202442H

AT (B UR)

B & SEREF
BN : 24

) EE-
A9

EEIFEOMSGEICKD
&

=Y > MAE TR A
MR

B EEERI HES

87219

REES > % /K EERIH]
REES )79 ) misa250menn,

RERS )79 ) mxina500menn,
LANTHANUM CARBONATE GRANULES

By 4250mg | BH 27 A500mg
e [ 23000AMX00377| 23000AMX00378
Hoehita| 20186 H | 2018%6H

2. B2 (ROBEICFFSLENTE)
AHIOES 3 VBBEOBEEED & 5 BE

3. #8RK - IR

3.1 #HeE

H7E 44

KRBy VEMNSE
250mg YD)

RS ¥ v EuNDA
500mg YD)

BRIy

Lam, KRBT 5 2K
M541.7mg (¥ &
LT250mg)

larh, REES >y >k
1083.4mg (5> %> LT
500mg)

TR

TNT7—bFr Ty, AF7Y VEBMg., TYRY
b=l BRI A TEALVT 7 L) T A

3.2 WA

EZN

H7E4

REES VY UERMSA
250mg [YD]

RSy v ENTE
500mg [YD]

IR - FITE

H &~ i e 1 (. O BTR A

H &~ o s B O FRA|

#pla— 1

YDI191

YD192

4. FHREX (F5H5R
BUBRREECSITZEY VMEDE

5. FEENFFNRICEHET HFR
AANXMA ) > OFF 2 EE T HFEAI T B NOT, BRE
BEFICLS Y VERHIRZEET 52 &,

6. ERUHAE
BE. RAICRT Yy E LTIH750mg 2 GHE S
L. 1H3EICZEI L TRERICEOKRST 5, Dk, fE
W MiF) VBEOREICKIDEEERT 2. REARE
i¥1H2,250mg& 9 %,

7. AERUAEICEET 332

7.1 ARBRSHAERIABREERICIE. LAMKZBZRICm
B VBEOHRZITI ENEE LU,

72 BEZTOBSIIEEEES VY ELTIHS VDR
BT750mgEce L. AMU LEORMBEZH I TITS S
Eo

7.3 2EETHRIEAD SNz WIBEITIE. MoEY) G
gz SZ &,

8. EEREARIER
AEO®EGIZH 1> TE. EFMICMEY > HILTTL
BROPTHEEZHE LAFSEEICKRSEGT S &, MF
YU ROALY T ABEOEREEEIZEEDHTA RS54
VE, BOBRESBICT S L. BHILT T LAMER
O RER BRI EETOEIEO R R H 2 VW IIRBEDOBZ
BHBHERITIE. ¥ I VDEFIRHIL Y T LBE DERE
HBVIIMOBY IGEEICTOBEI S LE2ERTAHT
Eo

9. BENEREZEIHEEICHTIIE

9.1 SHIE - BIEEEDH D EE

9.1.1 JEFMEHEHESR. BREMYXER. 70—k, BE

HEOHZDEE
AR OFE L BIERIZELEIERD 2D,
WCHERRITTBENDDH 5,
9.1.2 FEREDNHIEE
BEZLER LIfIrRESNL TN S,
9.1.3 SRR IEENEIF DB EREDH 2 BE
A VI AZRI L7FIFRESNT VWS,
9.1.4 HLEBEX I ZDEHEEDH 2 EE
FERDP B IIEFRE LA HREshTnb,
9.3 ITEEEEERE
9.3.1 EEDITHEEEEDNH S EE
HEOFHEEEZET 5BE IEKRABR TIIRIS
NTVs, ETHREFZELIETLTVLEBZLOH
HEEDOFEERESRE TIL, TRELBHET S L.
AEFNIEICHETHICHRES W 5,

9.5 iF®
FERIIERL TV AATEROH s atiIciz. &5 Lk
WZEDEE LWL, HIET Y MIERAEBOI VY V2T
R6H 2 6 2% 208 £ THRE LHBRICBLT., Bo
FRERER O —HOEETHREOENLIRO SN ED
WENDH B, Tz, WRVIFEEHEDOS V7 V2K
ELEHBRICBWT, BEYOEBHEHE R MEEORD.
ERABOFEROMEN. LR ROEERES A S
N7z OW|ENH 22,

