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I. BEICEHY 51HE

1. BRREOERE
AHNZ, 7~ NVBEFH SR BRI & T D8R ZHREIMIBRAI TH S,
AHKNFZAA ZAD Vifor (International) 1 THZE S V72 NARIRELHAEERFIT, I 7 B/VHRIZER

IS E

) Imm OIRBMERRR 2 5 Te,

2001 %6 H 1 H, o774 RS LY AETIHRASHIC 72 - 78] O
BRFEHEZ AR LT=, Z D%, 2005 4F 12 A 15 B, EARESEKRASME LY B E TSR
BUTEAR ST AGE & A/ L 7=,

2008 4F 3 A 21 H, MRl (WWEHEFH) OfR, [7x/bh - B7eb) [ 3RHER 14 5%
%2 AT URRBIEAHH) OV IS bEZY L & OFGFHERE R 2157,

EFFHPI L D=, 200947 A 1 BIZikGE4 % [ 7=V b« AT BNV 6 [T 2V BB
/L 100mg ) [CEFEOAREZREGL, 2009 4F9 A 25 HIZHEZBIMG LT,

2. HA0BREREN - HAIFHFFE

KENL, 7~ NVBERFE—SRE R & T DR Z IR MIGEAITH 5,

R A S e h TR AAITH B,

101 A7 VoA ChEAREREENNEOLND, < [V -3, BREE OBESE>

PTP > — NIV v TFar bua—L&Zi7\, 1 B 7T LICiioe4, &L O TR EAl)

AR,

(5) WJEFIH 2,184 i 74 5] (3.39%) 91 HFEDEIWERA A SN TN D,
FREWE IR - Bl 29 1 (1.33%) , M (LIEEDE, B, B AR, BEEAZET)
18 1 (0.82%) , W& 10 F (0.46%) , BAKCKNIR9fF (0.41%) 72 ETH D, CKREFND
1982 4 4 H & TO4EE)

(1)
(2)
(3)
(4)



I. &#WICEY5EE
1. BS54
(1) 4
7 =)L A®J1 7L 100mg
(2) #4
Ferrum CAPSULES
(3) AHDHERE
—esL D7 < WPRF—8k Ferrous fumarate (ZHI2K,
2. &4
(1) 14 (SR
7 VBT —8k (JAN)
(2) ¥4 (W4AK)
Ferrous fumarate (JAN)
(3) RTL
ANBA
3. BEKXNITRHER

_OOClCllH Fett
CHCOO™

4. FFARUHDFE
4373 CaHaFeOs
4y 1 169.90
5. {t4 (fAik)
Ferrous fumarate (JAN)
6. BR4, B4 KBS, EE5ES
Blo7e L
7. CAS #RES
141-01-5



. HXhA5ICRET SEE
1. PEEPHER

(1) 4 - R
T VBRI, TR E A A OFEE LT BKIE T, R a~RBEO KR TIC
BOLBRIE 20,
X MREHT IS REEZ R L, TOSEAREIL33%TH D,

(2) BfEHE
FERICIRITIZ< < (26°CT0.14%) , AKXiT=H# /— (95) 1ZIF & A LT 720 (0.01%
T .

BRICURIR L C 7~ Wik % 5B 5,
(3) HiEtE
ZMERR L
(4) MR (PFR) . BR, HER
280 CTHARE L7,
(5) BIGEMRETER
pKa : pK1=3.0, pK:=4.4
(6) SEHEE
ZUERR L
(7) TOHDELRMENE
B L
2. AVHSOBEEHTICETHREN
ZUERR L
3. AMES OREREEE
(1) HB—gEOEMRS
A 2RI L TAIT 5, AiRIE, B8RO EHRISE 2T 5,
(2) SRAMBRC X 2 Yeffes
A AR A A INES D, 01k, fianz AL, VYL RONRRRZ 0 ZINE, 14,
KEE(LT R U U LRRZTE T L, ZOWRICEINR A I 5 & & iRIT a0t 237 2,
4. BMHSDEES
RO IO EEIE VA
PEHAIR M ORI I DUV TS 2 ]I E T D,



V. ®HICEY SEE

1. Hif
(1) FRORXA, NERUMER
A @i - 7 L ek
KiIH e (Frv v ) S REE (BT 1)
TN TR | DD TEAKITH S, %é__D Ak : @ 593
100mg NEY) EWL;’C,AIE@%’U 1mm ORKMEDEE ) At - @ 593
et ORI & G T,
(2) HHOYE
( TIV - 4. WHNOBFESEMETICBIT DLEME)] OHBM)
(3) @Ala—F
( 1V - 1.() ABEOXHI, SMELKROWER) DS
(4) pH, ®BEL, #E HE SREOERUREL pH 5%
AR L
2. HFIOMK
(1) B GEHERS) OEE
15 7/ 7 < Vg —8k 305.0mg (Fe (%) & LT 100mg) &4
(2) #Hm
EfE, NvEwavr oSy, BTy, AT, RERY, ATT U U
Flo, BTEANKREIZET T, BbFLy, HO1525HT 5,
(3) =Dt
R L
3. BAH, ILADOHEHEICHT HEE
Y L7
4. FEOBRBEEEGTICHTIREHRE"
(1) RUARESER
OFEWIRIFABR  25°C - 60%RH  [Ici&adEERe (PTP @) ]
WEEH R (R
< I > B BRAAIT 24 7 J]
ek
<HFt (Frv?) JEEE (RT 1) O FN1701 e e
A 7 LHEL >
ﬁgﬂﬁygﬁiififﬁifffﬁ) Ge) FN1701 2.3 3.8
VSHE (%)
o P, | 20708 o2t
<24 W, 60%LL E> 71.3~83.1 71.5~75.6
:élg%w(;/](_)z)(yji FN1701 101.8 97.0

