3LO3NY

2023F12HUET BB 1R

BTE L ERRAF

B ;26

BHIXS S BERRD

HARERRIEES
87219

&Y v MiEaEH|
REZS > F 2 KRR

REES > 9 V) Exi5a250mglr=77)

REES 29 25k a500mgrr=77

Lanthanum Carbonate Granules 250mg*500mg “Chemiphar”

E)ER-EMEOLSRICIVERT S L

250mg 500mg
HAERES | 23000AMX00373000 | 23000AMX00374000
ARFERAIE 2018%9H 2018%9H

2. BR(RDFBEICIFES LBV L)
FAIDRTIN LBBIEDBHERED & 5 BE

3. 8L - MR

3.1 #8mK

fR7e

REES ¥ BRI SE
250mg [7 37 7]

REES > ¥ EANSE
500mg 737 7]

BRI
(1aH)

REEZ > % > IKFIH)
541.7mg
(5% > LT250mg)

RIS > & > K
1083.4mg
(5% > & LT500mg)

BEEKIABE, ATT) VBT RTIL, T
V77 —tFr 7T, ZYURY h=JL, TERAL
TP LAY T

3.2 BE DMK

img |[RRT VY VBNSE RBRT VS BN E
78 250mg [ 37 7] 500mg 737 7]
LE7N He~MEEAEOERAl. 2ERTH 5.

4. BRELIFZNR

EUBRREE BT VIMEDHE
5. MEEXIIZIRICESHET iR

ARANZMAF) OBt EE T 5FEAITIIEVOT, BE
BEFICL DY VEIGIREEERT 52 &
6. ERUAS

WE. BRAICIET > & LTIH750mg % BGHE S L.
1H3ENCHEI L CEERICROZSET 5. Dk, ER M
BY VBEOEEICLVEEEET M. EARIE1H
2,250mg& 9 %,
7. BERUHAECEET 3R
7.1 AR SHABR Y IAEEERICE,. LERKE BRICm
B VRBEOWEREZITO ZEPEE L,
72 HWERTHOBGIEEBREZ S VY L LTIHH D OH
BT750mgE & L. LIEFEM EOMBREZT HTTITS 2 &,
7.3 A THRIRD 5N WIBEIIE. oMt iaEE
IZYIDEA ST &

8. EEREANEE
KBNOHBEICH 2> T EHICIEY > AILT T L
RUPTHEEZRIE L oEEICKRET 52 &, MiEY
VRUOANY I LBEOERELBEIIREDHA RS A~
& BFOBRESEICTLIE, BALY T LMERD
TRERRRISHEAETUEIE ORI D 2 W IEHBEOBZE AN
HAHBEIIE. EY I VDEFRHIL YT LBBORS D
BV OB BRIV BZ A L2 EETH I L,

9. BFENEEREE T DEEICETZFR

9.1 GHIE - BIXEZEDH D ES

9.1.1 FEEIMEHLEER. BEMXERXR. J0—VK.
WREDHDES
AR OFELBIERIZECBERD 2D,
BERIEITBENND S,

RANA]

fmE

INODBEBIE

9.1.2 BEMEEDH D EE

BESILERI LflPHREESN TS,
9.1.3 [BER X FENEFiDHERED G 5 EE
AVIAERI LIBIPRESN TV S,
9.1.4 Bt EBBENIEZDEEREDSH D EE
FERAENMIERL-FIPRESN TV,

9.3 FHieERRESRE

9.3.1 EEDIFHEEEEDH D EE
HEOHKERELE I 2BELIERKBE IR SNT
W3, HTHEEAZLLBETLTVWEABZFNOHHEED
FrgaERERE I, FRECEET A&, RENXEIC
EitFicERtt s 5,

9.5 1z
TR SATIEIR L C WA R O b A icid, #E5 LV
ZEFEZT LV, HIRS Y MIEHEBDS V¥ V2 1FIR6H
PEDGEB20EF THRE LLZRBICBWT., ROFERKE
RUO—EHOEETHREZDODENTRDONIEDOREDL D
B, £ BIRVYFICERHEDO T V¥ 2B E LR
BB\, BEMOEHEERCREDRED. BRFIHZO
WEROENM. TR BORERES A SN EDORE
B 52,

