202558 AR (BB1AR)

=Y MR
DHEERERD
REES > 5 > kR R AR SR

REES D I0OD250mgr b—7
REES I 0OD500mgrr—7,

LANTHANUM CARBONATE OD TABLETS 250mg “TOWA”/ OD TABLETS

500mg “TOWA”

I R EIERE
AN ¢ 36
) EE-EmFOMSBCROEAT LI L

BAEERRNEES
87219
OD#£250mg OD#£500mg
HKFRFEE | 30700AMX00156 | 30700AMX00157
Wi 78 B i 2025412 A

2. B2 (ROEHIC(FFRELARNWZ L)
AFNDE R U BoE O BEERE D b 5 BE

3. #HRK - THIK
3.1 #RK
Wi 754 xXlE > >4 > 0D iXlE = >4 > OD§E
su 250mg [h—17 ] 500mg b—17)
REEZ > & KR IXEE = > % > KF
lﬁﬁéjpﬁi?ﬁ ........................ ATTIG|  wevvveerreessneenneennns 954mg
? (524> &L T250mg) | (524> &L T500me)

IV AO—=Z, ZOARE R, BEEAKT A8, 7 X
Al VT —h -7 22NV T7 o248, AF77 U >

[ SAVIN
3.2 "WHIOMK
Wit s RiE S >4 > ODéE WS > % > OD§E
L 250mg [h—"17] 500mg [h—17]
THRIR - FE H @0 #ESE
RARER 250 5>4> 0D h—77 | 500 5>%> OD h—7
* 5395*99
S | e 20

=

Rl
E£E (mm) 10 13
JE X (mm) 4. 05 4.9
B & (mg) 600 1200

4. FHEEXIHR
BEERREEICETEEY Y NEDKE

5. MEEXIIZHRICEET HEE
AFN MY > DO PR 2 R 2 A TR WD T, RERES
kDY ERHIRZEET S &

6. RERUAE
W, AT 28 > E LU TIAT0mgZ B =S L. 1A
CaEIL TRERICENRGT 5. DR EIR miF) > RED
BEICKDEEEET 570, REARILIA2 250mgs T %,

7. BERUHAZEICHEET S EE

7.1 AFIE GBS A EETERNCIE, GAMEZZ BLICmiEY >
BEOWRZT ZENEELN,

7.2 BEETOBABHEEIEZEZS VY CELTIHOEDDOHET
750mgETE L, LHRILL EORBFEE I TS 2 &,

7.3 2EMTHRNED SNBWEHEITIT. MOBEYREEEICED
BADT L,

8. EENREFRNIE

AREDEGIZH 2> TR, EMWICIEY >0 AT T LRT
PTHREZHE L AN SHEEICKRET D I &, iKY X RUOAIV
PULREOEMHBEMBIIERDO A RS V%, BREOHRZE
BEICT DI &, ARV T L MURE B O R PR R BB AR Ui
SEDFHB B 5 VWEHBHOBENNH 2 HEITIE. ESY I P DEAS
TNV LEFI OB & B WM O E Y B RIEIC 0B A D 2
LEEEIT B L,

9. BEDERZETHEEICHT I IR

.1 BHHE - BEBEEOH D EE

9. 1.1 EEHELMER. BEMABR. /0—2F BEXRED
hHhBEE
AFIO L7 BHEIMLEERD 20D, b DFERICHEZEZ K
FIBEnNsnd s,

9.1.2 BEBEDHDEE
ERALERE I LfIRHE SN Tn s,

9.1.3 EERANILEBAMFHOBREEDH ZEE
AVIRERZILEHINHFEINTNDS,

9. 1.4 HLEBEXIIZDERIEEDH ZEE
SERNEALSUIEFE L 2B RE SN TN S,

9.3 FFEEEEE

9.3.1 EEDHHEIEREDHDES
HEOIHERELZE T2 RBBFRZHERK IR TIIBRA I TN S,
JEA-HEEAIZE L R TFL TW2BZNDH 2 HE DR HEEERE &
FTI, FEEEBEIZZ &, ABNIRICHEARICHEES N S,

