20244F 4 HHGET (55 6 i) HARRYERS dn S0 R 7 873222

EERAVAELI—T4H—L
H A5 B Al 2 O TF FR il ZAH201 31 HEHL L THERK

AR D IEA 4 B g FH

DIJEEFE—iANaz=o0mg/ ¥4

SODIUM FERROUS CITRATE
DT UBRE—8TF b LEE

vl |74V ba—F 008

®A o KO X oS LN

B - & | 1P UBRE 8 R U T LA470. 9mg (Bk E L Ch0me) S
B @ PR EEEST - i SR A

4 : Sodium Ferrous Citrate

By 5 A GRAE A B | SEGEAGRAEA B 20134E12A 3 A (e A W)
oL K e IR E | SRMAEVENGEAEA B o: 201446 A20H (RFEA A )
- X 5w £ A B |3 % % H H 199447 HS8H

P - BUERIE () -

T I &R FEIC - POURRESER A S

[ A o 5 3 OO LS G

PO B3R R Z —
TEL : 0120-381-999., FAX : 06-7708-8966
PR A TR A TEHRY A b : https://med. sawai. co. jp/

O

flow A& b &

AKIF(320224F 2 HUGET OB FIRLOFERUICE S S WET LT,
OB DTG HT . RSTAT Bk N 5 0 PR R B AR 18 5 B A8 — X — Thittps://www. pmda. go. jp/ 12 T ZHERS
<TEEv,



1.

IFFIADFSIZOME —aAmrERme—

EERA VA E1— T+ —LEROER

[ 37 FH 15 3 05 D FEARH 70 BERO I it & U CR R SRS G (LR BN 3G L I8 23
%, EREBIG CEERN - JEANANSE ORI S DS B BB 72 2 38 5 O 148 15 3 4 15
T OBRITIT, IR SCEICRRE SN A BT 2 EISEEM R G R LB R G AR H D,

FEIRBLE Cld, U EHE IOV TREE R O EIRE RIS HE ITHEROBINGEROE %
L CEFMAEMMTE L TRILL TE T D, ZOBRICHERTERZ MERENICAFT 27200 Y
AZARELTAVEEa— T+ —ANFE LT,

BAFN634EIZ H ARBEIEAIRI S (LU, BRI EIET) 25 2 NEE RN TERMA VX Ea
— 7 4 —2A] (LLF, IF L) OALEA T I ONCIFRe#E e o Lz, Tk, EREEES
A N R AT R = — X DE LA 51T T, k104 9 A HR3EFTE 3/N &8
SZB W TCIF L EEOUGET M T,

FIZ104ED R L, EIRMIEROAID FTH 2 MIEBE, T Th D [EHRBUE O AR,
PIFIZ L - THE « EIRBEEIIRE S EL L2 2 & 2520F T, R204E 9 H 1T H 7 S % 2RI 4
ZERITHE W TIF L ZEFH20082 R E STz,

IFFR# B AH2008 Tl IF Z MR DM & LTIt 2 5. PDFSOEMMNT — X
ELTHATEZ & (e-IR) NFEAIE 22572, ZOEEICHHOE T, IR SCEICBVTIZIEE -
hEEDBEMN), &g - g - BEREANERONRE 17 EOUFTRH - 12HA1T, KRTOR
T — 2 BN LT BThR Oe-TER L SN D 2 & e o Te,

R De-1FIX, O) EELERBERBAEEOEELERBEMLES — L=
(http://www. info. pmda. go. jp/) " H—FE L CATFAHE & 72 > TV 5, HAIRPLERAIRI 2= TlE,
e-IF Z#8i 2 EE M E IR AR — A=V N AW Y A S TH D Z & ITHEE LT, AR
IO Te IFDIEMZ T 2k A 38 L Tl 2 OIF AN IRAT SCE 2 M523 2 8 E 4 H
fH@ME L CHUIEE - Rt 228 L,

20085 L VA ABDA F B a—T7 +— LRETE 2 BE Lo THf L T & o EH 2 i
fliL, BERBEICLE -TH, EM - FHIMEICES>TH, DERORWERRETHZ 2B %
Tro FZTAHRE, IFREEEO I UET 21 TWIFHEEE2013E L TART HERE o7,
CIFEI

IFIX TR SCEEOR A e L, RIS OEERIEFEIZ L > CTHEEBICLNEn, EK
S OSEEEO T D OIEH, WG FOT=OOMFE®R, IO OME®R, &GO EMH O
7o O DGR, FFEWN R EBE T T O D OIERENERN ST AR ER] O ER LA E S L
T, AR ELHEREZ R E U, FEIALS O 72 D12 G54 3R 0 B AS 382 VERR & O 24K
FL CWDPINER EALEMT b D,

TofE L, L - SRR 1T 5 b 0, TSR EORIFIE 1 2 TN T 5 b DK
SERFINEH B S DS - I - SRt N E EESIIFOEFE L TR 5, BNz 5L,
AN CRUE SN ZIFIE, AR E S 25550 - HIWT - BRREST 5 & & blc, BERMTE
THHDEVWIRFEFFOZ L ERHEE LTND,

[IFD#R=]
OHIFITA4RE, fEEEXE L, FHIE LTIORA v MU EOFTER(XZRIFERL) CThod L, —@RlY

LT D, 2P L, IRMSCE TR c R E WA, BETEATII I UCHEY b LT 5,




OQIFFEHEHEICESEER L, FHBAITT Y v 7K TRET 5,

@FMDFEHTAE— L AT T T HIRFEAER D TFRH O F5] & OMEE O AT D
bOEL, 2HICEED D,

[IFDERL]

