20225 58HET (B7H)

HAREEE

DEES 873929

e

0
AA

1 2

2 E a2

J *

Ls

BAMRREXKEISD 1 FEEEEE2 0 1 3ITEH L THERK

L/ﬂfﬂ‘[,j"‘l‘ﬁiﬁﬁﬁﬁit4.
L/ﬂfﬂ‘[,j"‘l‘ﬁiﬁﬁﬁﬁit4.

AR RS

25mg INIG]

100mg INIG]

LEVOFOLINATE

i Fe | RS A A A
HqOAEOBARBRE S| OGEEE, FE-EMEOLLFEICLVEHTLZ L)
1A TAHLREY F— My bk z Ll FoOREH
B % g E 25mg : 31.8mg (LARAYF— k& LT 25mg )
100mg : 127.1mg (LARAY F— k& LT 100mg )
_ i@ % 4 o VAR U Jr— b v w LoKF)
T£4 : Calcium Levofolinate Hydrate
. = = = HKGERAFEH A A VB R5eFEH H
iﬁ;ﬁ;ﬁ;gfﬁig 25mg | 20074E3 A 15 H | 2022455125 H | 200747 A 6 H
o 100mg | 20094E1H 8H | 202245 H 25 H | 200945 H 15 A
j==SE=IS SEC H E > AN
% - M A) - | IR R
B - RESHE| et
FLEIRTE T« B E T B Tk Uatt
EEHREYLEDERL
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HIETIHRASE BEKYHR—- ¥ —

TEL : 0120-517-215

FAX : 076-442-8948
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X, WA SCEICEEE S N R A BT D ISR RS L E R AN D D,

EREEL ClE, MBI IO TREBEDFE 0 IR e S 22 OB NG RSB e a2 LTI
WEMTL TR L TETCND, ZOBICHLERIERZBHEOICATT 7200 HY A ML LT
A UBE a—T F— LI LT,

BEAFN634EIZ H AP IRAIRI = (LT, BRI ERET) FNE2/NERERN TEERLA VX Ea—7
F+—2) (BT, IFEWET) ONLEM T I N IFRRsEsE A R E L, T otk, EREEE T
CIZBE T EIR AR = — XD b &2 521 T, FR104E9H I HRIEFINES/NEERITB N T
IFRE EEOKET B T,

HIZI0F2 0% L, EIEMIFHROAID FTH 2RI, T Th 5 ERBIGOIEAAR, W
Lo THRE « BRI RELS L L2 2% T, FRk204E9H I AREERIEREE2ICH
W CIFRE R ZEE2008 3 K E STz,

IFRLHk ZERH2008 T, TFAMREROM 7 & L TRItT 5 506, PDFEOEMINT —4 & LT
T DL (eIF) BNFAIE 2572, ZOEFEIZHDOET, HASTEICBWT [FHE - R 08B
my o, TS Ao BEAALANEROWRET REDUGFTRH -GS, SGETORMT — % %
BN LB Oe TFR Rt s d Z & o7z,

TR De- TRIE, () EIES RSB A EEDO R — 2L — (https//www.pmda.go.jp/) 75
—FELCAFARRL o T D, HAWBEHEAIRS CTIE, e IFZ BT 2 EHELFRZUEAR — 23
—IUNAAT A N THDH I EITEUE LT, FMEHENGERIC H bt Te- IFDIEH & /a2 k% % 5%
&L C, Hx ODIFNEA CEEA T 2 EFEAERE L CHEENEE - T2 8 & LT,
20084 L W AFARIDA v 2 B a— 7 3 — ARt 2 P L7 CHE L CE o HE A2 M L,
WAL - TY, [EA - FKARIFEICE > TH, DROBRWEFREETHZLE2E X2, £ZTH
W, TFRLEEH O —HET 2T WIFRLEEH2013E L TART HENE 2o T2,
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PR BE T T O D OFFRENEN SNTREH 2B OESEMFEHRE L LT, BRI

FEARE L, FEAIANE D72 D12 Y54 B 31 O BRI TR O AL A (KIE L TV D41 E R
EALEMT NS,

e L, FEE - REREMESICED S b 0, RERBEORAIE T & BT D b O K OFEAIAT
H D AR - I - SRAE R E FEEIIFOEHFHE L 132 5720, S0z 5 &, REEEND

FEAESZIRX, SEAIATE O33R - HIWr - BRAREIST 5 & & big, RERFEEZTH LD LN

Wik ERFOZ EEEHREE LT D,

[IFDO#R]

OHFITAAR, BEEX L L, FAIE LTIRA » ML EoFER (MFRITFRLS) THEL, —6aRY
LB, L, WASCE TR R A WSS, EFEA TR IS b LT 5,

QIFFEHEEHEICESEER L, FEALILIY v 7 KR CTRET 5,

@FMOFLFIIAH— L, FRRICHT THFEEKRD TTFAHO TS X OME | oL EF#HT5 D
DEL, 2HIZE O D,

[IFDERK]

OIFEEH E U ClAl oG8 (NWAA, E5A, SAHAD ITERSh 5,

OIFIZFi# 2 H R OBEFNIE B3R R E L 7= IF s BRI YL 5,

OB TTEONEZMTET H L DIFOEFIZH » CTHERFRNTH IN D,

ORI FEOE LT 2 b0, BERMEORIAILS ) 2 B3 5 & O K OFRAA 2 1 U D EF
PEEF B SR - Pl - SR REFHIZOWTIFEE IR,
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[IFD#1T]
O [TFFLHEERH2013) 1X, FRk259-10H DARRICAGE SNBSS B & 72 %
@ LR UA D EE IOV T, TTFGEEZEE2013]) 12 K A ER - #REH35EH S p b o TR0,
OfEH EOEEOWET, FEAME XIIHENE R RN 2323 S A7 RE R0 N #IGAE
DPERZEN 72 S, BT RENBEDRRE LK LD G EICIFIFNSEET S5,
IFOFABIZHT=>T
[MFEHEEE2013) I2BWTIE, PDFY 7 A M K D E A TORMEZ AL LTS, [H#RE
FIRT 23K, EFEELSHIR L CRET2 Z EARAITH 5,
A EARDIFIZ OV TIE, &35 R A TS O = 38 5 PRI A 1 AR IR — A — 2 fgidlk
LTRERE SN TN D,
RRAET TR A VF B a— T+ — AEROFF & | 1ITHE > TERL - 2863228, TFDJRS %
B E Z, EEBSGICRE LT D ERCIFMEFRC FEE UEEO SRS I o) TR O MRS
ANDA VHE 2 —IZ LV IEKIER SRNFERESE, IFOFAEEZEDLILERD D,
F7o, MERFSGET SN AR EOEEFICEAT 2 FHICEH L T, IFPSGETISN S £ TOMIE, %%
[ S L oD BUER s ARG 2 YA SCEC R A B CEL, H 5 WVITEE N ERE S E SR E Y —
2B KA S ET 5 & L b, IFDEMAICHT- > TE, B O SCE % E 35 E
PRI BRIH AR AR — AR — Y TR T 5,
728, EIEEHSCEEEOMERO SO LR SN TV D TR < [ E24MNE TORITEIRI
BT DTS IIKRFHEICEADL Z 0 HY, TOERHRWICII OB ETRETH S,
FIAICELTOEER
IFZ A% B HEBICB O TRNT 2 ENTERWVERLERRE L UEH L TIEE 20, L
ML, EEESCEBRAERL 7 eE— g ra— FEICLAHENC LY, RUSESENEIRGIEHR &
L CRAETEZ2HAICIIATEMAND 5, IFTEFREODEEEZZ T T, YiZERL ORI
EPMERR - RIET 200 THL Z LD, Fifl - REUUTHINZZ T I 2252002 258 L T
BORTIZe 5720,
FRIEPET, IFAHL ETHIRMICEEZMTT HDHEREM THY, 5% ¥ —Xy b TORA
B LIEE 2, HEELEORERHICEMLUZ2NE YFE LERIN TS Z & 28R L CE#R%
EHT20ERD D,

