% % 20264E10 H 3T (55300 BAXEZEEFmRIEES
* 2024410 H ELET (552010 87219
B iR Y . 250mg 500mg
HAHE - 3 = U > M S Al AEE S | 23000AM00275 | 23000AMX00274
RERS > 2 2 IKFNDFERL A PR BI M | 201846/ | 2018465

REES VI Y mrnsa2b0me rov—)
REES 9 mrsa500me rov—)

e

) EERAEOLT %
X EHTAZE

Lanthanum Carbonate Granules "FUSO”

5

2. B2 (ROBEHEICIEH/RELEVNI L)
AHN DRI 3T LS BUE DRELEE D & 2 B

..I

3. fARK - IR

3.1 45

v | BT v 5 Wk 250 | 5 > 7 > WL 500mg

e [7v—] [7v—|
L T

I 7 v % »250mg 7 v % »500mg

TR | s v 5o KA E LT | (BT > 5 > AR E LC
541.68mg) 1083.36mg)

N FHERF, ATTV VIS AT A, B TO A0 — A,

TANNVTF— b (L-7 ==V T7 5= ALEw)

3.2 WHOMRK

Wik 7 > 5 o JRS0250me | B 7 > 8 v JERLST @500mg

Wi [7v—] [7v—]
- FIE | e~ s O TR

ilplla— & 5 g
() FS-L06 FS-L07

4. ZhEE - IR
BUERREEICS TS CMEOKE

5. EERIHRICEHET 2FE
AANIMA) > O 2 S 2 HHTE R VO T, mFERE
FIL ) VHEIBIREEET 52 Lo

6. A% - A=
WE. BACIET vy v LTIH70me % BdaHE S L, 103
S8 L CRERICREORSG§ 5. Dk, EIR gy v
EOREICL ) EEHEKT 525, s HEIZ1H2,250mgs 3%,

7. BERVAZICEET 335

7.1 REF G BER UL A TR, DERSZE B2 0mig )
VIREOMREAT) TENET L,

7.2 WEATHOYGGIIMERES vy LTIHH ) OFET
750mgETE L. LA EoOMEE 5 TITH 2 &,

7.3 2 THRIEDFED b N WIGEIZIE, oY) 2 G812 8)
DWEEZDT kS

8. EELEANEE

KA OGN BTz > Tk EIIWIZIEY ». AV AR
PTHEE # 5 L 28 SEEICHG$5 2 &, MiFED > RO
W MBEEOBEMHBEMIIYRONA F74 V& w0
WESEZIITDH T b KAV DY A MUE K OV R E FIR IR A
RETLHESED D 5 VIZHEHOBE NN DL HEI2E, €4 3
> DEFIR 1V > ZEFIOFe - & 2 I3 8 8 2 {G RIS )
VKRR DL ZEBTHI L,

9. BENEREHT HBEICHT2EE

9.1 AHHE - REEFDH 5 8E

9.1.1 BEHMHMEE. BEUEXBX. 7O0-K. BEXE
DHBBE
ARHFN O FE 2 BENEIALEERDO 720, T o ORBITEE %
JATTBLEND Db,

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,

9.5 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
BECREOBENNRD SN L OWMEDH DY, T2, HEY Y
FIZEHED T v & v 2k LBz B v, BB EH
BN OREORD . BRWHEOLEFEOBN, LTI BIEk
ERAEA S N7z & DG D 57,

9.6 RILIB
HIREOFRER O BIAREZEOR ML ER L. IO L
EHIEERHFT L2, B MIBWTT V¥ Y OIIT~ORIT
WG ENTWAEY,

9.7 /RS
FH LBV ENREFE L, NEEEZRSRE LR RBRIEHE
it LT Zeva,

9.8 StE
BEOREXYBIR L 20 EEICHREG T2 2 &0 —MICAEHE
HEAME T LT\ 5,

10. MESEA
10.2 BtRER (BFRICERTS 2 L)
S EL BRARAEIR - $5 8 W - falbrkr
T EITHA ) VR EREHOBINAKET| T~ & v L #REEOE
AR L. BRI ND | GREER L, Ll
TEIHA ) | BENDDLDOT, RIFOKENSOWI %
R A 20 V5% I BAEE DL LS T | IHF5 2 LDz b,
—a—% /0 REAH| TS T A L,
LAR7uaFH Tk
A, v 7aruFxy
> YRR KA S5
FURAG R V& > # e FL ] O WL AME T
LRFEF TV F MTIEBENNHLDT,
1) BRI BEH 3 2 %A 121 ARH
Lo HEEY T& 5
RO By 2757 S EEIC
#EHTHI L,

