2022 4F 10 H&sT (58 3 ki) H AREYERE dh 0 J83% 5 - 873999

EEmMAFIEL—T+H—L

H A5 Be R AI AT 2 O TF GRal a8 2013 (2 HEHL L CHERK

) o< FH

AU F Y —bg2mgls 1K)

Methotrexate Tablets

el | ses (k)

BA o BLE K oy | SR, LR (R - BRSO K ERT S 2 &)

B - & = |1sEdP. ARRLIH— F2.0mega A

. i 4 4 A b L FH— K (JAN)
4 : Methotrexate (JAN)

wIYE R AR H B | BLEIRGEARAEH B - 20184-2H 15 H

Bl FE E O R - | SRAGEMEIEAE H B 201846 151

& A Blx % & A B 202044/16H

DA MRt

% ﬁ ﬁ MRSt 7Py 77—

%%'ﬁﬁmxﬁ%

[N B 2438 OIS ST

MAStH T =B 77—~ ZREIE
TEL 03-6368-5160, FAX 03-3580-1522
ERBIRE T R — b=
https://www.feldsenfpharma.co.jp

Mw A b ®EO

ARIFI320224F10 A GT O SCEOFIEHICHE DX UFT LT,
B OWRA SCEERIT, ) ERLERESRAEES —2A— (PMDA) E3EMICET 5 1EH]
https://www.pmda.go.jp/safety/info-services/drugs/0001.htmliZ T ZHER < 72 &\,



IFARADOFSIESOBE
— BRI —

1. BERA VI E1— T4 —LERDORE

PR R SRS O AR 72 B IEHR & U CEBAERLIRMSCE (LUF, IRSCEEKT) b b,
PRI CIERT « SEAIANAE O BEIRIEFF D B EB I B 7 R O EE TG #2153 DRI
I, WS ORISR SN WA AT D BICEE R RN E R G AN 5,

B CIE, YrXEH IO W TR 3 O R IEE Y F E RO BMFERCEREZ L T
HHREMT L TRAAL TETND, ZOBRICKLERIEFREBENCATTIHEOOEHRI A R EL
TAVHEa—Tr—LRRELT,

IR0 63 4212 H ARBEEAIR S (BLF, AW LIRS g 2 /hEEAN [ERLA VX B2 —
74 —25] (BLF, I FEET) OMNEFMFIEONC ] FREERXELEE L, 20%, EREESN
Gl N B T SRR = — XD b &2 5T T, R 10 2 9 A1 B3EFIE 3/NEERICE
W I FRtdi B oWz ™Mb,

B2 10 3% L, EIRMEROBID FTH LRI VT TH 5 EEIIGOIEAFIA, BT
IZl o THE - EFRERFEIRESSEM LD L2520 T, Falk20 49 HICAREEREREESIC
BT T F Lk Z6H 2008 235K E S 47z,

I FEC#26E 2008 Tlk, 1 F 2RO MF & LTt 2 506, PDFEOEMNT —X
ELTIRBT DL (e—I1F) BNFEAIE o7, ZOEEICHDOE T, IR LEIZBWT [3EE -
hEOIBM), [EEG « 20« BEALKNEBEOLET) R EDUTNH > -HAIC. WETORILT
— X BB UTRARD e -1 FREfES D Z & Lotz

BHRD e — 1 Fid, () EEGERESBAERE (PUDA) A—2o— TEELICET 25 H]
(https://www. pmda. go. jp/safety/info-services/drugs/0001. html) 725 45 L CAFA[fEL 72> T
W5, HARFBLEEAIRIE TIX, e — I FZ2HE#T 5 PMDA R — AX—URAY A hTHDH Z LIZH
B LT, EMEENERICHbE Te — I FOERERFT DM ZHE LT, Hx O IF BSEAH3E
e T Db AR E L CGHYINER - Rt o2& & LT,

2008 L VAFEAEDA o Z ¥ a—7 4 — LEEtE & Bl Lo Cfaf L C & 7o 2 ik L,
BURAPFEIZ L 5T, [EM - RAETFEICE > TH, IRORWEREETHZLE2E X, 22T
A, TF FLili EAEO —ET 217V IF GRfiE6E 2013 & L CTARTHHENE 2o Tz,

2. 1 F&lE
I Fid R SCESOBERZMTE L, FEAREOEREFEICE > CHFEERICLE R, ERL

OEEHOT D DOIFHR, WHRFTDOTZHO DOEHR, O DO H, EHELOBEIEMH D0

T, PR BE 7T OO OERENEN SR EM @R O ER LT ELE LT, BRHE

DFLER EAE A RE L, SEAIN S D 72 D12 Y 541 5 5 O B AR 3T ERK B O IR 24K L T B 22l

B ELEMT BN D,

7ol L, FEHE - SR ERRE I DS b o, BIERIEORAILSS & T 5 b D L OFEH
Al D 2SEEAR « I - PREET REFIHES X I FOREFEL T2 000, S0z b b, RSk p3E
ORI T Fid, 3EAIRD B O 235840 - Bl - RSS2 & & blc, NERMTEEZTHHO
EWVI Rk EFFOZ L ARIRE LTV D,

[1 FO#R]

OHFEITA AR, BEZX L L, BAIE LTINS v UL EOFR (MFITFRL) TRE L., —akh)
DEd 2, 0L, A SCETHRE - REEZHWEEAICE., EFEETERICE bo LT
A

@1 FRIEEMEICESEMER L, FHBEAITZ T v 7R TR T 5,

@FMOLEITH — L. FHICHF T CTHFHEEERD [T FRHOFF & OME ] oL axid#HT5
HbOLL, 2HIZEED D,

[I FOER]

D1 FidJRAlE L CREIoO&R 55 (NHAL FEHAL AAHAD (BRSNS,

@1 FICRET2HE K OBSNTHHRENRE L7 [ F LB mICE L 5,

O LEONELZMHTETHED I FOEEITIH > THERBEHRNTHINS,

ORI OB TEICET LS 0, RIS EDORAIES ) 2 2+ 5 6 O L OEEARN 213X U O =R
PEFE B O OSFEAM « Il - $REET R X FIHIZOW T RE S0,




® MEFESMNA F B a—7 4 — LAF0HEEH 2013 (LUF, [T FERaZeHE 2013) & B83) 1Tk 0 /ERk
Sz 1 Fid, ETEHATORMEEARL L, MBS U CERARAE T BAE (PDF) DA
RIL AT, ¥ TORARITVETIZR,

[ 1 FOHIT]

O T'T FAOEZEMHE 2013 1%, PRk 25 4F 10 A UIBRICAR S N FER L DA & 72 5,

@ LREUSDEFSIC OV T, [T FRRsi B 2013) 12 & 2 1Ak - 2 3ssi S h 2 b o Tidke v,

O H EOXEEOWET, HRARMR ITHMAE R ERREFEN) 2NAFE S U7 RN QN # IS
DPERZEN T2 EZ L, ST RENENRKREL L DTG AIIEL T FRSETEN 5,

3. 1 FORABIZH=-T
[T FRE#EE 2013) (2B W T, PDF 7 7 A VIC X DB IR TORMEZ IR L LTS,

A2 AT 2 EFAL, BEFEAENSER LU CRAT S Z EAFAITH 5,

ETBAD T FIZOWTIL, PMDA A — A= TEEESZB S 2 1) (CBRG T E S Tn
%o
R 3ET TEESA VB a—T 3 —LERDOFF &) 1206 > TERL - #2328, T FOJR
REBE 2, ERBIGICREL TOLERSC 1T FERRHICEE LEEWERE IOV TR O
MREEADA > H Ea— |2 L EARISEA ONNEERESE, [ FORMHEEZ®RDLILERNH D,
F7o, MERSGET SN A EOFEZEICHE T2 HHEICEA L TX, [ FRKFTEIND2ETOMIL, 4
FZE SR O USRS S N PRI D IRAT SCEC B D SCES, B D WO ITE K L E RIS W E Y —
ERENC X0 ARG R S0 EET D L Ebic, T FOMRICHT- > TE, ®FTORASCES PMDA
==y [EIGICBT 20 CHEGERJ 5,