(201344 H &7T)
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I. MEICEHI HIEH
1. AROEE

AANL, VARER Y F— MU w KT e ARGy & IR EAI T H 5,

UARAR Y F— bAHFREA 26mglZ A 93— KO TLARARY F— hdiifiidE A 100mg
(43— 1%, RETAT 7 —v RSt (IBREESES TEERSH) BHBRRBERMLE L
TRAF 2 L, #UEKORBRTEEZRE, BEERBREZE KL, [LARFY F— b
A 25mgl % 1 9 —J ) 132007 4F 3 A 15 HIZAR A EAS, 200747 H 6 HIZH7E %
L, TURKY F— MEEHER 100mgl % 42— 1% 2009 4 1 A 8 HICA&GR % Hufs,
2009 45 H 15 AICHRFEZBtG Lz, (BEAFEH 0331015 5 (CEAL 17423 H 31 H) 1Th
DX AKFHEE)

TVARARY F— A EER 26mgl %4 93— KO TLVARARY F— bk SfiEREH 100mg
(%A =3—]] 122014 45 H 9 BT T NEWYIBRARBEZRBEE] ORIEE - ZhE &L OV H
, 2018 4 11 H 28 HAFIF T /hGkE] O%hie « 2R LK OHE- HEN B &z,

2022 4 5 A 1 H, HIELIKE TSI REERTEAGR KM S, FORRICIGES D
B 5% INIGIIZERE L,
2022 4 5 H 25 HIZHRMIE S, HEITHRXKSMENRRTETHZ L o7,

. HEOBRFH - RFIFHFE

AFNE, VARV F— M AT AR RS & T A IEERERR AT H B,
BRZEWEHR BEEARR) & LT, WMUWTH, EERBE, FiEmk, vavyr, 7F
7 Xi—, AEMIE, KR« mREE, O o MMLARE, DIFREZE, e 0E, BT
FeREFR S, »E, SWERREE, MEMENZ, WRENER, HEERANK, FRIEREE, %
FEME M NEEEDEWERE (DIC) , MUEN, &7 v E=7 MiE, ek, BIERZ%, I
A, EMELER, * 7 v —BIEMEE, P ErEREERMAE (Toxic Epidermal
Necrolysis : TEN) , FEkEIRIRIEERE (Stevens-Johnson JEMERE) , AR N 45
IhTWo,



0. &Y 5"E
1. HR5E4A
(1) M4
LARAR Y F— b AL 256mg INIG]
VAR U F— i EHE A 100mg INIG
(2) *4%
LEVOFOLINATE
(3) BMDEBEE
—ix4 K0
2. —&4
(1) M4 (4%
LR Y F— h B SokF (JAN)
(2) #4 (4K
Calcium Levofolinate Hydrate (JAN)
(3) RTL
T~
3. BEXANITFER

1Y

H H

CO, Ca*f - 5H.0

Ir=

H.N

4. 2FRRUVSFE
772 C20H2:CaN7O7 + 5H20
5y : 601.58
5. {t%4& (4K
Monocalcium N-[4-({[(6S)-2-amino-5-formyl-4-0ox0-1,4,5,6,7,8-hexahydropteridin-
6-yllmethyl}amino)benzoyl]-L-glutamate pentahydrate (IUPAC)
6. {BR4, 4, KBS, B8
L
7. CAS &S
419573-16-3



I FMESI<ET SRE
1. PMEEENEER
(1) 5 - R
A~ R OO IEDO MR TH 5,
(2) BfEHE
HKIZRREITIZLS K, AX ) — XTI /7 —)v (99.5) ([ZIF & A ETET R0,
(3) Wimt
Bt TH D,
(4) @R (BR) , BR RER
M ERR L
(5) BAIEEMRETER
M ERR L
(6) SEHRE
M EE R L
(7) TO/MOELREME
FEXFEL o JF : — 10~ —15° (WK B OB I H L 7= $ @ 0.25g, pH8.1 @ 0.2mol/L
~ U R fEfEK, 25mL, 100mm)
2. BRHAOEEFHTICEITEREN.
M EE R L
3. MRS OmEEABE
(1) SESATEIME N B E V5
AR DK D EWULA LT MVERE L, KD ANLT ML ERBOBIAST h L
T D L&, MEBAEDARY MUVIE—ERD L ZAIZFRBEOREDWINZTRD 5,
(2) AW A T R VRIE
AEZOERAL T Y 7 AEEANEIC L O EBRZATV, KD AT MV ERBDSHARY
MBS 2 & &, lEDOART MR D & Z AIZFEEOTRE DI Z7BD 5,
(3) EMRIS
RSO KT A V> 7 DO EMERN2) K N3 & 95,
4. EMRHSDEEE
"k~ 777 4—
AR« SN EEET
BEH: UV UBAKZE T R TL AE )=, T T TFAT U E= Lt Rk R,
U R



V. RFIZEI HRAE

1. Flf
(1) FROREZ, SHERRUMHER

FIE = SRS R 5 A

PEIR - HOE A A~ B A OB R T
(2) BBERUAMEEO pH, REEL, ¥E, LE REL pHESE
pH 6.8~8.2 : LAY F—F 10mg/mL (/K)
0.15 : LARA YU F— b bmg/mL (FFEH HAK)

1.2 LARKRY F— b bmg/mL (AFEAEHEIR)
1: LARAY F— b 0.5mg/mL (AFAHEIR)

(3) FHAADEFHBRNOFHKLTIEOERERVESR

RBIEL
(B RAB IR X9 % F)

Bz L
2. HEIDOMARE
(1) BES GEERRSD) ORE
- LARAR Y F— R E A LARAR Y F— b AR
- 25mg [NIG] 100mg NIG]
134 7L 134 7L

R % VAR U — Ny LKFIY) VAR U — NIy LKFIY)
31.8mg (LAARYF— K& LT25.0mg) |127.1mg (LAAY F— k& LT 100mg)

whny) D-~>=bk—/ 25mg, pH iH&i#| D- ~>=hF—/100mg, pH HEI#|

(2) &y
( v, 2. DAEREG (EMERGY) OF &) OHEBH)
(3) BREDERE
M ERR L
(4) FIBBEREROHEBRUVEE
ML
(5) =Dk
HEERR L
3. FHFDRAREE
GCESHEOFREE)
VAR Y F— 5T 2BR21E, 256mg #AIOEA X 3~5mL, 100mg #AIDEEIT 10
~15mL @ 5%~ N U ¥k, AEBEEIR UIXEREHERTIRE ORMIRZ AW TLUARKRY F—
N DS T NNEY) Z 5 - BRI 7212, [Al— O 2 VT i % 200~500mL (L
AARYF— & LTHO0.75mg/mL) & UsisIkMNEST 35, (VI - 14. @A EOEE]
DIAZ)
4. BEF, AFOSBEICHT HEE
ML



5. HADBKEEHTICETIREN"

(1) MESER

IdEER (40°C, 75%RH, 6 # AH) 1T 72fER, VAR Y F— b AdEFHEM 25mg INIG
KONV ARAKRY F— b AEEFEH 100mg INIG) (@5 O fiigiE Mo\ 3 F[ZEET
H5HZENHERI ST,

OUARARY F— b AdEFEMN 25mgINIG)

IEER [T A1 T () ]