9.6 1%7LIE
HWERELOBRERUCBARBOEREZEE L. RAO
MEiUIHRIER BT HIE, B MTBLWTTI VYYD
L NOBITIRES LTV S,

9.7 IR
BELGZWIENET LW, NEEZWRE LERR
BRIZEML TV,

9.8 SkE
BEOREZBE LAV OHEBICRETHI L, —fRIC
EEBESETL TV,

10. HHE{EA
10.2 HAER (HRAICEET BRI L)

NS DER

HHBE HARAEIR - fEEFT A W - fElRE+
TEIHATY Y | EREROWPSET | T 07 CHBHEOHE
RAEME L. IRPEFTSNS | GEEZR L. AL

ThIVAT) | BENADFHZOT. K |FOBED» S ORILE
V. RERIU A | KIRAB2ERNU LS ([ HF2 2L EZ 6N
7)) V& THET B &, %o
—a—F/)or%k
HiEEAl
2 VA E 5
N1t N
arzua¥xyrr
K&
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A% HPRAEIR - 1B T - fERET

BRIV E VAl | EEREAOBRAFET | 25 > CHEEO®
LARFaF TV | T2BENNHEOT, | AEETER L. A%
F b U LKA | BEAT 2B EICIIEA | FOBE DY 5 ORI E

IR EOREMBETES (BT HIENEXILN
RO B 27% EHEL | 5.
BETHIL.
11. EIfER

WOBHERDH6bNBENHHD T, BEE+7IC
T BREPROONBRICEIRSG2HIET 2% EH
PR RNEZITH &,
1.1 EXBEIER
11.1.1 BEZF. ALDR (WIThbHEERR)
INSORBEFEDE LRSS, BEHEDORE
WROONIFHITE, BEZHIEL, BBOBEL
CT. EEMX#HR. BERFZEMT S L.
11.1.2 H{EEHI. HEEES (VL3N SHERH)
i, FMROE. +ZHEE. SBEOBRENH 5D
NB2EePB2. BEVRDONLBEICIE, EIHO
PEPNRE. BHXR, CTE2EBT 5 Lo
11.2 ZOfthDEHER

5% b 1~ 5%kt 1% SEEEANEA
LS [ME M | BAREE. . | EEARER. M
BOD | R, SR AR | REN. BEE.
{5ERH %, MR, | BR
BHAR. HILA
=S
MBRE KB, TORE
Jitaicd AST L&, ALT
7
ik =gl TFERERIE %
P53 B E IR B 4% RE T &
fiE
ZDfth Al-PLH MajE. HEE. | K>
R, HF WV, | 7 LIME
=B RN i}
fiE. 1KY > IMGE

BEMEICEL. CmaxkUPAUCo-sldZnFh
0.558ng/mL&% U'3.67ng + hr/mL T - 7250
16.1.3 REET >~ Y HERA [YD] LA AV —)VEERS

BEIJOUAT—N—HIcKDZEFNhFThT oI ELT
500mg. EEFEBRABME102ICIHIMIHHERER
AUAHE O TROKRE®R G L TR REE
EEZBE L. WAFIOAUCtE Cmax % Hlk Lz idE.
SERBEICKREREBVDI LTV E2ER LR,
16.2 ORUN
REET > > F 27 7 IVEE1000mg B mIfE % SR O
WENA AT RAFEY T 4 —130.002% KT >
728 (NEAT—%),
16.3 2%
16.3.1 MAENTEE 135961 (REET > ¥ > F 27 7682
Bl IEEEREBOTTH]) ZXRELTRET V¥ ¥
F 27 7I)VEEE 1 H3000mgh) £ TRE2EMBES L
BNERRSHRBRICBLTY., BENTRETH - 7228
FlcBI2BHRI VY REIIRESMGRETS0.9+
59.8ng/g. #5RIMH2H#%1855.3+1338.3ng/gTH
D, FABFOMmMEHLS V& VEE (S5BEET : 0.0
+0.07ng/mL. #%5BH24E% © 0.5+0.65ng/mL)
Vb EP 79,
16.3.2 In vitro REEICBWT, S Dk MY > I8y
BERIEIEDP 7210 (99.7%),
16.4 {35
T H VIIMENTREEZ T 5\, In vitro R
IZBWT, % Vid1A2, 2C9/10. 2C19., 2D6K
U'3A4/50&%CYPHFREICH U CHEHEFRZ RS2
Moz,
16.5 ettt
16.5.1 HEES
HARNMERBEABFI[NIRBT > & v F 27 TILEE
250% TF1000mg % B[a# 5 L7z BEDORFZ > & Vi
BREEAEOWHBECERTNRRM CH -7z, £
7z. 1200R B £ TOEFRINEKRIZZNZN59.5%.