1 AR E LT, EERW Imm ORBMEDOEB GO % 5T,

%2 R B A AR (%)




(2) RAZEOREMEHR

FEHOERICET HEE

REEHZITAGRZZ T TRV S

BT BN EEND,

RRTIEFEPHENL L TOROVAR S
BENTEBY, HETHRMSNTOLHBRGIE TR LN RZFEL LTIRRLTND, &
PREEE D RREN 2B 2 L TOZEFRTHY, TEHE2R-THO TR,

BRI : 2008/10/30~2009/3/18

O Mtk 40C [, RUEAER]
B =D A
<HiHK > H5 BRAAIRE 2 i 1xA 2 5 H 35 H
£k n=10 H (¥vv?7) /| HE Gxy?) /|FE Fyy?) J|EHE Gry?) /|EE (FvyD) /S
<H (Fx¥v?) JYFE (RF 1) | GUOL0L |BER (KT 1) 0| REE (KT 1) O|%EL (BT 1) O|%kER (KT 1) Okl FF4) ©
DIFA 7RV APFI> BEATENAF | BEATRAVAR | A TeAR | B TeAEN | BT eAA
WM (%) n=6
< 6, 10~40%> GU0401 32.5~38.0 | 27.4~33.8 | 28.1~31.0 | 26.7~31.0 | 26.9~33.1
<10 HERE, 30~60% > 50.3~58.1 | 44.5~49.4 | 44.6~49.6 | 44.5~49.1 | 445~515
<24 WFRE], 60%LL > 81.7~89.4 | 76.2~82.0 | 75.9~81.8 | 76.5~80.3 | 74.2~82.1
afk (%) *2 n=3 GU 101.0~101.7 | 100.8~101.6 | 101.1~101.7| 98.3~9 ~
£ 90~110%> 0401 . . . . . . .3~99.8 | 98.1~99.4
X1 NEME LT, BN Imm OBREEOFREBEOIER 2 &1, X2 : FREICHTIEHEE (%)
O MmEpAE 25°C - T5%RH Y, Bk
B A (A
<> E5 Br AR 2 1A 25 A 3#n A
PRk n=10 H Gryv?) J|FE CGevy?) /|FE Gy ) /|FE Gy ?) /|FE Gy ?) /
<FH (Xyv7) SYHEE (KT 1) | GUOM0L |HEE (RT 1) O|kER (KT 1) O|%EC (K7 1) O|KER (KT 1) O|%EC (KT 1) ©
DEH 77 LA > BATEVES | EATRAAR | EATRARR | B TRAEM | BT RAAR
M (%) n=6
< G, 10~40%> GU0401 32.5~38.0 | 27.9~355 | 18.9~28.8 | 16.7~28.7 | 22.2~26.7
<10 HEfE, 30~60% > 50.3~58.1 | 42.5~55.3 | 34.2~47.1 | 34.5~49.0 | 43.0~48.0
<24 W], 60%LL > 81.7~89.4 | 74.7~85.3 | 67.2~77.9 | 70.8~79.6 | 79.5~82.4
R (6 * n=3 GU0401 | 101.0~101.7 | 101.2~102.1 | 101.1~102.4 | 96.5~98.3 | 97.1~97.8
£ 90~110%> . . . . . . . ) . .
X1 NEME LT, BN Imm OBREEOFREBEAOIER 2 &1, X2 : FREICHTIEHEE (%)
O Mmpdt =R, Bt [De5 LR, KA
PBRTE H SEVN Fango &
< Hikg > HE Br A 40 I Lx-hr 80 7 Lx-hr 120 5 Lx-hr
PR n=10 o Frv7) /S For v 7RO For v 7RO Ry 40
<F (v o) SHEC (RF4) | GU0401 | #EE (87 4) @ AT 4 DN AT 4 DN AT 4 DN
DS 7 VP> Wih 7R LA VA VA VA
WM (%) n=6
< 6, 10~40%> 32.5~38.0 33.5~36.7 25.4~36.0 20.2~33.2
<10 KFfE, 30~60% > GU0401 50.3~58.1 52.8~59.6 46.3~57.1 39.9~54.7
<24 R, 60%LL > 81.7~89.4 83.7~89.8 84.9~91.1 82.9~89.1
EE (%) *2 n=3 N N N N
£ 90~110%> GU0401 | 101.0~101.7 98.3~99.9 99.0~100.7 99.0~101.2

X1 WA E LT, EEN lmm ORBIMEDO B EDIRR A & e,

5. MREERVBHREOREL

BARSYA

6. tFIEDESELL (MEILFHEIL)