9.6 RAIR
BEREOBERERUCBARBOERE2ZE L. RAO/M
WXIIH RS T A E, B MIBWTS VY oIt
ANOBIFIPRESNTNBY,

9.7 INR&ZE
BELRZWIENEF LW, NEEENRE LI-BERRER
WEERBL TR,

9.8 SimE
BEOREBZBE LA SBEEBEICRET S &,
HEESMETRL TV,

10. #HE{EA
10.2 HAFEEWHRAICSERT ST L)

—fRIcE

A2 &

HARER - BT

T - falRE T

TrIHAY
RhEME
T hIHA
. REY
AVE
—a—F)u
HEAl
LAR7aF
NI ILyR
O7ufy
ERRIEIKA

V) 2| FERRERA O RN AH R
TU. BRPEFHS
NEBENHHZHD
T KAIIRA®K 26
M EH T TRET
5T &,

)
A

V%
H
A
v

A

Sy v S
OEEEREZER L.
EREAOBE »
5 ORI % 551 %
ZENEZOND,

FURAR AL
LARFaF
FrUTL
Y

ZERC A D IR A3E
TI5BENDHS
DT, HAT HBE
AR & D5 [
Rz TZ5R0 BT
B CEEBEICKRET
5T &,
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v

JKF

AR 31
DEEEEFER L.
EREAOBE »
5 ORI % 15 F %
ZENEZEND,




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
1) EiR > *y MZ BT B HART R O HAER OFEN IR
DOWHREICEIT 5B (RAA L —LF 27 7ILEE © 2008
F10A16H&KRE. HHERNZE2.6.6.6)
2) IR FICBTHM - R RREICET2HE (FAL
J —=)F 27 7IVEE 2008 10H 16 HARR . HEFEH
WE2.6.6.6)
3) Wappelhorst O, et al.: Nutrition. 2002; 18: 316-322
4) BEHEL B SHMBERER (KAL) —LTF 27 TG
: 2008F10A 16 HARE. HFEERMNE2.7.2.2)
5) ﬁ(éﬂlﬂ%ﬁ%i%éﬂﬁbﬂ%ﬁ (FAV ) —=VF 27 TILEE
1 2008%E10A 16HARR. HEERIE2.7.2.2)
6) BHART I 7 7 HRA st  EMERNREEICET 2 &R
(&R
7) Pennick M, et al.: ] Clin Pharmacol. 2006; 46: 738-
746
8) N R SRE (RAL ) —ILF 17 7IEE : 20084
10A16HARR. HFEERMNE2.7.6.23)
9) Mgy > /87 %4 (in vitro) (RALVJ —=)LF 27T
#€ : 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

10A16HA&GR. HFERIE2.7.6.19)

13) BB EFEENRE U —REE KRR (FAL ) —L
F a7 7IVEE 2008 10H 16 HAR., HiE ERBIE
2.7.6.20)

14) BHAHRSRE (KA L/ —LF 27 7LEE : 20084E10H
16H&RR. HFERMNE2.7.6.21)

15) Shigematsu T, et al.: Clin Exp Nephrol. 2010; 14:
589-597

16) BMARERE (KAL) —LF 27 7ILEE/ Bk :
2013%8AH20H%:R . BEWESE)

17) SSIHEEMERERE (KAL) —LF 27 7I)LEE/BHi -
20138 H20H AR, BEEREE)

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

19) U viE&ER (in vitro) ((RA LV J —)VF 27 TILEE :
2008%F10H16H&RR, HEFEERHIE2.6.2.2)

20) MiEY YBEETIER (KAL) —LF a7 TIEE:
2008&10)%165%.“\ RFEERINEE2.6.2.2)

FEAEET

ZFBH5OT, TILIZY



24. XERBERFEROBNEDESE
AARS TEHARIL KL EER
T101-0032 WHEHTREXKAEARIT2T B2%35
TEL 03-5833-5011 FAX 03-5833-5100
26. WEHFRES
26.1 BSHRFT
BATI77HRStt
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26.2 BT
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