B, WIEERARLEEOMEDOSENLREHEIN TS TR < [ ERE TOIRTEIRDL
BT 2EASIIERFHICEADL Z EAH Y, TORHRNCIT OB ETRETH D,

4. FAICELTOEER

I FAEEAMEDOBFHEBICBODTRNT I ENRTERWERLERFE L TEHLCEE -
VW, L, EEECEBRAERL et —rara— RECKZHEGNCI Y, RSN EET,
fEf e LCTRETE 2HAICIIAE T ERARH 5, [ FITHWEOTLEEHEEZZIT T, YikEH,
OREBEPFENER - 1T 200 THLZ LD, Bl - RELUZFHNZZ I 28002 2 %
PRI L TR TR R B2,

FREEAET, [ FROSETHLRMNCEZMWETHIHEHREM THY, A1 Z—Fy hTOR
Bl LI E 2, HEEEOIRERFNCEAMA L 2VWE BB LERENTWD Z & 2B L CTEHRE
EHTAVERD S,

(2013 4F 4 HkzT)




I. wg':rﬁﬂ-%lﬁg ......................
1. Fﬁ%@ﬁ%ﬁ ..........................
2. WU OWRBEEN - RA IR -

O. BFICEITBIEE - orvrrrrenenns
1. BB o vee e
(D) TG - v vvrrrmeme e
(D) PESL ++ v
(3) BRI+ vvenenee e
O AL e
(D) FIILL (BBLTE) v
(D) PELL (BBLTE) v

3.

4 . %%K&Uﬁ]\%% ....................
5. ﬂ:'—%‘»% (/péﬁg {£> ......................
6. M4, w4, Wi, iLoFs-
7. CAS %&fi%% ......................

M. EESICETAIER oo
1. ;F@fi,ﬂ:'—%‘»é/jlrig ......................
(DAMERL « PEIR - -
7y 2
(B)VHBIEME v
(4) AR O 0) . BhaR, BRREAL- oo
(5) PRt LR - - e
(B) A3 TARTI L -+ -+ oo vre e
(D) F DD IR TR oo es
2. ARG OFRREMTIZBIT DREN: -
3. AR OMEBRBRIE oo
4. BFERASOEEE e

1. ﬁljﬁﬁ ................................
(D ATE DR, S O - -
(2) BUAN DI - v e
(3) %%Z}E:”J -1 — }\ ..........................
(4)pH, {ZFEEL, K, tE, BEOE
RO E R pHIREE e
Q. UKD - rrrrr e
(D AZESY GEVERSY) D E e
(BRI - oo
(3) %@ﬂﬁ ..............................
3. BREAl. AHOSEMECH TR
4. BAOKFESEM TR 2% EME------
5. TRARUER OVRIE%G O EME- -
6. fhiil & oAl B L FERIZE) -
ToOURHME
8. Eﬁ%'—%‘»ﬁ/}%\’-%{i ......................
9. AT OEN Sy OMERAERIE -
10. WA OFHRy OERAE oo

X

13, JEEDRLERRG « MBS FFER I A &

@:E‘gj—é:l‘%i& ........................ 6
14. %O)ﬂ'l_l .............................. 6
V. BEICEETARIER - 7
1. fdjﬁ'é 01’;&% ........................ 7
2. )EH{%&U\HEJ% ........................ 7
3. Eﬁ’:%ﬁk%ﬁ ............................ 8
(D EEIRT — B /S sp Fre=0 e 8
(2) Eﬁﬁ/}b% ............................ 8
(3) Eﬁﬁ;‘é@%ﬁ%ﬁ ........................ 8
(4) ﬁ‘%?‘f?[@l’j?ﬁﬁﬁ .......................... 8
(B) MRZERYERBR - - oo e e 8
1) HEAE AA AT RSB - 8
O) HEBGERBR - - oo e 8
3) fé‘lﬁ%ﬁ%ﬁ ........................ 8
4) %%ﬁ N Jﬁ’%:}%”?ﬁ%ﬁ .................. 8
(6) (ﬁﬁéﬁ{ﬂf}zﬁ .......................... 8
1) fefE FH SRR A - P a8 o H R A
CReRl A -+ B0 A 8 7 il PR RAUBR

(Fﬁ)ﬁ\}i?\’ﬁﬁ%%%ﬁﬁﬁ) .................. 8

2) HKGERSAE & U CEM T E O XU
FZ it Lf:%iﬁgﬁ@mg ................ 8
VI. %;ﬁ%i@[:@d—%)lﬁﬁ .................. 9
1. FEHZPWICHEED e XATba e 9
2. %ﬁ,ﬂ;ﬁﬁ ............................ 9
(1) ﬁg}iﬁ%{g{j . ﬁgﬂg%%fg .................. 9
(2) 3R % AT 2 BRBRAAR -+ 9
(3) S BURGR « FERGERERE oo 9
VI %%@_’]%[:Fﬁﬂ-%lﬁﬁ .................. 10
1. MAREEOHERS - JEE - 10
(D IEHE EATRN QML - oo 10
(2) S P B EIERE] +ee 10
(3) B R PR CHERR S AU LA - 10
(4) qjﬁfgﬁ .............................. 11
(5)ﬁ$ . {ﬁﬁﬁ%@%ﬁ% .................. 11

(6) FHEM (R E = L— 2 V)T L v
HIA U7 S RN B iR B S - - 11
2 ﬁ%@ggﬁm/gﬁ){_g .............. 11
(l)ﬂﬁﬁfﬁ{f ............................ 11
(2) wung}‘gﬁiﬁ ........................ 11
(3)/\/1’7577“\/])§EU5:/|' .............. 11
(4) {%%E}‘EE?& ........................ 11
(5) TUT TR e 11
(6) ﬁj\%ﬁ"#ﬁﬁ:ﬁ: ............................ 11
(7) mﬂﬁ% E],fﬁ':/a\,}j ...................... 11
3. I&”ﬂ ................................ 11



(l)ml{&—ﬂiiif%?'ﬂﬁi@'fﬁi ..................
(2) M — A B P e
(3) T A~ DFETHE - vvvvemeeenenees
(4) BEHG~DFGATHE -+ oo eeeeeeenns
(5) Z DO DOFAFE~DEAT
5. {—hgﬁj ................................
(D) AREHBAL S ORI - v eoveeee e
(2) Rt B 59 2 R (CYP450 Z6) @

) WlE@ N RO FHE R OEDOEIE - -
(@ﬁw%@ﬁﬁmﬁﬁ&0%4 ---------

(D) HEHHEER  + v ve e

() HETH R EE -+« v v v e e e
7. NIUAR—Z =TT DR
S. BHEIZLARER e

. Z£M (FEFRALDFES) ICHT 5I1ER -

1. BENRLEZFOHE e
2. BoNELZOHE (FAZEEZET) -
3. eI RICEET S EoEE

k%@fiﬂﬂ ..........................
4. AEEKOCHEICEET HH EoER

k%@fiﬂﬂ ..........................
5. HERENFLEZOIHB -
6. HEERILAWER & ZOBE K ULE

7. *HE{/];)EH ............................
(1) {ﬂiﬁﬁi{f% CFOHE e
(2) {}HEH /J{%f CFOHE e

BIMER] - v oo
(1) EM/‘EﬁH @%g ........................
(2) FRARRIER LR o
(3) %@{&@E[Jﬁgﬂq ......................
(@@H%gﬁﬁ%ﬁﬁﬁﬁﬁﬁﬁﬁﬁﬁ

(S)EWF$ A OMHE, EAEE & OFiro
FHEEN SR ORINWEHFEBEE -
B) T LA —ZhFT HEE LD
ﬁ%’ﬁ/ﬁ ..............................
9. ,_Jﬁ\%,\@&lqﬁ ......................
10. WEtm, PEfw. RAISEFE~OKE -
11, N A DR e
12. BRI RITT e
13, WEIE -
14, WA EOEZ -
15, ZOMDIER oo
16, FDfth oo

12

X. JEBSERAERICEET BIEE - oo
Lo SEEHZRBR o oooeee e

(1) FexhFE A AR (TVL. FN AT BT 5

HH | ;Sﬁg) ..........................