9.5 IT%

IEFESUIEIR L TW B aTREE O & 2 ethicid, &5 Lan T &N
LW, HIRS Y MCERED S >4 > ZIEIR6H 0 5 0 15ht%20 H
FTHELZRBICBNT, ROKRERME &L S —EBOIRETHRED
ENNRED 5N EOMENDH DY, /-, BEVHFITEHEHED
S EHRELEARRICBWT, BB OB E K MEEDHE
. EIRHIBOFRE RO, WICREDKRERMEAA SN &
DENH B2,

9.6 127LI%

BEEOARM R ORAREOEREZZE L, B O T
hibEBHTZZE, ERMCBVWTT 2 > DA NDOBITHH
HEINTNVBY,

9.7 NRE
BHLRWIENEFT LW, NEZEEZWRE LRI EE
L TWwialy,

9.8 =&
BEOREEZER LN SEEBEICIRET S &, I
MMETFLTWD,

©



10. #AE%EHA
10.2 HAEE HACEBETS2E)

FEH 4% HRAREAR « HE T T - a1

ThSUA) 2\ EREAORNIET | 7> > EHEEOH
RYUEYE L. BRSNS | Azl L., Ll

15.2 JEERRRABRICE D < 1B
BT BT DM ERER B IC B W T, AFOKEROREIZLD,
ORI LN THRITE, MEER VIR T S > % VRENE <
HBL. HEDEIEL TV,

16. EEHIENHE

FhSHArY | BENDRHDOT, K| FOBEHS ORILE 16.1 M RE
A AEILES 7| 15175 2 £ 5% 2 50 D arl
b T 5T &, 5, t . .

#7U/% L HA NERER A B T-8FNC KRS > & > /KFITF 27 7L EE250 e O
—a—F/ 0k 1000mgZ BIEHE 5 LD 5 > & > OEMBRE/S S A—F &K
gl FL7.Y

1‘;;}2*7[]%:‘:3 ;‘ e Cmax tmax*® t1/2 AUC

O7oFHs > (ng/mL) (h) (h) (ng * h/mL)

R IR /KR 250mg 0. 156 4.00 7.8 1.56
FORIRBIVE A | ERFEROWINSE T | T 25 > E#EEOE 1000mg 0.192 5.25 19.2 3.69

LRFLEe s | THBENABBDOT, | AKEBRL. ik
TR0 rokrn | BT B A1 a4 | A OB E D 5 ORI E

s EO¥RERIREETES | IFF2 2 &0EZ2 50
RO HT27EHEEIC| 5,
®B5952 L,
11. EER

ROBWERMBH S5ONBZENHHD T, BHEEZT/HITTN, B
WD BN BAIR G 2P IET 5 A EFEYBANEZTO T &,
1.1 EXAEER
1. 1.1 BEZEL. 1LY R (WTNHHEERH)
INGOFEEEDE S H T 2 M. WES0RENED 5N
HEEITE. BE5EPIEL, BHOBROCT. BHXER, B
HEEHRT D &,
11.1.2 JE{eEHRM. EHEEERS (WIThbEERH)

M, Fi&OE. +ER. BBESOBEBEND 5bnd I &R
Hb, RENZDHSNEBHEITIE. EHOLEPLNEEE. EIX
M. CTZ#EMT 5 &,
1.2 ZOMOBER

SHLLE I~ 5% Uk | B
WEUE. A | R ULRR. | 16 E A DR A
iR i, R
W L BE ik ER.|EE BR
Gl W |
B,
LR
A I, T O
AST b5, ALT
i e
e 2 KPR S
N 5 TP IR 2
S aRUA TCETE
ALP LR o, SR | LS
[ R N T
Zof v B LS | R
o
V) > IfiLdiE

14. BRAELDEE

14.1 BFIRZTEOEE

14.1.1 AFNIFD L CTHEHZBHI %, S TEIDORL., fitE
BIEKRDOATIRATRETH 5. £/, PEOKTIRATSZED
TZ5,

14.1.2 PTPA O #EFNIPTP — O H LU TIRAT 2L 518
BB E, PTPY— b ORBEBRICE D, BEOEEAERA B kR~
FIAL., WICIZZEA 2B I L THIBRR SO EERGOHE 2 0F 5%
TEHZEND D,

