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Lanthanum Carbonate Granules 250mg*500mg “Chemiphar”
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2. BR(RDEECIFIZS LBV L)
AR DB UBBUIEDOBFRED & 5 BE

3. fERE - MK
3.1 #8m

9.1.2 BEREEDHDIESE
BESZFLERLZ LIS RESN TS,

9.1.3 IEIER N IFFEEPNEIF T DEIHEED H B BE
A VIR LEFIPRESN TV,

9.1.4 HtEBBENEZDEERED G 2 EE
ERAPENMIIER LA RESN TV,

fR7e4

REES V% VERSE
250mg [7 37 7]

REES ¥ v ER A
500mg [7 37 7]

(1)

BRI

REE S > & KA
541.7mg
(5% >&L1250mg)

REE S > 7 KA
1083.4mg
(3% > &L T500mg)

BEEKIAB, ATFT IV VBIYTATIL, T

9.3 FikeElRERE

9.3.1 EEDIHEERENSH 2 BE
HEOMMEREZE T 2 BEIIHAHBR TR SINT
Vo, EITHREPZELETLTVRSBLNDOHHEED
AR ERE T, ERRBET S & FANIER
JEHHICHRE S NS,

wEl (V77— kT TURY b=, TR

A~V RN

3.2 SHIDHIX

imy KRBT VY VENYE | RRT S RS
78 1250mg [ 37 7 500mg 737 7]

MR | HE~EEEEOERA. 7EmTH S,

4. SHEEX TR

BUBRHREECBITZEY VIMEDKE

5. RREN [FRIRICEDET DiEE

AFNIIMH ) > Ot 2 (BT 2 EATIEZVWOT, BE
BIEEICL D) VERGHIREERT 5 &,

6. BENRUAZE

BHE. BAICIET 7 &L TIH750mg % MmHEE L.
TH3EIIAE L TEERICGEORET 5, DIk, ER. 1
B VREOEEBICIVEEERET 2P, RaAEI31H
2,250mg& 9 %,

7. BERUAZCEET 3FR

7.1 KEHB GBS IIHAEZERICE. HAREZZBZICM
BY VBEOHEREZITO CEAEE LV,

72 BEZTHOBGIIEREEEZ I ¥ ELTIHSDDOH
BET750mgE e L. DEMM EOREL HI1TITS 2 &,

7.3 2B THREIRD 5 N2 VIS, o) iR E
WY& &,

8. EEREANEE
KRNOHEICH > Tl EFICIEY > AT T L
FROPTHEEZHEE LA oEEBEICRET S &, MiFY
VROANY T LEEOEEBEEIXZEZONARNTA
% BFOBHRESEICTLIE, BHLY T LMERD
ZIRERIRRIFEEETTEEORIR D 5 WIEHEOBENN
HHBHICIE. BY I VDEFR LYY LBB ORS D
BVIIhOBEY) ZIBBEICTI D BZA S L 2ERBTH I L,

9. WEDESEHI DEEICRET IR

9.1 GHE - BITEZEDH D ES

9.1.1 FEEIMEELEER. BEMEXER. 70—k, BE
WREDHDESE
AR OFELBIERIZHEBERD D, IS OBREBIZE
BERITTBENDTDH S,

9.5 114w

FRE IR L T WA EER OB 54 Hicid, BE5 LN
ZEREFE LW, FHIES Y MIERABDT VY v 2 E6H
oK% 208 E TRELZRBICBWLWT, ROKERE
RO—EDOIEE TR EZDENDVRD LN EOHRED D
B0, Fi, BRIV FICEHED I V¥ 025 LR
BICBWT., BEYMOEBHEERCEREDORED. BREIHEOD
RO, TTICHRBEORERES A 5N & DOHE

AR SRR
9.6 EA.9w

BELOAERERUCEBAFRBEOEREZEE L. BAOM
WiIHiE BT I, B MIBW TSy oIt
NOBITHRE SN TNBI,

9.7 INB
BELREWCENEFE L, NEREZRRE UK
WEEMR L T,

9.8 SinE

BEOREZBEE L P OEHBIRET AL, —fRICE
HREPET LTS,
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11. BWERA
WOEWERDBSHH5bNBZ ENHEHDT,. BEEZ+DIT
W, BESROSN-EAICRBEERIET 50 S L
WEHITH T &,