OIF XA & U TRFI o 58500 (WAL AL SVRAD IC/ER S5,

QIFICFLHET 2 B K OWEAIE B IR R E U 72 IF Rl sl B S HEIL 3 5

O TEONBEHTET S L DIFOEEITH > CHERESRNTEH I NS,

ORISR O EICET 2 b 0, BEKASEORAIZ ) 2 BT 5 6 O R OEART 21X U
ERRAEEE B O AR - Il - ST REFHICOWTIERRE IR0,

ONEIESA ¥ B a—7 +— AFCEEH2013) (AT, [TFRR#iEE2013) LB I K D FER S
NIZIFIE, B FEARCORMA AR L L, MBI U CERAIRAE 184K (PDF) 2> 5 Hifl
LCHERAT 5, ¥ TORKTMAETIIZR,

[IFDHT]

OMFFEREFE2013 ) 1%, FR264F10 A IS AGR SN BESE SO & 72 5,

@ _FRRUSDESHKICHOWTIL, TTFRRHEEEFE2013 1T X A1ERE - #2HHTHRE S D & O TR,

OfEH EOVEREOUGET ., F5F AR T PR TR 5 BRPR FRaTAm) 23 /A3 S Av7z ke /0l NS @S
SEDYERZEN 72 S, T RENBRRKEL Lo GAITIRIFRSRET S5,

3. IFOFAIZHT--T

[MFEHEERE2013) 103V TlE, PDEZ 7 A M L A B IR TORMEAZ AR L LTV 5,
18 2RI 2 AL, BrEAHLEIR L CRIRAT 2 2 EAFAITH D,

B BROIFIZ DU T, B3RS E RS A O 30 RS T IR AR — s —
WIS DR E STV D,

RIS FETTEIES AV # B a— T 4 — LMERRDFG| & )10 TERL - #2883 223, IFDJR
REBE 2 ERBGICRRE LTS RSCIFMERR IS GO L EE O S 12DV O X gE 3
DOMRESDA L Z B 2—|Z L EAMER DPNEZREI S, IFOFIHMZ GO 5 LEH
bo, iz, ERFSGET SN D HEH EOEEZICET 2 FHEICE L TL, IFASRETENDH ETO
IR, YRZEE IR O BRI T 2 IRA SCEC B W 3ES, 6 2 WX ERR M ERERS
TEMBE Y — B A FIT LV EAIRNER S HT 5 & & bIC, IFOEHICH T2 - TE, RO
I SUE 2 R 3 R AR T AR iR — AR — U CHER T 5,

728, W IEE R EMEORELR D R0 BELE STV D TR AU | 0T 224 E T o3 TER
PCBIT A IEH B SIIAGRHEEICEDL Z 0BV . ZOBRHMWIITHoRBETRETH 5,

4. FRAICELTOBER
IFZ ZEHIANE D B HEEFICB WD TR T ZENTERVERLFERE L THEH L TIEE

720, UL, BMEESCERAERL et —r a3 v a— FEICE I L v, SURp3En
MR E L CRETCE 2HAICITA T ERAR S 5, [FIXAFHEOFTHMEHELZIT T, 4
IESR AL ORERMNENER - BT 2 b0 TH DL Z L, fldl - REUCITHINZZIT S5 %
BN L EFEER L TR R IER B0,

FREEEIT, IFRHL ETHRIMICELMTET DIEREM THY, A F—F > FTD
NBISE B E 2 HEE EOIERFNCEM L 20K ) BE LIER S TWD Z L 2 BiE LT
HREIERTHOLERD D,

(20134 4 H2ET)




I. WEBLCEETA3EE o 1
1. BEBORREE . 1
2. B OIREEN) - BAFRRE. o 1

I, AFRCEET 2B, ..o 2
1. BRTBA oo 2
2 RA 2
3. KGRI MR 2
4. HFREOSF ' 2
5. AbLSA (WA . 2
6. BHA. B4, e, BEES....... 3
7. CASBERE . 3

M. AR ASCBET 2. 4
1. MBSO, 4
2. AR OEEGEMTICB T A LEE. ... .. 4
3. BRI OMRABRIE. ... 4
4. BIRSOEEE. .o 5

IV, BENCBIT 2B . o 6
1. I 6
2. BARIOMAL ... 6
3. A, HAAOSEMEICHT HEE. . 6
4. WROERBEMETICB T EM. ... .. 7
5. PHRIEN OIS OREM. . 7
6. Al E OELAEZL WEALFNIEL) ... 7
TR 8
8. AWEHIERERIE. 9
9. AP OHRY OMERABRIE. ... 9
10. BHFOFIR T OERLE. ..o 9
Lo oMl 9
12. IRATHAIREMEDHARHMED). ..ol 9
13, VEEDS LB - MBS R R R AR B

BIEH 9

14, ZOfL 9

V. WBIRICETATER. o 10
1. BhRESUTZNA: 10
2. HNEMOME 10
3. BRRRGRE 10

VI. S EICBIT ATEB. . 12
1. RPN B AW UM LEWRE. .. .. 12
2. FEER 12

VIL EYEHEICEETD2TEA. ... 13
1. M REOHER « WEE. ... 13
2. HMPEEERRAINT A—F 14
BUMRIY 14
A BT 15
SR & v 15
6. HEME 15
7. NIUAR—Z =TT DEHR. ... 16
8. BNTEIZELDRER. ... 16

VI 24t (EH EoEE) BT 5 ... 17
1. BENEEFOHB ... 17
2. BoNE OB (RASEET) ... .. 17
3. FREUIN RIS A EOEE L ZED

R 17
4. FAEROHBEICEEST A8 FoErE s 20

B 17
5. HEHGHNAEELZOHE ... 17
6. BEREANEE L FOMM K OULE HE ... 17
T.REER . 17
8. BIMEM .. 18
9. EEE~OBEL 19
10, ifsm, PEMm, AW E~O®L oL 19
11, NS 19
12. BRARMRAERERICKIETREE 19
13, WERE ... 19
4, WA EOEE ... 20
15, ZOMMDIER . 20
16, FOML . . 20

