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I. &WICEYTSER

1. B5EA
(1) M4
T T B EHEER 400mg TNIG
TH T e RIHEEHER 1g TNIG)
(2) *4
Cytarabine for I.V. Infusion
(3) BAMOHEE
—fRA LD

2. —i4
(1) M4 (WMAE)
T #Z5Ey (JAN)
(2) #4 (@aE)
Cytarabine (JAN)
(8) RT L (stem)
TIY) 7T ) —AHEIR : -(ar)abine

3. EERXITFHER
== s

NH:2

4. PFXRUVHFE
4512 CoHisNsOs
FE : 243.22

5. {E%¥4 (fifiE) XIEXE
1- B -p-Arabinofuranosylcytosine (IUPAC)

6. {BERA. fla. BE.
= : Ara-C

5&S
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1. YEEMEE
(1) %M - K
A DRE i XUTAERIED K TH 5.
(2) BFE
AKIZEETT <, FiE (100) IZR0RBEITRT <, =%/ —/b (99.5) 1THRD TEIFIZ< VY, 0.1mol/L
HEERIRIZE T B,
(3) WiEtE
MUERR L
(4) AR (SRR, K. BER
RS K9 214°C (5 fiR)
(5) BRIGEBEMTEHR
MUERR L
(6) DERE
MUERR L
(7) TOMDERRIEE
FEXE [a] v @ +154~+160" (fzfg#%. 0.1g. /K. 10mL, 100mm)
Afh 0.20g Z7K 20mL AN L2 D pH 1% 6.5~8.0 TH 5,

2. AMESORMERTISH T BRER
AR L

3. AT OREREERE,. EEE
(1) HeBaBrik
1) SO AR W N P )
A DIEFETIREIRIC D E RN AT MV ZRE L, RED AT MV ERLDSBRANT ML &t
BT 25L&, MEAEDANT FVERE—ERED & ZAIZFEBRORE DRI 2580 2,
2) FROMRIL AT N VEIER
BALA U U AR LV RBR ATV, REDART MVERBOSIARY M ERET S & &,
M DAY R VLRI D & Z AIZAEROEE OWIR Z7BH 5,
(2) ERE
BN A E A
KihZEERE (100) (SN L, BHEER CRET 5,
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1. #Ifg

(1) FRORH
IRPET S A

(2) RHDONER UtER

RF7E4 UH TV EEEER 400mg [NIG VH T SRR 1g TNIG)

& - A A P 0D K TR 5

pH 8.0~9.3

2% 1.1~1.5 (AFEHKICxTT 2h)

(3) #@Ala—F

L7
(4) HEOWHE

(Mv. 6. BAIOKFEEME FIZHB T HLEME] OESH)
(5) £t

L7

2. HEIDOHER
(1) APES (EERS) OEERUVFHEMNHE
HRIE4 T H TR LR 400mg [NIG) VAT R FHER 1g TNIG)
BRNESr (134 70 (20mL) 0 ¥ T B 400mg|l 31 7L (50mL) v H T eV 1g
— 1347V (20mL) 7 : 13147 (50mL)  :
ik N U 7 2 (180mg). pH FHEIFA| k) N U 7 & (450mg). pH FEIH

(2) EREFORE

524 LB T SRR 400mg 'NIG VBT SR 1gTNIG)
T 134 7L (20mL) H 134 7L (50mL)
Cg;%é) Na : 3.08mEq Na : 7.69mEq
o Cl: 3.08mEq Cl: 7.69mEq
(3) &=
AR L

3. BRtERRADHERRVERE
L L

4. Al
FARANA

5. BAT 3 THIEDH 3K
LR L



6. HADEKBEHTICETIRER"

(1) TR

OvH T ¥ v HEEHER 400mg I NIG

NMLEFRER R EIERE

SRRV A VT 4 A T V]

HBRIE B =R LRAF IR
<k > B BH #h 1% H 3% A 6 1A
. 161210K
PER n=3 N . N N
: - 161211K Sk pay A e
<8 VB DR >
161212K
SmbEs 161210K
“‘“fggﬁ)n 3 161211K| A o e e
161212K
RFEBLEL n=3 161210K| 1.28~1.29 1.28~1.29 1.29~1.30
(AEPREHERICRTT 5 1) 161211K 1.29 1.29 1.30 -
<1.1~1.5> 161212K| 1.28~1.29 1.28~1.29 1.29
H 03 161210K| 8.54~8.60 8.82~8.86 8.72~8.73 8.68~8.70
<§0N9 3> 161211K| 8.57~8.63 8.82~8.84 8.72~8.73 8.69~8.70
‘ ‘ 161212K| 8.56~8.64 8.80~8.86 8.72~8.73 8.68~8.69
p 161210K
PIEESAER n= . . . .
ﬁfi;f; 3 161211K BERaY RS o) bEReY
: 161212K
by = - - -
<0.1EU/mg #im > 161212K
S E e 161210K
i*gjifjﬁii 161211K BA - — —
R 161212K
RIAPERY) n=3 161210K
<EHT, =T <msns 161211K A pay pay -
AR ITERD A2 > 161212K
AEMERRL T (fE/548) n=3 161210K| @ 4~24 @0 |D16~36 @0 |D16~28 @0~4| D32~88 20
<@10u m Ll E : 6000 ALLT /a4t |161211K| D16~24 @0 |(D24~36 @0 |D12~20 @0 D12~28 @0
@25 um L E : 600 fHLL T, 74> |161212K| D16~24 @0 |D28~48 @0~4|D12~36 @ D16~28 @0
W =3 161210K
161211K WA — — W
2 '_.Q 71.
<PRAEM OHEFHNBIEL S0 > 161219K
SF (%) %2 n=3 161210K| 101.38~101.66 | 99.35~99.92 | 97.69~97.94 | 93.38~94.13
< 90.0~110.0% > 161211K| 101.38~102.20 | 99.27~100.27 | 97.44~97.87 | 93.94~94.82
: 0 161212K| 100.54~101.42 | 99.47~100.04 | 97.02~97.43 | 93.23~94.00