11.1 EXBEIER

11.1.1 BEZFA. 1LVYR (WINLHEEREH)
INSOREERDE 2RI 28K, BEHEEFORESR
O ENBEITIE, BEEBIEL, BEEHROZESPCT. BB
Xig, BEHEEERET L&,

11.1.2 JB{EELRM. HEEEE (WINLHEERH)

i, FOECE. +ZEE. BBES0BEEN b5 DbNS
ZEPDH B, BEIROSNIEEITIE, BEOZERH
REE, BEEXEE. CTHA2ERMT 5 &,

11.2 ZOftDEIfEA

5%LL E 1 ~ 5% 1% BHPEANER
THLEs B M . | BARTRE. BER. | BE O B R
EHOL .. MREE|REEMN. 8§
fEf  |JER. EXEHE EE BR
B, BHCRIR.
HIEAR
B BORE B, ZOFE
A& AST E&H.
ALT E&R
ik =il IR ERIE
papl Il B K B 1 BB TT
TERE
Z DAt Al-P & favE. TEE. [ EAL
BRI, % |7 LAIMGE
W, ShLYy
v L ME. K
itk

14. BF_LOER
14.1 FRESDOER

AR EE OB XRBII L, 5> 5 HEET
BB 7 AROBEERD 5 £ D 5.
15. ZOMOER

15.2 SEERARBARRICE D < 1538

815 T 5 BBIERERIC 5\ T, AAOREECRS
IS D, MO N TRICE, HLERORETT >
b BBEATE R Ly IR OBIEL CL 7,

16. EYENE
16.1 MHRE

16.1.1 BO%k5
BARNERRABFFUCRET > % v F 27 7 IVEE250%
U'1000mgz BEHS LZBOT > ¥ > OEYEE/SS
A—FZRITRLUY,

BB Cmax tmax* t1/2 AUC
(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

BIEHE ¢  PRE
16.1.2 RiE”RS
HRANBEBEABFIFICKRET > 5 > F 27 T IVEE
1000mg# 1 H3E10HBREREG L= & EDEFEIREIC
BUSMEFT >y VBEE. BERRMEICRSIEIC
# L. CmaxkFAUC g ld 2N £1n0.558ng/mL KT
3.67ng - h/mLT® > 725,

16.1.3 ZDfth
REEZ > & VERSE [FI77] EFRAV —VERS
BE JURAF-—N—FILEDENENT H LT
S500mgEEMAEF10%IC1 H3EERERIC4HRE (48
BiZ#ioA) REZEOHRS L TREHRESRNERS V5
REZAE L. ZOMRR. WMAOENBHE/NNT A -5
ZIROoNLN» o729, [18.45H]

16.2 IRIX
REET V5 v F 27 T IVEE1000mg B BIHE 4% 5 R DA R\ A
FTRAFEY T 4 —130.002%FK M TH > 70 GHEAT—%),

16.3 Hf

16.3.1 MBEBENTBEH 135961 (REEF > > F 17 TILEE
6820, IEHEREBOTTH]) 2HMRELCRBET VY > Fa
7 7)V#E% 1 H3000mg™ & TRE2EMKRS LB ER
BEHBEICBWTYH, BEN R TH 572280l BIT 25
oy BB ERIGRT80.9159.8ng/g. 5 RIA2
£1£1855.3£1338.3ng/gTH 0. EEEFEOMEHS ¥
V¥R (BSBGET 0 0.0£0.07ng/mL. 5B 2ER
0.5%£0.65ng/mL) &V bLEH» 79,

16.3.2 In vitroREBRICBW T, S>> Dk Mgy >ty
BERIIEP -7 (99.7%) 9

16.4 {3
REEZ > 5 IMENTHREZZ 1 5V, In vitroREEERIC
BWT, 9% VIE1A2, 2C9/10, 2C19, 2D6RKR T
3A4/50%CYPHFRICN L THEZEEAZ RS Lo
7210,

16.5 gkttt

16.5.1 HOES
HARNERR AR FIBINCHRIES > »F 27 7T IVEE250%
U'1000mgz BO#HEG L-BEORFZ >4 VRBEIRIEEA
EOWmBETERTRRBTH o, T2, 120MB Z
TOHEAPEIIRIZFNFNS59.5%. 66.9%TH -7,