14. @R LOE=R

14.1 FAURSHOER
KA EE OREEXHIRERICIE. T U FEET
BEBEIINY TV LROBEZRD S ENH 5,

15. ZOfthDER

15.2 JFERAREHBRICE D < 1%k
BB T 5 EMBRERRIC B VT, RAlOREROH
BIZLD, ORI TRICE, HILERUHFET
Ty VRENEHER L. HRLEBEL TV,

16. ZE4PENRE

16.1 MdGEE

16.1.1 BERS
HARNBRBEAE FIFNCIREBET > ¥ > F 27 7 IV§E
250% 0'1000mg % BE# 5 LI-BED T > ¥ > DY
BRSNS X — ¥ B RITR LY,

66.9%TdH - 729,
= HErp Rk
wER (%)
250mg 59.5
1000mg 66.9

Cmax Tmax* ti2 AUC
SR (ng/mL) (hr) (hr) (ng + hr/mL)
250mg 0.156 4.00 7.8 1.56
1000mg 0.192 5.25 19.2 3.69
GRAATFH fE)
X 1 HRfE

16.1.2 RIE"¥S
HARNBRBEABFOGNCIREET > % > F 27 TILEE
1000mg# 1 H3E10BHRERE L & EDERER
RICBUI SRS 7 VEER. BERRHEEBEIC

5 T

16.5.2 RS
HANBRBABTFBICRES > % > F 27 7 IVEE
1000mg#% 1 H3E® 10 H R EHRS L 72 BORKE
B A & TICT R TOWERE D 5 EE THRERED
0.0000164% B RFPICHEE N, ELIZTVFY 2D
59.8% W EhH 5 ENN S N 750,

) ARlORRS - EEARIZ1H2,250mgTd 5.

17. BEPRAREE

17.1 BMERURESMEICEET S5ER

17.1.1 EAEE MELEEEER
B VIE%R 29 5 MRS BE2590 (RES > ¥
YF a7 TIVEEL266]. ILREREE 1L L 1334)
ZRRELIHEBERBRICBWT, KBS VY F a7
TNVEEE1H750mgh 552G L. 1H2250mg
I CHEERL, Z2OMBR. MF) VRE (FE
+IEHERZE) &, B5HRIES.35+1.38mg/dLAy 5
5 THS.78+1.44mg/dLEBETHRD SNz,
Ty MBEALVYYLBE (CEYEZERE) .
5 RI#AKE9.02£0.69mg/dL, 5K TH.22+
0.61mg/dLEZE{LIIRDENT, RET V¥ > Fa
7 TSRO RN AE TSR S Nz,
BIER (BRBREMEEZ2E8T) 126615294
(23.0%) IcED SN, ELEWEMAIZ. IRH 1445
(11.1%). ZEDL1261 (9.5%). B AHREEAH
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(3.2%) . LREER®E3M (2.4%) . EW2B] (1.6%)
TH-H7z1213),
17.1.2 BA%E MAE—AXERPREAER

=Y VIMAEE 29 2 BB BEASH EZ R E L TR

o> F 27 7IVEE%E1B750mgh 5 %5 % Btk

U, 1H2250mg% CHEEHEM L-ER, WEHL>
TLAEER LRSS ERLMEY VEE (CEHIE
+HIEH(RZ) PR ERHBIE7.1611.21mg/dLA» 5%

54 TH5.54+1.31mg/dLEE T L7z,

BlEH (BABEEREEZEL) 34561+ 74)
(15.6%) @b oz, ELRIEMRIX. EH26
(4.4%) . FER2MH (4.4%). THI2f (4.4%) %T
Ho1z19,

17.1.3 BEARME S5

BY VIiEE2 29 5 MEETEE 14562 0RE LT

RES V& > F a7 7% 1H750mgh 585 % 5

L. 1H4500mg® & T B L CTRESFERES
LR, B VBERTHRSHERESN-EBED

B bLNTz,

BIfEH (BARBREMERE 2 &) (X1456]+ 834l
(57.2%) 1RO HNIz. EHBIEMIZ. IEH45H]
(31.0%) . 04361 (29.7%) BAHRE18H
(12.4%). THIL261 (8.3%). LEEHmE12H4
(8.3%) FETH-7:19,