X1 :EEWE 1) IV ATIE TR 20% LT, ERRUSOME 4« OIEFDE : 0.2% LT, BIE@EWE : 1.0%LLT
g E (2) RRT #90.26 DIEGE : 0.15%LL . RRT 9 0.28 O¥EHZFWE : 0.10%LL T

X2 RARRIIKHTLI2EEE (%)
—  RESE




BRI : 2012/6/29~2013/3/28

OvH T ey mEERER 1gINIG)

NEFRBR [ el PR

[

iy

N

CEBRIRAR AL T 4 XA T V]

SRBRTE B SR PR A7
<> B BH AR IRE 1% H 25 H 45 A 6 » A
. B01859
MR n=3 . . . . .
<memmow> | D08 A e e e e
ek B01859
BB n=3 . . . . .
s gﬁ)n BOIS6l | o o e o o
B01863
B%EL n=3 B01859 1.30 1.29 1.29 1.30 1.30~1.31
(AEEEIERIZX T 5 ) B01861 1.30 1.29 1.29~1.30 1.30 1.31
<1.1~1.5> B01863 | 1.29~1.30 1.29 1.29~1.30 1.30~1.31 1.31
_ B01859 | 8.80~8.87 8.80 8.70~8.72 8.60~8.63 8.74
pH n=3
<80~93> B01861 | 8.82~8.87 8.80 8.73 8.61~8.63 8.74
: : B01863 | 8.85~8.87 8.80 8.72~8.73 8.62 8.73~8.74
- B01859
r{\mﬁ;‘_ﬁﬁw :3 N N N N N
" i;f: B01861 TRe) RS RS EReS EReS
’ B01863
T R RFT 2 n=3 ggigg? N
3 = - - - -
<0.1EU/mg it > B01863
I, B01859
LA E n=3 . . .
i*£$§1)1> B01861 WA - — WA WA
B01863
RYAVERY) n=3 B01859
<BHHT, T HMiEns | B01861 ke e STk e e
RESHERPNIZRD 720 > B01863
IR 7 (8/458%) n=3| B01859 i
<M10um Bk : 6000 fEHLLF,/ 742 | BO1861 WA pay pay pay pay
@25 um LLE 600 HLL T A4 > | BO1863
1 NP 7 =
<P DOBREBER S e > BO1863
SE (%) *2n=3 B01859 |101.12~102.14100.44~100.71 | 98.54~98.94 | 97.79~98.08 | 93.78~95.25
£ 90.0~110.0% > B01861 |101.44~101.87|100.06~100.87 | 98.96~99.43 | 98.04~98.33 | 94.48~95.23
: o0 B01863 [101.56~101.99|100.31~100.76 | 99.02~99.07 | 97.67~97.78 | 94.96~95.26
X1 BBWH (1) vIIATTE) VR 20%E T, ERUSOMEx ORGEMHE 1 0.2%L0 T, EHWH : 1.0%0 T

g E (2) RRT #90.26 DIEGWE : 0.15%LLF. RRT 9 0.28 O¥EZEWE : 0.10%LL T

X2
— R

FRBITT AR (%)




(2) JezeEtatin
OV E T ¥V RMEER4A00mg INIG] 1Bt 25C - 60%RH - Bt &E120 5 Lx-hr
(BRI F V7 434 TV (dEE)]

SXERTE H IR
<JHHE> BH ARIRE 120 )5 Lx-hr
PR n=3 P . "
<A T D> (0 P BH OR A% £ V5 BH 0D I
ZBEH n=3
(AR 5 L) 1.3+0.0%3 1.3+0.0%3
<1.1~1.5>
pH n=3 g %3
<8.0~9.3> 8.84+0.0 8.2+0.0
MR n=3 . N
<H1> LS A
RYEMERY) n=3
<PEHHT, =0T <mtEhs SRy A
R ITERD A2 >
REPERORL T (B/AZ) n=3
<@10xm LAk : 6000 fHLL T,/ 7550 ®2<%0 32 @%016
@25 m LI E 600 HLLT /288>
Gk (%) "2 n=3 %3 %3
<90.0~110.0% > 101.10.5 101.8+0.1

X1 :HEWE (1) U7 I8 VR 20%L T, LSO 2 OEFEWE - 0.2%LL T, WIEEDE
MW (2) RRT #90.26 OEFWE @ 0.15%LLF. RRT #9 0.28 DEHEWE : 0.10%LLF
X2 BARBRIIHTIEAE (%) X3 TR (S.D.)