IX. FERRREBRICBET2EHE oo 21
1. SRERRRBR .. ... 21
2. BMERER 21

X. EFHMFEICBETDHEA ..o 22
1. BHBIRA 22
2. ARHIRSUIMERBIR ... 22
S.ORPE RS 22
4. HABIRDN EOEES 22
5. ARG 22
6. A 22
T RO 22
8. F—RAy R . ... . 23
9. ERSEAEAH ... 23
10. BUERFEAGEEA B R OERE S ... 23
11, BARIEYENGEEA B 23
12, ZhEEXIEZhELEM, AEL O REE BN

ODFEABROZONE oo 23
13, FEARE., FillfRAREH H K OED

P e 23
14, BFEER ... 23
15. BRI RIHIPRE SRS DI ... ... 23
16, BRI — R 23
17. ARBRAAAT EDVER . 24

XL, STHR. .o 25
1. BIUHSTER .o 25
2. FTOMDBEER ... 25

XO. BEGEE. o 26
1. ERAETORBRI ... 26
2. WINCBIT DRSS SHR .. 26

XIL. (B2 26
ZOMDBEER ... 26



I. BB 5 HA

BMEICET SIRE

1. Bﬁ%@ﬁéﬁé ...........................................................................
7 = PR BRNaFEBOmg [ U A |13, 7 = VR8T N U L@ AT D At OEA A
BIPAITH 5,

I TR 8T N U U AT BB S TV U ARIZ N2 2 IRV pHIE T RIEEME D % 1 ERAI T
PR ZHEEmMIZHAN BN D,

AFNL, BIFEEHRM L LTTFRBAICESE, KL ORBRTEzRE, e, EW3
AR SRR 2 JEh L. ARG T EHICE T,

7 = v F— LEES0 (IHAGES)

AGRHEEICES UYEIL L =@ 4 WAFN554E 5 H30H HRFEHE698 5
KR 19944 3 H
S 19944E 7 A

20144F 6 H T TR FH1% 78 15 38 5 O A&GE 272> TOTEL DmAIZBET 2 EEFHIZS
W CERRITAE 9 H22H SEARAEIRE 09220017) \CHES X [V = U BRSE—8kNafEs0mg [T
A 1 NkRGe4 = AT LTz,

2. @ﬁ@jﬁ:}ﬁiﬂl‘] . —@ﬁ“?ﬂ"]?ﬁ'li .........................................................
D) BERMEN S T VA VPRI 2 2 SO pHIK CRIVEME Y O FEA A U BIBKAICTH 5,
2)MINSNTBRIT N T AT =2 ) - EEERE R0 | BRI CORIFERICED AL L, ~ES

a AR SN S,
EIEHE LT, - gk, BREEAPE, 8 - R, 382, AST(GOT) ® k&, ALT
(GPT) O FHZERHE STV D BEEARE),



0. Z#ICEd 5HA

0. £%#ICEEY %|E

7 T PR — 8N aBEsOmg [ 7 A |

2) %4
SODIUM FERROUS CITRATE

3) BFRDHK
WA ITH 9 A22H HARAIF0922001 5 | 1ZHESEMms Lz,

2 — .Q ...............................................................................
1) #% (f %K)
7 T RRE 8T B U U A(JAN)
2) F4% (%)

Sodium Ferrous Citrate (JAN)

3) AT L
R

3. *ﬁiﬁiﬁﬂliﬁﬂ’iiﬁ .....................................................................

gH 2CO0~
HO —? —C00~ - Fe** 4 Na*
CH:CO0~

ﬁj\%ft . C12H10F€Na4014
5y & 526. 01

5. 1t$% (ﬁ%;’f) .......................................................................

Tetrasodium biscitrato iron(II)



O. AFICBd %A

6. BEHA. BB BB BB e
Brlop L

7. CAS%@%%% .........................................................................
50717-86-7



. Ao B4 5 H A

. A <Ed 5EHE

S L R oL = S
[DEAN R E2/N
FEA O~ OO EEDOHM K TH D,
RE e < BVEkE b o, 2

2) ARt
AKIZERFIZ K, =& 7= v (99) 1T E A EET 72\, AERE, AibEE I AR T 5,
VAMRRE (37°C) 3 : pHI1. 2 : 158. Img/mL, pH4.0 : 169. 4mg/mL, pHS6. 8 : 161. 3mg/mL.
7K 1 166. 2mg/mL

3) iR
B ¢ 0. 5% LA (0. 5g, JFFO0. TkPaLl K, 110°C, 4 WH¢fE) 4

DR (SRR B BREA
AR L

5) BRIGELARREE
ME S

6) HERRE
BB L

7 ZOMOEHRIEE
BB L

2. ﬁ;ﬂﬂzﬁ\m%*ﬁ%{ﬂ;?[:a&sl-}-éfﬁtli ....................................................
o T Ko TR A B L 12 5,
K :37C, 6HEMIXLETH D, ¥
WM (pH) : pHI. 2, 37°C, 2BFBIILETH D,
pH4. 0 }x OpHS6. 8 (2B T, 37°C, 6T LETH 5, ¥

3. IR DFESRERERIE - oo
JR 7 = R8T N U U A OfERRRBRICHET S,
1) AR S O o7 7 B BE A Y w7 LIRS & 5 TEB UG
2) RESUEHAER
3) SRR AT R OVRIE T



. A& B4 %A

A FFIARON D TE R oo oo
JSBT 7 = B — 8T b U U A OERIEIZHES S, (TR



Iv. RANZEI4 25 A

V. ®&ICEY 5IEHE

1 ﬁ“ﬂ? .................................................................................