1. BEA

ROBWERD HHDND Z LN HLDT, BT T3 TV, 2
WA LN A G2 ks A 7% SR LEEAT) S k.
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

5%DLE | 1~5%km | 1%k A
I, O |E AR | R B
S i FHL [ RE . W
o Vo P £ . 0. H 2
Gl T R 1
BRI,
LFR
AR 5. 2O
—_— AST I &,
iR ALT -5
A A RS
AT IR R T
WExlA A
APER |Fafe. SEE. | Lo A
BB, © % |E. R
*| 2o L BV |
o
) i

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

*15.1 ERRR{ERICED (8
BIEICT v 7 v OkEIEFRBY»ROENDLZ LD
o B FLEBOMBEICBI LT vy oA E, NHEEC
LKA BRKEERDTBOASIBVIRZE L L THZEN TV S,
oo TS UPELLE - FIBBOREE I, B
THENEJE. WM. FAEEAAL. NI, B B R AR
B 7 SR 4 T B BOATIERE S AL7C L OIRED D B D5,
T VY DL L ORI S 2 TlE v,

15.2 FEEREREAERICE D 53R
B2 B 5 Y BRERRIC B VT, RH O KBRS 12 &
D, ORI R TEHIZE, HLER O TS v & Vi
D CHER L, HELIEIEL T,

16. ZE4pEhRE

16.1 Mg

16.1.1 BEE%S
H AR NN 78BN R 5 >~ & v kT 2. 7 7 )V $E250
K O1,000mg % %5 L7205 v 5 v O EHFE ST A —
Z e RITRLTY,

PR Cinax tmax t12 AUC
i (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

BATFME % Yl

16.1.2 RIE#HRE
HARNERERNE TR RKEET » 5 KR F 27 7V
1,000mg% 1 H3ME™ 100 M RAEHS L7z & S OERIREICBI S
M S > & ViR, 56 B ICREMEIE L, Crat
UAUCo- 912 # 1 210.558ng/mL % U83.67ng - h/mLT&H - 7279,

16.1.3 Z Ot
BlRS 8 R U500mg [ 7Y — ] &R AL — VR
W500mg%. ZHUAF—N—(EIZL ) FNENRIEL (570
L T500mg) RIS 1-224121 H 3[04 H [ A 541 SRR
%5 (4HBOARBAEEZRICHEES) L, w5 miniEh 7
U VRERNE L. FOMER. 1HO N MA O EEE <
FA=FIFFEULZbDTH-77,

16.2 DRI
FERT > & KA T = 7 7 IV EEL, 000mgHL IR 13- 5-BE Ofs i
INAFTNA T T 1 —130.002% A5 T - 728 FHEANT— %),

16.3 9%

16.3.1 IMENTEEL, 35901 (REET » & »IKFI682061., HEHEHF
BHEETTR)) ZxfRE L TREET v % YK F 27 7VEE%x 1
[3,000mg™ F CiE24EM PG L 7zt RIS R BRIz B v

Ty MENTEETH - 72286 BT B FH T v & VIS
PHLGT180.9+ 59 .8ng/g. $5-FAfi2#:1%1,855.3+1,338.3ng/g T
B, FEEOmMSERT & ViR FE5BGEE 2 0.0£0.07ng/
mL. #5BMG24E% 1 0.520.65ng/mL) L0 b Eh o722 (o
EIANT—%)

16.3.2 In vittoRERIZBWT, T Db NS VX7 4
Kz o7z (99.7%) 10,

16.4 X35
KHET » 5 v KN EARPICTIRE % 20 e ve in vitrofREFRER
IZBWT, T2 % VIid1A2, 2C9/10. 2C19. 2D6J% UF3A4/50 %
CYP#TAEIZxr L CHEMEH 2 7R S e b o 721,