OvE T ey ilTHERLIgINIG) Bt 25C - 60%RH - 1# #1205 Lx-hr
BRIRARV ALV T 00T ()]

: 1L.O%LLT

RIERTE B B e
<JHHE> BHAGEE 120 77 Lx-hr
PEIR n=3 . .
< BEA TR DI > M B DK S 44 Y D i
ZBEH n=3
(EERIRHICST T D k) 1.3+0.0%3 1.3+0.0%3
<1.1~15>
pH n=3 s "
<8.0~9.3> 8.9+0.0 8.5+0.0
SRR =3 o n
<H1> G EA
RYEMEY) n=3
<HHT, =T <REEND WA WA
REEVER TR D 720 >
IR (/A% n=3
<10 um LA L : 6000 HLL T,/ 74 ®%mw ®%50
@25 um PLE : 600 HLLT /&>
Gk (%) "2 n=3 %3 %3
<90.0~110.0% > 101.8+0.2 101.9+0.3

X1 EEWE 1) IV ATIE TR 20%L T, ERRUSOME 4« OIEFDE : 0.2% LT, BIE@EWE : 1.0%LLT

HaWE (2) RRT #90.26 OEFWE @ 0.15%LLF. RRT #9 0.28 DEHEWE : 0.10%LLF
X2 BARRIIHTIEAE (%) X3 T ERE R (S.D.)




7. ARNERUVBRBEORES
(Tv. 3. AEEEOHE] OESRK)

8. thFEILDEEELL (MEIELFENEIL)
(IXI. 2. ZOMOBEEEE] OESMR)

9. BHt
A Lg

10. &% - Ak

(1) FENRELESR - AF. NEIFRKRLESR - ARICHT51EH
YL

(2) A%
< H T BV AHERER 400mg NIG) >
20mLx1 /34 7 )b
<V H TV RTEEER 1g INIG) >
50mLx1 /XA T L

(3) FPlEEE
MU ERR L

(4) BHROME
NATN BBIRRY A LT v ()
Iafe T FAIL

1. FEBHEIhLEHME
(IXI. 2. ZofoOBEER OEEM)

12. ZDth
) W R BTk H W R ER Y
1) RBRI7E

UH T B ST ER400mg [NIG |

A
BIE | s e L skl (NIG)

it AEFRAETR (KREARTE, 500mL)
J 7 R OEERER% (K HEEE%. 500mL)

Hi R— Vi 7 « V% — ELD-SF-T60 (0.2 m)
vk QNP LT TR 1)

Esli i, ENEELDE T

Pt 2.7mL/%>

- e 330mLICFi{A3.4g (170mL) %#Ei A& L7z,
(&7 e RE : 3.4g/500mL)

- R HELAIR O 2 BB L7,
(i > SmmaraRE

TEE, WKt > MEREORAR A SRR LT,
< [\ U2 EEATR L 0 BB A BB L 72,

(@ > ~imi ik e
BB LEEREOV 2 T U EBEHIE LTS,

Ttk - BRAA SR T v b2 L. BUE OFE CRLE K &

Wik~ 757 40—

it
il

€

%ﬁ+ﬁ%

> Wiktok

— WK I ILE—




2) RERER
- . a8 (%)
itz AR <90.0~110.0%> n=2
S 99.96~100.29
AR

100.87~101.54

&
[
CIRR

7 R U REESR 5%

99.75~99.87
100.64~100.71

5
E

e
S
S

(2)
1)

R A R

BT 1%

AR A

X T R 400mg TNIG)
VAT E VR 1g TNIG)

e Sy

18G gl | 45, 90°

Jiik

S ESE B AT ) T EREWGI L BB O A T L0 T LRI 45 F

721390° D FEC A L 7=,

s T D%, ONA T NEBINRIEL U, AN % & 2 FREWRG L, FEDZER % 2L

IR TAALTANICRE Lz, ZO8REEZBRVIRL, OFKiEE DEFEL) WLz,
Tz, $HEAEREIcE L EHRENOIRKEZ T R 729) 25 E ImLEEW S| L
7%, ZEIEETERE Y U B AL TIANICE LT,

CBENEREOEE (ol FARONAIEENEKREHZLTND Z L 2R Off

T A LD AR,

- FRE®, OKRUVQ@DEBIERFICEIT Dk OF 2, B TR LT,

. W O

i ©) AT R AT IR

400mg NIG] (20mL) 1g INIG) (50mL)

Fpaih

@O A T AL n=3

45 L L
90 L L

@ 5| n=3

45 L L
90 L L

@ #k#tn=3 90 L L




V. ARICEYSEE

1. BREXIEHER

OV&ifyk%%%
aEEimp CRPEE e A s, SPED MR IR (20T D TR
-E%Xiﬁﬁﬁuﬁﬁéﬁﬁﬁlﬁﬁ(%wm~vﬁﬁ)

- HiUE D RTE

R ST R DM ) o/

el Ly BMEY M B MR R OSEME D v IS O W Tt o SUES A & 0P 2 581215,

ONEZr S A T 0 e i 15 15 D AiTAL

2. PDEEXEHRICEHET HFE
FEEIN TR

3. HiERUVAE
(1) AERUVAEDOHES

<VAESEVKERE>
D& FiEtEamnK
E%Xi%%m ZxPY D EARE AL (P — URRE)

WHL A, v F T e e LT 1R 2g/m2 % 5% 7 KUK S 5 WIZAFREHIRIZIEA LT 300
~500mL & L. 12 W2 3 BFE 2> T Al TR 6 H b A RN G532,
INRIZEGT 85AI12IE, X7 & LT 11 3g/m2 % 12 REfEIZ 3 B2 T < 3 AM
A FIRN G35,
ﬂﬁl DI IE