D EIFDOREF, SRR
] I ® T N
A ® (pe) | () | (% Em) R
T AN T—T 4 TR Q @ H

#9546
2) B DYt
A . B R aRBRE AR MR OTHIC L B EFRERBR AT O & &, Bk

L (=] ‘a—%)o
W HVE © BASRR T AMESE SR EE 3 E8 I HIMEDIRIC K VR 21T 5 & & BKICEET 5.
(K. 4543 : T5%LA )

3) #Aa—F
SW-344

HpH, ZBEEL. HE, LE. BEOERUVREGpHESF
REERRL

2. ﬁ%ﬁlw%ﬂﬁk ...........................................................................
NDEMHS CEERS) DEE
1EEFINC 7 = B —8kF N U ™7 A470. 9mg (Bk & L Ch0mg) & H T 5,

2) #m
whe L<C, hrrounsnay fabro—2, BeF2o, A77 U VBEMg, 77
7)) a—)LEENa, £ Faedi 7ot liluo—R, b uaito—R&2&E6745,

3) T Dtk

BB L

}E&;’%ﬁus ¥L§|J0)§j\ﬁ&tlil:ﬁj—éij:_%": ......................................................
BN



V. ®ANZBET 5HA

4. @ﬁ“@%*ﬁ%ﬁ;jﬁ:ﬁ“—éfﬁrli ........................................................
1) PTPEEES D ZEM (RERFRER) °
7 T W —#NafEsomg [V U A | ZPTPUZE (R Ve =17 4V A TAI{E) Lz
%, Er—@iEGRY) 2F LR LDz on T, “ENRBREIT- T2,
ZORER, BUSICES LTz,

r‘ﬂ;*E . *l"-&‘-\\'

B 7% # SED2Y) =R R
% IR HEDT )V ha—T 4 TEETho T [A)
Aa B O #HOBE H IS [\
E 2 B OB 100. 1 101. 2

X FREISHTAEHER (%)
2) N\ FAEROLENE (RIHRERR)
7 T PR —8ENabEsomg [ H U A |2 NTFAEEGRY = F L AR L- b DIZHWT, ZENE

AR 21T > T2,
ZORER, BEICHEE LT,
l-‘-|;~E . ~ﬁ\ 7
BT Pt iggﬁ
i3 iR HEDT 4V ha—TF 4 TEETH T [A A2
Bm O H A OB HI& IS [Rl/E
E = A BX 100. 8 101.0
X FREICHTDEAE (%)
3)EALET DREMRERC
U UBRE—#NadEs0mg [V U A | OIEAEEORIFNZOWT, FHESLME T TREL. ©F
PERBR 21T - 72,
FOFER ., WBEOSME T CHER TR SN,
B iR *
REEEMH 4 =% = (25°C75%RH (jamste
“0c3 5 A) 3 A) 12055 1x - hr)
N
e | FEOCTALLT | Bl L Bt L
—T 4 VT EE
HE (kg) 7.5 8.1 3.1 6.7
AR & A BR R 7 L A7 L FRE7Z L RiE 7 L
E 2B X 100. 0 100. 4 101.0 101.3
H AR B 2R AI RN 20 825 - 0 72V H O A EARIE TCOLZ TR OFAEICHE L TR %
fTHoTW5, Mo =Ty EB100L Lm & XDEFR(%)

5. EH@;%&U;‘@%E?&O)?E:IE .............................................................
BN

6. 1&%“&0)@3@2{’:1[: (%}E.ﬂ:iﬂ/‘]%ﬂ:) ......................................................
BB L



Iv. RANZEI4 25 A

7. ;gll:hlrli ...............................................................................
AFNT, BARSER I IMES B 3 BRI E D DN HEICEA LT D Z E DGR SN TV 5,
<TEHZENIT B RS ROELIE> T

2 FH 2 35 050 0 50V TR L 2 4R 2 ARV HHERER () 212D\ T k164

4 H12H EEFEAFF0412007 5

e | 50rpm (pH1. 2, 4.0, 6.8, &)

AR 14 6~y

1A 2N

[(BFRRERUVEE]
AL BT, FERF OB 7 VRS & 0 | SR & OV T VR O 72131057
VNTHoTold, T 7L O R THIE Lz,
<50rpm : pHI. 2>
FRAERUF OO SR HIZR 7360 % (1557) K U85% (3043) A1 D 2 B Rz T R EA D -2
HH =R AR AR R D SRS R+ 15% OFIHIC & > 72,
<50rpm : pH4. 0>
PR ERUA O SR 2R 70360 % (2043) K TUB5% (3557) fHIE D 2 R silZ 35 T, sk A O S
HH =R AR ARG D SRS R+ 15% OFIPHIC & > 72,
<50rpm : pH6. 8>
FEERUAI D SR HH 2R 70340 % (1553) K TU85% (3557) fHlE D 2 RE iz 3T, sk A O S0
HEERITAFERGR D IR R 15% ORI H o 72,
<50rpm : K>
PR B OO ST 3R 7340 % (1557) K U85% (3543) AT o 2 I iz T R ELA oD -4
HY SR I IAR ERR D SEEJEE R £ 16% O#IHIC H - 72,

PLEDORER LY | WA O KBRS TH 5 L L7,

(B eh#R)
<50rpm:pH1. 2> <50rpm:pH4. 0>
(%) (%)

120 . 120 ¢

wol ] A= 100 -

80 | ol = a0
» B
% 60 % 60

w | 4 o

e HTUEE—#NafE50mel $T 1] " —e— UT % —#Nafi50mel $T 1]

2 ¢ -0 R LH(EEH]. 50mg) 2 r -+ O--- {BHEBUHI(GEH . 50me)
OC/ 1 1 1 1 J OC/ 1 1 1 1 J
0 10 20 30 40 50 0 10 20 30 40 50
BF il (min) Bl (min)
<50rpm:pH6. 8> <50rpm:7K>
(% (%
120 ¢ 120 ¢
100 | 100 |
o} O o} 0 a0
Ho60 - 60
® i ® 2
20 | ) w0
[T —&— VTUBRE—#NafEsomel 471 —e— JTUEE—#Nafi50mel 471
2 r 0= FEEHIGEA, 50me) 20 r e Oeen SRR, 50me)
0 1 1 1 1 J O 1 1 1 1 J
0 10 20 30 40 50 0 10 20 30 40 50