14.2 FRIRGPOEE
AHKIRA BT DX REIFIE. 5> ONEET S EBREIC
NUDLEDREZRDD ZENH 5,

15. ZDMDEE
15.1 BERRR{ER ICE D < 153K
BIFEICT >4 > OB X IELREND RO 5ND T ENH 5B,
B+ HBBOMEICBTES >4 >0l R. NEEICXKD
HABREIRVEOHS IFVWREEL L THEINTNS, £,
S UNLELEE - TR ORI T, BSOS B R
SE. MREME. BEAEMSE. NERER. BLERIE. ik E
B4 IR B ORI N E OWENH BN, T D
A & OREMEIZE S Tl AR,

BRIV 3 P

16.1.2 Rig#E
HA NERERR A BTGB S > % > KM F 27 7))L E1000mg
Z1H3EI0H MR ERG Lz E2DEFEREBICB T DIMEERS >
CIRERR. 5 BEREHEICRESEICEL. Cmax &k FAUC -8 1dZ
NZN0.558ng/mL% 3. 67ng + h/mLTH > 7=,

16.1.3 B BE
HEAANBITERZICRBS > KM F 27 TIVEEEZER
4500mg™® / H %5 U 7z BN E % 53 B B 2 % 5B IA%28. 52
K104 H O sEd 5 > % D EER TN Z00. 389ng/mL.
0. 440ng/mLJ% CR0. 476ng/mLTd > 7=, ©

16. 1.4 REHEMBERFES
H 4 A\ D517 012 M B g SR 3 IR 5 > & > /K FI 8L & B ok
2250mg/ H 5 U 7= [E N E % 53501 BV % % 5B 1A% 32 &% 160
HE O mEh S > & 2 EEIZZENZN0.688+0. 413ng/mLK
0. 952+0. 622ng/mLT&H > /7,7

16.1.5 £ B RBEE
k= > % >0D#E500mg [h—"7 ] &R ZA L/ —)LOD§E500mgZ
nNENE (52> L T500mg) 2, 7AAF—N—ikICXD
fRERER A B FICIH3E4HE GHomE) AEZICRO#%E L Tik54
HEH#ORGHOmMERS > & VBEZHE Uiz, TO/RE, Wl
DEYBEEIC K Z/REITBRN T ERHRINELY
2B, AR T18. 4 EYFENEEERE (REZ >4 > 0D
500mg [h—"71)) BN T .

16. 2 WRUR
RIES & KR TF 27 7L $E1000mg H [E%E 142 5 D e 19N
AFTRAFEY F 1 —130. 002%AKiETH o7z GAEAT—%),9

16.3 9

16.3.1 & U VIiEZE 29 2 MBGEHTRELRZ MR E L TxRET > %
SAKFIMTF 27 TIVEEETHT750mg 5 #5258 L. 1H4500mg™
FTHEHEML TRS L ZENEERRBICBWT, &5 IEE &
VG BIBRVERICHERZIT o MR, Bh Sy D EERRGH
IARTOD57. 3+33. 5ng/glc®t L T, %5 14E#£12131274. 7+839. 6ng/g
L. Mg S 2% DEEDO. 32942, 06ng/mL (32 5-BHART ¢ Rk
EUT) E0bE<. BICEETIEANRD 517210
iz, MENBELIBIE (RIET > & KT 27 715682
B, FEUERRERLCTTH) ZuRELTRIES > & KM F 27 7))
$2 %1 H3000mg™ £ CRE4EMIRS L st Bk SR nT
b, WENTRETH o 228611 BIT BN S > L EEI% 50 E
7180. 9£59. 8ng/g. &5 BHlf24F#1855. 3+1338. 3ng/g TH V., Al
BEOMYEF S > & D @E (%5550 : 0.0£0. 07ng/mL. 55
TE24E1% 1 0. 5+0. 65ng/mL) KV HEM > =, 1D

16.3.2 In vitro iRBRICB VT, 0% >0k MY N7 &R
oz (99.7%) .12

16. 4
RIES > % NIENTR#ZZT RN, In vitro REFRBIZHB N T,
528 IE1A2, 2C9/10, 2C19, 2D6J% UN3A4/5MD % CYP/r T-HE I 4t
U CHEERZ RSN 2.1

16.5 kit

16.5.1 HERE
HA NN BF8FICRKEE S > & > KT 27 758250 e O
1000mgZ H[A# 5 LZBORF T > 7 REIXIZE A EDOHRHE T
TR FERETHo 7. £/7. 120 H FToEDEINRITZTNZ
N59. 5% 66. 9% TH>7=.?