RN

K2 FRRITHT2EAE (%)




7. EHtE

(1) BHBE
7 =V LT 7V 100mg 1, A AR AMERSBUE S =B E D b Ve T~ VRS — 8RR
Hah 7'V OEHBUGIHES LTV D 2 LRSI TV D,
FRBRIRIZ/K 900mL & vy, /X R/WEIZE Y, 50rpm TRBRA1T 5, )

T S
Fore" HE R R
6 IR¢fi] 10~40%
100mg 10 FREfH] 30~60%
24 HE[H 60%L

MekL LT
(2) BHHRY
AR
W AR BRHEERE S NVE
[Al#R%EL M OGBRIE : 50rpm (pH1.2, pH4.0, pH6.8, 7/k)

L]

- pH1.2 (50rpm) TIiZ, 1205 LINICE80% LA FEH LT,

- pH4.0 (50rpm) TIZ, 144053 INICFERI80%LL FAEH Lisio 7z,
- pH6.8 (50rpm) TiE, 144053 LANICFI80%LL EVEH Lo 7z,
- 7K (B0rpm) TIE, 144053 LANIZEEI80% L FEsH L 7=,

Abnl T E IR D 7 < VRS — BRI 7 v ) OFRHERFITH 5,

¥R Y
(Vs H bR
TR (%) pH1.2 (50rpm) FEHE (%) pH4.0 (50rpm)
100
80
60
40
20
0 . . . . 0 . . . . . .
0 30 60 90 120 0 240 480 720 960 1200 1440
B (53) B5RE (5)
A HEE (%) pH6. 8 (50rpm) BHE (%) sk (50rpm)
100 100
80 80
60 60
40 40
20 20
0 y T 9 0 . . . . . T
0 240 480 720 960 1200 1440 0 240 480 720 960 1200 1440
B (53) B (43)
(n=6)




8. HYEMIEERE
M EE R L
9. HEIPOAZS OEREERE
(1) B—KIEOHR [EHERE]
1) ~FHo7r 28k (D) AU v LRIKIC L 2 2 EKG
2) KRBT b Y U LERIKIT K D TR O
3) 1,L10- 7= Fr hulr—Kpoxs 7 — (95) EHRIZ XD BEKES
(2) I7ILBOER
1) S 2 L H#ET D
2) LYY ) — VR OWRERERIN - INEME DT v VARIZ X 28 e
3) BARFREFRIRIC X 2 AR
10. HAPOFENRSDEEE
RN T o E=r AU 7 (IV) RICEDHE
11. i
Y L7
12. BAT HIREIED 8 553
MEE R L
13. FEADELRSE - NELSSRGERICET 1R
Y L7
14. ot
L



V. AaRICEY 5EE

1. PRERITZHE
R Z

2. AERUVHA=E
WHREAIZ1IH 1B 1D 7L eRkn&kb4 5,

3. EGERA#E

(1) BRT—2N\vr—o
MY ER e L

(2) BREEE

1) SERZ RIS 5 R
SRR ZHERAED] 43 (] (PRHIOBKCZ MER LR 31 6], SVRHIOFAT S O e T
AMOBD BN 12 6]) ExH%RE LT, A#HIZ 1R 1H7 L0 4 BIREERS LT,
TORR, MEAFE, RMEREK ~v 7Yy MECBWTUEDS RO b, RBIERITZEE

i 2 ] CEWD 1B, R 1 61 CTh ot () P
R F O\ B G4 1 e acaill P14 2 A Pehit% 4 8

e (g/dL) 10.64+1.43 10.95+ 1.29 (+2.9%) 12.36%+2.01 (+16.2%)

RIMER (X10%/cm?) 378.16+47.32 394.09%+50.72 (+4.2%) 405.98+6.09 (+ 7.3%)

~vh7 Uy Ma (%) 34.14+3.37 36.05+ 3.60 (+5.6%) 38.26+4.94 (+12.1%)

2) BRI DR Y
PR ZHERMAER] 9 Bl &2kt e LT, AFIZ1H 17w L, ZOE, 1 B
M EE T 0.22g/dL, FEHHHRIARIL 29% CTH - 72, BWEAIX 1 BN OERIR TR O
LT,
(3) ERERFEEHER
MR L
(4) BREROFER
NER R L
(5) HREERIEER
1) BEALATRERGHEER
MER R L
2) LR
Hbh: 7 ~ VERES — 8k 72 L OB R Z IR 6 % A FAvE O
B ZMER BT 389 &R, AFID 1 H 1 [EE5IC L DR A RMEZRHME L2, x5
BEE 3 T N—T12m, 78R, IEGREE 7 ~ VBRS8N O AR IR 55— Sk Bl 4 4%
SRR & U C 2 A ORERHIE: (Zhisx —HEM) 235 Lz, £ ORER, RAIOA D
BTz,
3) REHHR
NER R L
4) BE - RERISER
MR L



