20234E9 H ELET (BE1RR)

LB EREE A

BARERRIRES
87424

B, 5
I bR REFHE

TN FREHER100mg/SN)

Etoposide Intravenous Infusion

By & B
BREE - 34
)RR - IRISFOMTEIC L VT L

ARES
BRcRAE

22300AMX01099000
2013431

1. B8

1.1 FF2EC P ALEERL. BRECH2HETEIE
BHEICHVWT, PALEERC TR - BBREHD
ERIDS & T, AEEPEY EHF SO BERICOVTD
AEBT DL, BRBEDBERICHZ>TIE. BFFRE
BDEFRNESBLTHEETD &, 7. AER
IRICHEIL B, BEXIIZORKICEMERVEKREZ 59
SEAL. AZEBTHERETH_ &,

1.2 A&z T/ MNERBEMERES ICXHT 2P ALZEEEEG.
INROPACZEEEIC DB - BREZFOEMDS &
TEBT B &

ZME

CBE (ROBEICEBELEV E)

2.1 EELGHIE O H 5 BE [EHIENIZHEHKTT
Y EGE T E R, LT AW REMED D B ]
[9.1.1 ]

2.2 KANCHKS 2 WE L MBUEDBEER O H 5 BH

2.3 IR FIFIR L T A IR0 b B &Pk [9.5 B

3. fHRE - MR
3.1 #k
W5e 44 T bR Y N REFEHER 100mg SN
EE )%
[1 9K HE = hFERY F-100mg
(5mL) H1]
fiEk 7 T R
. ARV IR— 1 80 400mg
WA T 400 3000mg
KTy ) —N PRy

3.2 WA DMK

W5 44 I MR Y R EEEHER 100mg [SNJ
MR e~ M O b3 I TRPE DT
e G OR)

35~45%
pH 33~4.3%%
VLB
(LR ft 91#
WX 5 Ry 2xex
It)

WK 5mL % A FATIE HE 500mL T A& R
¥OXARH] 5SmL & AP A 250mL AR

4. FHEER (3R

Offi-ifarE. By 2 NE. SEamK. SHES. Bt
. BEMRER. FHRES (BRIES. DRES. 4R
SHERE)
OUTOBMEE IS T 2 b DHBMEEHR & OGtREE
NEBEMHEREE (-1 TJRET7 7 I -EE. B
BAPORE. MRESFIE. MEEIFIE. FTIFIE O EREBLE
%. BFEIOHBRERBMESS)
OFEB#HEN T #laEEfA0aLE

6. AERUVAE

(Bh/hEparE. BMU D NE. aMaIR. EAES. BEhE.
HBEMARER. RARES BEES. NEEES. HIRESR))
(1) =hRYFELT, 1 HE60~100mg/m? (KFHFE) %
5 H e miiE L, SHEKRETL, chxlr—-nE
L. #5280 K9,

B, HEEFER, ERICX D ETHEKT 5.
(2) WEHIBAESS Lo LCld, FlEAr S 72 ey 7 fh o P
JEH & O HEEEZITY, T PRV FELT, 1 HE
100mg/m? ((RZRRE) % 5 HBMFSisiE L, 16 HEAK
Wz, ShE17—NEL, #5580 KT,

(MNREMEMEE (11— J7RE7 73U —EE. BHRN
fE. HiE3FE,. MEFE. FFEZOMFERELES. B
FEZOMBERREMESS) ICHT2M0nEREES &
DOHtR#EE
OPEMEEH & OPEHICB VT, T MRy FoKGRE K
U5 J513:0%, 1 HE 100~150mg/m? (RFiHfE) % 3~5 H
M i AE L. 3 EMREST 2, chx 1 7—nE L, #
By kg,
kB, BHR BTG D BIIEE, IR D5 2 o
PEIEESANC & 0 B ERT 5o

BB EN T MRS IEEDORLE)

PR R O L O RSO g o &
5o

8. EELEANEE

(zhEEH@)

8.1 AH OGN L ) RSO BEE L2REA R 52 &
DBHY, EEICHGNERMEELELIERHLDT, DT
DOEIEETAZ L, [11.1.1 BHd]

8.1.1 BRAWFIC T LE T & 2 IR L O 0s Afbaaitidic
DB EFOEMO b & T, AKOP5 A58 &Kk &
DIEFNZOVWTOREETH L,

8.1.2 MHMNCERARMAT (MRS, ITTHEREMmAT. Biaemtrss)
) e, BEOREZ HCHSRT 5 2 &, EREPIHIZ
ARG T 2EEHTH Y. HEHRIKFTH 5,
I MERIRD DA E—#% 1, $5-BAH £ 0 2 E%RD2
ZHoHbh b,