HERTE H vy hE LRAFHIR
<> = BH AAIRE 1% A 35 A 65 A
PR L8KB2
<EWEE A~ EAAOBmE | LRKB3 | M A0l | HEEA Aol | MR A A0 | B Aol
> L8KB4
L8KB2 0.15 0.15~0.16 0.15 0.15
®5m<g;?16.fiﬂq ?::3 L8KB3 0.15 0.15 0.15 0.15
L8KB4 0.15 0.15 0.15 0.15
i o L8KB2 1.16~1.17 1.17 1.15 1.15
z ®5m<g;?15'§°§%i& L8KB3 | 1.16~1.17 1.17~1.18 1.15 1.15~1.16
i L8KB4 1.17 1.18 1.15 1.15
.| L8KB2 1.05 1.05~1.06 1.02~1.04 1.02
@0.522/ TI; ‘&“?fﬁ”ﬁ LSKB3 1.05 1.06 1.02~1.04 1.02
L8KB4 1.04~1.05 1.06 1.03~1.04 1.02~1.03
bH nes L8KB2 7.50~17.55 7.66~17.76 7.86~17.93 7.77~17.82
K ggos LSKB3 | 7.50~7.54 7.72~17.71 7.92~17.95 7.87~7.91
LSKB4 | 7.60~7.65 7.94~17.99 7.95~8.01 7.87~17.89
o i L8KB2
*E’i?iﬁ L.SKB3 o o a e
: L8KB4
K5y Eﬁﬁgi 2.84+0.59%3 4.14+0.55%3
<TOLLF> LSKB1
D L8KB2
_ OﬁgE};J;\mtf %% - LSKB3 | 0.004%0.000%3 _ _ 0.004-+0.0007%
: L8KB4
BT, 7203 |BHT, 207 | BIHT, 207 [BHT, 7207<
RS Iﬁggg R AU ARTANE [ B S AU 2 R EEME | B S 2 ARTAE | B S 2 R
<RIRMER 2RO 72N> LIKBA4 B a BB | B aiBD 7o | B a0 o | B Z B D 7o
7= 7= 7= 7=
RIBPERRE 7 (8% n=3 | L8KB2 D2~420 DO67~7220 O2~3@20 ®o®@0
<D10um LA : 6000 fELL T %55 | L8KB3 D0~120 D56~7620 D0~1@0 Do@0
@p5um LLE : 600 HLL R 2%5> | L8KB4 D2@0 D67~78@0 D1@0 D0®@0
o o L8KB2 | 98.4~100.4 98.8~99.8 99.3~100.9 100.3~101.2
&8 (%) "2 n=3
6.0~ 110.0% = L8KB3 | 98.7~99.7 100.0~100.5 99.7~101.3 99.5~101.4
LSKB4 | 98.6~99.0 98.3~98.4 98.1~98.9 99.0~99.9

¥1:N- (p7 I/ RV AN) TAZ IV LO%LLT, N10—A/L IVIEERE © 0.2%LL N, 32 : 0.3%LL T, 3 B—

7 US O#IEBWE

16%LAT %2 : KRBT 2EHE (%)

K3 PEIEHEERE (SD)

—  REN




OURARY F— b AREHERH 100mgINIG) WMEERER [H7 A4 7T () ]
AERIE H =S PRATHA
< Bk > 2 BH AR EE 1% A 3% A 67 A
Mk n=3 NXKG1
<EWEE A~ REAAOBRE | NXKG2 | #ME Aol | &Aool | # Aol | #ME Aol
I CH B > NXKG3
i NXKG1 0.14 0.15 0.15 0.15
®5m<g;,féﬂ(; ?fiﬁﬁ K s NXKG2 0.14 0.15 0.15 0.15
i n= NXKG3 0.14 0.15 0.15 0.15
2 " ~ ~
2 | 25me/mL Am s NXKG1 Hg 1.13~1.14 Hj 1.14~1.15
T C# 12> mes NXKG2 . 1.13 ) 1.14
IF : NXKG3 1.17~1.18 1.13~1.14 1.13~1.14 1.14~1.15
. | NXKG1 1.02 1.00~1.01 1.01 1.01
®0'5<n§,r%/ TI; ‘&“ﬁfﬁ”ﬁ NXKG2 1.02 1.00 1.00~1.01 1.01~1.02
i n= NXKG3 1.02 1.00~1.01 1.01 1.01~1.02
NXKG1
nm;it%‘% n:3 N N
" e e NXKG2 HWE — — W
(RN TR S FE I E ) NXKG3
H nes NXKG1 7.55~17.63 7.68~1.70 7.59~17.77 7.85~17.93
gt NXKG2 |  7.65~7.66 7.69~17.70 7.71~17.76 7.74~17.87
e NXKG3 7.64~17.69 7.70~17.73 7.72~17.76 7.72~17.78
i EIEE NXKG1
’f‘mfﬁj 3 NXKG2 o o e o
: NXKG3
K55 =3 NXKG1 0.93~1.54 0.44~0.75 0.56~1.07 0.67~3.26
“q go/uT> NXKG2 0.72~0.87 0.36~0.56 0.63~1.71 0.62~1.5
7 NXKG3 0.59~0.9 0.46~0.54 0.7~2.15 1.36~2.89
TV R bhFvy n=3 NXKG1 0.006 0.006~0.007
(GRS NXKG2 | 0.006~0.007 — — 0.007
<0.10EU/mg A1t > NXKG3 0.006 0.007~0.008
KN —PE n=3 NXKG1 0.50~1.22 0.34~0.55
(E &R A=RER) NXKG2 0.72~1.18 — — 0.84~1.27
<15.0%LL F > NXKG3 0.79~1.61 0.94~1.13
; WRITVEB T S 2 | RIS CHA & 2> | R I3 B T 5 2> [ IX VB T &
Sy L =
<y‘rm%é§§aﬁ?z b | NARGL | izam b s s I B A 13D b1 Rl (1D & 1L
- ica8 i AR AN AN TS AN
2 AV B A 5 A > NXKG3 P BB F 2 s |1 %%%i 2| M %%%i P MERMEEE )
STz oy oy STz
NXKG1 D198~354 D51~153 D6~53 O5~29
N @0~1 ©®2~16 @0 ®0
R (H/A%) n=3
<(D10um B : 6000 LT /%22 | NXKG2 D185~215 D76~104 D33~42 D16~18
(225 mU\J: &D{EU’J\‘F ;—'—.un @0'\‘1 ®0N1 @0 @0
H NXKG3 | D219~325 D78~140 D42~101 D11~32
@0~1 @1~3 ®0~1 @0
%4 n=3 L (o wH D B O RH &R
IR ' . B )
<HDORBERDIRN> NXKG3 noi- Nz
S8 () %2 3 NXKG1 | 100.15~100.34 | 99.97~100.21 | 99.96~100.12 | 96.95~99.56
ii 01110 0% NXKG2 | 100.07~100.35 | 99.85~100.01 | 100.12~100.47 | 99.52~100.15
: 7 NXKG3 | 99.92~100.08 | 99.65~99.98 | 99.81~100.32 | 98.97~99.33

X1:N- (p7 I /R TAN) TAHFIUEE: 1.0%LLF,

7 US O#IEBWE

— 1 RN

NO—R/L I VIR : 0.2%LL T, HERE : 0.3%LLF, 3 &—
1.5%LL T X2 : FREIIKTEEEER (%)




(2) BATOREMGER
OVARFBY F— P AiEEEA 26mgINIG) B 60 5 Lx-hr [fETF7 A7 7)1 ]

RERTE B 0y b R &
<HHE > R 4R 60 7 Lx-hr
PR L8KB2 R D3 L G SRXRL
2 C%mgmLﬁﬁﬂﬂ*uA 0.15 0.15
[ <3&ngmLﬁﬁ$ﬁﬁa&‘+ L8KB2 1.16~1.17 1.15
30.5mg/mL AEFLRIEIR 1.05 1.03
pH
€5.9md 0> L8KB2 7.50~17.55 7.53~7.59
BRI T (R/2%) D2~ D1~3
<D10pm LA L : 6000 ELLT, Ak L8KB2 @0 @0
@25um LI : 600 fELL T, 2>
G (%) * L8KB2 98.4~100.4 99.7~100.6