Bl (min) B il (min)

(T = s s i)




V. WANZBII 5IHA

8. E*@im%ﬁ%ﬁ;ﬁ .......................................................................
EARRAA

9. %ﬁﬂﬂlﬂ @;ﬁ;&ﬂﬁkﬁ\@ﬁ&%ﬂ%ﬂ%ﬁli .........................................................
V) AEEI N7 = U o7 A U U AR K DI
2)RT =T KIZ K B RO
3) 7 = U ERYE O EE S

10. BURIRDATNFE AN D TEDIE ~ oo r v
SRAN AT O BE TR E VA

11. jj{ﬂﬁ ................................................................................
LR

12. ;’EAT%E"QE:IEG)&%%%E#% ...........................................................
ek L

13. 53':%75{%‘%7’;@%% . y*gﬁb{;‘%y*;’;?éﬂ_%g(:ggj-éllﬁﬁﬁ .......................................
ek L

14. %G)ﬂﬁ ...............................................................................
ek L



V. {BEICBET 5HE

V. AaRICET 51EH

1 BRBE IR - oo e
PRz R

2. Fﬁff&l)‘ﬁﬁ% .........................................................................
BER AL, #8E LT1 H100~200mg (KA 2 ~488) % 1 ~ 2 [BINI0T CTREKROKGT 5,
k. AFER, ERIC K VI EEEET S,

3. Eﬁ&ﬂz%ﬁ .............................................................................
NEERT—32/\yr—
RN

2) ERFREN R
BB L

3) R PRI
BB L

0 BRI
BB L

5) REEAIELER
(1) e BB TRERCHB
BB L

@ B
LBk L

Q) &M ER
REERRL

) BE - AR
BB L

6) JAmEIfE A

() EFIFEERE - R AARE (B HE) - W HERRRE (TSRS
BB L

_10_



V. GRICET 5 R

QEBEHELTERTFTENDHNERITIER LI-RERDHE
EARRAA

_11_



VI. FZh3EER B84 5 IAH

VI. EWEEICEHT SHHE

1, IR TR R A S YN T G IR - - oo
PREUA - BRERER, T~ VEREE—8k. WEMEE U RS TS

2. ;;;E{l';ﬁﬁ .............................................................................
1) YEREML - {ER%R
W ENTZERIE N T A7 2 U U-REAIRE 72D | BB TRIFERICIRV AT, ~EF 1
EUARICHI S S,

2) EHERN 1 BB
AR L

3) e FRRTRRSR - FHERS T
BB L

_12_



VI HRpyEhielZ B4 55 A

VI. EMBREICET SRE

7 T RH T ) ARFIOFEBIZOWTLUTO LBV HES LTV D,

1. IAREREEHERS « JITESE - oo r vt
DAaBRLEENGILDRE
MMER L

2) Bx = I i FE )2
VI. -1. -3)&]

3) B FREER CRERR SN IR E
<A RH RIS >
EAE (22 38 it D BIE ST A DO AGE R FEICE LIRMT TR E BRI OB ZEIZ oW T
WAFNG54E 5 H30H 3REFHETI8 %
Fmes= |0, 1, 2, 3, 4, 5, 6, 8, 12hr
REEAR | 7 HY
BIEAE | NV T7xoF ozl JEHEE

7 T VPR BN afEbomg [ U A | LARVERA 2 R T Fic e 288 (Bk e LT
100mg) ZEHERFHARIRE A # G- (7 v 24— 3—1k) L, MIGSRE Z HE Lz, 155723y
BB/ T A =% (AUC, Cmax) IZOWTHERH T 24T - 72 R, WA O AW ER [ SEVE D R

iz,
KHUH 2 ER G- OFYENRE R T X —H
Cmax Tmax T1/2 AUCoqzhr
(ug/dL) (hr) (hr) (pg-hr/dL)
7 = VPR — 8Kk NafE n N n "
50mg [ 1 | 244 +44 3.4=%x1.5 6.6x2.0 23511474
FEHERLR (2R, 50mg) 240168 3.61.1 6.5*+3.3 2271635
(Mean*+S.D.)
300 - - —— TV —8kNafE50mgl D 1]
4+ I 4 - + ---o--- ZERF (FEH. 50mg)
) i -+ -
50l T Mean=S.D. (n=16)
M 200
=x=
/B _
#% 150
=
g 100f
(ug/dL)
50+
R A H B B i

B 5 & OER (hr)

_13_




VI. EpEhreic B84 5HEA

MYE IR E 72 5 ONZAUC, CmaxZED /R8T A—X2 %, #ERE OB, (KR ORI % « FFE
S DFRBRGAEIT L > THRAR L TRENR S 5.

4) 3
PR L

5)BE - HHEDOEE
ViI. -7. &1
HEAAUEOFEFWINEIND 2D, EEHEE, 1% CTHWIN LW,

6) BAER (KE 2L —3a) BRATI KU HIBL - BN B R E HER
BB L

D B RE SR ST AT - ot
1) T 7%
BREERRL

2) BARERE AR
AR L

NNAATRASEY T«
VI. -1. -3)&]

4) B EETEL
7 T PR —8RNafEsOmg [ U A | 2 B 712 2 8 (Bk & L T100mg) ZE 18 e Hi[al g O ¢ 5-
L7238 O8O IH w55 Y

0.115%0. 032hr™!