16.5 HEtt

16.5.1 HERS
H AR N B N T F-8B11Z jelik T >~ &~ AKF T 2 7 7 )V $E250
T O°1,000mg % W% 5 L 720 5 > & > o R kil =23 4
OTED» o720 T2, 1200 H T CoEPRIIRITZNZEN
59.5%. 66.9%T& - 72"

ey E‘“(“%LF*
250mg 59.5
1,000mg 66.9

% 1 STy

16.5.2 RiE#HRE
HAR N NS TIBNREET 5 YR F o 7 7V §E
1,000mg# 1 H3[™ 100 MR AEH G- L 72 B 045 5- 526485 F ©
2T T OBERE 2 5 T3 THe 54 D0.0000164% 23 bk H 12 B
BN, G L7729 08 v of60%05F 2 6 RIS 7z,
) KR EN RS HREIZIH2,250mgTdh 5,

17. ERERERIE

171 FHIHROCRSMICET 555

17.1.1 EANE DHELESHER
)V E % 23 5 M BT B H2596) (KEET » & KW
F a7 TIVEELI260, LREREES VT A 13360) EafH e L
HBERBIC BT, REET v ¥ VKR F 27 7 IVEER1H
750megH S5 %M L. 1H2,250mg ¥ CHEEME L7z FD
FEEL M) v (Mean=SD) 1. #£5-BA%AFF8.35+1.38mg/
AL 5 ¥ 5 TH5.78 =1 44mg/dL L IL TSRO 57z, £
7oy MUEH VY7 2 (Mean+SD) 1. #%5-BIAAH9.02+
0.69mg/dL. #5-#& TH9.22+0.61mg/dL & Z1LIZFlo 513,
REET > 5 KT 2 7 7 VEEDBEIRIYA DR S /e,
BITER (BRRMAEMEE % &) 1X1268296 (23.0%) 1272
O BNz ERBIERIL, IEH1460 (11.1%) . 01260 (9.5%) «
BAPIEAB (3.2%). FIEERFE3H (2.4%). FERLR2H (1.6%)
%Ta‘f)’)f:u‘ls')o

17.1.2 EIMNEE I H— AR ER PR BR
Y VMELY 29 2 ERENTEEBHEZTRE L TRET ~
5 RN F 27 TIVEEE1H750meg 2 55 % L. 1H
2,250mg ¥ T E I L /oA R, miEh Vo AREE LA
W5k Y ViEE (Mean+SD) 25%5-BHIAKT7 .16 +
1.21mg/dL 7> 5% 5-# TH5.54+1.31lmg/dL & K F L 720 B
(R RAEERE 2 &) 13466076 (15.6%) 12205
Too ERBEMWERIE, WEM260 (4.4%). JEim260 (4.4%). THi2
Bl (4.4%) %TH o721,

17.1.3 BAREHR S HER
) VIE R BT A M ENT B 1456 2 xf R & L CRlET ~
g KT 27 T IVEEEIHTS0meg 2 5% 5% L. 1H
4,500mg™ F CHEEMMK L CIRESFEMPEG L2ER, gy
VIEEACT R R ATHER S N BE DO Sz, 5B #£52
HHFECT, BIEH (RMAEMEEE % &) (2145608341
(57.2%) @B Hize EARRIERMIE. WEH4561 (31.0%).
04361 (29.7%) . BAVPLEI8H] (12.4%). THI126] (8.3%).
LIEEE126 (8.3%) & TH o729,

17.1.4 EPNEE DAL
)V E % 23 2 BRI o 18 PR R B 1416 (g o >~
5 KA F 27 TIVEER6HI. 7T ARE5H) ExfRE L
BRI BT, KET v & AR F 27 7 I)VEE % 1 H750mg
oG5 2B L. 1H2,250mg$ T L7z. & D54,
Mg v (Mean+SD) k. REET » ¥ VKW T 27 7