(2) E'J/)*(El’}ﬁﬂ%ﬁ%ﬁ ......................
(3) ﬁ/}iﬁﬁﬂ%ﬁ%ﬁ ......................
(4) %@ﬂﬁ@%ﬁ%%ﬁ% ....................
2. %’I\ii‘j‘t% ............................
(1) i@&gﬁlrigﬁ% ....................
(2) }i@&g%ll‘igﬁ% ....................
(3) Eﬁﬁ%ﬁi%‘rﬁgi% ....................
(4) %@{&@t’:#%%ll‘i ....................

X, SEMEIECETAER -

1. By

2. AT ST e

3. E\’?{f . ,f%ﬁ%,ﬁ: ......................

4. %%UE&*&U\L@G’:%;@ ................

(1) FEFTORBN EOFESIZONT -
(2) ZEHNZAS I D BB NN DN T (BHFIZ

BAE T R X YT IEAS) o

(3) p}l]ﬁ[ JEEDREE ST DUNT oo

4}7 k,ﬁ:

5.

6. /j»H: ................................
7. FL'DDO)*%LTT ..........................
8
9

- Ry

12. ZhEeSUTREM, HEM O HELEE

EINEDER B R OZE DN v

13. HHEEER, HIMIERAREA B

TeRF DN - vverrrrene i
14, FERATHIR v vvreeei s

15, BRI T A BRI i (2

16. %%i:, e R
%\H‘J:@/f = IR

17. £RB

1: BT SERR - ovvoev e
2 ZDMMDBESTH e

XI. BEGE oo
1. F/RAME COFEFIRPL - ovvvvveeneenes
B D MRS -

2. WA

XII. ﬁ%% ................................
ig\ﬂ, ....................

1. ZofthoREE

CRIRNER

. l}%‘}\_%ﬁzﬂgﬂ El ......................
10. BERFEAGREA A K OUKERE R - -
11. %,ﬁﬁ%ﬁ”ﬂﬁﬂgﬂ E] ..................

22

22



I

1.

. BEICET 5IEE

FFEDRERE
ARBPLEY—bEE2mg (44 b 1E. AP PLFP—b2EGETIHY U~TFHITH D,

A N R UFY— NI E RIS ERIEIERR 2 PEA S 5 U N IERRRE TR OF X 2 fH1E, BER
RZIREEGIEHZ T, ZO/E, FIVAIMBERLNT Y CERAREZEE L, WAL O FE 72 4l o
WG A S %, P

KT, AR R LFH— B FEF19994EC STV S,

AR BRLE¥— bgE2mg (74 b I3 A MRREHEDNBIER S & LT 20 L, [ERDOKR
HEEICDOWT (CEA264-11H 21 H 38R 11215275) ) I2EED & B R OB A2 e, st
B, AW i RSB 2 S L, 20184F2 A \C LS IR /KRR 245 T 20184E6 A ICHRFERIIBICE » 7=,
MRS 7 2B 77—~ TlE202054 A L Y I 2 BiAG L 7=,

. HEOBRFHN - REAIFHRE

(1) HEMEEZBELIZERRAY ORI TH S,

(2) ERZEWEHE LT, avyr ., TFHF 740 7% — BHIHI, BYYE, #i%. BUEFZX., A2,
SPEBREE, RMESEE, BEIER 7 v T — MEMEMR, MRRHEE, Mok, Ptk i m iz
Jit (Toxic Epidermal Necrolysis : TEN) ., RJEREEIREE#E (Stevens-Johnson JEMERE) . H i
M. SEFEVEMGZC, WESC. BHLERIE. MMIE (BVERMIEZ & de) . ETVEZS Bk BB RME (PML) 23
WEINTWD (ETHEAR),



I. Z#ICEEI SIRE

1. R4
(1) M4
AN ML F¥H— ME2mgl 4 A ]
(2) *4
Methotrexate Tablets 2mg [Daito]
Q) BIMDHEX
[~ FR) + TAI) + TE &) + TR X0 M4

2. —i&
(1) #4 (di%)
A Kb FH—1kK (JAN)
(2) *4& (andik)
Methotrexate (JAN., INN)
) RTL
BEREFE LA @ —trexate

3. BEARITRMERX
O H COH

NHz N COzH
N~ | SN
PN ) CHs
HN~ N7 N

4. DFRARURFE
53 F 3 1 Ca0H22N3sOs
oy 1-E : 454.44

5. {LZ% (%%
NH{4-[(2,4-Diaminopteridin-6-ylmethyl)(methyl)amino]benzoyl}-L-glutamic acid

6. BER%4. 4. BE, 58S
Briz7z L

7. CAS B &S
59-05-2



. BEDICEY HIEE

1. YEEENHEE

(1) 488 - K
HEEORBEOM AR TH S,

(2) AfE%
EY D CEITIZSLK, K TER=MIL, =& =0 (95) IV TF Az —FT T E AL
W72,
AR T B U v LFRE SUIAREET N U U ARIKIZEET D,
HAZ Lo T IZEET 5,

(3) WimE
MM ERR L

4) MR (OFR). B, BEER
M ERR L

(5) BRIBEMBTEN
M ERR L

(6) HERRE
M EE R L

(7 ZDtDELGREE
M ER R L

2. HBMHOEBEMTICHIT 2REN
LR L

3. BAMAS OHERHERE
(1) SRAF AT B E T5
(2) FHPUL A~ VRTETE (BAED ) D AEEANE)

4. BEYRSDEE;
Wik o~ 727 44—



V. ®AICET HIEH

1. Elfz
(1) FEOXA., SRR
kR 72 4 A M bhUFY— FE2mgl # 1 b
o - Al FHNCEBOH D5 EAORMEOEETH D,
Ao /Ms)( ) ==
7 \
KX & &(mm) Ef 121 HEfE:56 JEX:4.0
=1 H(mg) 250
(2) BE|IDOYHE
M ERE R L
Q) #EAa—F
DK553

4) pH. RBEELL. HE. LE. BEOERURELoHEF
A% LR

2. HWHNDOHEK

(1) BRES GEERD) DE
18EH A M FLFP— k 2.0mgEH

(2) &My
HApEAKF, boEnas o7y, KEHRE Foxy 7oLk lro—2X B Raxo 7o
Lo —A e =Tk, AT T VB TR T L

Q) Zhith
YL

3. BEH., AFOSEEICHT BEE
AR



. HEOFEEHTICEITHRENS

RS AR 2 FlV o RGPl (25°C, FRXHEEE 60%. 36 » ) OfR, @H O

WTBERZETH D Z LR S iz,

-
—

L TE B Y
AR E - MRk, MERRRUBR, BUAI) —MERER . W ME, K OSMEE RER
PRAFSRAF RAFEHE PRAT 1] i e
N 40°C+2°C - e WO E b BN T
I[IERN 75%RH+5%RH PTPalZE M, 64 H B 7
o 25°C+2°C - e WTHOEE b HHENT
FEHIRA R 60%RH=5%RH PTPalE M, 3674 H B o7