5 Frh [N (%)
250mg 59.5
1000mg 66.9

X RS E



16.5.2 RigixE
HA NN B TN REE S > % > /KM F 27 7 )L $E1000mg
Z1H3EE10H MBS L 2B O k% 5 5% 48R M £ TICT T
DEERE N S T TH 5800, 0000164%A5 R HE N, #5101
725 2% > D59. kMR 5 | X 7z, Y

16.8 ZDfth

(RE&ES > % > 0DgE250mg [ ~—"7 1)

&g = > % > 0D$E250mg [ h—"7) 1%, [ EA R 2 RE O E5AI
DEYENFRSEERBE AT KT > (FR2E3A19H. SEAEKEFR
0319%515) IHDE, ®EET >4 > 0D§ES00mg [ h—17) % EEHESIF]
ELEE, EHEENEL L. AYHRNICRS EAB SN Y

) AFNORRS Nz mm ARIZ1IH2, 250mgTH %,

17. ERERAIE
17.1 B RVORESM(CET 58
17.1.1 BN DAL EEIER
=) UIME 25 MRS B 2590 (REES > S KRMF 27 7
JVBEL2645], TRRE IR 7L S ™ L1336 2t G & L gtz B0
T, KT % KT 27 TIVEEE1HT0mg» S5 52, 1
H2250mg % THEEHEE L /2. T DR, MmiEY > #EE (MeantSD)
13, P 5BIARES. 35+ 1. 38mg/dLA & % 548 755, 78+ 1. 44mg/dLE K
TSNz, Tz MV LAEE Mean+SD) 13, #%5H
IER59. 02+0. 69mg/dL, %544 THF9. 22+0. 61mg/dLEZMLILFRD 51
T OREET > F D IKFMT 17 TIVEEDERIREE AR S N,
BIER (ERREMERE 2E80) 131266152961 (23.0%) @D 5N
7o FEIREWERNZ. WERI4G] A1 1%). FEOI26 (9.5%). EAHuAE
(3.2%)., LREERE3B (2.4%). fERR2B] (1.6%) % THoiz, 10
17.1.2 BN DE—REERatER
&Y e E BT S EEBITEESE ESR E L TRIET > ¥ KR
F 27 TIVEEEIHT0mg) %52 MG L. 1H2250mg £ Cill i g L
FRER, MBI TLREZ ERIES 2 E<MFY VIRE
(Mean=SD) 73#%5-BlEHF7. 16 1. 21mg/dLA 5 5 5:4& T 5. 54+
1. 3lmg/dLE KR L 7=,
BIVEA (BRRMEM R 25T 13456176 (15.6%) @D 5Nz,
FIRBWEMIT. W26 (4. 4%) . MERE261 (4 4%, TFpl (4 4%) %
THo7z.10
17.1.3 ERRIESHER
&) MEE 2T 2 MBI R E 14561 205 & U TR S >4 > /K
WF 27 TIVEEEIATS0meh 5% 52k L. 1H4500mg™ £ TH'H
B LU TR ESERRE LRI W T, BIEA (EEREMRE %
EE0) 13145618365 (57.2%) IR BN, EREIERIL. NEHA5F]
(31.0%) . L4361 (29.7%) . BARPEELISHEH (12.4%) . THI12H41]
(8.3%). LREERE126] (8.3%) ZHETH 729
17.1. 4 ENE MAEEEER
& U IE ZE £ 92 GRIE O B R R 1416 (REED > & > KFD
WEIFIReHI. 7T REsH) AR & U ilkitic BT, migT >
& 2 KRB 2 1 H750me % 52 BA L. 1H2250mg % Tl e i
U7z ZTOREHE. MiF) > RE (Mean+SD) 3. kET >4 > /Kf
BEP SR BN T, HGHARE6. 17+ 1. 30mg/dL) & ¥ 54 TH5. 14
+1.43mg/dLEAR FAGRY 67z, —H. 7 IR %5 TIE. %560
IARFIZ6. 15+ 1. 04mg/dL. #5544 TRIZ6. 10+ 1. 05mg/dLTH > 7=,
BB SR TR (SHAM) OImiE ) S EEALEOR/N " REY
B [95%(SHEXA] 13-0. 97mg/dL [-1. 37mg/dL. -0.58mg/dL] T
HO. RKEET > KA D TS5 RITHT BEBEN RS N
(P<0. 0001, 43 EGHTET IV,
BIER (R ERE 28T 13874#H20%] (23.0%) 12380 517,
FARRWERT. ERR9F (10.3%). HELIF (10.3%). MEHSE] (5. 7%).
TR (2.3%) HTHo/m.®
17.1.5 ERSE DERHRSRER
) > E % S5 2 R F I O 18V B R 12301 2 Sk R & U - R
HRBICBN T, REET > S KRR %1 A 750mgh» S 252 Bith
L. el H2250meE THEG U7z R. Mig ) S REE TR MR S
NEBREBLRD SNz 8B, RKEET >4 KK O G CF
il + AR E) 13173.6+121. 6H ThH o 7=,
BIMER (R R 25T 1312361296 (23.6%) 1@ 5N
Tzo X/RBIERIVE. MEARL10H (8. 1%). F.L7H (5. 7%) . WEH:64]
4.9%). MEARE3B (2.4%) HTHo7z.?
) AFORRS N e A RIZIA2, 250mg TH 5.