17.1.4 BN DELBERER

B VMER 2T 2REHOBEERREL 1414
(REES > & v F 27 7IVEES6HI. 75t R5561)
ERRE LZBRBRICBWT, REBS V5> Fa7
TVEER1H750mgh 5H/E5ZFE L. 1H2250mg
FCHEHBR Lz, 2OBR. B ViEgE (FHE
HIERREZE) 3. RS V¥V F 27 TVEEREEC
BT, HE5HHERK6.17£1.30mg/dLy 5 H 54T
B$5.14+1.43mg/dLEETRARD 6Nz —F 7
T ABEH T, BEMIERE6.15+1.04mg/dL.

BEH&THRIZ6.10£1.05mg/dLTH > 7=,

BERHBEED> SR TE (8ER) omFY VIBEEL

BOR/N_FFHEDZE [95%EHEXM] 13-0.97mg

/dL [-1.37mg/dL. -0.58mg/dL] THV. HEET>
YUF a7 TVEDT T RICRT HEBEIRESN
7z (P<0.0001. #H£AHAHTET V).

Bl (BEMEBEEE2&T) 1X87H1H 204
(23.0%) K@D ENT-. ELBEIEMRIZ. ERH
(10.3%)+ ZDOfH| (10.3%). MEHSH (5.7%). §

20 (2.3%) ETH 710,

17.1.5 BASE IERIR S55R

=Y VIEE 29 2 REFEHOBEBRRES 1230 %

WMREL-EHRSHBRICBVLT, KRBT >y > Fa
7T 7IEEZIA750mg» 6 HE52BKBL. REIH

2250mgE THE LR, i) VEBEETHES

RSN -BELVROON, B, RET V¥V
FaT7TIVEOBRSHHE (FHEEERERZE) &
173.6x121.6HTH > 7z,

BIfEA (BRBREMERE 2 &) (E1234FF 294
(23.6%) IC@BD SNz, ERBIEMIZ. E1046]
(8.1%) BLT7H (5.7%). MEH6H] (4.9%). H1t

ARRE3F (2.4%) ETH- 7217,

F) RAlOEKREN-HEAREIX1H2,250mgTH 5,

18. ENEIE

18.1 1EFAR
REES > % i, HILENTERYERD ) VA4 &
WELTRBED) VS V7 V2R L. BE» 50D
U UIRIREIEIT A ik, M) VEERERS
%18,

18.2 U ESIEA
In vitro RERICBWT, R > ¥ %2) BT Y
TLABBEPTRIES LR ) U RERIIpH3T
97.5%. pH5T97.1% K% UpH7 T66.6%Td - 7219,

18.3 MiEY ViEEETIER
5/6BMH Ty MR T V¥ v R6GERIRERS LT
L&, MEY VBEIGBENEEIC U TERICETRL
7220),

18.4 &EYPHIRIEMHHER
RS > & v BERSE [YD] &ERAL ) —LVERSE
BUTOAAF—N—JRICKDZENFNTF¥E&ELT
500mg. EERERABEMES24I1C1H3E3HM. BRER
ICRORERES L. EMFENERSEE2EFLZ (V&
fi : 1HF41286.0mg).
BEHO24B PR ) CHRE > 5 BRI D245
RSEHRp ) CHEtE 22 L5 Wiz B(LE I, EHEED
ZOWBAMOOREHERE VP RAEMHONERETH S
-1.632mmol~ 1.632mmoli#EA L. Wil £y
EEHESHER SN,
7B, KRBT VY VERNSE250mg [YD] &REET >
& VERSE500mg [YD] &, F—oBAMEKRTIE
EENRLZDEAITDH 5.

