BEERTA RG] &

) A T AMERTEARH 2 & 4074 2250 10 4%
% E 1 (02) 8752-6100

e X 0 (02) 8752-6666 -4 1 7596

B % AR

E - MAIL : doris. sl. chen@dksh. com

RXE EFRRBBRERASR

BFXBEH KA 112408 A 168
BT EARFE 112-469 3%

i A

MARAIE - LEANEEETRAE  MRHE - BRFTEBAR

x5 AN inEes " Cheplapharm 2 3] ;) 2 & §& " TAXOL (PACLITAXEL ) INJECTION

B
v RN 8 MpsiBesk " Cheplapharm 2 8) ;2 & &b " TAXOL (PACLITAXEL ) INJECTION

30MG/5ML ik & B2 4ok (koL en ) (#5F %83 5 021157 38 ) ) BT &4
FAEYE  GQREBLRAR -

SOMG/OML &7 Bk 4tk (JkaLik&f ) ( é:r%%“%ﬁ 021157 3% ), MR R 112
£ 03 A 13 BRFHAXEHRIMZAE B BHAEBBELSERE S
ERAARAG » a8 SIS %%w#f

: Eli@l::i@ B BTHRRAZIELNE  MEREK - A SRRy EY

BEMBRSELEBRFLAMA= - CRFEATRLBRRMHE= ~H
H&ﬁﬁ

CAGERBBATARME AE S BAWMITA JF0T306 0 BF A

PHBMIA T BT RBMAR

PRRTE S RSN HehEmmr Bk & 7K - A - BIREETELE -
#%ntb oo BRABEZR WA RHBEIFANN A -




Taxol 30 mg (6mg/mL) AESL EAZLLRE

Kax Max

SEEE S aEE
1. #FRBMS

2. PHEREHSNTF AT E R

3. (FREGEREE

4. BEGERGHIE - Hhik

| 1Vial » 5 mlper vial | oy pile® 1Vial » 5 mL per vial Taiwan: .r‘:: Jw
| Multidose Vial . r /j‘\’{.‘% H)’J i Multidose Vial / oy i)
| . AR L sy
! 30 mg | KRAL :?«E w 30 mg E4HRCKR LK ER)
! (6 mg/mL) A1 Pt g 221157 (6 mg/mL) ARG RN
| | (RIS Hn--ua c] ® 1§i:§'¥ﬁ»"}:§’,02]|57%
TAXO L « | Pakistan: This product meets ! TAXO L ERABERRDBRLE

(pﬂClIta xel) ﬁ [iMS specifcaliors. (paclita xel) WA RIRAB =

I u-pwoman [ H H 40782051, 3.5. 7B 018,
| ::l:‘j:::lun i, ey In]ectlon 22,24, 2680108 R 228¢
' A e s st : ot
i Ditution required. . i ""’,‘_., g‘l‘lm?lurequlred e
, Read accompanying | o ¥

| Package insert | Read accompanying

P
. ‘ package insert.
- WARNING: Cytotoxic Agent | I”Il "I'HI WARNING: Cytotoxic Agent “ml Ilw
|\'"l Bristol Myers Squibb .,

P A e e R |a 0279501300307 @® CHEPLAPHARM 260747 " 722177

‘Each ML Cofitaing 67ip pauilixa- l T | ingapore: fleg, No.SINTBIBP Each mL contains 6 mg paditaxel,

| 527 my Cremophor LY (polyoxy- Modct | ksencn Holde | 527 mg Cremophor ELT {polyoxy-

Jeliylated castor ol and 49,7% V1 BrstolMyors Souibt {Bingapore) Pre Lin | elhylaled castor oil) and 49.7%

(v/v) dehydraled alcohol. Ph, Eur, | b6 East Coast Road, Smgapore 426778 - {v/v) dehydrated alcohol. Ph. Eur.