<BE> wEERER (BaiLikie) ¥
ﬁ:_—»#

&)
AURIEE - PRIK, R R MR K O

RAFSRAT RAFIZHE DRATHYIH] ol o
I :
\ =} S
(40°C2°C - e - A 3 1 ;ig@aa%ﬁ%mf
75%RH+5%RH) -
T T EEAR T 2358 0 Tz s
e I S P S
75%RH:+5%RH) S z
ilé < Yt 2 N
(25001x, 25°C+2°C - B fc 120 5 Ix * hr iﬁ?i?ﬂxflg:fgui%ﬁ
45%RH=5%RH) / -

. RELERVBREOREM
BA=RANA

L ORA L EIEEH T
AR L

ks
[ 2o 350 2 k]

)

(%38 S DA PRI FEMRER T A R T A U HEO—EIEIZ DWW T (CERR244E2 A 29 A 3R

HH0229%5510%5) | 1ZHED,

- RERTVE B B (O RViE)
- BRI A 0 900mL

- Bk - pH1.2, pH3.0. pH6.8, /K
« [FIHE%K : 50rpm

BRI F12X v L

BRI & AR ERA O EERHR A R LT & 2 A, BT OE RSV CHlE A

AL, WRAOEHZEENIIAL L TV D Z &G S vz,

-
—

i



10.

11.

12.

13.

14.

(pHL. 2)

(pH3. 0)

100 100
% 80 7 80
i i
% 60 ® 60
—e— ARhL 34 —hii2mgl & (b
e DR S a0 —a—if%ﬂﬁu(m";f;u 2 j
I~ = \ &I
50 —— B (572 LA, 2mg) % ¢
0 & . . . . . 0 . . . . .
0 5 10 15 30 45 5 10 15 30 45
PRI R HLAE[H] (57) TR ] (57)
(pH6. 8) (7K)
100 100
80 g0
H i
%= 60 60
% 40 —&— ARPLFH—E2mgl & A1) % 40 —O— ARhLFH—E2mgl &A1y
—— LR (572 A, 2mg) BRI (7L AL 2me)
20 20
0 & . . . . . 0 . s . . .
0 5 10 15 30 45 5 10 15 30 45
ARBRIERRF ] (43) BRI (43)
AP RIRERE

A% LR

AP DBE R DHERAERE
SEAN TR OGN E VS (KR 240~244nm. 304~308nm I WU DFR K % 7~d)

HEPOEIRDIDEE!
ks a~ N9 74—

pai
A% LR

EAT DAIREMED & 2 Y

B ERH L

TIERNDERGES - NE’RREERICHT SFE®

A% LR

Z Dt
A% LR




V. BRICEI 5IEHE

1. ShBEXIEHE
BEIEi Y v~
SRR TR 43 72 B VAR
BB MR, NS SRV R
BIRRAEIR 2 00 O FAppbpe e BOie
L (B - MRICEET AERLOEE)
| BEMuE. BEEELS. BEELSRXIESHIREDSS ;
L LUF OWTA R T SR, BORVEVECRE MR S R R O B I |
R R Rl |
L () AT EA FABRS T RSERE LN, B MEEFREO10% FIC RSB

@) BEBIED E S | B U & A T % B

2. BERUAE
- BEIY v~ T
- R TRV ) 2o 3 VA
- BORTREMEORE, SRR, SRR R
WE ., DAMBEMNOBEGEEZ A M ML S —FE LTomge L, LEBEAOBG &% 1R 32~3[H
AEILTROBET 2, HEILTRET 254, MEAH20 BIChT CI28MMETRET 5, 1
B X E 21 E % 5-O%A13% Y 6 H I, 3B EIRGOLEITERY O5HMIFMRIET S, Znx 1l
[Nt AR o
ek, BEOER, Bk, BAMROARKNC T 2 KRGS U CEEHIKT 223, LEB A OB
HE&LLTlbmga# 272\ E o175,
- BIRREIR & £F 5 AR MR i
M. TERHEAM OB 5 EE A R R LS — k& LT4~10mg/m2 L L, LER A O & 5 &% 16 T
2~3ENZAE L TR O 5T 5, HE L TRET 284, MEAD2H BICHT TI2M R c# 5
T 5, 1EIX2E 5 EIR G OEAITEY 6 AR, 3EIGEER G5 OEEFEY O5AMIXRET S, =
AR B[ et YR e
L TeB, BAEOFE, JER, AREROARNIT 206506 U OEERIRS 2,
(- ABICEET AHALDEE)
B YT, REME. BEENLE. RAKSEX IREETIREDSS |
(D4~SHMHEG L TH FOREMELNARVEAICIEA F P LF¥— k& LT1E2~4mg
FoWET 5, WET DAL, BEOREL H0ICHR L, 8RO G2 EEICHRTT 5 |
Tk (TEEARLANER] OEBHE) §
Q) B 5B BB 2 LB BEMIG . RRULRE, FHERERE =55 O BIVE ] O R B0 FTREME S BIIN 2 O |
T EMIE BRI 2 HEAR T 5% 2 A BE ORIEE T D T L IEBIER, |
AP RERS B ORIER O TRICIE, EROBEREDTHD & DBMENRD B, |
BEETAEIR £ 44 5 BEMSREET A DBE" ;
() AFIOBEA b7z > Tl BCEIER ORBUCER L, BH ORAMR OWE Lo R4 1 |
2, e OBEZFORIUTIG U T, BERZEYICHRET S 2L, |
(2) AHNZ DN TIE, FADFDVNEIC R BEPEIME & OWEDR B 5 DT, VR FIER |
% D10 IE L EOAER O BE SO 5 RISV TS T 5 2 &, '



3. ERERALIE
(1) BBERT—2/1\v5—
MM ER R L
(2) ERERHE
M ER R L
() ERRZEIRFAER
MM ERR L
4) REEHRER
M ERR L
(5) HREERIERER
1) \EALEIITHERIGHER
MR L
2) LL AR ER
MR L
3) T MR
MR L
4) BE - REERIGER
M ERR L
(6) AEREMA
DEABERE - FEEABERE FHIHRE) - HERTERERAER (MREERRAER
MR L
DABEHLE L TERFENDHNBRILER L -HBOBE
AR



VI. EMEEICET HIEE

1. EEPNCEAEHSILEYMITIEEYEE
TI)TTV v, EEg KV S—F (A aRY V)

2. EHE{EM

(1) YRR - fERKERE
AN R LF S MR A RIS LB AR R R S A U R o BEESE TR O X AL
HRRZRIEZ B Z DT, TOER, FIUAMARROT Y L ARREME, Hiiao 25
7R MR B A 4 B,

Q) EEEM T DRERAE
MR L

(3) 1EFISEIRESRT - HHESR
MR L



VI.L EMEEICEAT HIEE

1. mMAREOHRS - AIEE
(D BREEMGOHRE

BUEE L
(2) ==& MHiEERERRR
FEHI 4, Bh-& 5 5k Tmax(hr)
1 8%
Al b UES— biEomel S b | fg) AT R 1.0+0.5
n:

(Mean+S.D.)
Q) ERRHBRCTHRIN-OPREE
(L4l S kR ]
oSS
(1% 58 B SR 5L D AW F R RIS RBR T A R T A O — SRS EIZ SV T (CFER244E2 A 29 H f+F
WAFAI022956105) | IZHED,
HIE H1E - LO/IMS/MS

