300mg)
ZEWM U7, BERI2EERORS3EEOABMFERF ) v ihtEEzEH L, 55
NTIST A= QABHIFHRA ) VRO N—2 51 V6 OELE) 1221 T,
90% B #E X RIS THEEHRIT 21T o 7o 45 3R EMZWRSHOHESE L L+
1.632mmol DEFENTH 0« WA OEMEHN RS ER S Y




k7 UClRA]

P24 R U > HRilt R (mmol/24hr)

G BET #wE Mm%
(2HERU-1HE) (IHE»53HH)
JREEZ > %~ OD§ES00mg [FCLJ 22.912+4.403 15.054+3.200
A AL/ —)ILOD$E500mg 22.755+3.765 15.363+3.051

(Mean+S.D., n=48)

k& & BIciRA]

SPH24R R ) CHRE  (mmol/24hr)

B 5 bAmHT H5RIn%
(2HEXRU-1HEH) (1HE#»53HH)
JREEZ % » OD$Es00mg [FCIJ 21.060+3.665 16.416+2.870
A A L) —)LOD#E500mg 21.228+3.480 16.806+2.533

(Mean=£S.D., n=63)

19. BMMSICHEY BEBEFHAR
—fk T RERT 8 2 IKFIY
(Lanthanum Carbonate Hydrate)
{t%#4 : Lanthanum Carbonate Hydrate
AFR  Laz (COs) 3+ 4H0
& 1 529.90
R ABORERTH S, KUILY ) —)L (99.5) ITIFEA LBV,

20. RV EDFR
FEIIIEEA D2 DT, 7L I =7 ARHEMR BT 28 TREL. IRFERT
TPTPY— b2 oW H S W &,

22. 2
REEZ > % > OD$E250mg [FCIJ : 1008 [108E (PTP) x10]
REEZ >~ % > OD#E500mg [FCILI @ 1008 [108E (PTP) x10]

23. EEHk
1) RS v McB B HERTROCHABOREL CICRHEOKEEICET 23 (K
AL —=F 27 TIVEE 1 20085E10A 16 H &R, HEEERHTE2.6.6.6)
2) R FICBT B - IREEICHT 2HE (KAL) —LF 27 7IVEE .
2008FE10H 16 HA&GE, HEEERHEE2.6.6.6)
3) Wappelhorst O, et al. : Nutrition. 2002 ; 18 : 316-322
4) BMEEOHRSEMBERE (KALJ — L F 27 7L 2008108 16 H &R,
SR SE2.7.2.2)
5) RIEFRECRSEBAERE (KAL) —)LF 27 7ILEE : 20084108 16 H &R,
EHEE RN EE2.7.2.2)
6) BRI GREE (AL —)LF 27 7IUEE : 20085FE10H 16 H KR, HIFE B RS
2.7.6.21)
7) REHOBUEBHBEEENRE LRAKERE (KAL) —LFaT7 7L
$E 1 201348 A20H &R, BEWEE)
8) MW 1 EMEIESFERE (ODFES00mg)
9) Pennick M, et al. : ] Clin Pharmacol. 2006 ; 46 : 738-746
10) BAMRE (KAL) —LF 17 7)VEE : 20085E10A 16 H &R, HiEEREE
2.7.6.22)
11) EHERRSHE (KAL) —LF 27 78 1 20084108 16H &R, B &kt
%2.7.6.23)
12) I#Es > 87 §ES (in vitro) (RALJ —LF 27 7ILEE : 20085104 16 H &R,
EHEE R EE2.6.4.4)
13) # ~ 7 u—24P450 (CYP) 478 (in vitro) (RALJ —LF 27 TILEE : 2008
F10H16H %R, HEERHRE2.6.4.5)
14) HNER : EMENFESERE (OD#E250mg)
15) @0 HERBROBROLEBRE (KAL) —LF 27 7V : 20084E10A 16 H %
R, HEERINED.7.3.3)
16) —EERHERE (KAL) —LF 217 78 : 20084108 16H &R, HFE &R
#%2.7.6.19)
17) MEREENTBE 2R & Le—RERRAEE (R AL —)LF 27 7ILEE © 2008510
Hl6H&GE. HiHERITE2.7.6.20)
18) REMOBHBEBEEE Z2NRE L _EERAR (KAL) —LF2 77
$E 1 201358 A20H &R BEEHMEE)
19) Harrison TS, et al. : Drugs. 2004 ; 64 : 985-996
20) U UAEETER (in vitro) (RALJ —)LF 27 7ILEE 1 20084E10H 16 H &R, H
RERHMEE2.6.2.2)
21) IMiEY S EEETRIER (KAL) =)L 27 7ILEE : 2008E10H 16H &R, B3
ERTE2.6.2.2)
* 24, WEEERERVELED RS
AARY 3 v 7#HREt BES SHEHKE
T108-0014 WHEEEXZATHIELLS
TEL 0120-893-170 FAX 0120-893-172

26. SHERRFTRES
26.1 BUEARSETT

M ELrTentam
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