5)V)TSU R
B R L

6) TR
BB L

7 MEEEHEE
PR L

WRIEBAL = e

_14_



VI HRpyEhielZ B4 55 A

4. ﬁj\;ﬁq .................................................................................
1) 1% — iR P9 @@t
MERR L

2) & — Aa AR RA P @ad i
AR L

3) Fit~ DT
AR L

4) BB~ DIBATIE
AR L

5 Z DDA~ DIBITIE
AR L

5. 1’t§§‘f .................................................................................
1) FREERAL R R EBHR B
LR L

2) KHICEA 59 5% (CYP450%E) DR FiE
M ER L

) VELEEBNROBEERVEDEE
AR L

4) KEYOFHEDHERULER
AR L

5 BB DEERAI/ NS A—S
AR L

1) e AR AL e UHE B8
Ty W, BORGORIRI L DR BRI D8, FrE O HRIEERE A 20, 1

2) HEitt
REER e L

3) Bt
WAL L

_15_



VI. EpEhreic B84 5HEA

7. Fayx;ﬁ_@_(:@?%ﬂiﬁt#& ............................................................
MR L

8. ﬁ*ﬁ%[:;él}%ﬁx ....................................................................
AL R L

_16_



VIl 224t (B B Es%) 14 2 A

VI. et (ERALDOIES) ICEATSEE

. ma

=]
2. ER

3. e

4. AERUREICEHEYSERLOIEETDER

5. BEERSANBLENER

NBEEEDEH

Y L

EHNAEFDOIEME (ERIZERAEEE]) - vrv e

[(EZ]CROBEICIEFERE LGN &)

PR ZIRIBIZ 2 VEE DBRIEZE Z T RBENNH LD T, MERGIZRORNWE I EET
%.)

XIFRICEETHERALDIEEZDER

BN

BN

BERE ROBEICITEECEETSHL)
1)

2) FEVEVEAIA I (236 PRE OO Fe A (PA M 235 8 LR HE
3) Bra AR (A, MRS 52714

THALPEIE DS, BPEEEERG R IRIBEGREOBIRED & 5 BHF hkzE s &
LTENDD,]

EEALSELZENDH D)
F)ERETOREBRIELEZ TR H 5, ]

6. EEGERNIBLEZNERARVLES L

ERGERNIE
AFNP G- A, T B R A A IR L

VIBBEREICR LW O EET D,

7. HEEH

1) #tA

et =

ZIS ey

EENER

A L7

_17_



VII.

(i EoEES) (BT 5 EA
)RR LT DER
HEER BERISEET H &)
WA 4 F BRI - FEiE 1A By - fElRk 1
7= 7= VORI A0 | A TR Ly ek L —
SO VICHET D EN | NEER L, TS OUIL
HHDOT, 3KFMLLER | ZHET 5,
b 2 22 CARH &2 5 5-9
HT L,
X /v SRR A PUE A ORI % FRE S 5
ey Fa7a ki BB D,
JvT7adxt
cAZ7aXH v b ViR
K Fn)
27X
-
T RIY A7) RGUVEWE | FHEICRINAZRET S, | HFEERE &S 8T L —
NEFRL L., AN 2 FH
ET D,

FRHR IR AR L8 o 5| FurX T ORNAERE | HFEA L mD 78X L —
LAiRTFurX o NI UL | THEBENLRD D, MR L, A DML
KF0W) FHETLIBENRH D,
VAFu=rFKrY 7L

s
il e A RO ZPHET B2 L | in vitroidBRIZB W T, pHD
N5, ESICEY, EEtEOSES
KERKRT D Z &RHE S
naCTns,
A e SR AN N BOWILZPLET D B% | in vitroskBRICBW T, # v
nNnd 5, =B EES T L — b
ERT A Z ENME I
TW5,
8. BIHERR -« -t
DEERDBE
AKX Rl R A AT O RIE S BB EE 2SR & 70 232 2 S50 L TV 72wy,

2) EXGEE R EMEER

BARYAYA

3) Z DD EIEA

158 A
A 1t || EL R, BRESATYE, H - . FRL. BRACRIR. R,
B0, ME SR I f
1 [ fED | BB, D PR, EEUE
T & | AST(GOT). ALT(GPT). Al-P®» b&H%4
Mo g OR| R DED

_18_




VI Z2tk: (A EoiEE%) Icl4 2HE

B

"

z ) fth | BRI, FRIE
E) o koA IcizEsERIET A b,

HEBHEFRARREERVRRAREEREE -

LRk L

O ERKRB. SHE. EEERVFNOEEFERMNORMERAREERE

Rk L

6) EYTLILF—ITHT HIERVARE

Bl{EA

RN
1B [ fEP | FB. TR, ERRMBEUE
E) ok hEAsIciIEsERIET A b,

9. BRI EADIEE -
— RIS EEE CITABEBENMET L CWADTHIET AR PEET L2 &,

10. R IR BBl A DI
BN

11, IV R A DDIE G -
SN R A 22 M THEST. L TR (5 I ERBR 3D 220

12, BEERBEE R CRIFTT R
B ClatE s b Z &0 5,

13, BRI -

DYER - BRI BRI K 5D, WEek, BR. MR TR, i S O Y LR
Thbd, £, Bk, EKT, 77/ —BERL N5, BEEOHAIX, FiE, o2
v 7 HTEESE, IAREIZEDL ZENH D,

2)ME : IR I3, B S AR TH D, T OMICTAL SPEMAN (T 7 = v %
P INFOHRG 21T ), MEETWEEREDN H SO HEITIE, FEAL Wik
(2 & DRERRIEZAT D,

_19_



VII.

eV (A EOEES) ([C3 5 HA

T4, BRI B D IED - - v

REOHEELRAIHEZ IS 2 Z LB HE S TVD)

EEIRZTRF : PTPAEOHEAIZPTPY — MMV L CIRATA L o5&+ 52 L,
(PTP>— FDOREFRIZ X 0 | BHOGLATABIEREEA~TIA L, I3 2B 2 L CHERER

15. %0)11130),1%? .........................................................................