IWEERGHERIZ BT, G BAREG6.17 £1.30mg/dL A 5 % 5-# 20. BURVEDER

THE5.14+1.43mg/dLE KT ASED SNz —TF, 77 HREK WERICE D, WO REPHEEZITLOT, TIVIZTLE
Gagcix, H&5HMGHIE6.15+1.04mg/dL, H5# T HHE6.10 DIRETHRET 52 Lo

£1.06mg/dLTdh o 720 FG-FMHFED H# T (8HIE) oifl
HY VIREELEO R/ EOE [95%FEX ] 1
-0.97mg/dL [-1.37mg/dL. -0.58mg/dL] TH V). RET ~
5 VIR F 27 TWVEED T T B RITH B EREAIR Sz
(P<0.0001. LG5 EAHTET V). BIER (FiRMRAME R = &
) 1E87HIH2061 (23.0%) 1FRD bz, FERBEMEMIE. fE
OB (10.3%) . HELOBI (10.3%). MEmE5E] (5.7%). T 3126
(2.3%) & THo7:19,

22. ‘@
(REEZ > 2 L FERIE250mg [7V —])
(7TVI=was%) 1208 [3Wx40]
6004 [34 % 200]
(REEZ > 2 FERDE500mg [7V—1)
(732 =7 248 1200 [3W x40]
600 [3H % 200]

17.1.5 BRE IHRAREHR 23. FEXH
W)V IE % B3 A A oM R R 1230 2 i R L L7 1) R T v MIBUF A AR O AL OSSR NI B R OB
ERGRBICB T, R®RET V7 KN F 27 7 VEEE1H RelcB3 288 kAL — )T 27 7 VEE © 20084E10 16
750mg7: G- E MG L. Sl H2,250mg F TG L 7oA, HKRE, HIGETEEHYZ2.6.6.6)
MG VIR TR SN2 BEL RO SN2, B, 2) IR FIZBIF A - RIS 2Bk GRAL / —v
WEET v & VIR T 27 7 VEEOGHE (Mean =SD) (% F 7 7IVEE  20084E10 H 16 HAKGE, HIFEEEIEE2.6.6.6)
173.6 121 .6 H TH > 720 BIEH (BREMAEMEET 2 &) (& 3) Wappelhorst O, et al. : Nutrition. 2002 ; 18 : 316-322
123612961 (23.6%) 23RO b N7z EREIWEHIZ. EHL1065] 4) ERROESEYEIRERE (KAL) =V F 27 7IVEE
(8.19%) . FELTHI (5.7%) \ MEM-661 (4.9%) . HLASEL3BI (2.4%) 2008410 16 H ARE., HHFHERHRS2.7.6.4)
HTHho7, 5) BAEREOI G- 3EMBEERER (RAL ) —VvF 27 7 IVEE
) AR E N EHEIXIH2,250mg T 5o 2008410 H 16 H AKGE., HEERHNE2.7.2.2)

18, Hppmem 6) )i?ﬁﬁﬁ%ﬂ?ﬁ’é—%‘ké%?ﬂ, ?.‘fi?ﬁ (RAL 2 —=NVF 27 TIVEE:
: 20084E10H 16 H AGE., HFEEHRE2.7.6.5)

18.1 fERER 7) RLREER ;R A
WRER7 5 1, LN TRUHRO Y »BA A+ > Liia L 8) Pennick M, et al. : JTE)lir: Ig’};armacol 2006 ; 46 : 738-746
TARBEOY VS v 7 »2TBHR L. BE,SD) Y IILE ’ : X o

9) WYMEMESHRE kAL ) —)LbF 27 7IVEE : 20084E10 H
16 HAKRRE, HiEErHEE2.7.6.23)
10) M4gs > 37454 (n vitro) (RAL /) —)VF 27 TIVEE :
20084E10H 16 H KGR, HIFFERHYZ2.6.4.4)
11) F b7 a—2aP450 (CYP) 4 (n vitro) (RAL ./ —)
F 2.7 7IVEE $ 20084E10 16 H AR, B EREE2.6.4.5)