8.1.3 1L 24 ) KA1, BIER 250145 % bl
EEEL, Pl 3HEMoKREZITHI L, 7270, KB
SR I V9 B R HE Y 2 i 3. S M7 O BTSRRI &
BERBEEICBWTIE, 16 HROWREEZITH) 2k, $72. i
WEUMICH2 ERWER L H S b, BIEMEICHER T
LI ENRHLHDOT, FHIFEEIT) 2 &,

8.1.4 AHNOFx5HZdH 72 > Tl& G-CSF B % o #4712
MLTHEETLI L,

8.2 JEXYYiE, HIMEM OFRB I EICH/MERET A2 &,

8.3 AH L boPEMMEEROHIC LY. AAHIE (FiHA
MFEAHZE D HEd H %) ERESIEBIERRE (MDS) 2558k
L7z DOWENRHHDT, HHIciEETHI LI,

8.4 AH L boOPEMIEA . BETRBE OHIC L Y B
DIREAZESE (VOD) 2SIE L7 L OMEDNH B DT, 4
WKHEET LI L9100,



(&M A mwE)

8.5 AHY ML f O BEPT i % REBFAR AT L. 455309 0 2 40 50 1%
EETLZE,

(T 2 INE)

8.6 FHIE - HEIBMEIEME Y VNI H S B AL OPUEEIE R & o
BERBIC BV TIE, Bk ( [PiARIEE v 27
FF v CEMEY) VNE) | F) 2RGET LI L,

9. FENERZ2EHTIBREICHATIEE

A BHHE - IEEENH 5 8E
9.1.1 BHNMFDS 2 BEF (ERLBHEIFODH 3 BEIERC)

©

HHH 2B ESE L 2 0B 5. (2.1, 11.1.1 2]
9.1.2 BREEZAHLTVBEE
HREIHIC LD BAERZ B S €L 2 LD B, [11.1.1 B
M)
9.1.3 KEEE

W EIEIRD S S b L BTN H 5,

9.2 BHpEEERE
EARREAME T LT AT, BHERZS B bbb 2 &
H5bo

9.3 FTHeEEERE
RS DPET LT 20T, BIEAHRHEDbNE Z
EH B,

9.4 £FEREEH T BF

9.4.1 /NER OAFERE R AER O BB G T HLEND LY
Al WSS 2B A EET A L, [15.2.1 B

9.4.2 MRS AW FEME D 5 LHIIE, WY AT E 35 L9
RETLZE, [9.5 ]

9.4.3 /S— N F—HHTIRST B ARELE DB B B, @Y 7
HE23T5 L9884 8, [15.2.2, 15.2.3 2]

9.5 1T4®
TR AR LT WA W REME D & 5 thic i35 L v e
o WHIRMICAH 25 ENBETROFEIHE SN T
By, BWER (Fv b, oHF) CHRITEME. BRI
ROLNT WD, [2.3, 9.4.2 BE]

9.6 ®BIIF
WALV ENRET L, 8WEE (5 ) THith
OBITHMEE N TV D,

9.7 INRZE

(hEELE)

9.7.1 BIFHORBICIFHICEE L, MEIHRS T2, &b,
71NV D WS 355 02 56k 3 5 Bl 7. & 72 B 1Y 7t o0 B 1 i
oAl & OB HPREICB W TIE, ORISR 2 BIEHE (Y
ALARBESE, T REPH, MiEESE) OB TERTL I L,
[11.1.1. 11.1.3 ]

(MNREMEMEE (-2 7HET7 73 —[EE. BHR
fE. #RFE. PEFE. FFEZOFEREMES. B
FEZOMBREREMESS))

9.7.2 MhoPUEMEEH & O PEHREICB VT, FREPIH o
BB HER L, EMEICEEG T2 8, [11.1.1 2R]

9.8 EipE
FmAE OB G- BRI = L, RN EIRMRA 2179 e &R
FZORMEZBIE L A SEEICHRG$T5 2, —MICEREE
e CEBEbERE. TPRERE. THERES) 2METLTBY. KAl
B G-CEBIH S ORI EEEICRE L Tn b,