WH L RAIE, ¥ T8 8 LT 1E 2g/m?2 % 5% 7 KUK 5 W IdABSHERIZES LT 300
~500mL & U, 12 RefiifElC 3 Befi 2T TRl TR 6 B HERIRIEE G-, T 1 8] 3g/m? % 12
4 3 REM 2T TR T 3 A MEARNE 595,
IRICEET 285E8101E, 278 & LT 1 1~2g/m2 % 12 FEEfEIZ 3 RE 2T TR T 3~
5 HEFEARAS S 33 1 8] 3g/m? 2 12 WEfHEIC 3 B2 TRl © 3 H IR 59 %,
@&t v/ A Mm%
WH . AT, foPESEAIEFH L, 278 L LT 1E 2g/m2% 5% 7 KBRS 5\ I
APRAIEIRIZIRS LT 300~500mL & L. 12 FefffE(C 3 RFE 2> T T AR Tk 6 H s B Bk
B535,
INBIZERET 2 EAICE, thobtEEAE AL, 27 e & LT 1 Al 2g/m? % 12 B
R 2> C i ¢ 3 H i B RN B35,
©OF AL TR |
HE. RACIE, oPUESEAIEOFH L, 278 LT 1R 2g/m2% 5% 7 RUBERD 5\ IE
AFRAE R ICIES LT 300~500mL & L, 1 H 1~2 [\ 3 B/ F CTHfi< 1~2 B (&K 2 [E])
@Hﬁ%ﬁ&%#éo
INRIZEET DA, tobtEEA &AL, % 78 & LT 1 A 2g/m2 % 12 K
R 2> T ¢ 3 H i B RN B3 5,

B BEOFH, KM L OEHOREFIC LV EERET S,

<ERFRH T HRETREOMLE>
FHAEERSR GO HER OCHE I EICES ST 2,
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(2) BERURBOREEM - 2
LRk L

4. AERUVAERICEET IR

7T.RERUVARICEEY 5EE

<¥heEHE>

7.4 SRR IIAFI O A ZIE R O LI B G- LTl 0 | RFRE O FERME 13 i 5 oD B 7T I 0
PERBIEDIEINC OB oBTNRH Y | BRI OERIZEE ORI ERE < HKAH O Z2FE KN
(2 &0 BB ORI S YYIE « BUMAE DI SRR D BTN H D,
<VASEVKERE>

7.2 fhOFUESGH & OO REICB WL, FFHEAIOEFIRLESRT D 2 &,

7.3 SUEBBEME OIS L TARI Z MR DRI, ARS8, 527 Y a—v fFHEESE
[ZOWT, FROHA FTA % BBOFHRESEITTLH L,

5. ERERALAE

(1) BET—aNn\wFr—o
BMEE L
(2) ERERFEEFE
MR L
(3) AERGRERAR
<VASEVKERE>
17.1.1 ERE I HERERHER
43 EF\ZFSV > THIFE b 2 VISRV (1 % 4 RH I BRSO A Sl L 72 > ©),

B iR
SEAE iR SR B4y iR R »
e 7 (5 EAR) LI E)
46.2% (18/39) 5.1% (2/39) 51.3% (20/39)

BIVEM R BIMEEE X 100.0% (41 B 41 ) Thotz, TEARBEWEMIZ. BHAERE 39 6 (95.1%), BE
(&) 3861 (92.7%) . W& 37 B (90.2%) . %£#4 36 # (87.8%). WAt 33 f5il (80.5%) TH -7,
(4) BEEMEER
1) ENEREERR
UERR L
2) REHHEER
U ERR L
(5) #BFE - WBHFAR
Pl v/
(6) AEMER
1) EARERE (—REARKRAE. FECEARERE. SARGELRAE). RiER
—RARE. REFRFTREBRAROAR
U ERR L
2) RBRFH L LTEREPEOABRNITEIE L-AE - HROBME
% L7

m

BT — 5~

<

11



(7) =0ttt

<VESEVKERE>

17.1.2 BHVER PR BR

OB % - ANt v\ tanKIcHT IR (BFAERE)
FFE - EEHATERME D VMR IR 2 R ICEE S e v ¥ T e RE#E (2~3g/m?/12 B X4
~10 [B]) ZHAANTOAEETIE, 2 Y2 byt O TREMAE 64% (7/11 ) K&
WU50% (12/24 #) . L-7 AT XS —8 L O TRATMER 45% (10/22 ), = F AR F& D
EH CoRaEME 56% (10/18 #]) Th-7=7 719,

QOBH - HAMENEY V/EBICHT IR (GAEE)
FFE « EEATEENE ) B A R RICE SNV ¥ T BV KRERIE S AN SHRIEICR T 5
SEREMRIIZNEI, DHAP (V% 7B 2g/m2X2+T XA U+ AT TF ) T 31%

(28/90 i) . ESHAP (¥ 7 £ 2g/m2X 1+ hAR Y R+ A F LT L R=y v+ AT TF )

T 37% (45/122 f5l) . NOAC (% F B 3g/m2X2+ 3 h¥H ) T23% (7/31 ) Th

ST 11) ~13)O
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VI. EMEBICEYTSEE

1. FEENICEES B LANR G AN
Y 3V AR
B B & B LA MOMIE - HREIE, RFOBFIRCE BTS2 2,

2. ¥BEER

(1) {ERERL - VEFBFF
VETEVRERGIZED X7 LAY NI ZEEEOR T 2wk T dMilast s ¥ 7 v iRE 25
%W,
FEFE - HEAME A IIE B T AR MIIC BT D X 7 LAY RSB BENME T L TWD EEXDL
NTn5 Y, v Z I REFRECHRAD S Y TV BEZED D Z LI L D MINIAORRE:E
MREL 2D, VT UAR—Z =N T HPB0EEMATLEL, MENT ¥ T eV RER ERTS, 20
7, VUBEOEETHH X T OERMHEM L, RN Ara-CTP BEO EH % ¢ 7-
5L, HUESESHRIER>CbDEEZLND 917,