Ko RTRBICHTOEAE (%)

6. BRAEODKEN
ZHEE R L
7. FIEDREEILL (MELENEIL)
( IXI. fii#5]) DHESH)
8. EMEMRERE
MEERR L
9. HEIPDOERES OHERSHERE
ERAN TR FE I E VA
AREDOKERIZ D EWINART MVERET S & &, KE 218~222nm KT 286~290nm
(WML DRGR % 77,
10. HFPOFEIHSTDEEE
Wik~ 7277 40—
AR« SN R
BEFE - U UBBKkE T NI DK, AX /=), TRTTFNLT UEZULE RRF
R, U U IRIK
11. A
MEERR L
12. BRAT HAIREMED H LMY
MEERR L
13. BARLEFIBENADELEFICEAT S1HR
ZHERE R L



14. =0tk
WIS B3 2 WA i)

<FABRTTE >

VAR Y F— h R FREH100mg [NIG
#B& | Lot. NXKG1

A | ARAEIROKEARE 1000mL)

Lot. SHH97

Wik | R— LR 7 ¢ v % —ELD-SF-T60(0.2 ~ m)
v b | Lot. 070523 (1L TR S1h)

&t | IR, 500Lx  EHEGELLET

ok | A94mL/5y

VAR Y F— b A AH100mg TNIG) 1
Z AR EIR(1000mI)IZELE L-th, A—
Wi 7 ¢ V2 —FHEFL, WL,
AREHI TREO FIRICHEWVERELL, LARKY
— MOV T AOEREERE LT,
JiE | O v 7 05 O R

0, 60, 120, 1804y
Q= TE e OFREL

10, 70, 130, 190%
@7 4 N H —iEiEE D B DOEEL

20, 80, 140, 2004y

> @=J7FH 5 DEEEL
=g
i = 4 L2 —(0. 2 um)

1= @7 45 —iBE A b O
0

EE | fKkrae~ T T 40—
< FRBRE S >
ﬁ??% DR S v /b ODEERE | @Al b ORI (@7 4 5 — @i i b DR
B (49) 0 60 120 180 10 70 130 190 20 80 140 200
ﬁfgjﬁ 100 98.8 99.0 99.1 98.7 98.9 99.1 99.0 98.8 99.1 99.1 99.3




V. ARICEY 5HE

1. ZEERIIZHE

(1)

(2)

LRAKRYF—F - 2070952 ILEE

B (FHTRRESULRR) K OWER « BB ICRT 2 7 vAd n o T 2 L OB R OH
G

LAREKRYF—F - 204095 DL EGE6HARE

KNG - I, /D &K ORI IR R RE 7R x5 7 v A r U Z VL OHUEE S RO
HE IR

2. BERUHEE

(1)

(2)

LARKRYF—F - 0095 DILEE

W, AT LARERY F— & LT1E250mg/m? (KFERE) % 282 TRk
WIEH 5, LARK Y F— b O SR EIRNIER BRI IRFR%Ic 7 v A e v Z 31 & LT
600mg/m? (KK ) & 353 AN TREAR IS RN IS 2, LEM Z L 126k v ik L7,
2RI ST D, ZnE17—NET 5D,

fEhm - ERREICHT S LREKRYF—F - 24093 VLG THARE

1) @%, RAIIELARAY F— e LT 1 E100mg/m2 (KK HERE) % 285 2T TR fk iRk

2)

3)

NERT L, VAFRY F— FOARHEIIRNERK TEZICZ L Ar Y 7008 LT
400mg/m? (RE ) ZFARNTER T2 & & big, 74 r w7 e e LT600mg/m? (&
KMEFE) & 2205 2 TRAGERFIRNTEST 2, 2 a2 A ke LTIV, 20 2 & 1Tk
D xd,

W, AT VARA Y F— b & L T1E250mg/m?2 ((KFE M) % 2WE0 20 C ik
NERT S, VAKRY F— MO RFERIRNIESRK TERZICZ VAR 70 0E LT
2600mg/m? (KK AIFE) & 24WFH2NT TRIBEEFIRINTES 92, LK Z L IZ6EIFR D K LT
%, 2BMURIEST S, ZhEzl1r7—n 35,

W, AT VARA Y F— b & L T1E200mg/m?2 ((KFE M) % 2WE0 20 C ik
WERT 5, VAR F— FOREFRIRNIESRSK TERICZ VAR 7 0E LT
400mg/m2 (AL HFE) ZFHIRNERT L EE B, 74T T Ll LT2400~
3000mg/m? (A MFE) Z46WFH2NT TRGEFIRMIESR 3 5, Tz 2 & 12 v ik
R

(3) IMGERVABUIRTELSBEICHT S LARKRYF— k- J0F 095 VL EFEaEo A

"%

WE, RAZIFLARAY F— k& LT1EI200mg/m2 ((AFAFE) 2 2WF/ 2T Ak
NEHNT L, VARY T — FORHEFIRNEN K TEZICZ L AR T 7208 LT
400mg/m? (RFKEHE) ZEIRNEST L &bz, 74 r T 7L E L T2400mg/m?
(IRFHEAE) Z46FFM T TREGFFIRNIES 95, T 22 I L Ick Y iR,



<R%E-REICEETSEALOIE>
Tﬁ,E%&DW%,Emﬁﬁm%ﬁ9ﬂim¢ﬁﬁw®#%ht%%ﬁi =12
FTABEIE T % £ TARREZ I 5, AFREZHIRT 2581203, 7vdnruIin
D ERCP G- [HFE O IE R 5 %%E?éo(FEEE%$%EEJ®E%%)

CEStRDORAIE)

VARARY F— b aH 5T 28RI21E, 26mgfH0%51E3~5mL, 100mgHA|DI5GA 1
w~mmu%%7bﬁ%w AR AR TR ME R S O FRIR 2 VT L AR R Y
— OB T NNEW &R - BRI U721, [F— OBIRIE 2 v T2 200~
W%m(VﬁﬁUT*FELT%Q%mwﬂ)ELﬁﬁ%%WE%?éo(fﬁﬁi

DIEFEE ] OESR)

3. EREKRTE
(1) BET—421\v45—o
M EE R L
(2) EBERME
MR L
(3) ESRREIBHAER
M EE R L
(4) BREMHER
M EE R L
(5) BRI
1) BELALETHERGHRER
M EE e L
2) HEEGEAER
M EE R L
3) RLMHER
M EE e L
4) BE - WEBANEER
M EE e L
(6) ampIfsEA
1) SEABERE - FECEARERE FHIERE) - ERTHREREER (TREREKS
E%)
M EE e L
2) BRRBREHL LTREFEORNEXIIRE L -HRBROBE
Y LW
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VI. EEREICEET HIEHE
1. EBEZRNICEEHHILEMITLEHH
RUF—R LT U L, EiE JidnTstRrol vy, Jadng)or
2. EEEH
(1) R - FRBF
INFa T, RS TEEEDO 7 AT 4%y v ) P — U Vg (FAUMP)
L7, FIUNERARKESE (TS) AL CEDIEEEILET 5, TOME, FI UL
e RN L, DNAGKRAIIH SN D, LARARY F— MIHBRAN TET SN T5, 10-4
FLr7T T RuEREZRY, FAUMPROTS EHAKEZKT S Z LT, TSHHLD
FAUMP O 2 B4 S8, 7041 75 2 L OHIEEE 4 BiRT 5,
(2) ENZEFRSITHEEBRAHR
M ERR L
(3) {EFAREEME - FHRERRE
MEERR L
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VI. ¥MEIREICRET HIEE
1. mMAREDOHRS - BIEE
(1) AERLENGOLHRE
ZMEE R L
(2) EEmPREDZERRE
M ERR L
(3) BRABRCHRASn-IHRE
MEERR L
(4) Bz
M ERR L
(5) BE - fHHAEDEE
( VIl 7. MHHELEH] OHEZR)
(6) BEH (REaL—P3y) @BHICKVHIBAL-EMERSEEEER
MEERR L
2. ¥EMEER/NTA—4
(1) BiTHE
M ERR L
(2) BIPLEETEH
MEERR L
(3) "AFATFRLFEYT«
MEERR L
(4) HREETEH
M ERR L
(56) VU7 VR
MEERR L
(6) HMEHE
HEERR L
(7) MFEQHEE
M ERR L
3. }R
MEERR L
4. S
(1) Mik-KEMEaEME
M ERR L
(2) mi&k-RadRErE&E
( TVIl. 10. #Fhw, pEfm, RARF~OEG ] OHESH)
(3) it~
( VI 10. %Fhw, PEM, RILHE~OEG | OHESM)
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(4) BBERAOBITE
MBI L