PBEES
58 s
250mg 59.5
1000mg 66.9
L HifTPE
16.5.2 RiE#®RS

HERANBERBEASZFIBICRIET & F 27 7IVEE
1000mg# 1 H3[E™ 10 HERIEHS U 7z RO Bk % 54448
HEETIKINRTOHBREL S FHTHREED
0.0000164%PRHICHRt s, BHELAET VY 2D
59.8% 73 #H7» 5 BN E 11725,

) AR OER SN REARIZIH2,250mgTH %,

17. BRIRAHE

17.1 BNERUREEICEET 55
17.1.1 BRSE MARLEEEKER

&Y v IMAEE B9 2 MRBENTRE2596 (REZ VY F
27 TSEL2661. TRbEREE AL 7 L13361) ZXREL
THERBICBWT, RBI VY F a7 7EERLH
750mg» 65 & BB L. 1H2250mgE THEEHR L 72,
ZOFRER. MFY VBE (MeanxSD) . H 5K
8.35+1.38mg/dL» 5% 54 T #5.78 £ 1.44mg/dL & &
TARBOONTz, F/oy MEANLT T LERBE (Mean=
SD) &, #5MHEE.02£0.69mg/dL. 5 THI.22
+0.6lmg/dLEELIERD6NT . REF VY2 F a7 7
IVEEDERIREE S HERR S N7z

IR (BRBEEREZ2E&T) (1266192941 (23.0%)
KR S5NTz, ERBWERIE. BHE146 (11.1%). Zi
126] (9.5%). BAMREAH (3.2%). LIEEHE3H6
(2.4%) . {ERB2HI1 (1.6%) HTH-7z1D12),

17.1.2 EREE MB—ARERREER

& VIEE 2T 2EEBETREASHZHRE L ORET
YHUF a7 TNEEIRTS0mgr 5B EEBKBL. 1H
2250mgF CHEEHERE LR, mMEALY T LRBEE L
FASEBHIELLLMAFEY VBE (Mean+SD) »#&5HA
B57.16+1.21mg/dLA 6 54 THE5.54+1.31mg/dL &
ETRU7,

BlEH (BRARMEBERE 2 &) 1345676 (15.6%)
ICRO 6N, ERBWERIE. B2 (4.4%). BEE2%5)
(4.4%) THI2H (4.4%) FETH o713,

17.1.3 BRI SR

Y VIMEZR 2T 5 MEENTBE 1456 2 R e LRI
Sy F T TNEEEIBTS0mgy SHRE KL, 1H
4500mg™ & THEERE L CRESEMBE LR, miE
U VBERTRSHRSW-BEORD N,

BIfER (BRRMEERR 2&T) 1214561H83%1 (57.2%)
ICFRD 6N, EABERIE. BHA5H (31.0%). B
4361 (29.7%). BARREISH (12.4%). FHI124l
(8.3%). EREERFE1261 (8.3%) % TH-7-1919,



17.1.4 EAEE MABLE &G 5R

B VIEZETA2REHOBEERREBE 14146 (REE
S VF a7 TINVEESEHI. 5 ARE5H) xtgE Lz
HERBICBWT, REES V% Fa277LVEE%ELH
750mg» 65 & E L. 1H2250mgE TE AR L 72,
ZORER, MEY VEE (Mean£SD) . KBS V%~
FaT7 TUERERICBVWT., HS5MAKBK6.17
1.30mg/dL» 6 #% 54 THS5.14+1.43mg/dL &K A% 82
HoNTze —FH. TITLREEHTIE. BEHARIZ6.15
+1.04mg/dL. #HEHTHIZ6.10£1.05mg/dLT&H -7z,
BEBBEL R TE (SER) OMmiE) VEELLE
DE/N_FFHEEDOZE [95%FEXME] 1£-0.97mg/dL
[-1.37mg/dL. -0.58mg/dL] TH V. REI > >~ F
AT TLEDO TSt RICH T 2EHELTEN -
(P<0.0001, HEFEATET V)