(2) EDZERMIT SRR
18.2 ZIHEEH
18.21 L4 5 v KEHGAT XL VMM Ara-CTP 2 4 @, SANHIEE FIiRT 2 9 19,
18.2.2 2% 7 B REFRGIHICART D Ara-U 83 % T &0 OFMBEH K OPUEE L) 52 858 &
3 18). 20). 21)O
DEBMOBEEMELEN LT AL T VT T IFT—BILL DV 7 B REHLERET 5,
QA A2 S MICE S, 20 SHIMROZEREN, T4F v F VU —E%D S MR
B 72 DFRIIEE N Z 5| X 2 L, % F £ —Ara-CMP—Ara-CTP—3 % 5 £ . -DNA O#H
T D,
18.2.3 ¥ F B U REHRGIT IV BET 2 Hm M RELL T ORE T, Mo S BTk R
ICT R =V A EFE 5 22,

(3) {ERZRIERFA - Frisbs
Pl v/
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VI. EMBEICET HRE

1. mMPREOHTR
(1) AERLAEVWGOLPRE
MU ERR L
(2) BERERTHERESL-ODRE
16.1.1 BEEHE
SH-v 4% 7 B0 3g/m? #FEE CHEFIRNE G L2546, iEho v 2 J v REIX Mm%
AU, A 10~20 4. 55 A0 2~3 REf o =i e L= 20 %) UhE AT — %),
(3) shmiE
ZUERR L
(4) BE - SfRAEOEE
(TVil. 7. MRAEAEH] OHEZH)

2. EMEERB/ITA—S
(1) BAHEE
MR L
(2) WUEETEH
MR L
(3) HREEEH
MR L
(4) YVF7S VR
MR L
(5) #HHEK
MM EE R L
(6) £t
MR L

3. 8%H (REaL—>av) #H
(1) A&

B R L

(2) INSA—SEHER
B R L

4. R
B R R L

5. &%

(1) m-RErEEE
LR L
(2) M-HEErEEE
(VI 6. (5) kEkh) DIBM)
(3) Rit~0BFHE
(VI 6. (6) 2RI DHEBM)
(4) BE~OBITE
LR L
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(5) ZOMOBMADBITHE
DR L

(6) MMBEHAE
DR L

6. fti

(1) KREEPEIR UHRBHERR
A FEY (Ara-C) A RREFICEHARNE 58 5\ TR S HIRIN B 5972 & 90%LL 23 i, 1
"5 C uracil arabinoside (Ara-U) (ft#@t sz >0 ® GLEAT—#),
(2) RBEICBA5T 2E% (CYPE) OHTFE, HE5E
MR L
(3) MEEBNENERRVEDES
MR L
(4) REVOFEOEERUFEELL., FHELE
BRI L

7. it
A5y (Ara-C) ZREHREICEHIRNE G H 5 WX E SRR G425 & . KERDA 24 RS
DAINIZRHIC R S 7z 20 GMEAT — ),

TH T ORI R

o 24 ¢ SAFE IR T Pkt
A - BEH (% of FHE. )
(mg/m2) -
&t Ara-C Ara-U
RN 5 47~3000 8 78 7.1 70.9
Frfee s i RN $ 5 100~400 4 83.8 7.8 76.0

8. FSUARR—E—IZET HIER
MR L

9. BIEICLEKER
B R L

10. BEDERZHITHEE
MAEER e L

1. Z0Oith
BRI L
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VI. £t (EAELOZXESF) CEYHEE

1. &

RELEDHERA

&
1.8
(VASEVKERE)

11 PASEVRKERE (UT. AFE) IEEORBREEZHESIOT,. BEPRUBREEHO—FERM
IREZARRECEMOERTICECZ L,

F-. REAERGFFHOBRBIN-EEBBEICSEVTHALEREEICTSBANBEBRREF OEMD
HETABENBEY EHESNDEMOVWTOAERET S &, HOREBEFIL AT BHE.
BICBEORRIZHI-->TIE. EHAEFOBEFFIXEZSRBLTHAEET S L.
1.2 XEERTICH--TlE,. BEXFZZORERICEPHERUEREZ+SICHBAL, AREEZSTH
LI EERIRTEH &,

1.3 REETAVEHBENTERZETIRETHY . KEEICEELEEZ SN BETHHHE
BIhTW3, XAREZHETLETRTOBREICROVEHBENRSECY., TOR/RRHGHLR
RERUVHIOEZERT I LBHIDT. RBEBTICH->TIE, BEFHE L TEHKEIC
BEVWKRET (BEEE, GZ2EEES) TRERZETILGE., +9EET5H 8, [8.1.1, 8.1.4, 11.1.1
BR]

1.4 BEEHSVEHOEASARRAIEEL, AN ELECERHIDT. FAEERTEHICEH
HEBRLH D LD IFRTABR IO ERIC & 5 EHMENFZEC LTLWSBETHE., ARLOAR
HNEREZLED EHFShD EELSMIBTLEN &, [9.1.1 ]
1.5 AEGEIC L YHMBER (BFdhEk) BRBOL TR L E, 3BCULHBIWVIEFNRFBTHLEE-B
BERSIRBEACBEICKBRELZREL. IKIFRICLYRREOREEREADSLLLIC, ED
[S+HGEE - EOLERERAZBRETSH . [8.1.1 BE]
1.6 AEEMITICH-->TIE, N2.EZ]. B.EELEXWIE] RU O.B¥EOEREFTHIEEIC
B9 58] ICT+H2BEL. RECBEZERT LS L,

ok

2. ERABFLEFOERA

2.EE (ROBEIZIFBELLGZIN &)