'Store at controlled room | fhstributed by OKSH Sgapor e Lby Stare at controBad room

|temperature 15°-30" C. K floor Lest Tierace | temperature 15°~30° C.

|Protect from light, | || [Puigesrn 119865 | Protect from Rght,

Usual Dosage: Reao accompanying Ll T—— ) Usual Dosage: Read accompanying Do not use H vial seal is broken or missing.
| package insert foe datalled dosage, ) " . | package insert for delailed dosage,

ldlrectlons for uise and precautions. "é ECT | directions for use and precautions,

1Keep medicine out of reach of , | Keep medicine out of reach of

children. | | Do not usa it vial seal s broken o missing, chitdren.
L]
|TAXOL“ is a registered trademark o TAXOL® is a registered trademark

of Bristol-Myers Squibb Company. ol
]
tCremophor EL is a trademark of

of CHEPLAPHARM Arzneimittel GmbH

| tCremophor EL is a trademark of
L)

1 BASF Aktiengesellschaft JI ! BASF AkliengeseBschaft
|Manufactured by: y | ' aﬂ;nmm tL)z: e
| Corden Pharma Latina S.p.A. den bna

via Murllo, 7 - 04013 Sermoneta (LT), taly 1 gk ! Via Murilo, 7 - 04013 Sermoneta (T), kely
| For: Bristo-Myers Squibb Company Pl For: CHEPLAPHARM Arzneimittel GmbH,

|Pr|noem New.ue:seyoamtm

| 1 Ziegelho! 24, 17489 Greifswald, Germany
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AFERSESTR (TRILERT )
TAXOL (PACLITAXEL) INJECTION 30MG/5ML

BBEET H 021157 5%
IREABERN{E A

MR B8 2023-03-17

MR 2

T8 A9 88 32 ¢4 5k 90007498/10

1 AR

1.1

1.2
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14

BUHN RSB

BmLEBERRMERREBpaclitaxel 6 mg (—E@2REEEUNYE)  AERELE(LEMA
527 mg (Cremophor®EL - &E145) - LR49.7% (v/v) BACGERE(LBS) -

Paclitaxelf9 {22 &5p,20-Epoxy-1,20,4,7f,10B,13a-hexahydroxytax-11-en-9-one 4, 10-
diacetate 2-benzoate 13-ester with (2R,3S)-N-benzoyl-3-phenylisoserine - Paclitaxeli#5 1

Q)
[

HF

Paclitaxel B A BEREBERMHK - 27X HCa7H51NO14 - N FERLS39 - EEFSHIAN
- ARBRK - IBRER95220 ~ 223 °C -

izl
WL BEZE{ L E M (Cremophor®EL) B K 283 -
g

TAXOL®Z30mg/5SmUm B/ R - FAFHRCES 2T DUBEMNETERBEGESEN4AmARER
) -

Mo

TAXOL® (paclitaxe)JR 3 iEMiL TR BB ARBEM=BIFKER -

2 JEFEE

BRI « B MBI YIS - ERBBSHEELL¥ (doxorubicin EAZWMINEERL - B
BEHBEE(RIFARR - EVROEGEAanthracyclinen BEE) X MNBBILE - I/ ARIGE - B
BB ER IR 2 B T sk ECISPLATINGEA - fERIGIRINEE 2B — 4R 80A - &
GEMCITABINESt] - T{E F A & 4548 FiBanthracycline 2 S 8018 3 B SA F W )R s 85814 2 A &
WA - BlHerceptinff A - ARABKRIESB(LELHEZERBE BIEBERIRHIR-2ZHA -

3 AARME
3.1 MEME

FRrEMAERTTAXOLO T . MEsEIESAMASE  DaRERERENE - HERMANRE
1% ETAXOL®PRBATHI1 2/ S R6/\iIs O Rdexamethasone 20 mg (XHEEREMY) - &£
TAXOL® K BIA130E 604 @A IE 5 promethazine 25850 mg - BZETAXOL®AMATI0E
6053 #3054 cimetidine 300 mgEtranitidine 50 mg -

RSP MRS BZ V1.5 x 109 cells/LEM/MRETRIZEDIE100 x 10° cells/LZ AT - B8
BEEE ARERSTAXOLPH ERER - HEREE DU AMKEME(<0.5x10° cells/L) SES
BT A0 A BT EBIRIR FEE20% MBI £ - 30 LB M AYEE 4 5 B0E 14 B M BRI E
R ERZEMES PHEREMIEN -