(6) amrER

1) SANERE - FECEARERE (BHHRE) - RERTREKRRAR (TREERKER)
M EE e L

2) RPBFHL LTREFENOABXILEE L =HBROBE
%Y L



VI. ¥FEEBICRET SER
1. EBEZNICEEHSILEYMRITILEME
WeEEsE—8k, 7 = R —gk
2. B
(1) {EFRERELL - fEFRBFS
Al
PR ZMREMDYE, SROTGNPNEL 2D, JFANE LTRAM (g, 7 va @ik s
DOEFEREERE X OMRIA) 25, AN X 0 RMERDNFIFEFICEE L TH, Bk K
ZLTWAEELH 2O TRIMERDIEFIZE LT HE oy AiZbiz > TEAIB G- 2k 35 24
TNRBH D, 1T, WEER, FECREDEIZ LD T8I D D, FRE OB 72
T OIERPE 5T L0 hEERAE BT 5 BHONETIREEE) o IEM, TROMLEEREED
ENEBSOSRL BRI E Z T2 L3 H D,
(2) ENEEMTHHBRBAE
1) E&mfEm
7~ B ERITER R Z MR M LA s oI (4 8 Tl 100mL 47 v £ 2g)
KON~ 7 Uy MEO ER (28ET5%LL L, 4 BET10%LL L) Z3k4, —xizimeasE
EINEES 1 EMZRICEIICS S b, FRCESAMEORN S OIFEZ OHEINITEE TH
ol
2) HRKkE 7 ~ VEREE — 8k o> H R E R gL T
FRE A48 BFfIK7Z1T 52 THae X, 2 USihiel: 7 ~ VS —8kMA (7= -7k
V) ROFFRFME 7 ~ Mg —8ia i b5 L, BEELZENENFHEEHEERL BRI
LRt L7 S, AANTRT SRR bl U CHRIBFEEL, 8B L BITARITKLS, #ik
PEZDRAC K B B BEE OB AR BTz,
(3) {EFAFIARFME - ks
ZUERR L
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VI. EVEREICRET SIER
1. MAREDHER - AR
(1) aBRLtAEDLGOLPRERE
TED HAILTNRN,
MIEEFELEME (B 50~200ug/dL, otk : 40~180ug/dL) MNRE EXLELEZ X b,
(2) EmlAiREEERRE
( THRARHBR CReERR S - iR OESH)
(3) BRERHBRTHRE SN -MAPRE"
TR AR 7 54 (CEHMIE 7 = U F 2 138ng/mL) I[ZRER 1 0 78 E U, fiEek
EITtR 2 IZ EH L, 4~6 g REIREICEL, 12 RHRIZIERGAMEICE L,

200 .
RE%ES
(n=5)

2

® 150

2

@l C

#

T

g 100

50 ‘
0 3 6 9 12

B (h r)

7 )V 72V 100mg 1 H 72 VBS54 O ISR OHER
(4) B
MEE R L
(5) BE - SfRAEOEE
( TVIL- 7. tHEAEH) OHEZH)
(6) B&EH (REaL—L3Yy) @BIIc&YHBLEMERNSIEESHER
MEE R L
2. EWERERII/ZA—4
(1) BHAE
M EE R L
(2) BUGREEH
M EE R L
(8) "MATRLFEY T«
M EE R L
(4) HEREEH
M EE R L
(5) VU735 VR
M EE R L
(6) DTEHE
M EE R L

11



(7) MPEQHEEE"
MKFOEIT N T A7 =20 v (IEX 7)) LFEE L THEET 5,
3. IR
RO
(RN ORI Z R T COSIRIITEIIN L, SaEREIRH T E D D OSIIASIH < b,
4. 53
FROWLIN & B
RN OO KER D IIA~E 7 0 B HPIFET 50, RNELE A ROFEIIGE 5 D ORI O
HilC k> THrb D, /IMEOREHIZICER Y AN =FeldFest it S, SkllTmE g T
A7z VF U ERAELTT7 2T b U THIRICEE S D0y, BEEMEFIZAD g FEEEE
D7 A7 = (transferin) EFEE L CluEb 28845, SEOWINILZ O SO D
EECTEASND, THRZ7 =2 U FrBngkcafiang &, “Mogkiznll ER i< 7
% CHiofWimucosalblock) . SRKZIXEPMER, MiGEL, FHARERONER CTiEde,
(1) mik-XEMEEE
MEE R L
(2) Mm&-RatEREr AN
MEE R L
(3) Eit~DBiTHE
<HE>W
MEE (2 o7 RE ; 8UL) 1T MFe ZFRIRINIE G- R O D& G- L, SkOFLHHFBATEZH~T-,
M GAREE & B ERITE D ITHNFITAT L, BIRNEE 5 REOREFL SRR EEIL 8~12 FEfij T’ —
ZICEL, MEETRE LK TH T,
OB LIz, WINEDK 0.3% B FHIHFIZEITL, RAFIREDOE—2 1% 6~8 HEICA
B, FIFLOREN Do Tz, FAFEIIA S AR S R MERIC A - 72,
(4) BEBR~DBITH
MEE R L
(5) ZODBB~DBITH
M EE R L
5.
POy FEES
FANBIERLBIZE D AFFOSKEEIT1I0~20mg T, WINEINDHEOEITIAN1Img TH 5,
—75, WA ImgOENT, R, FERE L L bITEIMKDID,
FRAEZNETIE, ARICE D8OERNRH 5720, WINTREFOREITIA1.5~2.5mg 5T
b5, BRZO—FORKIIHINL TH D, MEKFDO~ET 1 B 1gFITIT3.AmgDERNE i
TEY, ~E7/ b 15g/dLOMikZ10mLA& 5 &, smgDENMEINT-Z L2 Db,
(1) HKEHMLIRUHBHERR
M EE R L
(2) KBICBEIE5T HB%R (CYP450 %) D4rFiE
MEE R L