2.1 AFNTxE 2 HE 72 BUE OBEERE O B 5 B

22 EERBPEZAIL TV REE URGPHENEELEMOERDI DD, ]

3. MEXEIHRICEET SFTELTOER
BRIE STV

4. AERUVAERICEEYT IR LETOER
(TV. 4. HEXOHEICEETSEE 22452 8,)

5. ERGEFNIE L EZNER

SEELEXRNIEE

8.1 AREMATICH - Tix, BEOREL+HBIZE L. LTOFHIZOWTRIZIEET 52 L,
8.1.1 AFIEOTRVE FFEREMBIEMIC L V. BMERERD R OB RENME T L, SR YSIRIEIC 22 5
DT, YT E U CEEIRBICITVIRIL T (EE=, MO EHES) CREE1TI 2L, £,
VPR PRI LE (HILERE, BET%) 21795 2 &, [1.3, 1.5, 9.1.1, 11.1.1 ]

(1) 38CLL LD 2 VNI Z AN T b I - MIEZ S BB E T a | RYWEL S, MIRREEIC
L DBPRHEOREZRAD L L HIT, BHHIZH07flE - BORHEF 257 5,

16




Fo. FIEAINED OSSR, PR RIS S A RTEER 2 RS X 0 T 5,

(2) G-CSF %, AGRSN TV HHEPHNT, MBI 595,

8.1.2 hoHEEA & OFH T 2% A 12i%, IFHT2EAOMEE, HEZIEETSHZ L, [10.2 &
]

8.1.3 AL RIMIC AMERE AN L, S B OB BRI S TR S 2 5613, 2R L BIEA
R L . REE, JEE, IR, U LE AT O 2L, [11.1.1 B3]

8.1.4 AWIEBRLAZIL, HENCHIRRA (MKRE. NFHHE - BHEERA., ORERE. MtgRERE
) BATOMmE, BEOWREEZ+ICBIETHZ L, [1.30 9.1.2, 11.1.1 B ]

8.1.5 AWIEOMIEIZEE L CIL, KMMRE OVEOMRELITH 2L, BEORELZ B L. %)
HERWER ZRHm L, Wi, R, PIRS, @UREs17H 2L, [11.1.1 2]

8.2 AWIEITRFARENEM & U CRRIEIR, FAEHERD I ST D,

IR A . AR, 220, IRAG. MM, ABREREREET L, 6 ORERIZEITKE
FE L EIRANC L 0 PRAR OS2 2 LN TE 5, FEIEIRIZUBRIIC IS, FAR, #IBE (L
RUIEREORAELE D) SRRBT 5, ZhbOERIFFIBEERVE AN L VBT 5 2 &
MNTED, [11.1.83 ]

6. HEDEREATHIBEICETIIRE

(1

) AHHE - BIEESEOHLBE

9.1 SHHE - IEEFOHLEE

9.1.1 BREHENFDHLBE

R ERL 2GSl SN 256 2kRE, BB LARWZ L, [1.4, 8.1.1, 11.1.1 ]
9.1.2 BREZFSHLTLEIEBE (BEELRREZRHLTVEIEEZR)
HRIFEREIIHIC LV, BYPEAEIE 2 BZNAH 5, [8.1.4 ]

(2

) BHREEESE

(3

(4

9.2 BHRERERSE
BELZEBET 0L, BELTRETDZ L, TIRMRAEENL S EET L LORERH D, &l
TERNRELS H oo DBTNUNRD 5,

) FrReEEsE

9.3 FFitREEEBRA
RITEHR S H DN BTNLRD D,

) AREREERT OF

9.4 HFEREEZHT SE

9.4.1 ALARFIREZR LRI 6 LTl AFI G- R OB 546 T 1% — @ WX U) 720kt 417 © Xk 1658
528, 195 ]

9.4.2 /\— NS —DLIRT B AREMED & 5 BHEICxE L Cid, ARG RO 554 T % — & B Lo
U727 5 K o852 L, [16.2 /]

9.4.3 /N OAFE AT RE/R MO BE TG T 2 L ENR S 5 58121, HIRICKT 2 EBEBET S
&,
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(5) 4w

9.5 TR

PEIR SUTIEIR U TV D ATREMED & 2 L MEIIT R G- LW Z E 3 Ly, fEai B % 88 O SEGIH
BV, Flo, BMER (VA Ty b)) TERGBEHAIRESNL TS, [9.4.1 ZH]

(6) R¥LIF

9.6 RILM

ALV EREE L, ARIBFITICBATT S A RenH 0 . LRSI 20 L TARHI & E 1L

L7=56. ARICEERRBIERANRETIBENRSH D, [15.2 &/
(7) NRZE
9.7 NE%

BEHORBNREFICEETDHZ &,

(8) EinE

9.8 BiNE

HZ L,

60 LA LD EERE 121, TR RIEE N S 5O T WO THER L, 1 [HH G5 1.5g/m? %
TOREREGELEET DL L, o, HETCICRERBICHET 2FEFEORNEZBE LN H
HEHEICEGT L2 L, —MITAEMBREMET LTS Z &M%,

HEDFIEIZB VTS | SFHRIEZ EMBAICATV, BE OREZBIE LN bEEICRET5 2 L,
B, ARIEL GRS T DI hlo T, BEORFIRBELZE L, HEIEE 2RI

7. tHE{ER

(1) tRERELZDER

BE I LTV

(2) FRAFE L EZDER

10.2 BEREE (BERICEET S L)

[(8.1.2 Z ]