18. ERHEIE

18.1 e
WEEZ & d. HILENTERYEHEKDOD DB 42 AL TR
B S EBRL. BENSDOY SR ENHT S
ik, MY CBEERETNTIES,9

18.2 U U 4EE1ER
In vitro i{BRICBNT, RET >~ > &2 VBT N O ARIRP TG
TRRER U UBRELIIpHITIZ. 5% pH5TI7. 1% 5% UpH7 T66. 6% T
Ho77.20

18.3 MFY VEBEETER

S5/6FMEH T v MR T > ¥ »ERCGEMKIEREG L EE, WEY >~
TREEVEIA BRI C L L THERITIER T L 2.2

18. 4 WP HES MR

(REES > % > 0D§E500mg [ ~—"7 1)

kD > % >0D§Es00mg [h—" ) &R AL/ —)LOD§ES00mg 2
nigg (524> &0 T500mg) &, 7 0OXF—/)N—JEITK D @R A
BIZIH3EISHMARRORS kB LXIkEEHITRM) LTR
) PR EERIE Lz, B, #. B, YR TY CERENHEIC
BERE (BYWHOY >EEEMNLIH YD, 300mg) ZEHL /-,
512 H R O 5-3 H B 024 E R PRk E 25 ML, 5
SNINT A—% CARFRIEERP Y DR EDORX—ZX T A > M5 D
ZALE) 1TDOWT, 0WSHIR IR CTHEH#T 21T o -k R, £
FIRZEPE DHIERYE S Uz 1. 632mmol DHIFANTH 0. mFID4EY
RSN TR S 72,8

k75 L CHRA]
SEYG24RERIR ) > Pkt R (mmol/24hr)
Eacal LEln] Be5-BG
(-2HHKRU-1HH) AHHEMS3HHE)
B 5 > % > 0D§E500mg [h—17) 22.912+4. 403 15. 054+3. 200
BRA L/ —)LODEES00mg 22. 755+3. 765 15. 363+3. 051
(Mean=+S. D., n=48)
k& &HIThiA]
SER24RE R T ) > PRt R (mmol/24hr)
5B i e 5-BLG
(2HEKU-1HH) AHHEMS3HBE)
g >4 > 0D§E500mg [~—"17] 21. 060+3. 665 16. 416 +2. 870
F AL/ —)LOD§E500mg 21. 228+3. 480 16. 806 +2. 533