12



(3) PEBEESHROERRUTOEE
BRI L

(4) REMOFEOERERULLE
BRI L

(5) FEHERBYOEERN/ S A—4
BRI L

6. Bttt

(1) BEtHERAI R UHERR
BRI L

(2) Bt
BRI L

(3) HEith=RE
BRI L

7. S ORR—E—ICET B1ER
BRI L

8. BHFICKKBEE
BRI L

13



VI. 224 (EFRLDOIFES) (T 5IEE
1. BEEANRLETOERH
R L
2. ERANRLTOER (RAESESD)
(22 (ROBHEICEEELENIL) )
PR ZIRBEIZ 7R [BRBEE & 725, ]
<fiftin >
PACGHIIEASHR TH Y, AT 1 H 0.5~1.5mg (F¥ 1mg) »E, F, KRFICKbI, YT
XK Img OBAERINT D Z LICLVNRT U REFESTND, (o TERRZIRBEIZ /2 WEE IR
Flate b Ulct, SamRbEZkE 2 rIRetEnid 5,
3. MEEXRITHRICEET HERLEDEEEZTDEA
ML
4. FERUVHAEICEEY 2ERLEDTE L TDEH
ML
5. RERENELZTOERA
[REHRES ROBFICITREICHRETDL) ]
(1) THILMEEE, BEEEEREGZR, REEBREOBEREDO S HEF LB RN A K
L, EESRIEAET DB 200D 5, ]
(2) FBEMAMNLARERIEDRSE DENEHETL2B8ENRH D, ]
<R >
(1) VEBEHERIBRSCIREMHEGR OWFIEI A TH L0, SFENIRT 2 LIEROBILE LD Z 035
%o MEAEDORIMIC XV, BT VNSO bKBDOEANTLHE L, MEFEEM DRV - OH
(E RueXT I VhN) ZEATDHEZZ NS, BROIIEEG STZEA 42 0 2 ORIGZ
ML, EEERBROIEIREIREFE LI mREEN S5 T 2WER"H D, 102
(2) FEMRRI AR IRIEI TR P~ OSKFERIZH R T AR Z A M OGP Sk 288565
EENTWD, 72721, NEBEITBIT DMREEZMRNEROELE Y 0 — U RREWVGE, #kid
FERAE MARK D 72 D DIMPIEII IR 7 v — S L, h x> TRMFEIEEZFERT D 2 LIk
LaRetEnd 5, 1Y
6. EELEXNIR L TOEBHRVLER X

AAPG L, EEMEREZFEmL, WERGICRORVWEIEETDHI L,

14



7. HHE{ER

(1) BtRAEEREEDEH
%R L

(2) BtREEELENDEH
HREE (BFRISEE TS L)

HAIAL BRASEIR - HiE AL ¥y - SR+

T IV A7) R AEWE  |RERCRAT AR | — AR L, FARIZIRFI OIS FH

7= WET B, EXNb,

=a—% /) v RPEA

FROBR i s L -E il RO E AR Z TR L, FHEIZEA| O
WSHE SIS,

il B A1) HIEEFI NS E o pH 2 BH-&8, 72, &
EYEDM ZTERT 5 Z LI X 0 ARFI DB I
ZHES 5,

B UBEEATHHD REMEDE 2R L, AREI O % FHE 3

(RWVEEE, 22— —%) HZEMBHD,

<>

(1)

(2)

(3)

(4)

(5)

(6)

FRIIA T RHVEWE T T A 2 U CREUEWEIL 2 A A L ¥ L— FETERT
Do FBRA A TEENEDO X L— b EREKL, 7=V AH T 100mg, T RT YA 7 D R
FUEE & bR SRR S MBS SN 5, 110

YU B (FERER) LT Yo (BT = ARBUEWE) LoOBHHICLY, 7Y=L
DOWIAHE S, ENHETT 5 & OSRG-S &, BINEHE L2 (1994 4 6 HJEAA K
B SREREK) o HEERAOMTE LT, 7= 1 8RN L— 2L, Zhn
By S DRI IET 2 b O L B X HATNG, & 19

—a—% v URPUEA RS L LT a Xy, iR a7 oo E O
Lk, ZSERIOTILHHLE SIS & OlENSH D, 2

FLPRARAS L8 LRI BRIEEKEUA & RO L2 VB (LARF sy 20T L, Wk
B e A RAIODEME TS 5 L OWEDR DS, »

IR FIEEAIODEIC X 0 A O pH B LR L, SIS o Cffigk~SEr S s o
R Z EMBERINAZIHIT D EEZ HNTWE, —JF, KEBIT VI =07, Tt
Y, SM L, AV T 4 U EOPH L COEMRIUINH ST, KBRIET L =0 ATV TR
LA Z BN 5 LW )W b b, 2 20