A4 ERAEAR - HEiE 715 B - fapRIA
L D HE A1 B RPEBE I S O BIVEM 23 8589 2 Fo | B BEFE REFI ) 55 0 T S 2 BRI TH
T R AT TN DD, PERPRIEEAT O HEa | BN EBE L T 25 35 K& OB RIS

BEOREZBZE LRSS, BETS
7R LHEEITO DL,

EI T
[8.1.2 ]

BHEFSRERIHI OBIER 23 35 = &
NdHHDT, BEDREELBLZE L 2N
O, ET AR SEEICRETA L,

BB REA I AR - FSRAEMIC & D,

TNy " DR EFEFIED LD
WERD D,

TNy by OMTRECKTFIZL D,

TN T E
[8.1.2 /]

BRI REN I FE ORIEM S HE T 55
ENDBH D,

In vivo R X N In vitro RERIZEB VT,
VAT ECYOEEREL TH D
Ara-CTP OHMiaWNERE D EF3FEH 5
ncTna,
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(

—

. Bl{EA

1846
WORHEMZ B NS Z &85 DT, BEE+HIAT, BHASED SN TR 5% P
1357 WY RILE LT D 2 &,

) EXLRIER & AR

1.1 EXGEMER
11.1.1 BREHEEINGIICfE S MEEE (L)

PLmERAD . BRI D . B, AR IMERED . EARIEER BRI O R B O RIEH 23
M HHbND ZENH D, FAMERESCI/ ML ORI X 0 B BYYE U %425 & 2
L7=GAlE, 52422 L, £72, HEIDN U CTHEA OFE O/ M %, w8 72 4L
BT 2 &, 2B, MEAEHMEEEIMH OREIC L v | EERRYYE, BUE, i 2 R L,
U LIER S STV, [1.3, 8.1.1, 8.1.3-8.1.5, 9.1.1 &M]
1.1.2 avy (FHELRH)

NEOR REE, WL, M TRE, HERBEDT 77 4 TX% 2 — %k 2R b D, BRENRDO LN
WA R IE U, fEOMERE, RKOFFREHE, KGEOMEEOMY L AEEZITH 2 &
1.1.3 V2 S EVERE GEERH)

UH T EIEGEREE UTCRE, MIRE. B, & SICBRR B, M. IS K OB RIS
HLbNDHZENDHD, T OREMREITREIER 5% 6~12 R CRET 2, ¥, ZO X5 BIE
WD & DI GEIIIRIE R E RV RO, MUR0ELZTY 2k, [8.2 2]
11.1.4 SUTFREEEERE (2.4%). BB (EERH)

AT B MR IR, IRER SR AE WM O R AP B - FEETPERA 5255 o0 ot X RS i Ak
DRD LN GEITE G AP L, MEREREORE YR AEEIT) Z &,
11.1.5 FF8RERERE (2.4%). BE (2.4%)

AST, ALT, BV E LV OFELW ERELM S FFRERE, 3ERLLONDLZ b D, mER
HEENSIER SN ENH Y, EFEENEILET H2EHMAH D, O, FEEHELR
Wi, HHREDEIE GO b D £ T, @MU RIRIC TIFEEMRELIT S 2 &, FEEHBRE, I
FERE D EAL-CEIE OBAEZ 5| S 2§ ATREMED & 2 HANIEEICHER 5T 5 2 &,
11.1.6 FEIk. DF2

ERBEET Ry Y (24%). WK, OHEE (WTRLEERR) Bebbid 2N D,
11.1.7 SHILERE (HERH)

EALEIEE, Wi, e REOMILEREND bbbl OREND D,
11.1.8 hiEHERER

—IRIZATWH)CTH 2 FiEEE (7.3%). EEVRH BEEAT) . IR (12.2%) . & GEERP) .
FUEIMAE (BEEEARB) FOFRMRREENb LD Z LR D D,
11.1.9 FFRE (BHAEAH)
11.1.10 2k, FiRE. AHEELE (W3 b HEE R
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(2) Z0iDEI{ER
11.2 ZDHOEIER

10.

1.

50%LA I 5~50% At 5% ATl AE AR B
baL WE UE)., 2
R R R, IEENKT (D FEV, MRAE R REEE
THAb#R BACAIR, R TR NNZ%, MfE, £ |15
M-, T A, LoV,
BN RS
JFF i LDH k5. fiFHkse
Far AP BS vy
-GTP L5
INCIEY BAEE R R
g L5 - KT
EER A5 AR, KT ECG #% | M+,
DS
RG] FAEA T4 7Y = B TR A PN [
HEOON R [ RE [ AE | EERE, gk, i
& - . FDP 1§
Jn
5 Mk BUN E& - KT, |REMm, KA, R
PRAESE, 7 VT F |, BSRE R R
=V LR REA
P
Z DA, e (&), ZEEN, KA A MiE, #5 IE SEER B, i (W) | Atk fRARA . i
CRP L5 o, REIGIN - B . MaRsge . REK. [PEREIEZE . WIE CK
CK L& - {KF, E|IgG R R, BT, B SE)
Y, BiE, v e e
U =k
. BEREHSRICRIZTEE
FRE Z AL TR0
BERE
13..6EHRE
13.1 fER

AAENZI VT, 4.5g/m2 % 1 RE 2T CTERIRINTEA L. 12 BRI 12 [R5 L72 /R, AR e
IR R EN D b L OWERD D,

HALOZXE

148RALDOEE

14.1 EFIFRARFOIE

1411 AANTHREIEZ AT 5720, HRIFCIITREEHA T2 2 ENEE L, KSR 5
L7EBAITE, BEHIZZEDOHRATESTWIRT Z &,

14.1.2 MG YRR U CHRERR L, REHOFRIRITEUICBERE T2 2 &,
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12. ZOHODEE
(1) BREFERICE I HH