(Mean+S.D., n=63)

19. BT ICEYT SEZHMR

—e4 g S >4 >kF1¥) (Lanthanum Carbonate Hydrate)

{444 : Lanthanum Carbonate Hydrate

53 F3L ¢ Laz (CO3) 3 - 4H20

T 529. 90

R ABROMETH S, KXIZLTSY /=)L (99.5) IZiFEAE
Bz,

20. BFRWLLDEE

AHNIRRIEDN D B DT, 7IVI 2 LARHAEHBRITE S Z 8T TR
L. IRAERETPTPY — bSO B EBNI &,

22. A

(kB> >4 > 0D#E250mg T k—71)
1008 [10%E <10 : PTP]
(IRBE> > % > OD$E500mg T k—"7 1)
1008 [108£X10 : PTP]

23. EEHEK

D EIRS v MICB D HART R O A% O 5480 TN RHR OB REIC
I 5B (RAL /—=)VF 27 JIVEE : 2008410 716 H A& FE.
HEE BB EE2. 6. 6. 6)

2) IR FICTB T B - BIEFRAICHET 2B (KL /=)L
F a7 TIVEE : 20084E10H 16 H KFE. HIFE B RHEEE2. 6. 6. 6)

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

4) HEREO#SEBERB (KAL) =)V F 27 FIVEE : 20084
10H16H &R, HREERHEEE2. 7. 2. 2)

5) KERIDRGHEYERERR (KAL =)V F 27 TIVEE : 20084F
10A16 HAR., HFEEPHEE2.7.2.2)

6) EM#FEREB (KAL) —)LF 27 JIVEE : 20084E10 H 16 H &2,
5 BRI 2. 7. 6. 21)

7 REHOEBEERFEERE E2NSE LEERMRSHBR (AL —
WWF a7 TIVEE  20134E8 H20H /K, HBEMESE)

8) thNEEl : £ FHIFERERE (OD#E500mg)

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

10) BAEKREE KAV =)V F 27 7FIVEE : 20084E10 H 16 H K.
A5 BRI 252, 7. 6. 22)

1) N EMZREGRR (RAL =)V F 27 JFIVEE : 200841016 H
TR, HEEERHYEE2. 7. 6. 23)

12) MEH > INZ #4E (in vitro) (KA L/ —)VF 17 TIVEE : 20084
10H16 H&D. HREEEHEEE2. 6. 4. 4)

13) F b O—AP450(CYP) 43 T-#& (in vitro) (KAL) —)VF 2177
JVEE : 20084E10 A 16 H KR, HIFEERHEE2. 6.4.5)

14) tRNEEL : EYFIE SR (OD#E250mg)



15)
16)
17
18)

19)
20)

21)

24

EHRENEABROBROLERF (RALV /=N F a7 TIVEE:
20084F10 H 16 H /KGR, HIGHERMEZE2. 7. 3. 3)

“HEEMEERBR (RALV =)V F 7 TIVEE : 20085410416 H
TR, HIEEERHEE2. 7. 6. 19)

MERENBEE R E L —RERASR (RAL =)V Fa7 T
JVEE © 20084E10 H16 HARGR,  HH G5 ERME 2. 7. 6. 20)
REMOEBEERBEEEENRELZ_HEEMREE (KX /) —
WWF 27 TIVEE : 20134E8 H 20 H AR, H/AEMEE)

Harrison TS, et al. : Drugs. 2004 ; 64 : 985-996

U HEAVER (n vitro) ((RAL J—)VF 27 T)VEE : 20084E10H
16 HARGE, WG ARHETE2. 6. 2. 2)

MmiEY VEBERTIER RALV J—=IVF a7 TIVEE : 2008410 A
16 H&E, HEEERHILEE. 6. 2. 2)

XEBERERVENEDEE

R AR A FiE DI > & —
T570-0081 KBRfFsrF T H&HMT2 T H5%15%
TEL 0120-108-932 FAX 06-7177-7379

26.

BUERSTERES

26.1 SLEARSETT

RIMEmARIN S

ARFEFIERHEII2E11S