s ElcL, ) VIEERKTSE59,

18.2 U AR
In vitroRERICBWT, REET 5 %) YEEF MY T LR
TG S8 7288, ) Y BRFEZIEpH3TI7.5%. pH5TI7.1% K
U'pH7C66.6% T - 7217,

18.3 IMiF " > BERKTIEH

B/ S v b1 RS 5 Y A GRS Lk &L 12) :ﬁaiﬁkbi@i@f”‘(*x L/ —=VF a7 7IVEE © 20084E10H
W) R L TR B L AR L, L6 &G, HARAHBE2.7.3.3)
e iR 13) —EERIERE ChAL ) —VF 27 7V 2008410/
18.4 EMTHFZILHER § o 16F KR, A YRHE2.7.6.19)
RELT 2 5 B A500mg [ 7 =] &AL 7 — W HHL 14) BB R 4 2 ARHRAR (RA L — L F 2
W500mgx ., 7 UAF—N—RIZL ) Eh Tl (705 0L e - R
A , RS 7 7 V8 2008410 H 16 HAKRE, B vEEMIER2.7.6.20)
L C500mg) fERER AR 121 3114 F ) £0i 1 U2 S AR 1% 5 15) ENUEEEER (AL T a7 75 - 20084108 16H
4HHORPREGICHEERS) Lo 2B, B RARY e e
KRS A S A (LH %721 1,300me) AR, HEEABEL.7.6.21)
B R R 16) AEHIOBIBRAFRBE 2R L Lz HERAR (FAL
FEIL 720 2 5HI20 BB £ 095 1%3 H B 024K RR 1) > et R
e o o DS D= VF 2T TR DR A L — VRIS - 20134E8 1
PR AR L. B5N78T A—5 (HFRG Y > Bl e o
DN 25 4 5 i e DI (oo T, B D0 0HKR, FEREE HEHE 1D T. 4. Gi) 1)
" - 17) AR OBEEEREE % L LB S 38 (AL

X a & LR, FSEEoREE e LTtz L7z £1.8mmol
OHIPFANTH Y. WERH O LY FNFREEITRE N, T2,
LRt R L) REES ¥ R E500me [7 Y —] &k
AL — VR 5 500mg O E W FE R R SEEDSHERR S iz 2 &
nh, BENHENTH DT v ¥ v k5 0250mg [ 7V — |
EARAL S = VIR E.250mg s DV T b AR IC[E ST h
% LTS N2,

J = )VF 2T TIVEE, KA L — VIR 0 2013468 20
HAKRE, #frsdsd #awms (L 0. 4. Gi) (2)

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

19) in vitrol2 B %) VAEGTEROBET (RAL ) —LF a7
TIVEE - 20084E10H 16 HAKGE, HREERIRE2.6.2.2)

20) BMEBEARLT Y MIBT A YRR oG (AL 2 —
VF 27 7 IVEE  20084E10 H 16 H KR, HIFSERH%EE2.6.2.2)

KWk & R A R AL — VIR A
500mg 7V —] 500mg * %24, XBEKERVBEVEDESE
N=RA T4 % 25.976+3.295 25.932+3.687 Hegmam 0 TR A (40 Mk
TH PR > Pl 16.320+2.743 17.542+2.642 T541-0045 el T o K ST — T B 7310
Mean =S.D.,n=59, H.f(mmol) QN 1 —
K ALGH2E RO HTLE O TA2AR IR ) > R T 0800 00 0905 (70 =T

¥O% G1H A S 4530 H OFI2485 R R ) > HEe
FRAT) PRI NS H PR ) SRR QN2 5 A ¥ B (92 00~17 - 30/ HHLH &k <)
5OEALELEDINT X — 1k, PEEE OFER, KO EL - 26. BlEERE R s
WS DRERSE T L o TR LWL D 5, % %261 BUEEREST

19;22@%:55? BIELFMME W ﬁﬁﬁ |':|=|!| I#**i‘%’*i

D RERT v % v IKAIW(Lanthanum Carbonate Hydrate) XX - ™
4T3 1 La(COs)s - xH:0(x = & LTY) ° KRR RREEEE —T B7%E105
T 1 601 . 96(87KFI)
1bZ%4 : Lanthanum carbonate hydrate
R B~ GO R TH S HIRERICEIT R <.

IKINEAZ 7 = WIZHEITFIZ S v,

DK-26]-26]-1