311 HRMEBNBAMS - BHEMOBANT:

o MATRSESCELENINEERA - AT RO —ERERE 8=HER R
CRIZBREMNAER  BERBUMER -

a. TAXOL® 175 mg/m28g ik E3/\65 - #4444 Fcisplatin 75 mg/m?2

b. TAXOL® 135 mg/m2EEik i3 24/\0% - $4# % Fcisplatin 75 mg/m2

. BEIBESIBEELENINESERA  TAXOLPLEEMBLERNBRAHMBUEE ; A
- B—REEERIFEASE - BHMEERTAXOL® 135 mg/m28175 mg/m2a#ik
BTN - B=BEE—R -

312 HRABRAMS - BEBZNT:

. KREEABM I BB ANBIEAE  REEARBTAXOL® 175 mg/m2EFiREit
INE  STESEE-R - HIUASER ; E8Edoxorubicinfi S LEAEIE R 218
iR -

o EBMERZBGCEAEARN  SREMELEAEEANEBRER ZHERA
D EEBETAXOL® 175 mg/m2EBiRiRsE3/ N\ - B=EBE—REY -

« BIGEMCITABINERA : LI21 X B—8H - KNE1 - 8X&FIKAFgemcitabine
(1250mg/m2) 304348 - ®— X #isEgemcitabinedii - FESSH#IFTAXOL® (175mg/m?)
3 -

RIERAFCRNSHREE S—BEENAEPIEEREHS -

S—mZRIART - BREEHA ZIEHM O MIREEE AGC) E1.5 (x 10%/L) - Hiv/MRE

>100 (x 10%/L) - TEEEPMBEMBESH - FREFgemcitabine BE AT B[ -
Gemcitabine®| 2§ %
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I
I :

TN S IR 2 B EE G ¢ $%—HGemcitabine
(x 109/L) (x 10%/L) BEIR%
>1.2 g |>75 100
1.0-<1.2 g |50-75 75
0.7-<1.0 B =50 50
<0.7 g | <50 o (= A

U MEBRNE—X - AEaAEKRIE
—RMS  EREBEE= - WAR)FEMESMY - B REO/IRILEERIN - BEIBE SR 2
SZEIRE1F AR E50% WS -

o BHerceptinfif : FHFRRBMNIEIAT B R ISAB BHRIERTAXOL® Z & HE% -
BRI E : HerceptinfViE BIELIAM B RAZR/ATIEE - BIRIIE09 18 - HABIEHEA
SEEARGMSBN A MMARFEMNER - PHIG NI BLERAZSIOIEEAMNE - 8
REARTIEN4E - DI UABIR R ST ARRY DT -

HIREE : HerceptinW S BREAMER2ZF/ATRE - BRAHTHBENMN S HE

- FSRE B Ol 307 BRI T - MAERRERAZEARIEN W H BT AR -
EERKRIBD - BHerceptin BB AR IEREIL -

BN ER AN S - BEEZNT:

HWHENARITEBATS - REEEHBTAXOL® 135 mg/m2EFIRIBII24/1\05 - 24164 T
cisplatin 75 mg/m?2 . §ZBEE R -
WRERFAERFREERABRAMS - BERAOT:

HWNEH AN ERFEENERAMS - TAXOLPHRSEEEH135 mo/m2EFIREIE3/ s
BB ; 100 mg/mZEFiREE3IE - 8T B —R (HERE45-50 mg/m?2 /) -
ERMET IS A S BRERNERAED  5iF (135 mg/m? - 8=8B—R) WEMANE
# (100 mg/m?2 - 8 H—R) ; 9+ - FIARRREREABALUEZ LS -

BRI EHIVERBAMNRE HSINE - A2 HEELRE AETIEE :