(5) ZDhOHB~DBITHE
MR L

5. s

(1) KEEBLR UK HEHER
MBI L

(2) KBICEAET 5B% (CYP450 %) D49 FiE
MBI L

(3) MEEBNROEERVTDEIE
MR L

(4) KEMOEEOHERULE
MBI L

(5) FEHERBMOEERN/SA—4
MBI L

6. Hift

(1) BEltERa R ViR
AR L

(2) Btttz
MBI L

(3) HEitthERE
R L

7. FSYVRR—2—ICET H1ER
AR L

8. BREFICLDBREE
MBI L
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. R2tt (ERALOZESF) ICEY5EE

VAR Y F— b - 7oA n v T UARRER OFRHE O RIEIS 7 v A n o 7 2L Oflilin g
PEZIER 20T, ARERATICEL T, FHLEOEBIIHET S Z L,

1. BEENELETDEA

) LARAE Y F— b 7ud vy T o VAR O EHEOF BRI 2 0A 095 L0
REHEEBTL2ETHY, AFECEELEZEEZONAIEEHLRRD 5T
%, AREFBEOEKREZ (1S 0T, BRERICTSITHETE IERBERICE T
NALLEREICHSEHE - BREFOEMOL L ©, [ER], MEERE) omz
L CEBBEDORIRZEEICTLD, REENET L HIH SN BERMICDOLVTOAHRE
B2z &,

IS RE OB T2 > TiE, WHIOBHMIEEZSRLCHOERTDHZ &,
FTo, IBREIGICHEL D, BE XL OFBEICHIMEL OERMEE @i L, FEL
BThHohfTToZ &,

(2) APHEIEELTBHIE, BLOWTHEERNELZ 220350, TOME, BaiaEs
RIEDHZENHLOT, BHN FICHREDHITHERE) CEBRERE (MERE, F#
BE - BREERES) 2170 R AT OREL HOBIE L, BENRO ONEAITIE,
MY R ILE 2T H 2 &,

(3) AFHELSL O DL ZEE TR FHRBS & DA, ATEEREL =T QB ITK)
T LRI L Ty, ERG BRI ORIEH ORI ERT 58NN H
HOT, BEOREEZHDBEEL, BENRDOLNIZGEAICIE, HoMNICEY) 2 0uE %
1192 &,

(4) AFNOR XIE 7 v A a m Z 2kt UERE 7B BUE OBEERE D & 2 BE IR EZ
MAT LN &y,

(5) THT— e XRXATI AT T H Y T AEERIEOUAICE Y, EE/MEREE
HORWERNRBLT 28210 H 5O T, KFEELEOFHAEZITLRW & (THHA/ER]
DHER)

2. ERRNBELE0ERA (RAIEEZED)

(22 (ROBHFICEBRELENIE) ]
(1) EELEHIHOH 2 EH VIR OREIC L BEERIEZ L, SmruL s

ZENRBHD, ]

(2) THIOHDHEE [ FHRHEE L ChK, BRERY, BRASZEI LEMINERD 2
Enb b, ]

(3) EEREYIELZ AT L TWDHEE BN L0 EGENHEEL, B Rrs 2 &
Ndbs, ]

(4) Z2EOMEK, WKOHZEE [BEELRBIEANREIL, BMmERsZEe083H5, ]

(5) EELRDERXIIZOMEREO® 5 EBFH UEROHEIIHRICLY, BmheisZ
ERH 5, ]

(6) BEIRENAEMAL TWDEE [EERBIEANREIEL, BMmptRdlendbsd, ]

(7) KRNOREY XIZ 7 VA0 0T 2 Ik LRERIBBIEDBER D H 5 BE

(8) THT7— N+ XFATZ I FT T NH VU LREAEGHOERE R OREFIEE 7T H
UNoBFE ( TFEEEH) OHEBH)
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3. MEXITHNRICEET SERLDIE L TDER
BARPYA

4. BERUVAEICEAET SERALOIEL TDOER
(TV. JREICEET 2HE] 22H1)

5. RERBEARL TDER

[RERE (ROBHEIZKEEICHET S L) ]

(1) BRI H 5 8E [HREHI OB L BERIYEN IR T2 L0305, ]

(2) BYUEZAOFL T D EE DHRIHIC LV BSYENEEST D2 L0805, ]

(3) LREUTTOBERD H 5 BE DEREZHEEIHRSEDL 1D, ]

(4) FEEOHLEE [RWEANE HoONLIBThRH D, |

(5) HEEOHLEE [RWEANE HOONLIBTNRH D, |

(6) EEICHET LI O & 5 8% [IVIMRBD B H6bns ZLih D, ]

(7) HLEEE IHMO & 5 8E UERZHESEL2L03H 5, ]

(8) KEfBH [BmiLeEdBmERLSDNLIBENRD D, |

(9) Mg ( ImisE~0OEL ) OHEZMH)

(10) MLOALZERRTE, BUBRR 22T T2 84 [EHINHEORIER A M S S BEh
BHd, ]

(11) AfEEiEE 2 T B DEBEIMHIEFORIERN SRS BTN D1 H D, |

6. EELEXRKIR L TNEHRVBRESZE

(1) AFEOKATICER L TiE, BB, M/MROZEBIC+SEREL, B#EHB OO MEKDH
D W IMREE O A L ERE BRI GO 6 25E1E, B EEEE EIE
ToHLETEBREZEMTHZ &,

(2) TRIOHLEHZIEET H>ETREZERT 52 &,

(3) EWTIX, AFIEIC LD Tz oML FFRIEIC O W TIA RN, ZatEiEffE L LT
AN

(4) BHMFAZOEERBEANKLEZZZLNHY, L CBGHLEEREZ-CH 2L
MWHHOT, EHR (FICBRESOHTEARD) ICBRKRRE (MERRE, et - SHEtR
BE) #17o7L, BEORELZFTIBIETLHZ L, BENEO NG EITITRE,
WREZEDOBEY)2NEEZITH 2 L,

(5) EELBRICEVBAKERES OO Z ERHY, LXICHBNERELZ-EDHZ L
W DHDT, BEEL+HITY, BUVEER, THEOEREH b Ga I3k s
ZHIEL, EURAEEZITO 2 &, £, KRN & &b 5E8 I3RS 0w Y)
RAEERITO Z &,

(6) BREE - AR OB IHEICHSEFEET S 2 &,

(7)) THT—=IV s XRXAT L)« T TV H Y 7 ARRGAIB G R, REEZITT 55
AL, AL TRUEOBEESH TS L, ( TFHEMERT OEZSR)