BEARCREM 024K M FigRp ) VHRitE (B :

mmol)

RS 7
R — )LEERLS
Eiki% YD) ARV —VBRESE
fakadiii] 26.993+3.638 27.381%x4.124
5 17.888£3.055 19.027+3.321

(P1gfE + HEERZE. n=52)
BEM - R E52HAK RS RTHO2H
#EH 5 1HB»530ED3HMH
Ry PR EE D87 X —F 13, HERE ORI, BIEORI - R
FBORBFMHFICL > TREDREEN D S,

19. BRI CEIT 2 E(EFHAR
—MREARTE ¢ REET > & 2 IKFIY)
(Lanthanum Carbonate Hydrate)
{t % 4 :Lanthanum carbonate octahydrate
4y F 3N :Laz2(CO3)3 - 8H20
7 T ®#:601.96
[ R:BEOMETH S,
KXIETH 7 —b (99.5) ITIFEAETET
AJR

20. BRWL\ LDEFR
BRICKD HROMENE
T LROIRETRIEFET 52 &,

22. %

(FEES > 9 VEHI%E250mg [YD])
0.7g (5¥@) x120%

(FEES > 9 VRIS E500mg [YD])
l4g (54) x120%

23. EFEVE

1) Bk T v MZBIT 2 HAERT R CHAER O FAEN B
OWEEICET 2R (FAL ) —ILF 27 7IEE : 2008
FEI0H16HA&ZR. HEERHEE2.6.6.6)

2) BIRTYFITBITSHM - BRIEREICHET B (KA L
J—=NVF a7 7IVEE : 2008F10H 16 HAR. HiFEEHR
WME2.6.6.6)

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

4) MEROKRSEMESHERR (RALV /) —LF27 T
$E 1 2008 10H 16HAFR. HFEERE2.7.6.4)

5) REBOBSEMEEHE (RAL /) —LF2T7 70
#E : 2008FE10H 16 HAF. HFEERMIE2.7.6.5)

6) REMOBGEMEEHE (RALV /) —LFa2T7 T
$E 1 2008 10A 16HAGE. HEFEERMIE2.7.2.2)

7) (BR) B EANER - A E SRR

8) Pennick, M. et al. : J Clin Pharmacol. 2006 ; 46 :
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10)

11)

12)
13)

14)

15)
16)
17)
18)
19)

20)

24,

26.

738-746

WHEBRESRE (AAL ) —ILF 27 7ILEE : 20084
10A16H&R. HEERMTE2.7.6.23)

migEs > 87 %E& (in vitro) (KAL) —=LVF 277N
$E : 2008E10H 16 HA&R. HFEERHTEE2.6.4.4)

F 7 a—2.P450 (CYP) 4¥# (in vitro) (KRAL
J—=IVF 27 TIVEE : 2008FE10H 16 HA&FR. HFER
WHE2.6.4.5)

“HEHEMRHEERE (RAL ) —F 27 TILEE : 20084F
10A16H&R. HEEREE2.7.6.19)
RRMAZMEOME miE) VEE (KAL) —LFa7
TIVEE 1 20085 10H 16 H &R, HFEERMEEE2.7.3.3)
BEENEREZNRE L—RERRR (AL —L
F a7 TIVEE 200810816 H&AER. HFEEREE
2.7.6.20)

EHBE5RE (KAL) —LF 27 7IEE : 2008410
H16H&R. HEERMTE2.7.6.21)

EMMELERE (KAL) —LF 27 7ILEE 1 2013468
H20H &R, BEHRES)

EMHEERKRSHE (RAL /) —LF 27 7ILEE: 2013
FEIA20H AR, BERES)

Harrison, T. S. et al. : Drugs. 2004 ; 64(9) : 985-
996

U UEEEER (in vitro) (RAV ) —NVF 27 TIVEE :
2008FE10A 16 HA&RE. HiEERHTE2.6.2.2)

MmEY) VIBEETER (RALV ) —LF 27 7ILEE:
2008FE10H 16 H&RE. HAEERHNE2.6.2.2)

MEEERERUENE DB

MASHBEE BEFHEKE

EILRE LRI E3697E M8 S
B8, 0120-647-734

REAGTRES

26.1 8GEARSETT

‘// ttas PR

BILSELMERITRE3697 &85
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