D ARIORGIC L) ERBEERET 52 E0b 5,

2)K§U@&5G:i@f§f)3—ﬁé‘fﬂﬁ %@(%%@)#é k?ﬁ:j@é %@iﬂ/\c 3. E%%VC
E 21T,

3)BERIIN T, KIEOT B 7Y/ — & OB THROBKIHES N L1 & O
BB,

16. %a)ﬁ{_»]‘ ...............................................................................

_20_



IX. FERRAREAERICB % H A

X. JFERERHERICEE T 5IRE

7 T ARE BT R U AOIHERABRGHICOWTU T O LB Y i ShTnD,

1. ;ﬁiﬁgigﬁ .............................................................................
1) EhEEHER (VL. ENREICEATLHIERISER)

2) BIRAEERR
Rk L

3) R MEREHER
AR L

1 Z Ol OFEHES
R L

2. %1‘&%}_\:5& .............................................................................
1) BEEg 5 E MR
LDso (mg/kg) 2)
23] BT REREN
2, 400 150 155
4, 000 350 920

B
<7 A
7> b

Jo|Q |

2) RERSHLRS
BB L

3) LTS BIHBR
BB L

1 Z OO AN
BB L

_21_



X. FHRFIHEIZET HHA

X. EEMNFERICET SRE

1. fﬁ,fﬁ'“Bﬁ\ .............................................................................
B Xy
A | REE LRV

A | B

2. HFhEARISILERHEAPR - - - - - - -
IR © 34

3. Bk c RTREGE I - - -
FEIRPRAF

4. :ﬁéﬁ“ﬂy*&(’\imﬁzﬁlﬁ .................................................................

DERTOERFENLEDBERIZONT
RN

2) EHISZHBE QBB ONT (BEZICEET =R AFEE)
STODOLBY 4V
ViI. -14. =R

3) FAFIBDEZEEAIZDONT
BARR/NA

5. %Eﬂ%ﬁ;% ...........................................................................
BN

6. @% .................................................................................
PTP : 1008 (108€ X 10) . 1, 0008E (10%E X 100)
XNF 11, 00088

7. ﬁ%ﬁ@ﬂ'ﬁ ...........................................................................
PTP : [PTPY— MRV =T 4L A TIVIFE
[Er—]RY=F L7 LA
NT Ry F LA

_22_



X. FHRFHEIZET HHA

8. ﬁ_ﬁkﬁ\ . ﬁ?j];’?:‘ .....................................................................
Fl—p4y : 7 = o X 7 #E50mg/FEk:8. 3%
FIZhEK « SRBLK - BREESR. 7~ VIR —8k, TatEe o U R 8k

Q. EBREEAEAEFE oo

10.

11.

12.

13.

14.

15.

16.

BARSAYA

@ﬁgﬁﬁﬁgﬁﬂgﬁ E&Uﬂﬁﬂ%% .......................................................
@/ = UEE— 8 NadesOmg [V U A |
BLEIREAREBEA B 20134128 3 H (RFZEAZ ) . 7KiRE 77 1 225600AMX01894000
7 = uF— AEE50 (IHERFES)
RLEIRFEAREAEH B 0 19944E 3 A 130, KE#B%E 5 : (06AM)0493

:ﬁéﬁﬁg&qlﬁﬂgﬁ E ..................................................................
Q) = FEE—8NagesOmg VU A ] : 20144F 6 H20H (KB4 )
7z F— LG50 (IHERFES) : 199447 A 8 H ol BRI T« 2015423 H31H

AR IFAFEM, AARUVAEEEEMENFRBRUZDREE -
A L7

ﬁ%ﬁﬁ%%\ ﬁ§$1ﬂﬁﬁ%%ﬁ§§ﬂgﬁ A &U%@W@ .........................................
A L7

ﬁgﬁ,ﬁﬂﬁaﬁ ..........................................................................
A L7

?Q;?;‘,ﬁﬂ FEE]%“ BEE;;?E& (:@j-é:lﬁ#& .......................................................
AFNE, B (HDWTEG) BIIZBE T 2 HIIRIZED HIL T 7Zeuy,

%*E:_F ...........................................................................
= Sy A :{ I/“{Z7O e
UG R 35 = — R a2— R
7 T W —$kNabE
107302701 3222013F 1157 620730201
50mg! YU A | F
7 = a F— ALEEHO
. 107302701 3222013F1084 610406262
(IHAR7E4)

_23_



X. FHRFIHEIZET HHA

17, ARBBHAAE B DIEES oo v vttt
AFNTZHRIN L OBRIEKLTH D,

_24_



X I. ik

1) EFZRS, SO, HE58, CIEH, 1988, p.604-605.

2) FEMISHE, HHIEELFM, 5, ClE5, 1992, p.128-129.

3) AARRNEE S, ERAERES SEEHRE, No.22, FFEHHE, 2005, p.179.

4) AARNEEMREE, AARIEFITIMNEILBIFK2002, CiEo, 2002, p.257-258.

5) RABER (BR) NG EHERERR] 7 = VB —8kNabes0mg [ U A |

6 ) PHBK (BF) Nk s F o ERER] 7 = VB —8kNafEsomg 7 1 |

7)) PGRISE (BR) AENE R R HRER] 7 = RS —8kNafEsomg [ 7 1 |

8) AN FEGF WM E > AT A <https://shinryohoshu. mhlw. go. jp/shinryohoshu/
yakuzaiMenu/ > (2022/9/6 7 7 & &)

9 ) IRFHHRUZE (BR) AENERH A FH R ZEMERER] 7 = VRS — 8 NafEbomg Y7 1 |

10) HH T i, NEW 3EF5, GETH 5, FEYLE, 2007, p.493-495.

2. %0)1&@%%2% .....................................................................

_25_



1. I’E%Elf@%ﬁ’lk/ﬂ .................................................................

O HEAMCESIF BBE RSB EDR - e
ks L

XII. &

%@1@@@5@:&*4 .........................................................................