5= BEEET 500 1 4= VBN AR R TR LEORIAIE SND L0 ) %
BRS DD, 05, BR TRV DD EANIRFIET 1 H 100~200mg &9 REICIRA S h
27, MEREMBED L 5 ITRNOEERRIE L, SRIEEOTLE L= FOIEB R E o
By AT R R LA T, X Rl RESOEBNIRE S WIN SH, APETT
BT L7880 & 250 6 A BRI A7 & U 5 Bkl & 5, 20
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8. ElEH

(1) BEHERDOHRE
MRE GBI 2,184 Bl 74 f51] (3.39%) 91 HEDEWEH R HE SN TWD, FAREWEHITIRK -
D291k (1.33%) , Mm (LIEEYR, B, BAPUE, BE&EET) 181 (0.82%)
MEH- 10 7F (0.46%) , BEAAIR 9 (0.41%) 72X ThHhDH, OKFRBEEND 198244 HE T
DEEEH)

(2) EXLEIERA & IHEER

BAL 2D
(3) ZnthDREI1ER
&EE 0, N 0, v H
T 0.1~5%Aii 0.1%ATi5 B A
. WA - M, AR, H - 18, . .
; : AL
H & 8 T (ERE EE AN
B & EY Z 9 PRI Ik
z O R

H) Zok) sk sE2RIET 52 L,

(4) HEMBMEFRARREER VBRKRREERE—K

AR £ TOPE IR LA D S5 At
FRATIERIED 250 1,934 2,184
BIVE TS BUE B @ 20 54 74
BIVE RSB 24 67 91
BIE T BUE B3
(@/Dx100) (%) 8.00 2.79 3.39
BIVEF O FiEE BWEHZBUAE (%)
bR 21 (8.40) 63 (3.26) 84 (3.85)
M - 3 (1.20) 7 (0.36) 10 (0.46)
g GEL) 3 (1.20) 26 (1.34) 29 (1.33)
B 4 (1.60) 1 (0.05) 5 (0.23)
g 1 (0.40) 1 (0.05) 2 (0.09)
H EK — 3 (0.16) 3 (0.14)
HEE 1 (0.40) — 1 (0.05)
g2t F 1 (0.40) 3 (0.16) 4 (0.18)
BERARIR 4 (1.60) 5 (0.26) 9 (0.41)
H A 2 (0.80) 3 (0.31) 8 (0.37)
AR — 1 (0.05) 1 (0.05)
TR 1 (0.40) 5 (0.26) 6 (0.27)
R 1 (0.40) 3 (0.16) 4 (0.18)
AT RS — 2 (0.10) 2 (0.09)
Z DAt 3 (1.20) 4 (0.21) 7 (0.32)
oNEasion 2 (0.80) 1 (0.05) 3 (0.14)
D PERK 1 (0.40) 1 (0.05) 2 (0.09)
GIEb — 1 (0.05) 1 (0.05)
N AR DB 2% — 1 (0.05) 1 (0.05)
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(5) BREE, AtHE BEERUTROARSHRIOIARTAE
MR L
(6) EM7 LIAF—ISHT HEBRUREE

ZOMDEMER : WHUE (2 5FER, FP%) PRALLESICERGZTIETS 2L,

9. BlEADES

— R EEE CITABBENE T L TCWADT, HEICEETAHZ L,

10. ¥R, EWR, REWEFAOEKES
YRR L

1. PREADERE
YRR L

12. BRERRERRICRIEZIEZE

BSOS THREIEE D 2 L3 D,

<>

RN OTE, VTV 7k AN R D AER LA E —PRHER A S LT FEET

VIARATRT 3 B I OSAI DR TR IZMZESRTH D0, A ETIZ I N ARE L STV 5,
13. BERE

(1) SR B/ ERRN & 200, UERE, B, (E TR, RS oSk T
bb, £, B MEET, 7/ —CERHLND, BEOHEE, S, > a7,
WFEESE, HFRAICE S = Livd 5,

AFNRHNED T DR T D = & 03 B,

(2) B : IRAIIICIHEN:, JBUREBHETHD, ZTOMIZTAl, SPEA] (77 zaxy
) EOREE(TH, MES FRMEEERA B &b aIiE, FEA, ik
BRI AT .0

14 BALOIE

FRHI 3 (B
(1) ARANIRBERFITHY, Fo, RFROSROEN (F, &%) ICHET22L8305
DT, BT BNVONEMENNTZY, TOOELEZD L2WT, ZOFENETITRHT
HEIIHEETLHZ L,
(2) PTP w2k 0FHANL PTP > — M6l L TIRHT 2 L ofsEd 2524, (PTP—Fh
DORERIZE D, BOSATARIERIEA~FIA L, FIZXFLER D L CHBRIRREDERE
REPHEEDET D Z ENHESN TS, )