BIER (BRMEEREZ2&T) 1X87FH2041 (23.0%)
RO 5Nz, ERBIWERIZ. EWOF (10.3%). E.D9
5l (10.3%). MEMSH] (5.7%). FF2H] (2.3%) ETdh

2 f:lé)o

17.1.5 ERE NERBRSHER

B VIMEY 29 A2 REHOBEEBREEE 12361 % 5%
EL-BHBRERBICBWT., REET VY v F 27 7ILEE
Z1H750mgh 55 %FE L. &E1H2250mg% TS
L7-fE5R. MY Y BEERTHRSERSNAEELRD
5NTze BB RET VYV F 27 7TVEOHRSHM (F
HELERRE) 13173.62121.6HTH 72,

BIER (BARMEEEEZET) 1X12360429461 (23.6%)
BNz, ERBEWERIZ. ER1I0M] (8.1%). E.L7

Bl (5.7%). WEHE6HI (4.9%). HIEARR3B] (2.4%) &T
Ho1-17,

B AHOER SN - HEARIZ]1H2,250mgTH %,

18. ERpEIE

18.1 {EFtE=

REET > & Vi, MILENTEYHERDY VEA 4> &5

SELTABEDY VBES ¥ 2B L. BEIPSD Y

MR ZIEIT 2 &ick D, mhY VEEZETSE518),
18.2 U VHES1ER

In vitroRRERICBWT, REET VY %2 VEEF N T LG

BWARTRIGSEAER, U U BRERIIPH3TI7.5%. pH5

T97.1% K UpH7 T66.6% TH - 7219,

18.3 MiFY ViEEE TEA
5/6BHHE Sy MORET VYV RGERBIRERS L&
&, MEY VBREIXAESERICHE L TERIET L7220,
18.4 &EYZHIEE E5 5%
REES 7 VBNDE [7377] ERAL ) — VRS
A, JARAF—N—FICLDFNREFNT U H LT
500mgf@RmR A B FICIH3EERER (V) ARE: 1H
F451286.0mg) IC3HMIRERORE L C24ERFY ~
P EZBEL, BoN/ST7 A —% (24BRTHERHAY
VHRMEBOZ(LE) 1I2oW T, EEHIRZEDIORSHEXE S
RO #HFAE (-1.632mmol~1.632mmol) OHEANT
H0. WAIOEYZLAREMEDSHER SN0, [16.1.350F]

4RI R Y U HRER  (mmol)
Ly 5 #E1HEB»5
REZ 5 v
BhaE [/ 26.993+3.638 17.888+3.055
377]
AAL =
RS 27.381+£4.124 19.027+3.321

(Mean+SD, n=52)
I 52 HHIR O SETH 0248 RA ) HEiE

24REFTFHIRAp Y IR, HBRE OBIR. (AHEOFH
[ - BESORBEGICE > TELHAEEDH 2,
nB. RET VY VERSE250mg [7 37 7] ROREE
T & VERISES500mg [7I7 7] 3. ANEHEWTS
Bl DEMFICRAETH B LHHT S iz,

19. BDICET 2EEFHER
— MBS L RER T > & L IKFIH)
(Lanthanum Carbonate Hydrate)
{44 : Lanthanum carbonate octahydrate
13 - Lay(CO3)3 - 8H,0O
S8 1 601.96
%R ARBIEEOHRTH S,
AREIIKIET Y J =)L (99.5) i
AQR
20. BRWV EDER
B|BRICED, "HEOMEFTEE
LRDRETRET S &,
22, A
(REES > 5 V5K E250mg [F=T 7))
1208 [28 (7L I=7L4%K) x60]
(KBS V9 VERSE500mg [T T 7))
1208 28 (P 3I=w44) x60]
23. EE30k
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5) ﬁ(éﬂlﬂ%ﬁ%i%éﬂﬁbﬂ%ﬁ (FAV ) —=VF 27 TILEE
1 2008%E10A 16HARR. HEERIE2.7.2.2)
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#€ : 2008 10A 16 H&RR. HFEEFMNE2.6.4.4)

10) & h 70 —L4P450 (CYP) 4FH# (in vitro) (KA L
J—=VF a7 7IEE 2008F 108 16 HAZR. HFEH
WE2.6.4.5)

11) BARMNEMEOMEMEY Y BE (RAL ) —LF a7
TIUEE © 2008%E10H 16 HARR, HFEERMNE2.7.3.3)
12) “EERHERE (AL —LF 27 TILEE : 20084
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13) BB EFEENRE U —REE KRR (FAL ) —L
F a7 7IVEE 2008 10H 16 HAR., HiE ERBIE
2.7.6.20)
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