(8) min#F G T 256121, AWEHORBUZFICEREL, HEEICKRETLHZ L,

(9) AFHARERFM OB TR G T H2HMEND DL, RIS T EEZEZET L2
E,

(10) /M ARA Z R T HER2IE, BEE sk ( TR LB @O AATREE - i sh
ERFTEE QAFMHFE~OZAMEICRLIHEE: VAR Y S — My o n UG |
%) RRGETHZ L,
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7. HE#%H

(1) FRZER L ZEDER

HIRER WAL L)

SR

BEAER - FEIE Tk

B - fEbRIA T

THT =« FATI)L -

T4 =T AT

FTTINT Y T LREH

RHNCEHE R MmEEES TH, AW
REOWHILEREEN KT 8%
NWIRHDLDT, THT—IL-FX AT
Ve dT TN H T ARAFIES

FRATIU LR T VAT
VOB ZE L, M
R =Ry A APV - 5
FLL EHT 2,

RS FIE# DR EHTHLEL
WIIARIEEZ T L2V 2 &

(2) FRZEE L ZEDEMR
GERER (HFARICEET S L)

A4 & BERAEIR « H i 715 P - falRIE 1
Tz b AV W EE, EEVCHH, B ESO | MEIEAHTH LN T LA
T2 MM UVHENSGLDONDZ | BT VAN T o= b, v
ENRHD, OMmPREL FH XS5,
N7 S ING 'R Ry N TNFAaTTUANT LT 7Y | BFIIRATH D,

AV LADEREZHEBESESZ &
W& DHDT, EEEREOEBICEET
HZ &,

o bk, B RRE Mk s, M LS REESE O IEH
T HRT 5 2 ERHDHDOT, BEDIR
ez +mlcBleZT 52 &,

FHE NGRS NEAIIIEE, 1k
HEDWY) R EEITH Z b,
N DOIEFOEHANHETT 5 Z
ENBD,

RIEH AR E N D,

TR RS Al
ANT 7 A RFYY —
Ve FUARTY L

AU F— b IC ko TR
AHEDUEH B8 2 729
LEROND.

8. ElI{EH

(1) BMERDHE
AFIN AL FH BAR R A S O RIVE IS BUSEEE DS & 70 DA A i L Ty,

(2) EXLEERAEMBGER BERH)

1) BLULWFH LW THIRS Db, BKERICETELZERHDLOT, BlEr2+50
ATV, FHIN S b b G e lcidf b2k L, MiREOMEYRLEEZITY Z L,

2) BERGESR  HEGE, EitEEE, SEREGEREOEERIBRNG Hbivd 2 &n
bHDOT, BEZTZIATY, WMLUWIER, THREOIER)N G 5o IGaIiTxkE %
kL, @EIREZITH Z &,

3) EREHIE : ULimnEkECy, AmERED, AFEREGD, A, iSO S o R E] S &
SPONDZENBHDLDOT, BEETHICITY, BENPIRO ON-HAICIREE, KRS
DOIEEN IR IEZAT H Z &y

4) avy, FF245F%>—vavl, TF74 9% —RNHobNDIERNHDHD
T, BEZTITAT, 395, RN, mERTEOERN S b bN-HAaIZITED
WG ERIE L, MERNEERITH L,
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Nk

)]
~—

10)

11)

12)

13)

14)

15)

16)

BEKAE, A - SEEE . 0EE IEER - BTROSLOX, UECRIED LY
U, HOboN%E) , £, HERAKIER, SERES, EEIGH, IRIE, ERkkEE,
SR, BHImRRE, RUYERETE, AE, BT, BREMET, REEEE ORI
FERDN D DO D Z &N HDLDT, BEL ATV, TO XD RERR S b
ARG EHIT 5 2 L,

S oMtELFLE, DFEE, RREUDE : O o VEOARE, OIEZE, ZEIOEN &
SPONDZENHDLOT, BEETHICITV, BENSIRO ONZHA IR, KRS
DG 72 EZ1T S Z &,

FF#RERES, 3|9E : AST (GOT) , ALT (GPT) , Al'P, v-GTP®D L% Ik
REREESCTHEND bbb, FARICELZZERHLOT, BIEEH0ITITY, BENE
D ONTGAIITREEZTIET 57 8, WURMEEZITI Z &,

ANTES SMEEELZOEEREEERLLDOND I EBHHDT, BEE I
TV, BENRBD ONGAEIITR G A2 I L, #ERAEEITI Z &,

BIZMERS - BEMEMRERN S D OND 2 ENH DD T, FEE, Gk, IR IR S o R
HERN D b HAICITE G2 IR L, XSO REL2 £S5 & & IR
BEARNE R OBGFEDOHEDRMELZITH Z &,

HILEES EELGOAL  HEEEE HEERONRROLLDONDLZENHDHDT,
BEE I T, RESRD ONZHEAICIEIRGEPIEL, WYRLEEITY 2L,
FRAGER . TREGER (T, BB, KR RIER, mRisEss) 16560
N5ZENHHDOT, BEZ AT, BENFO NG EICEF&RG LI L, i
7R iEE2 175 2 &,
BEMOENEERE&EE DIC) : HMEMMENEEEEE (DIC) b Hbbihd Z &M
HHDOT, EMIMICIMERELZITH Z &, ERDBH b oG AIiE&RG 2 kL,
B iEE21T5 2 &

RERBK : WiRlEE (REEGIELICZ W) B bbb, BREMAETELZLNHD
DT, BEETSITITY, BEIRO NG BREE RIS 57 Sl A LE &
17952 &,

B7VELTMIE : EEELZEI ST R =T IIERD HPNDZENHDHDT, B
Bh AT, BENPBOONEHAICITEEETIEL, BYIRMLEEZITY Z &,
RMEEL SRR H DN Z ERH DD T, BEE I, R, miET
7—¥ EHENRS bW G TG AL, WEERNEEZIT &,

BIFERT %, FFEEZE, (OEMER, 2 70—UEERH, PEHREEEMELE (Toxic
Epidermal Necrolysis : TEN) , BEiLIEZERGEIERE (Stevens—JohnsonfEIREE) , B4
B : VA n T U AOEULEY (T 7 —V5) CEIEMSK, B, M
ff, x7 v —BEEE, TEEREEMAFE (Toxic Epidermal Necrolysis : TEN)
FeRERGIERRIE R (Stevens-JohnsondEERE) , WML M2 H H oD 2 & e S
NTNWDHDT, BEET7ITY, RERROONGAIITE G2 IR L, @)
EEITOZ &,
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&

(3) ZDHbnEIEA
TROEIREERN S HOND Z ENHDHDT, BELTIITATY, BRENRD L
e E IR, IREFOREUIRAE LT O 2 &,
BAE A
BACMR, Bl - WErk, BRTERE, R, OEEE, 0%, (R, HAXK,

9 1)

Ao B e g, = EEEE, R, M

B & AST (GOT) k&, ALT (GPT) k&, viUrvrrEbH, A-P L&, LDH L&
B i BUN b5, 7v7F=v &, &AR, MR, 7V7F=027 077 AKF

R R R ED LU, HEV, KRYhigkEE

& & mRAE, BT, %E, LB, REHEE Ak, 2 5FE, MO, HiE, L
= B, JeREEUE, W, AKE

B 8 ETY | %P

i@ I’ = M, DEXKEE (ST L&, Twds, RIEIRE) , KNSR

iR TR, IRFedn, RS, A

FE REAMIE, K7 V7 2 UdE, TARBRK, BER, SEERK, FERIREE BE

HVEE, TROERE, S, fHRE, S RE (K7 MU o AfE, K0

Y AGE, @AY v AmE, (K27 v —/VIAE, &2 v —/VIgE, (KL Al

SE) , BHVE, BBk, CRP L&, [FEeEkia%, MmibEpeis

1 EEIHMEREDNAGEICIEREGEEFIET S &,

HE2: g52HIETHZ L,

£ 0 #

(4) BRABMEFAREHEERUVEKRREERE -5
MBI L

(5) ERER, AoHE EEERUFMOAREERIIORIERREE
MBI L

(6) EM7 LILX—Icxd 2R RUEERE

1) BLE  AFIOS L7V A1 7 T Tk UEERBBUEDBAERED & 5 B 1T ITA
PIEE AT L2 2 &y,

2) BE  AHIORY IX TN A 1 7T Tkt LR RBUEDOBAERED & 5 B I3
HLlZanwzZ &,

3) EXRBEMER : v 2 v/, 7T 74 7F v —0RHobNEZERNHDHDOT, BEE 5
IZATV, 3695, MR REE, mIER TSOERN S b -G TE bICE G E IR L,
WO ZRE AT D 2 &