BERER NS FIZA b b L — hME2mgl 7 b SAEERFIO Z 2 18E (X B FLF¥— b
L LT2mg) ZiARHEEREOKRE L TP A L — MREZIEL, 15507 EyEik
T A —2% (AUC, Cmax) 22OV TI0%[E MK MEIT THEFHIENT 21T - 72/ H. 1og(0.80)~
log(1.25) DHIFANTH ¥ . WIAID AW FHIRIFEIEPHER S N2 (F v 2 A ——{F),

go(rlg/mL)
80 1
70 4
60 -
1fil
# 50 -
& 4 —o— AN FY—MiE2mg [ 1]
240 —o FEME| (H 7 VAL 2mg)
30 A (Mean+S.D.,n=19)
201
104
0 12- T T T T T T T . ]
0 3 6 9 12 15 18 21 24
ﬁFﬁﬂ (hr)
<IKWpEhE T A—H >
HIE/NT A—H BERT A—H
AUC Cmax Tmax T
(ng-hr/mL) (ng/mL) (hr) (hr)
AN FH—|
- . 227.4+32.8 72.2+15.7 1.0+£0.5 2.5+0.3
BE 2mgl %1 b
B
R 231.5+28.9 71.7+13.8 1.240.4 2.4+0.3
(h 7 Al 2mg)

(Mean+S.D.,n=19)
MAE RN ONZAUC, Cmax% D /X T X — & [, HBRE OZIN, (RIR OB AL - R[S O 7R
FEICE > TERDL AN D 5,



<[A LD ERE R >

AUCo-24 Cmax
28U D SYLEE D 7= 10g(0.9779) 1og(0.9997)
90 %15 FE X[ 10g(0.9218)~10g(1.0374) | 1og(0.9112)~1og(1.0967)
4) hEiE
HUERR L

(5) BE - tAEOFE
VIl ZeatE (A EoFEES) (B3 2HE -7. #HAEH) oESMR
6) BEMGREaAL—>3Y) BFICEYEHBLE-EYEARSELTEHER
MU ERR L

. RMEERANS A=

(1) fEAE
HMERR L

(2) RAVERE TE #
HUERR L

@) N"AFFTRLSEY T+«
HUERR L

4) BREETEH

A4 kb &5 )ik kel(hr 1)

\ 1 5 o
AT b VRS b 2mgl S b | f; GaME BOBR5 | 0.28140.031
n:

(Mean+S.D.)
G 2VF7I3UR
ZMERR L
6) NHBRE
ZMERR L
(1) MEFEEEEE
ZMERR L

- BRI

AR L

kil

(1) Mk — KBS @A
MER R L

(2) Mm%k —RaAEEAPT @B
MER R L

Q) Eit~nBiTHE
(2% HNEADOT—4)
WL A OMEBIEESEEREIHIC A b F LS Y — h22.5mg/H 2R 0 &5 LRt A bk
L th— ML, B 5100 R 1% 1S B i FES.0X109M A 7R L7z, fire LT H i BE 13 4% -6 5[ 1% 1
1.8x10"™MZ R~ L, A b b LF ¥ — M ORI FIREIIHEY T 5 MG TIREOKNI12EL T Th > 7,

_11_



AN BMUFH— NEHEZ1I2FFHE TOHFHF~DO A b FUFH— FOSWEIT0.32ng L METH
DN ~OBITRRO b, P

4) FEHER~NDBITH
HUERR L

(5) ZDhDEHE~ DT
AR Ifn Bk P i
(ZE HAEAOT—H)
EWlCHOeD A b X — & FH12.4mg/101/E (7.5 XX 15mg/1[RI/E) WARL TV % BEET Y
U~ FHBEORMERF O A R b — MEEZMLEPEEOKTICL 22006 ROE59H %
% T0.05~0.34pM O#Hi[H TIEIF — &= L1z, ©

. Rt
(1) ARHERLL R BB R
HUERR L
(2) KBICEEE5 T 5Bk (CYPAS0%) Doy Fig
HMERR L
Q) VEEENRDEERVUZDEE
HUERR L
4) REVOFHEDOEHEERULLE
HUERR L
(5) FHERBHHYMORERN/NSA—4
HMERR L
. et

(1) B ERAL R UHREE
VI Ze4xtE (A EodEs) (B3 25E -9. mBfE~0&ks ) OHESMH
DERH T, B ED 40~50%28, KEEE TIXZZ D 90%5 24 BEFLUN (K213 &4I10 8
RERALAN) (SRR OB TR PIcHRES D, Y
(2) #EitER
(2% SEADT—4)
FAREREEE 2 HIIC 3SH-A S bLF Y — % 0.1lmgkg RRHOHEG LIZHOA M b ¥ — T
PEMRR R IZR TP T v . RER PRI R R OCREE PRI RT TN TN 69.5%, 8% THoT, ¥
(3) HEittEE
HMERR L

. FSUARAR—E—IZEET BIER
MERE e L

. BEICLBBRER
MER e L

_12_



. 2= (EALOZIESF) ICEAI SEE

() FREDH|EIZHNT, BPE, MES. NRESFOEELRMERICLY .. BaHGEA
ZRERENHLHNT. BERITHRICHRETEIERERRUVAAIZOVTO+27R
M SBOREDERBERZ L OEMAERAT S &,

(2) MEBEMME, MREFOMESAREL., BGMLEBRZLESZ LA HLHDT, REI
ELT, MRFIHBEL-EMEEE L TRAT S &,

(3) FEDFEICEL TIE, BEHITH L TARFOBRECAFDRENRYPMICH=5 L%
THHALR, BENERLECLEZHABLE>ATREEZRAKI S L,

(4) AEFOFSICERLTIE, BHFROXEBEDORREMEICOVWTEEIC+HERSE. TROER
ABOONGERICEIELICERT SLIFEEEAD &,
I, ZH - FREBEFOMRBJERK. ORX, BER

(TEEGERFIE] O @), 6). (1)DESR)

(5) ERAMNRIIMICH=% LEERANES Hobh, BEEICHEBIT S ENHLHNT. KBE
FTREIZITS 2 &

6) BHEMNMETLTLWSERICEIEMERABS HoONEENH D=0, KEIRSEHIHT
RUBRSHEIEREREZITOGE, BEORBZEZTIEEIT S L,

2. FRARLEENER (RAESZEED)

(25T (ROBFIZIFEELEWNI E)]

(1) s SUTIER LW D ATREE O & D0 N (AT M2 5 D RIS R H Y . F7-, B
BRChR BT ROV ERBEBE N RESINTWD, | (TG, PEwm, BLFEE~OBE] O
THZHR)

(2) AFNIOEST IR Ui BUE DEBEEE D & % B

Q) HHEIHOH 5 EE AT 2 EESE BT H 5, ]

4) BMEREOH 5 EE [RHEAPRS bbb BZEANRH D, ]

(6) BEEOHLEE [RIEANES LODNLIBENLRSH D, ]

(6) 3t [T ~OBITHmE SN TS, 1 ( s, Em, RAmE~O&KG | DOIH
Z M)

(7) Wk, BEARFEODZEE K, BKECRHFETE L TEESHEREND 2 L5, ]

(8) {FEMEMEOEBE DERZELSE 8T H D, ]

3. MAEXIMRICEEST HEALOIEE L EDER
(V. JBRICBET A -1, ZeUIE] DESH

4. AERUVAZEICEAETSEALDOIFE L ZDER
(V. IBFICBT2HEA 2. HELXOHE] OHEBR

_13_



5. EERSEABREZTNDER

(1)

(2)

(3)

(4)

(5)

(6)
(7)

BERE (ROBEICIKEEIRET DI L)

VELPEM 28 RRAEIE % OO I 332 OBHERE O & 2 88 DERPSHRSUTEE S 25
TNRH 5, |

BIYEZ GO L TV 28 [RYYENHEET 2821 H 5, ]