10. HESER
10.2 BHAER (BHAICEETBL)
e 245 BERHEIR - H5iE 7 B - fabR1-
PUEVEIES AL, O BN 5 2 3R 5 % | & D IS E RERHIER 2
Jisthy ZERHLOT, BHH|IEAET S
WL AT O B AT,
BEOIREZBIZE Lk
Mo, WY H%EH
HIEET LI L,

1. BIEA

ROFWEH S 5B ZEWdHDBDT, BlEL IV,
BHEDHD SN2 E 3G 2k 5 4 SEY) 2 LE %

frrzes

1.1 EXGEMER
11.1.1 E5EIH
JUMERIRA CHEEA) . BAImEkigd (70.9%). bFrhEkigd
CHEAP) ., M/MOEL (33.7%). Wi EEAR), &I
(46.7%) 03HHLbNDL I EDH D, [8.1. 9.1.1, 9.1.2,
9.7.1. 9.7.2 BH]
M1.2 avy,. PF7145x>— GEHEARH)
F7 7 =X, PR, WNER. ST EORERRS &

bhZagaicddb e L, @Y% 0E %

11.1.3 FEMHE HEARY)
FEHh, WUk, DPURERIGEE, MEE X BURE. RRERIMZ 2R
FREYM %25 5b b 2 DD LD T, REPRD LN
a3 ek L. BB E AV E YA 0855 oY)

RILE AT 2

—

1.2 ZOMOEHER

&6 [9.7.1 2]

4= =

f192&,

10%LL 1 1~10% Al 1% A B EASHH
AST Lk H .jgvire k| y-GTP L&A
T Mk ALT k5 5. Al-P k
H.LDH &
BUN k5, 7
T ik L7F=rk
A RER
F T R
(54.7%) . x|
WL " A IR
(48.5%). 1
Mk
SEHE %%
- BT (74.3%) | 2 5 ¥ L, &%
%3
R A 7 B A
PR SR T B R AR
LES MRS T
F YL
W, ra—)
B W
LY, AV
PAVEN Y
B B IR E | PE RS
( 27.8% ) . i géi'f ig:ﬂﬁ\
Feh T NE TN
Tofl S BT
AT O 5t
fe

14. WA EDEE

14.1 EFAMBFOEE
14.1.1 RANIEREOMBEBEIZL Y, HRDPHIT 52255
DT 100mg & 721 250mL L 1 o> A4 B AT 155 O i 12
B L CHRGT 52 L, BIRBIITE 720 He IS

HT Lk,

14.1.2 KANIHHEEEZ AT 5720,
HIENEFE L, BEICEEIMNE LZEAICIE, BB
ZRDOFKT L TEVIRT &0

14.2 EHIRE5FOXE

14.2.1 588K
BT, iRNICIERG Levnwz &,

14.2.2 58

(1) FIRAEG-IC X D IR, #IREEZRECTBZIDH L0
T TEEFEAL, SRS T A S &

(2) BHIRPIPES-ICER L, S MBI IR NS & ESHERALC
Wil - BIEA 2RI DD L 0T, FRAMEINZHEN
X HIEEICES T2 &,

R M E S DAy



14.2.3 5% E
SUEERIR NG5S X ) —B\PEMEAR T, ARSI S
TWwb, Tzl 30~60 7071 TW o < Y iGEE
FT5ZE MERTEND S bha Ik 2k L,
B O 5 A3 SZHRES O MY R iE#R 1T Z Lo

14.3 Z 01t

14.3.1 RAZFHRETITHVL &, B YLy VBoOhF—F
VT BRZECRET 5 E0HEDH S DT, 1.0mg/mL
P EoBEEcoR) Y LY YO h T —F VO & BT
6:&11)@

14.3.2 W[¥F) & LT DEHP [di- (2-ethylhexyl) phthalate :
TINVEY- Q- FLAFIN)] #EELR)ELE = L8
Oy M AT =T NVEEMH L7244, DEHP 25 H
$T5DT, DEHP # &L RV ALY = VB oSy b, 7
F—FNVEOFHEET S Z L12),

14.3.3 AHZ HRETITHVL &, VO —ZARDT 4 V5 —
BT L EDOHEDDHLHDOT, 1.0mg/mL L EOEET
DENVE—ARDT ANV —DFHZRTLZ &,

14.3.4 KA 2 FHRETICHVS &, 727 UV LiE ABS #ilg (7
2V RNYN - TEILY - AFLYOELSKR) BT
AF v 7#EAL, OENARAE LRI AT, 727UV
X ABS R D75 AF v 7 3 BOMH 2T 5 2 &,