15.1 EREREERICE D 1Bk
AFH & At OFUEMERIG A 2 OFH L7 8812
HRDH D,

v B, At O RV S A LTz & O

(2) FFERERRRICE I HR

15.2 JEEREREABRICE D  1&#R

9.6 ]

Qe 3R DU % & T B L O YL AR B M ONT o B HE 0 5538 Ml e O M B R ol S v T
D I FE T M A VIR BB B T BREMNRE STV D, [9.4.2,

21




X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEEHE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHRR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHESH
MR L
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X, BEMERICEYTSRE

1. HEX5
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<DailyMed (USA), 2023 4F 11 A fsE >

4 KIE

24 Fresenius Kabi USA, LL.C

W7es CYTARABINE- cytarabine injection, solution
FIE - Bk | 20mL

INDICATIONS AND USAGE

Cytarabine Injection in combination with other approved anti-cancer drugs is indicated for
remission induction in acute non-lymphocytic leukemia of adults and pediatric patients. It has also
been found useful in the treatment of acute non-lymphocytic leukemia and the blast phase of
chronic myelocytic leukemia. Intrathecal administration of Cytarabine Injection (preservative free
preparations only) is indicated in the prophylaxis and treatment of meningeal leukemia.

DOSAGE AND ADMINISTRATION

Cytarabine Injection is not active orally. The schedule and method of administration varies with the
program of therapy to be used. Cytarabine Injection may be given by intravenous infusion or
injection, subcutaneously, or intrathecally (preservative free preparation only).

Thrombophlebitis has occurred at the site of drug injection or infusion in some patients, and rarely
patients have noted pain and inflammation at subcutaneous injection sites. In most instances,
however, the drug has been well tolerated.

Patients can tolerate higher total doses when they receive the drug by rapid intravenous injection
as compared with slow infusion. This phenomenon is related to the drug's rapid inactivation and
brief exposure of susceptible normal and neoplastic cells to significant levels after rapid injection.
Normal and neoplastic cells seem to respond in somewhat parallel fashion to these different modes
of administration and no clear-cut clinical advantage has been demonstrated for either.

In the induction therapy of acute non-lymphocytic leukemia, the usual cytarabine dose in
combination with other anticancer drugs is 100 mg/m?day by continuous IV infusion (Days 1 to 7)
or 100 mg/m? IV every 12 hours (Days 1 to 7).

The literature should be consulted for the current recommendations for use in acute lymphocytic
leukemia.

Intrathecal Use in Meningeal Leukemia

Cytarabine Injection has been used intrathecally in acute leukemia in doses ranging from 5 mg/m?
to 75 mg/m? of body surface area. The frequency of administration varied from once a day for 4 days
to once every 4 days. The most frequently used dose was 30 mg/m? every 4 days until cerebrospinal
fluid findings were normal, followed by one additional treatment. The dosage schedule is usually
governed by the type and severity of central nervous system manifestations and the response to
previous therapy.

Cytarabine Injection given intrathecally may cause systemic toxicity and careful monitoring of the
hematopoietic system is indicated. Modification of other anti-leukemia therapy may be necessary.
Major toxicity is rare. The most frequently reported reactions after intrathecal administration were
nausea, vomiting, and fever; these reactions are mild and self-limiting. Paraplegia has been
reported. Necrotizing leukoencephalopathy occurred in 5 children; these patients had also been
treated with intrathecal methotrexate and hydrocortisone, as well as by central nervous system
radiation. Isolated neurotoxicity has been reported. Blindness occurred in two patients in remission
whose treatment had consisted of combination systemic chemotherapy, prophylactic central nervous
system radiation and intrathecal Cytarabine Injection.
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When Cytarabine Injection is administered both intrathecally and intravenously within a few days,
there 1s an increased risk of spinal cord toxicity, however, in serious life-threatening disease,
concurrent use of intravenous and intrathecal Cytarabine Injection is left to the discretion of the
treating physician.

Focal leukemic involvement of the central nervous system may not respond to intrathecal
Cytarabine Injection and may better be treated with radiotherapy.

Chemical Stability of Infusion Solutions
Chemical stability studies were performed by HPLC on Cytarabine Injection in infusion solutions.
These studies showed that when Cytarabine Injection was added to Water for Injection, 5%
Dextrose in Water or Sodium Chloride Injection, 94 to 96 percent of the cytarabine was present after
192 hours storage at room temperature.

Parenteral drugs should be inspected visually for particulate matter and discoloration, prior to
administration, whenever solution and container permit.

If a precipitate has formed as a result of exposure to low temperatures, redissolve by warming up to
55°C for no longer than 30 minutes, under dry heat conditions, and shake until the precipitate has
dissolved.

2. BUCEBITLBEKRZERR
WEIRICEE T HBIMER (A—RX S VT HE)
AIICB T N LOTEBEOHDER E A=A T VT 3L I3RS,
( VL. 6. FrEDHE Rz AT HEBHICHET LR OEHEMR)

Drug Name Category
A=A T VT DA cytarabine D
(2021 4F 4 H#5R)

2% ROME
F—Z2 N7 U7 D5 (An Australian categorization of risk of drug use in pregnancy)
Category D :
Drugs which have caused, are suspected to have caused or may be expected to cause, an
increased incidence of human fetal malformations or irreversible damage. These drugs may
also have adverse pharmacological effects. Accompanying texts should be consulted for
further details.
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