17




15. ZDfDIE

(1) AANOEEGIZLVENREAELETLZLBHD,
(2) BMERIZBNT, REOT a7 ) —/)LOGFH T OSITEES TGN LT & O »3
b5,

<figtan >
(1) ZHAUTEM SNV LD b DO TRETH D, 7750, WEEHMIZ L2 By — 1 EL XX
il R R
(2) B FEBRIZIB N T, 8FI e T e 7Y 2 — LV ONFRE G CIFOSITEED T 5 & O (Powell,
1966) 23& 5,
2%, FHAEAEMOME (Stockley, LHAR) TiE W< SO ETIIEMWEBROFER LD 7 a7
J =V ORESAHIIMEER ZREIC LTV, 728 20HHT 288 THE ARSI L2
W) BORENSATNS, W
16. Ttk
YRR L
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X. JEERAREERICEEY HRE
1. FEER
(1) EMFEEHFE ( VI EMHE(CEHTSHEB) 3K

(2) BIRRGZEEEHER
MEE R L

(3) REMIEEHER
MEE R L

(4) TDMDIEEHER
MEE R L

2. SHHR

(1) HEESEEHR
LD50 (mg Fet/kg)

% H BT HEEN
dd % o4 680 410 250
~ A ? 720 400 210
Wistar % 7 3,850 595 185
~ A ? 4,000 500 208
R, VA, Ty FEBIERITA LT, 1TEIRNER, MHRIEE, R ED3ED
bz,

FECHI OISR TIXHEBEEA OUAE, Mo d i, BEARPFERFTRTH -7,
(2) REBSEEHRY »
R FE R
Wistar 527 v MZ 40mg Fett/kg/day, 125mg Fet*/kg/day, 400mg Fet*/kg/day, 3 # H
MR OG- L7/ R, mOREEMEAEIT 125mg Fert/kg/day Th D EHEE SNz, ZHUEEE
IR REOK 60 fFICFHST2&TH D,
Flz, BlEgs OB TFIIRAE 2T o TofE R, AR Rl T SR E A b AL S s
Nl
(3) EERESHSER
ZMERR L
(4) TN %k=ME
ZMERR L
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X. EEMFERICEYT HRE

1.

4

BEIxX 5
Bl Al 7 =)V 71 7L 100mg 7L
BRI 7~ VIR — 8k 7L
. BAREIENIIEERRAR

AFEZ TR DEIIIRNICEE 5 2 & (24 LEMERBRE RIS <)

. & - RESK

IR
EHIMFEOLEOFIER

(1) ERTORYHRLEDFERIZDONT

Erzp L

(2) FFHIRMFFOEHZWNONT (BEFICTEETRELAFRSF)

10.

<FvoLBy  F

L Zzatt (M EOEES) (IS4 2HA ] 221)
(3) RAIFOEERIZONT

Y RLHR R L
. RBEHE
Y L7
. ag
100 77 7V (10 1 7&/L X10 ; PTP)
500 %1 7t&/v (10 B 7/ X50 ; PTP)
. BROME
PTP: R 7o’ L7 4V A, TIVI =LY
. B—m5 - ERE
[F—psr @ 72 L
[« Wilegk, 7 = —8F N U4
. ERREELESAR
ANBA
HEHRTARRBFEABRVERZEES
g KR H H TR
7 =)V 1 H 7L 100mg 200947 H 1H 22100AMX01639000
IR 7E44 HKEEH H HKRE T
Y N % 197845 H 12 A (53AM i) 82
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11.

12.

13.

14.

15.

16.

17.

EMEENBEAR

R5e44 HAGFEAEGEAE A A

7 )V 71 7L 100mg 200949 H 25 H
IHk7E4 HAGFEAEGEAE A A

TV ITEL 197944 H 19 H

PEEX IR EM, AERUVAEZEEENEOFABRUFETOAE
DA=ROAIA

BEEHR BHMERAREABRUVZORE

DA=ROAIA

BEEYME

DR

BEYMGBREERCEY 51FR

AFNZ, BEEWIMICRET 2HIBRITED B TUvRuy,

&EI—F

N SN LI, e HOT(O #7)
o [ = — I B a— a—F
7 = )L 1 7L 100mg 3222010N2022 620729301 107293803
IR LOFR
FRlZ72 L
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XI. X#k

1.

51
1)
2)
3)
4)
5)
6)
7)
8)
9
10

. D

L

3CHR

HE TS #NER (ZEMR)

HEE TS AENERE GRHHEER)

WALBAT il - BT L ERIR 25 (11) , 1963 (1976)

ERE— BT EERR 26 (2) , 299 (1977)

ISRl SHTE & BfIR 26 (3) , 497 (1977)

NEW $HE (RIS 7hH) - M, 421 (2019)
EAEIE—  filL : FrEE L ERIR 25 (12) , 2137 (1976)

FRGHLIE i 327 38 (11) , 1647 (1987)

Al : CURRENT THERAPY 18 (5) , 879 (2000)
EIRFME A R ORFA~OBAT LA, 214 (1984)
BAFRZ : CURRENT THERAPY 1 (1) , 93 (1983)
FHEEZ  EAIRERE 19, 179 (1992)

JUEFA : EF L3 26 (3) , 465 (1991)

Heinrich,H.C.et al. : Naturwissen-schaften, 60, 524 (1973)
Greenberger,N.J. : Ann.Intern.Med., 74, 792 (1971)
Neuvonen,P.J.et al. : BMJ, 4, 532 (1970)
Neuvonen,P.J.et al. : Clin.Pharmacol., 7, 357 (1974)
Ueno,K.et al. : Pharmacology and Therapeutics, 54 (5) , 473 (1993)
R HLIE) - FERHEEE 26, 145, 1995