TR OBERRGE (FRICRE OBLEIE O & 2 BE L O Wi XA EREZIREET 0 & %
) M EIESE2B TN H 5O T, XA 2 EHIAICIT O 2 & MERE
WoORINAHEETD 2, ( THELRERNET] OHER) ]

AT oA FERRIEAR 25 PO (A b i — FORWEHRR L bR E
TNRH 5, |

KEEE [BMREFEENLODONDL I EBH D, ]

T a—)VERE ITEE2EESELI BTN H D, ]

s ((HElnE ~0&L ] OHSM)

6. EELGERMIBLEZOEARVLESE

(1)

(@)

(3)

(4)

(5)

ERLGEANIE

KFNZLEM D 5 bR ED QICHKET 50T, BEICK L THEM, BERE5AIE+ 57
DO+ R RFEFEFEZATH Z &,

EREPNH], FFESRERETEE . KRB - LR EEOMRENEICE RN T 2 BWEH 23R B L7256
W2, BURLEZITWRR L, AEFIOHEmAITHLFR Y F— b I v n (aAaRy
YANT L) BEUTOFECLOFRG T2, ERAEZRSTEA @Y., R
—hk (BA 2RV ) &L THALRG~12mg% 6FF [ IfE C4lElH W NES 35, §ekl %
BE53 25813 E. AU —hE U THRALBILI0mg % 6/ FFE T4ERE & 57 5,
T, RE, HEREEEZ T = v 7 U, HERBDZRDEHWT Lz & &k, s SO i &
0 Ky EAfRe LEEIR 2R3 2 &

HREE AT - BRERESOEERBERANE Z 5 2 E08H 50T, AEIEGBIART &
OG-, AR Z LR E (kiR IFeee - BiemA, IRMAES) 217572 L.
BEOREEZ BT Z L, BENEBOONLEHEAICE, 52T L L6120
BB E1T O Z L,

ARFN GBI AE AN I EE XA O TR B O EEZHER L. S HICHEIZSE L THRECT
BREFEZITV., BEORGAEEICHE T2 28, ( MEERE] OESR)

FIEMEMIZ . MRHEESEN H bbb, MRARICWEDZ ERH L0 T, EEFRGZITR
Bk, PR NS ORISR B0 E L. RENEO ONGEITIR, ER
DA A, B CTRR A, Mk 7 A, M KL-6HIEHE LTV, AFI O % H
IET2EEHIT, =a—FV AT 1 Afifik & OENZE (B-DZ7VH > ORES) 5K
WCANEIERE R NE L FORGEOBEYIREEZITH Z L, o, BEICK L, &k,
% R 3 2 D R SR FESR 3 o B b= B IciE, EHIOEK T2 LB B 25252 L,
AHNEE G > THREZICBT 2+ e 2 K OB XEBREICm ., A v ¥ —T7xznr v
-y BB ST Y~V 7 ) VRSB TV, BERECTHMAES 2175 2 LICk 0., &
MEEOFREHRT 2 2 L, MEOBEREHT 256k OEEEN DDA
X, R OZIRRRD O 5 EANCHRT 2 2 L, LFTonFroL&iix, FAlE LT
AR OB W R U R 2 & 5325 Z &,

D) Mg S m g A CRUIAMERZIC A BT 20 E S h D BE 2 F 3 285

_14_




2) FEZDOIRIRIE (MisMEEGt) 26T 28%

NA U H—T s~y FEHERBRCY V7 ) U RIRRES ORI LY | BERG R < B
DD EE

4) R L DIRIEEMIE A A9 5 B8

Fo. ARG HR S XA O Y 2R A A2 EHIRICIT 9 7o SR O BUC T

SR L, BEICK L, AR JERNEH LIcGE (Rt 2%, RBEGE) ([ZI30E

RMVICERBREISER T D X)W T 22 L, b, BEOITEIED MR S L2556 1 3AH
BRE LN &,

(6) HmPERGS., WALEIRE - N EOHLEREERH DL Z ENHDHDT, ANK, M
LWESR., WM, FTHRSOERN D b a ik E5 2 ik L, @@ %2475 2
Lo T, BEICHL., DRERS SN HAIE. EBICEKTIELIYEEELS5 25
Z &,

(7) JEYE, MR OB OIIFEIZHMER L, REARBO L L X352k,
WO E AT 2 &, 7o, BEICK LRI, BRERH b -GaIciE, BEHICHE
WBIorErEEELHZXDZ L,

8) MY v~FDBREIH LT, A7) F~7 L OFHBRIEEZIT I BRI, WAIOG
LEERGFL, VA7 - X3 T4y UM LI ETRET D Z &,

9) BHEPEHMICOR S EFEBOBHE L - BEROLDbNLIBENRH D,

(10) 4EHET 2 AIREME DO & DI NI G- T 285618, BHEH R OB GE THD 7 < & B 1HREM
IR A BT D LY FEEE 52D 2 L, BHICERET 2581, 5P ROEEK TR
72< b3 0 AMITBBE DNIEEZ TS X EELY 52562, (125 | Tik, PE
i, RILRSE~0®&E ] OHEEM)

(A1) /N OAFHRTRE 72 -l O B IR 55 2 MWER H 2355121, HRICxHT 2 28525 E
T52L, (UNRZE~0®Y) | T, Ew, #ILmE~0h ] OHESHR)

12) AR ~DOBATRHRE SN TWDH O T, AP Om AT LR &, (TR
M, e, RIS EFE~ORE ) OHEZM)

(13) /NEE V@& IS5 2581203, BWERORIBUZRFICER L, HEIIKRGTLHZ L,
( TEmE~DRE) | UNRE~ORE] OHESH)

(14) FEMEY Vo8, U o SBGEMER R, Ak a s, B R EOEERE (MDS) %23H bbh
LZERHDHOT, BEOWRELZHMCBE L, BRESRDOONIZEAITITE G2 IR L,
WO B Z1TH Z &, ([Z0MoEE] OHESHR)

(15) o MR RE N INH ST BE~DET 7 FUBEMIC LY . U7 T U BHR OB Y & B U TR
MSELBENRHDLDT, KEIGHRIZEY 7 F o 28L&,

(16) BRUUICHRIIFR 7 A VA F v U 7 OBREFICKT 2 ARFI OB HIZ L0 | EERIFRONTIEE
DRERBNPFESNTEY  EEHIRED SN TWD, EEAABEGE THICBRATK Y A L
APEMEALT A Z LI AIFREFEORB L ME SN TNWD, KA GIZHSL> T, JFRY
ANAEROGEEHERT HZ & BRIFRT ANV ZAX ¥ U 7 OEE R OBETEYLE (HBs
P RENE, 2> OHBeHLIA SUIHBsHLIRBE M) SUICHRIIFR 7 A VA ¥ v U 7 OBE IR LA
Ha53 256, &E5HIRP RO G& 7%k L CUFERRESCHFR VA L A~ —
N—DF=HF Y T EATH 72 BEIUICHIATR 7 A /L A BEFE O oK O F U IE R
T52 L,

A7) BWEH D FRARRIZONWTIX, WBDOFRIATA RTA BB TH &,

_15_




. HE%EA

(1) BtRZELZOER
AR

(2) BREELZOEA

HAZE BRISEET S

&)

RHHF

FRERAEIR - HE A

W - ElREF

FUFAREOT AT
B R EA

A KN L FY— hORIER (B4
P, A - B LB REES) B
BRI NDZERnH D, HENE
RREZIT O 72 B % 501
1TV, RENBDO L NT-HE
X, A PRV — FOJE., K
WEMY) B AT 2L, &
72 A N FLEY— hOFEHAIT
BHHRYF— R T L (7L
aRY AN L) BRI D
Z k.