_26_









	Ⅰ．概要に関する項目
	１．開発の経緯
	２．製品の治療学的・製剤学的特性

	Ⅱ．名称に関する項目
	１．販売名
	1)和名
	2)洋名
	3)名称の由来

	２．一般名
	1)和名(命名法)
	2)洋名(命名法)
	3)ステム

	３．構造式又は示性式
	４．分子式及び分子量
	５．化学名(命名法)
	６．慣用名、別名、略号、記号番号
	７．ＣＡＳ登録番号

	Ⅲ．有効成分に関する項目
	１．物理化学的性質
	1)外観・性状
	2)溶解性
	3)吸湿性
	4)融点(分解点)、沸点、凝固点
	5)酸塩基解離定数
	6)分配係数
	7)その他の主な示性値

	２．有効成分の各種条件下における安定性
	３．有効成分の確認試験法
	４．有効成分の定量法

	Ⅳ．製剤に関する項目
	１．剤形
	1)剤形の区別、外観及び性状
	2)製剤の物性
	3)識別コード
	4)ｐＨ、浸透圧比、粘度、比重、無菌の旨及び安定なｐＨ域等

	２．製剤の組成
	1)有効成分(活性成分)の含量
	2)添加物
	3)その他

	３．懸濁剤、乳剤の分散性に対する注意
	４．製剤の各種条件下における安定性
	５．調製法及び溶解後の安定性
	６．他剤との配合変化(物理化学的変化)
	７．溶出性
	８．生物学的試験法
	９．製剤中の有効成分の確認試験法
	10．製剤中の有効成分の定量法
	11．力価
	12．混入する可能性のある夾雑物
	13．注意が必要な容器・外観が特殊な容器に関する情報
	14．その他

	Ⅴ．治療に関する項目
	１．効能又は効果
	２．用法及び用量
	３．臨床成績
	1)臨床データパッケージ
	2)臨床効果
	3)臨床薬理試験
	4)探索的試験
	5)検証的試験
	(1)無作為化並行用量反応試験
	(2)比較試験
	(3)安全性試験
	(4)患者・病態別試験

	6)治療的使用
	(1)使用成績調査・特定使用成績調査(特別調査)・製造販売後臨床試験(市販後臨床試験)
	(2)承認条件として実施予定の内容又は実施した試験の概要



	Ⅵ．薬効薬理に関する項目
	１．薬理学的に関連ある化合物又は化合物群
	２．薬理作用
	1)作用部位・作用機序
	2)薬効を裏付ける試験成績
	3)作用発現時間・持続時間


	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移・測定法
	1)治療上有効な血中濃度
	2)最高血中濃度到達時間
	3)臨床試験で確認された血中濃度
	4)中毒域
	5)食事・併用薬の影響
	6)母集団(ポピュレーション)解析により判明した薬物体内動態変動要因

	２．薬物速度論的パラメータ
	1)解析方法
	2)吸収速度定数
	3)バイオアベイラビリティ
	4)消失速度定数
	5)クリアランス
	6)分布容積
	7)血漿蛋白結合率

	３．吸収
	４．分布
	1)血液－脳関門通過性
	2)血液－胎盤関門通過性
	3)乳汁への移行性
	4)髄液への移行性
	5)その他の組織への移行性

	５．代謝
	1)代謝部位及び代謝経路
	2)代謝に関与する酵素(ＣＹＰ４５０等)の分子種
	3)初回通過効果の有無及びその割合
	4)代謝物の活性の有無及び比率
	5)活性代謝物の速度論的パラメータ

	６．排泄
	1)排泄部位及び経路
	2)排泄率
	3)排泄速度

	７．トランスポーターに関する情報
	８．透析等による除去率

	Ⅷ．安全性(使用上の注意等)に関する項目
	１．警告内容とその理由
	２．禁忌内容とその理由(原則禁忌を含む)
	３．効能又は効果に関連する使用上の注意とその理由
	４．用法及び用量に関連する使用上の注意とその理由
	５．慎重投与内容とその理由
	６．重要な基本的注意とその理由及び処置方法
	７．相互作用
	1)併用禁忌とその理由
	2)併用注意とその理由

	８．副作用
	1)副作用の概要
	2)重大な副作用と初期症状
	3)その他の副作用
	4)項目別副作用発現頻度及び臨床検査値異常一覧
	5)基礎疾患、合併症、重症度及び手術の有無等背景別の副作用発現頻度
	6)薬物アレルギーに対する注意及び試験法

	９．高齢者への投与
	10．妊婦、産婦、授乳婦等への投与
	11．小児等への投与
	12．臨床検査結果に及ぼす影響
	13．過量投与
	14．適用上の注意
	15．その他の注意
	16．その他

	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	1)薬効薬理試験(｢Ⅵ．薬効薬理に関する項目｣参照)
	2)副次的薬理試験
	3)安全性薬理試験
	4)その他の薬理試験

	２．毒性試験
	1)単回投与毒性試験
	2)反復投与毒性試験
	3)生殖発生毒性試験
	4)その他の特殊毒性


	Ⅹ．管理的事項に関する項目
	１．規制区分
	２．有効期間又は使用期限
	３．貯法・保存条件
	４．薬剤取扱い上の注意点
	1)薬局での取扱い上の留意点について
	2)薬剤交付時の取扱いについて(患者等に留意すべき必須事項等)
	3)調剤時の留意点について

	５．承認条件等
	６．包装
	７．容器の材質
	８．同一成分・同効薬
	９．国際誕生年月日
	10．製造販売承認年月日及び承認番号
	11．薬価基準収載年月日
	12．効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	13．再審査結果、再評価結果公表年月日及びその内容
	14．再審査期間
	15．投薬期間制限医薬品に関する情報
	16．各種コード
	17．保険給付上の注意

	ⅩⅠ．文献
	１．引用文献
	２．その他の参考文献

	ⅩⅡ．参考資料
	１．主な外国での発売状況
	２．海外における臨床支援情報

	ⅩⅢ．備考
	その他の関連資料