Polk,R.E.et al. : Antimicrobial Agents Chemother., 33 (11) , 1841 (1989)
Kara,M.et al. : Br.J.Clin.Pharmac., 31, 257 (1991)
Campbell,N.R.C.et al. : Br.J.Clin.Pharmac., 33, 115 (1992)
A fih : Chemotherapy, 42 (1) , 6 (1994)

St Al EAETERIET R MRS 44 (3) , 180 (1996)
CampbellLN.R.C.et al.:Ann.Intern.Med., 117, 1010 (1992)
Hall,G.J.L.et al. : Med.J.Aust., 2, 95 (1969)
O’Neil-Cutting et al.,JAMA, 255, 1468 (1986)

WD SEAR - R 21, 149 (1968)

AREALIE e 18, 88 (1987)

JRMZ—  AAEAIRNSMERS 38, 1145 (1986)

AIEAUE  fth - 355 39, 245 (1988)

Powell,LL.W. : Am.Rheum.Dis, 25, 697 (1966)
Stockley,I.H. : Drug Interaction (5th ed.), 769 (1999)
SERERS Ml BT L ERIK 25 (10) , 1757 (1976)

EARERS Ml BT SRR 25 (10) , 1765 (1976)

BEHEE fh FEEEK 25 (10) , 1777 (1976)

DS ECHR
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XI. $&8/H
1. ELESNETORTRKRE
Ferrum Hausmann S.R.Capsules [Vifor (International) fI: (A1 Z) ]
AL AEIFTD, R4V, XA, ~UF—, L2 U772 10 oy ETREINTH
%

2. BIMNCHEITHEREIERR
L
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XI. &%

1. FR% - REIRICER L TERERHIMZ4T S I Hh = > THOSERIR
AEOFERICET 52
AR EZ T TR WSEICET 2SN E D,
RERTIESEPHEL L COARVWHALEENTEY, HLETHRESH TWERBRGIETHE LN
fEREFREL L THERL TS,
ERAEFHE D EAREA 2335 ETOBBERTHY, MTHEORGEZTRTHOTIEARL,

(1) g
A T ORESRER

Jx)LLhTIL 100mg
Wit 7w DEEEE 40°C, 25°C « T5%RH &Y 120 5 Lx-hr ORIFESME TR LR, M
PRITABEADOELSK Imm O/NERTH Y, GEITEENTH -7,

TRIAERK « RBRIA O 72 V2 BE L, WAMZERY L7z,
BRI : 2009/6/17~2009/10/1

@ T ENANEY) 40C DY, KRUBRAES] (Be/ IME~Fe KA
RERIEH 7 k PRAFEA
<Kk > & BRAARE 2 i 1% A 2 5 H 3#n A
PR n=10 EC1201 FOOBELR | FMEOOELR | FMEAOBER | FBAOBER | FMBEOER
9 1mm O/0ER | £ 1mm O/0ER | $9 Imm O/0ER | $9 Imm O/)ER | £9 Imm O/)NER
A~B. (o R p—
Efgofl)wo/nj EC1201 | 100.5~101.8 | 101.1~101.9 | 101.1~1016 | 99.7~101.7 | 99.3~102.2
0
X RREIIKTIEAER )
® 7 ELVAEY) 25C - T5%RH [, Bk (Fe/ M~ Fe KAE)
RERIEH 7 bk PRAFEA
<Kk > & BRAARF 2 i 1% A 2 5 H 3#n A
PSR n=10 EC1201 FEOOELR | FMEOOESR | FMEAOBER | FEAOBER | FMBEAOER
9 1mm O/0ER | 59 1mm O/0ER | 59 1mm O/0ER | #9 1mm O/0ER | $9 Imm O/)NER
A~B. (o R p—
E‘fgofl)wo/nj EC1201 | 100.5~101.8 | 101.4~102.1 | 101.1~102.2 | 100.3~101.1 | 101.4~101.9
0
X RREIIKTOIEAER %)
@ I ENANEY =R, Bt [D65 R, KB (/M ~F5c KA
RERIEH 7 k T &
<H > H5 BH AR 40 I Lx-hr 80 & Lix-hr 120 5 Lx-hr
[ FAB DO EL HB OB FAB D EL B OOELE
“:E*U( n=10 EC1201 %) 1mm 0O/NER 9 1mm D/NER ) 1mm D/NER 9 1mm D/NER
A~B. (o R p—
"o f1)100/n>3 EC1201 | 100.5~101.8 101.5~103.3 101.6~102.6 101.6~102.1

X FORRITHTEAR ()
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(2) HE - BAMRUBREREF 21— J0EBM

2 )LLA Il 100mg
PAN-¢ 2

(%]
AANIIRBIERFNITH Y, A DR % I D0 A L TV ET,
AR - BB & D WITIRZAT 9 BB, AAIOBHHIOR N R Do BTN A H Y £7,
ZD7e®, RENIREREBIER L OT 2 — 7 @iatEOiHMiiZ 17> Tk /A,

2. ZOhORIEEH
L
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