1%

BT

Ny

FL LT, ERT A N
RIERNDOBFIZRB T DT A%
77T o AAEERICX
%R M O T L O R Y
U I K IERRER O 72 A
kR L E— b OPEE AN ELE
THEHEZEZLN TS,

AR T 2R REA
ThrIHA 7Y
s b7 z=a—)b
TJrx=FrA

2L Y — LR ER

ANT 7 A MYV —
e FUARTY L

N=v
(X7 U R
)

A= N

vFmvuxiu

L7/ IR

7u kAR TEHEH

A~ MU XY— FORIER (5
il - B - RS, iR
PRESE) NI Z LD
%o BAENCERIR IR A 21T 5 70 &8
Bh+0IATV, BERREO L
HAIE A N RLET— 10
Pl RS ) 72 AL 21T D 2
Lo 2. A MMV — FOFHS
nAcHLHEYF— b LoD
LA (vAfaRY LT TL) &
BHETHZ &,

ORISR A &AL
TWbH A ML — h&5
BARNCESUEREL . A N L
¥ — hOREE EH SH,
ZFOEFEM AR EE D,

I 4] D ERRA R L 35 1 FH 23
BOHER T 20 LB
b T,

DEREEF 2N A B b L P — |
DO 2 B AN HET S
e lEZHENTND,

BT OFEMII A TH S
N, AR LY — hOBR
AE 2> O ORI FE <D
TmHEEZLN TS,

DERIC X0 B B0 SIS o B R
MEHERT 2 LEZ6N
5,

BFIIAATHDLM, A ME
L3t — oM iR 5
THIENDD,

Rv7 4~—FrJ D
UN

WARBBUEZ R T2 0H D,

AV T 4 ~—F R T AN
BRSO DIERANS 57
O, JERREUE AR 2 LT
WEREIDOVER & 85835,

. BlEA

(1) BIERDHE

AT A ol AR A 55 oD B 1 T FE AR S WA e & 702 D A 22 2l L T 7y,

(2) EXGEMEREMBER (LT, £ THESRER)

N avy, 777453F—
av s, TF 74 7% — (K, FNERREE, MERTE) ZHELbNAZ ENnHDHDT,
B A2 TIATV., BENRO LN HEAIITREALPIE L, WURLEZITY 2 L,

_16_




2) B REINH
DL ERD . BERERIERIE  (RIBEAELR & UCREL, HIEE, 1 > 7 V= U PRRERER S 5 b
NASENH L) . AMEEA . M/ Bl OIS, FARBRER LS D 65
NHZENHHOT, 4HM I EICMKREZIT S 72 LEBFEOREZ HoIcBls2 L, BEN
RO BT AL, IREFEOEYIRALE 21T Z Ly

3) R
FEE AT W25 &9 itk (=ma—F Y AT 4 AfiRkSEE2ET) | BULE, YA A H o
U A NVAREGIE, $RIEZBEOEERBYYE (AFAEMEZGT) BNHobhbd ZERbD
LT, BEORELZ FSBEL. BRENRBOOLNEEA TR G2 FIE L, fiER. fiE
FlOEH DY) 2B ZITH 2 &,

4) #5#%
FERH LN ZENHDLOT, BIEE 34TV, BEPRO b EGE 3Rk EE2 T
T2 LW R LELITY Z &,

S)BIEEFF #. HFF£
BUENFR, FFAA, IR OES - B, A% o EEMFRES BRI UICHRTFR v A
NAZEDHDEEDR) NHLONLZENBDLOT, 4HM I L ICHFEEREZIT) 2 L
BEOREZ FICBR L, BENROONHEAICITERG 2P IET 57 C@Ey) i L@ 217
)z,

6) RMBEEE. RETIRE. EERT7O/NF—
SPERREE, JRMEEE, BRER 7 e T —ROEEREEERS ODONDL Z EBHDHDT,
LA Z EICBRRERAEZIT O R ERFTORELZ 2B L, BREDRBD LNALHEITIX
BH AL, WERLEEZITI &,

T)EE MR A, FiRMEAE. M@K
FIEYERZE . ARHEIE, MKEDNH D biL, FFEARICIWZD Z ERHDHDT, BlEE 7
[ZATU, FEEN, BZWK, R A S D REIR ZRIEIR A & B o 12355121, B0 S XA S
DREZEITV, AFOELHEZHIET S & & HICRIBRE R VE CFIOR 5% O] e L g %
1oz L,

8) hEMREIEFERMAAL (Toxic Epidermal Necrolysis : TEN) . RS SLiEARAE &8
(Stevens-JohnsonfE{ZEE)
HRE LR R B RMIRIE . R SRR IE R S O EE R R EN L L DOND Z ENH DD
T, BIEEZ STV, BE ALEE, O RFEM., DNREND L b HGE I3
Hzmik L, @U@ EsEiTHI 2 L,

9) Hn 4 Rm s . EIEIMERE 2
PG, BB REOREERBENS LoD Z E08H DD T, BEE HoI2ITV,
WMLV, THRIEOER & b bN GG ICiTkEE2PIE L, @URLEZITY 2 &,

10) f 2¢
WRNRSDLONDZENHHOT, BEOREZ HDITBE L, BEBREO LG
Behaedi L, W@YR0LEEITY &,

1) BHSRE
BHBRENRD HONDEZENHDHDT, BEDIRREZ FICBE L, B ERD SO RN
RO LNTHEAITIE, BEEPIET D EHEURNEEZITHY Z &,

12) e (BEREZST)
E (HEMEZET) BNHODLNDZENHDHOT, BEOIRELZ HICBE L, BEN
RO OLNTEAIITE G AL L, WYRLEAITY 2 &,

13) ETHEZL B MR ERGE (PML)
HATHEZ M A ME (PML) 3% 5 b Z ERd DD T, KRGS KOG T %X
BEOWREE DB T 5 2 &, EalkbEE, RARRREREE . BOEEIR (7 B, DUBRRELD) |

_17_




10.

11.

WEREE., KEFOIERNH O oA, MR X 5 Bg 2K &k O E SRR 21T 5
Llblz, BEAPIEL, EEURLELEIT

Q) ZDihDEIER

UTOX S REWERR & bONTIHEITIE, JERITE U TR R AEE1T 5 2
SRR

45 BOE & B

B BT | B R BN SRS
1 & GFRRERIZ . i, (BT =27 a7 ) SifE, U o HilER
iTtgrefss (ALT (GPT) . AST (GOT) . Al'PD EH%) |

B B poin .
& W |BUNLH. g /L7 F—o0 5. BAR
w b s | A WG TAL ORK, RFCRI. I, G, O, L
IR - L. A LT, Lo
o g | WUE. ROk, R TRRRG, AR, COBRE, ERIE.
T |, S g, SNHA BRI A
wmmmg | T DEL, FEE. . Bon A, LOTUR. R

THERE R, T ER . %ﬁmﬁ

MRk 3= MK, P A

£ FE & BN E, UNEBKRER 2, AR A, WRPE

2 0 e, B, BT R, IRE A MAE, g7 v 7 X R, PRI,
EpEde, Wil BAHR. H TR, B

ED HBEzPIEd 5L,

H2) &G 2MPIEd 57 WY R LE 21T

g,

4) EERBIERARREERVEREREERE X
REERR L

(0) ERKE. GHE. EEERVFHNOAEEFERNOBERARRIERE
REERR L

6) EMT7 LILF—IxT 5 EERVERE
Vi Zeaxte (M EoEEs) CET2HA 2. AeRs e zoin (RAESE2ET).
AIEH@QERZRENER & AIHER X @) £ OO REIVER NEECE] | OEZS R

. ehE~NORS

i CTIXE MRS A HERENMET L TS 2 EnE<, A b FLF¥— FOJRIBRIEIC LY
BIERN D Do T W & Fio, RERERTORERLZZIIOT WD, EERRYYEN
HoEDLNRT VI LD, BEREREMEICTIEEL. BEOREBLZBE LN LHEEIRS
T5I &,

bEim. Eim. RIBF~ORE

(1) I AR L T D AREME D & D 0w NIZIFHxR G- LipnZ &, (BT A 5 5 JEFIH A
WV, e, BWER (VA Ty FROUHF) TRABEAIRESA TN, ]
( s o TEELREKRRER] OHEZR)

2) AL ~OBATHHE SN TNDLDOT, RATOmANZITHREG LanZ L, (14
TR IERRIER ] OHEZR)

E"J A

“lbr

IMNERE~ADERE

IR AT IR, B, RIS 3 2 ZaMEITHE L L T2 (B RER 2 D20,

_18_




12.