4) ZOMORIER - ORJE (BFRLE, WE, %G, AL, RKAHEE Ak, %58,
INORLE, IS, fLE, JERNEECE, B, AOE) ERBRELbhDLZENHDHDT,
Bl ATV, BEPRD DN HAITIEEE, KRESOMYRLELITY Z &,
QiEUE (3892) NN HEIEEGE RIS L,
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9. BlREADRE

il E TITAEMBEREDME T LTV D 2 ENE <, FRTEREMS], LS G LV A,
HERANRKSE) , BEEE, BHmRORENNSH 5 oh Lo T, HE NI
HHRICEE S50 L, BEOREZBRE LN LHEEICKRSG T L,

10. 48R, =R BIABRE~O#HE

(1) 1 XATIEIR L T D AREE O & B AT G- LW ERZEE LY, [Zdnry
TINVOMPER (T v, vUR) TEHIEE, NHBHEORAFBEHRI RE ST
%o ]

(2) BHBCEET DL AR AET IS 2 &, AT ORGIZET LM IImH
SNLLTW R, ]

1. MNRE~DEE

A KERE, HAR, IR, I UI/NRISH 2222 M i3S LTy (B FRRER
DITRUN)

12. BERRERRICREIZE
R L

13. BEERE
AR L

14. BRALOIE

(1) BHRREE : RANTAEFRIRNEE G- & L, KT, SiIRNICES Lan &

(2) $BHRF KR OFIRNI G XY, mEdE, mietiikRzE Sz hnrd o0 T,
HESHAL, R FEFICHSEET D2 L,

(3) LI AKFNIBIEAZEH L TWRWO T, FHRINCH 72 > TTMEE RIS+ E
L, #HfZIT24RIINICHER 2 2 &,

15. EDHDEE

(1) ZAFu v T oV REER & oGUEERE Al 2 0 LB, SvEaim (e s
Mz Sabd D) , BHREAEREEE (MDS) AL LEDIWENH D,

(2) ZAFdnuT7 OB RE#ETHLIYE Kev ) P05k Kash—+¥ (DPD)
KRPEOBEN TS FXUMFEL, 2O LI RBEICTINA T T UV RIERE G L
%G, BEVWICEEREIER (DK, TR, migkEs, PREEE) B8BTS
EOWMENH D,

(3) ERROBHIZXY, B4 I UBeRZIC XKD ERFERMEGIM EEGINSE) SRS ND
EOWENH D,

16. £t
YRR L
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X. FERBRARICET HHE
1. REHR
(1) EHEEHAR (V. EHEXEICETHHEE] 1)

(2) BIRRFEERHER
AR L

(3) REMRBEHAER
LR L

(4) TOHOIEEFER
AR L

2. EMHR

(1) EEEEsEER
LR L

(2) REBREEMHEER
LR L

(3) EERLEEMER
AN Y AP

(4) TOMOBEHKREY
LR L
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X. EENBRRICET HHEE

1. BHlRXS
W v§$U+~hﬁﬁ%§%%mymaj GRS (R — EMZEO0T;
LA Y J— b AR EREAH 100mg INIG) ZIZXVEHTHZ L)
BRSy  | VARRYF— b T A L

2. EDHMXIEERLIR
PNA TNV OSNEZERROEAIRNICERT 5 Z &,
3. Itk - RESH
FEIRPRAT
4. FEHERJZONLEDEER
(1) ERTORMYHZ L EOBERICONT
Brlzp L
(2) FFIRMAFBFOMBFBWNIIONT (BEFICBETREWESRES)
<ThHoLEy : F/
( TV Ze4tt (R EoFEES) T 2HEI25HM)
(3) RFAFOBERIZONT
( VI 14. @A EOEE] OHESR)
5. RBEZHSE
PAROrA
6. A

(347« ZE MRS R ICHAH <)

W 7e4 GRS
VaRAR Y J— R EEN 256mg INIG (1 /34 7L 25mg) 10 731 7L
VaRAR Y - — R EHEH 100mg INIG (1 734 7 L1 100mg) 5 /31 7V

7. BaROHME

AT T AL T )L, TF T LT A
8. E—HS - A%hE

Bl =Ry« 7A VAR Y SEEEA 256mg, 7 A VARV iR 100mg
9. EIfRSEEEAR

HH
10. 8ERFTERZBEABRUEKBES
W 7E4 KFBFEHH KRBE T
VAR Y F— N A#EEERN 25mgINIG 20074 3 H 15 H 21900AMX00494000
LARAR Y F— b sl FHEAH 100mg INIG 20094 1H 8H 22100AMX00037000
IR 7E4 AR H TKRE
L7 :/ s ! — )ﬁl;‘\ F )
(éj;i%f;f‘ MAVIRERIEN 25me | o007 51 15 1 21900AMX00494000
[//:/\] "—““Il:—'““ e
(éf;?;{;f_ PR 100me | on00 4 15 g 22100AMX00037000
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1. REBELENBFERE

e SEAMEEEGHAE A B

VAR Y F— N A#EEERH 25mgINIG 202245 H 25 H
LARAR Y F— b sl FHEAH 100mg INIG 202245 H 25 H
[HAR7E4 SEAMILHEIN A A B

VAR Y — F R EREN 25mg
[ A9 —|

20074 7TH 6H

VAR Y F— b AR EEM 100mg
74 9—]

2009 4 5 H 15 H

12. EEXIIZIEREM, AERVAEEEENENFABRUZTOAR
<ZhHE « R OHE - HEOBI>
BN 201445 H9H

N A
PEE - HR VAR Y F— b - 7t e v T VR O HEE
FERG - B X ONR Y BRARRE R ICR T A 7 v A v T UL O bUERE ) R
DR
Ak - BE | BEYIBRTRERERICHT A LVARRY F—F - Zdn v T L EEEEeiig

%

HE, RAIZIELVARRY F—FE LT[ 200mg/m2 ((AFKERE) % 2 B,
O CEBFIRNIESA T 5, LAKY F— b OARBIRNIES K TEZIC T VA
07y Ll LT 400mg/m? (KRR ZEIRNES T L bic, 74 n
V73L& LT 2400mg/m?2 ((KFEHEFE) % 46 RE A CTRHERIRNIES 95,
a2 STk IR,

(__: #h8E - DR K ORIE - MENBINIHE 9 BINE )

<ZhEE « R K OHE - HEDBN >
BN 2018411 H 28 H

N A
ZheE - R LARFB Y F—k « 7d T o VR SO E
FERG - B, DI R OB IR ARRE R I T A T A u U T UL OHL
JIEIEE 56 2R D HE 5
Bk BE | NBELEOEGEYRARER SIS T A LARRY F—k « 74 a5 L EE

ORI A

WE, RAIIZLVARRY F—FELTI1[H 200mg/m2 ((AFREE) % 2 i,
T COSERIRNIESR 5, LARK Y F— b O SREGFIRNTESHE TEZIC 7 VA
w7l LT 400mg/m2 (REME) ZFIRNERT 5 & &Iz, 74 n
77L& LT 2400mg/m?2 ((KFERE) % 46 FE 1 CRHEEEFIRNTES 95,
A 2B LIRS,