14.3.5 KUY H—FAx— MO ZHIERPIEREF 2 — 75 % i
HAL7YE. Toax s ¥ —Mmcosingssed L, mig
KOS R, BRIBASEOWEEEDH 5O TEET S L,

15. ZOfOEE
15.1 EEERERICE D 153k
NV TR 2 BT MR SERE LS L 3 LU oK
AERENE, HAER, B, HRICEZ MRV FELTIHE
% 5mg/kg. RIS LA 10kg R o/NEEI2IZ T R
YFELT1 HE% 3.3mg/kg & Lz#i523d 5910,
15.2 FEERARABRICE D 154k
15.2.1 B 3EE: (1 X, I v ) CTHEOZEN. T IERREE
DEBL., H5HH 1 2 HOKREIZB W CTHEE IR S
Hlrolze INSDOHEMICOVTIZ. WO EETI5%
2 XiE 3 » HoRIEIZB W CRIE I RIE N 25380 51T
Wb, [9.4.1 ]
15.2.2 HH COMBHERER, SURARKER, ~ 7 2 0/MERERIC
BWTEREMEIRDO LN T WD, [9.4.3 BIH]
15.2.3 <= ZIZAH 10mg/kg DL EZH%E L2kE, <7 Ak
SRR Qe R R RO SN2 L OWMEDH B, [9.4.3 B
iy

16. EMENEE
16.1 MeEE
16.1.1 REHS

WEHIZT MRY P2 5 HFEE RN S LT o h
72 0 R R AR AR AR R LAz I G5 o0 2P i
(tiz) & a #HT0.13~0.39 . B #1C 3.33~4.85 R T
Hotzo WIZ, 5 HAHKGHOMAEEE O & ik Lk
B BRHEANIED SN o720,
16.5 HEittt

HEEH~O 5 H Bk RN 512 B W T 5 HR o R
REALRPER X 32~61%TdH - 72V,

17. BEERRIE

17.1 B RORLMHICEI T 2 38R

G vElERE. BMY o NE. aanRs. EAEE. BEhE.
BEMKRR)

17.1.1 ERSE I 1EER

IR Y N &2 BMEIRNES LR R, se4Bi 390 Bl s
LB EIRIZITEOEB ) Tho 72,

T e

FR | AR | AL | AT | G EIES
PR 0 B

s kR | eR) | (NC)| D) | (B (crepR)
N 122 | 0 |41 |61 | 20| 0 |336
P n| s | = 42 1.3 | 40.8
SHEHILED2 | 56 4 10 42 7.1 | 25.0
AU 2 50 1 6 25 | 18 | 2.0 | 14.0
B2 3 | 0 | 5 | 2| 13| 0 |16
WEPERED | 48 | 23 | 16 | 5 | 4 | 47.9 | 81.3
18. ZEHEIE

18.1 {ERFF

MR o S MBS G WD 2 M 10k LT Bk
HERL., ZOFEI1Z. DNA IS 2 E#BEEHTEZ L.
DNA W22 179 HE P RA YV A 5 — B 0 O % fHE
TRLENEZOND, 72, T OB I &
PEFIRE R O RBUJF W ARAE L CTHE R 529720
18.2 HEEIERA

~ 7 A L1210 J2 O° P388 [y, Lewis M. Ehrlich %12 %f
L CHUEEE S0 Sz, X — M= A Bhitk e b #E
M) s (Case2 o OF Case6). b bliE (LX-1. Lu-134.
N231. Lu-24. Lu-61) 2k} L CHIFHIIHIR R 2R L 72229,

19. A2 (CBET 2 E{LERAER
—fRWEZFR : = AR K (Etoposide)
1bF#4% : GR5aR8aR9.9-9-{4,6- O-(1R)-Ethylidene- f -p-
glucopyranosyljoxy}-5-(4-hydroxy-3,5-
dimethoxyphenyl)-5,8,8a,9-tetrahydrofuro[3'4' :
6,7lnaphtho[2,3-d|[1,3]dioxol-6(5aH)-one
373 CaoH32013
i 588.56
MK Ao O3B EOBRETH 5,
AF )= VIZRRBEITIZLL, 77— (99.5) 12
BT L RITBD THITIZ v,
last S 0

H /H
nc” OH

Al %9 260C (

22. A%
5mL [5 Jfi]
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SUERTRES

SOEERSTIT

F 2 I VRS
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