BRARRERRICRIETIZE

FUARTY L (RAVTZ7 A RXHY— b U X RNTULRGH]D) Z0FH L7256, 2/KFEE
feiE i (dihydrofolate reductase : DHFR) %M\ /= 2 k h L& — NREEOHEIE TR
JEREERET L2 ERHLOTHERT LI L,

13. BERE

Hix - fER c SE THEER A R 20mg 2 B 2 5 L BIERBIEM., Rl 7 #ms o R A RENH
BICERAT L0 O WMEND D, @ERGRHIME S 7o AR I3 ik b
WHILEREE CTH o7z, Fio, BEELREMEMZRILL, Bmiafi@z 7z L o7z
JEBI IS STV D,

. B R G Ll EiE, THODIAAOHERAI TH LR F— v L (1
A AR IV T L) ERGTDELBIC, AR OPM 2 EES S 72 012K
Mt EROT N VALEITI 2Ly AFLBY F— U AORGREFENE
WEFE, BV F= MUV T LDOIRMETTDHI LD D,

14 BRLDIE

15.

16.

(1) ZEFIZZATHF :
PTPEEE DFFNIPTPY — MDY L CIRAHT 2 L 2883252 L, (PTPY— K OFAR
WX EOBLATAREREA~RIA L, BIIXFLZE Z L CHERIRA SO EE 2 A0F
JEZPRT D2 EnHEIN TS, )

(2) ARFARE :
REIEZE L, BETIEREBEZRETREBENRDHDLDOT, 2OOKTRAIE, §
WL EATORAITRE T S5 2 &,

ZTOHDIEE

(1) KA OBEHITHEIA LY 7SR BOTITIE, ARG I LV HIR L L O

Hbd D,
(2) SRERREDIIHI SNIEBEHIC Y 7 F 2B LGS SUARISO RIMBHRE S TV D,

ZDft
A% L7

_19_




X. JEERRHERICEAY 4HE

1. REHER
() RNEEHR (VI ENEEICEHTLIEBIZR)

(2) BIRBIZEEAER
AR L
Q) REMEEAER
AR L
4) Do ZEEHAER
EER R L

2. FHHER

(1) HERSEEHER
REER L

(2) RERSEHEHAER
EER L

Q) ARERAEFMHER
EER L

4) Zofho%FikEt
REER L

_20_



X. EEMRIEICET SEE

1. RHEESD
A B A0 T5 S R B
AZNERST B S

KIEE—EMEFOLTEIZ L VM5 2 &

2. AMYEX(TERLAR
IR : 34F (CLEMERABRAERICES <)

3. ML - RESH
BECIRAT. EIRLRTF

4. FEFERFLEDFESR
(1) ZERTOREWLEDBERIZDT
M LN
(2) EFIZRFFORFZWNMIDODVWT (BEFICBEEIRNEHLASTES)
VIl Z24fh (FEH EodESS) 123 2 E-14. @A EOEE] OmESK
<THDOLEY : FY
CBEMERLTA R F/Y
- BEHEEE A
[XI. f§i# - ZOfoBEEE ] OHEESH
Q) FAFEFOBERICONT
AR

5. RBEHSE
PPN

6. ai
PTP : 308 (38£x10)

7. BEOME
PTPEE : RV =L - R 7o b 7rdnxF L7 4)bh - T =0 LiE (PTP), #KH

8. E—H% - A%E
s : Vo~ bbby 7 20 7 ergE2ng (77 A F—)
F &) 3.7y $IVARLTIE IV A—=T T 0r @FAVTRT NI UL,

N=v I IviEot) u~TFHl, =X xt 7 N GEEFHELZ), A7 X~ T
(B z), 7THVAL~7 (Blariaz)., U X~7 GBI Z)

9. EFftEEFEAH
PPN

_21_



10.

11.

12.

13.

14.

15.

16.

17.

HERTERREABRUVERES

W 7244 ROERGTKRAEA B

HKRBE

AN BFLUFY— ME2mgl # A b 201842 15H

23000AMX00332000

EMBEERHEFAR
20184E6 15 H

MEEX IR EM. RZERVAEEEENFOEABRUVENAE

AGRAEA B 201945814 H

WEE « WIRONE « TRPTHRIE CRRA 3 7 e, PAETENERCRE, IR PERCRE

DEHHE - DR Z BN LT,

AL - HEONE @ 2h6e - 2558y, BEEo AL - AE4Bnli,

BEERR. BMMRERARFABRVTOAE
M LR

BEEHM
BA=ROANA

RENHEHRERRICET S1FR

AFNL, #FE (B WITES) SIRNCEET 26IRIZED S TU e,

£@a—F
WA BEEMEE | LT
R HOT (9i1) %%
- R —F | wHEa— v
AN hLFH— MME2mg (4 A b 3999016F1014 622634501 126345902

RIRIGHH EDEE
AENTZHHRI EOBRFEERLTH D,

_22_

v WCREMERLRIE |




XI1. Xk

1. BIFAHE

D & NSIE A AR R G, BEIENE  C-5733 (2021)
2) XA MRS HNEE

AN BMUF¥H—  E2mg TX A1 b OLEMNRAER
) XA MRS HNEER

A M RL¥H— ME2mg [# 4 ) OREMERER (HEaEREE)
4) XA MRS HNEER

AN BFUFH— hE2mg X4 b O SR
5) /NEIEMFEIEMF M E - A b b L — NEFEMERE MBI
6) A MRSt HNEE

AN ML XH— MNE2mg [X A N OEY IR SRR
7)Johns,D.G.et al. : Am J Obstet Gynecol, 112(7), 978, 1972
8) Kremer,J.M.et al. : Arthritis Rheum, 29(7), 832, 1986
9) Henderson,E.S.et al. : Cancer Res, 25(7), 1018, 1965

2. FOtnBEH
MERE e L

_23_



XO. EZEH

1. FENETOHRTIKR
R34 L7

2. BB T AERXIEER
MERE e L

_24_



XI. &%

1. ZOMOEEE M
() BERITEM
SRR 2

MASHET7 2B 77—~ WRERER— L= THRLEHR (ERERE OEE) )
https://lwww.feldsenfpharma.co.jp/medical/index.html
(D /N—a—F%

NI SAFN LA o — R R A AT o — R
T b i A1) 1) 2 J ESS
i i (GSD) (GS1)
I/ — ”r'-»
bem; ;? K f i PTP30#& | (01) 04987451003117 | (01) 14987923303339

_25_



	表紙
	目 次
	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
	２．一般名
	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
	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
	２．製剤の組成
	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

	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

	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移・測定法
	２．薬物速度論的パラメータ
	３．吸収
	４．分布
	５．代謝
	６．排泄
	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
	８．副作用
	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
	２．毒性試験

	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
	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
	１．その他の関連資料