(__: #h8E - DR K ORIE - ENBINIHE 9 B INE )

13. AEERR BAEHRAREABRUVEONT

A% L7
14. BEERMH
Y L
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15. BRYFEFRERRICEY 51FH

AANL, BEWRICEE T 5 M RITED 5 TH7RW,

16. £ Ea—F

- Ef@ma—k | o 2

VAR U J— bR EREN 25mgINIG) 3929407D1012

PARPAN — “‘\‘ y m

A g (o = — 1) 621782504 117825804
LARA Y F— b SR EEH 100meg INIG) 8929407D2019 621897904 118979704
S E g (;‘fjﬁ*ﬂﬂ%ﬁ:ﬁ— ) 7 797
" Efma—F | Ba— R ok

LARAR Y F— FEEIEA 25mg | 3929407D1012
M5 — (e = — ) 620005721 117825803

LARA Y F— b S FEA 100mg | 3929407D2019
g T — (e = — 1) 620009589 118979703

17. RERHBFTLEDERE
ARANTZZHEHREN L OB RIEIKLTH 5,
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. X
. BIRAXHE

1) AEILER TSRS NER (ZErER)

2) HELERTSGRASH ANER (ks B9 2 WasatiR)

3) HTHEMERARERTH - EMHRE C-191, EIFEL, Hunt (2017)
4) HELBERTIERASME HEE (pH Z8iEER)

5) HETERTHEHKASHE ERNER (BlEZ(bER)

. DD SEH

L

. BERH
. EESNETORTRR

L

. BIMCE T AR EER

L

24



XI. fEE
ZFTOMOBEEEN

AEOHERICEET 5 :

KL, AR OYHCFRLEMEICETOERTH Y, & BlE L TR LZEROA M - etk
(ZOWTOFMIEESENE L TRV, £72, A LA OB LR Z ENEIC DUV TIRES L T
VY, AAIZAAI S BLE UTER T 2BRICE, BFEAORMNCEZMRL, o2 &,

(1) pHZEBHER "

OUARARY F— b AT 25mg [NIG)

(KA 1 A T V& ES K 2.56mL CIEEfiE)

B B El(\i( H
ok st | 0.1mol/LHCIA) mL | A<D . B
e Pl $rn | BEBMEK | BEATR
p 0.1mol/L. NaOH(B)mL JEb A pH
VAR Y — b (A) 0.70mL 3.60 3.83 18
¥ 25mg INIG 7.43
(Lot.685001) (B) 10.0mL 12.52 5.09 L
OUARARY F— b AiEFEMA 26mg/NIG) o pH Z#) % /77— /L
pH 1 2 3 5 6 7 8 9 10 11 12 13 14
g — 0.1mol/L HC1 0.1mol/L NaOH —
2 0.70mL M2 10.0mL
3.60 7.43 12.52

OVARFRY F— F AN 100mg [NIG)

(BH 1 31 TV ZESR A 10mL THAR)

- st | 0.lmoVLHCLA) mL | %% pH . )
p 0.1mol/L NaOH(B)mL | 25y pH
LR U — bR (A) 2.80mL 3.64 3.93 18
¥ EM 25mgNIG) 7.57
(Lot.NXKG1) (B) 10.0mL 12.47 4.90 7L
OUARARY F— b HEEEH 100megNIG] © pH @) 2 7 —/b
pH 1 2 3 5 6 7 8 9 10 11 12 13 14
a9 — 0.1mol/L HCI1 0.1mol/L NaOH —
& 2.80mL & 10.0mL
3.64 7.57 12.47
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(2) REEILHAR
1) 2FIRESETLRER (ks Ors)
VAR Y F— hREEEA 25mg INIG) & &k & Ofd G (LARKYF—hELT
0.75mg/mL DPEEE) (2 OV TELS (LR A 1T - 7=,
TRAESAE © IR, 1000Lx D=RPNEELE T
BRI MR OMED , pH, VARV T EE
Ok T OBLA LB R

LR S . Bl & D RER
o By | COMRE | RRE Ten e T swm | ememl | o4 W
—_ o e 1. Vi Vi 15
KGERE A PR 0.75mg/mL o 6 s cea e 66
G (%) 100 100.0 100.1 98.7
%o I wm | T wzi)? wﬁ? e
e O 5%7 R iz i i iz
REHH 5% VESHIE 0.75mg/mL pH 6.64 6.63 6.66 6.61
EE(%) 100 99.8 100.1 98.4
s P e X X 5 X
KN ik 3B HERFIR 0.75mg/mL oH i e S 5o
& &(%) 100 99.8 100.2 98.7
)y g | MO RIS AR BES
VU Z—T3% e e & o s Jiz
WK HEISHR 0.75mg/mL pH 5.38 5.36 5.35 5.37
& &(%) 100 99.9 99.3 98.1
A %&E@ %#{zﬁé %#{zﬁé %&ﬁ’é
FUT I “jem& .| 0.75mg/mL B &N &N B
U Vi pH 6.72 6.72 6.72 6.75
EE(%) 100 100.1 99.9 99.6
W MR %ﬁf wﬁﬁ wﬁﬁ %ﬁf
R N /3 iz i iz iz
V4 —DE o | OTomemb pH 5.45 5.45 5.45 5.44
EE(%) 100 100.3 99.7 98.8
S M i e-es) i e-es) (7 e=¢<)
T4 F = e g 0.75mg/mL P& V& T P&
35 ’ : pH 4.82 4.80 4.81 4.81
& &(%) 100 99.7 98.9 95.9

GEIIMAE#ZOEELY 100 & LIEEFERTORLE,

26



2) 3FIMAEEILHAB (iR O 5-FU & 250 W0 & OBLA)
VARAR Y F— b RiEREA 25mglINIG) % &R Efigk, 7vdnaw 7 o ofils
" (FAR BEEEELTCUARKRYF—bh: 7t nruTi=1:250) IZOWTEES
EARBR AT > 72,
RIESME - =R, 1000Lx O=ENEELLE T
ARERIEH MR UMD , pH, VARV F— M EE

OBl A Z bR R
W R ‘ Fil & e AERIF Fid & #% D IER
P 4 R 4y 4 (FLV:FU) Al &% 3 RFH 6 MREfH 24
48 MV | Ml | Al | e
KRBAERTE PR AR 1:250 pH 8.37 8.37 8.38 8.36
(%) 100 99.2 100.5 100.1
o sl MR | MR | AR | Ea
RIGHER 5% 5%;9;5 " 1:250 pH 8.40 8.48 8.50 8.41
& 5(%) 100 99.3 99.3 99.7
448 MV | MR | ARl | EaE
KN ik 3B MEFRFIR 1:250 pH 8.35 8.38 8.37 8.37
(%) 100 100.6 100.3 100.4
. A=) HECTEI | MEATEET | MO | MR
7Y %;;37? MEFRFIK 1:250 pH 8.36 8.39 8.40 8.36
& 5(%) 100 100.3 100.7 100.1
B 448 MV | Ml | ARl | EaE
TIT v I y j fé‘;@ 1:250 pH 8.38 8.38 8.38 8.38
&%) 100 99.2 99.9 100.2
_— 448 MV | MR | ARl | EaE
v 4 — DI UL 1:250 pH 8.25 8.24 8.24 8.25
&%) 100 99.3 100.6 99.6
o A=) HECTEI | MEATEET | MO | MR
7 g%%;{” MEFRFIR 1:250 pH 8.28 8.31 8.30 8.28
& 5(%) 100 99.2 100.0 100.4

GRIINAEZDOESESY 100 & LIEFERTRLE,

WA SCENSOPRKE: <@ EoEE - HilsE>
AFNIEH 28 LT 7RnWo T, AR H - > UTMEBRICHSEE L, A% 24
REF LINICAER 35 2 &,
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