1. 1§ =& 78R % 2 —Vdexamethasone B &5 £ 10 mg O A (BX,20 mgOAR) -
2. IEh M A MERE BOZ1000 cells/mm3L LB - A TR ERTAXOL® A -
3. SRR ENE M A MR AT P A MRS < 500 cells/mm3& B ER)IE
A - Bl ERTAXOLOH S 23R 1820% ; H
4. RERBRERBGBBNEERF (G-CSF) -
HELEREE (VEE - AEAIENRMBBANES - BERZNT:

S E SR (TN - BB DERITEEA NS - SAZEPEA MK HEEZ1500
cells/mm3pLE - BURIM/IMESIEIE 2 100,000 cells/mm3LLE - A AL EETAXOL®E
12 - NI HAR BRI A GBS A Y AT S B & 2 1B St B MIRETBUE R 1000

cells/mm3 - BIRTBATAXOL® « ETAXOL® A& HIRT $1 IR & S I o 14 (B ML Bk M (T o
MEMKRETE< 500 cells/mm3EE—BHER) AREZEGRFEHBA - LIEEER

TAXOL®M &R RIE20% « ¥PART A5 AE 5 B o M £ LTI KL /D Vi 40 38 25 14 S ) 22 7 344 10

2

32 EEA

TAXOL® B @ TLERBIB0.22um 7 SRS MILMIRIBAE - (B RARAE Y WEMTENT
)

R AEHENEECEREIINEHASRWPVCREDE: - ¥LHDEHP (di-(2-
ethylhexyl) phthalate) REZHPVCHITRAB[APBREN - BT HMBARERDEHPZ T
- HEBNTAXOL®ARBFREER FOUENBEREH E) BB EREIRR
[polyolefins]#1H) - MHEHEFRIHMBHAERBRE - BRAKRLHEZNE - ©RABRA
ERMPVCESAOREOMBREE - WABBHDEHPIRE AR -

RBRABEZIRER

TAXOLO R — B BAMMBHAAME - FNMEMSSTSHMNLSY—1§ - RETAXOLOKRE
BRI - BETFE - NREBEBITAXOLSS N - WAVZRRESMBKBRESLE - B3
EBEEERIBE - WREMA - RBEEHHTAXOL® - AEHEPKES - BBERAK
HRBETRELR 9% - IRBAKNHRE - BEBZ LIRS - BRBEINSMDIEY - FrlE
FRASMABSENGIHUELAYIRZBRE -

FRGE ZRE

TAXOL® (paclitaxel):: 5 R 81 AT ASCHIE - TAXOL®ALS%E & HL5R(G% Dextrose
Injection) ~ 0.9% LML 5% (0.9% Sodium Chloride Injection) - 5%®I B#ETH K0.9% R (L
X 59(5% Dextrose and 0.9% Sodium Chloride Injection)sl & 5% & MM & = L8R (5%
Dextrose in Ringer's Injection)Z#0.321.2 mg/mLVGRHEIEE - HEEMHIBEREZRA
R25°C)HMZE NIRRT VIR RIDBZ EM OIS 27/ - BN ARBRREER24NBR
TR - BEOIBRARASE -

RERER - RROEE2IRERAAE - ILHERS PROMEZRAR - R RE2EHNRIZ
(0.22um) 2T B LETEEIAE 2% - HELRBIRRIEX -

FRUZEE IR Tl 25BN s 2 28T DEHP (di-(2-ethylhexyl) phthalate)f9Z R BER - FEPVCAR h#R
BHERN - DEHPHZ EBMESAAREMEN - BIARBEAPVCERS R RELHERM -
TAXOL® & R R EWE - BAKHER (polyolefins)S8A - EEARIPYCHILAE
R4 - BINMERRZEBIENEEERAE -

SAERMMEE - RoARTAXOLSME - AR EMBEIEKRERSE - EMETAXOLSAREX
WERE -

33 RREFAEAE

FIEERE : FNEFEZBARESUMNRRIZN - BRIZE—ZBNASHINE - WNE—B@
BEZINERANGHRITRBORBRBMINTE - LEMBRERBKEANMEM JCHEE B
- RE I RE AR S AR S BENH) -

*E}Liﬁmsmﬁﬁu‘mj;ﬁ*iﬁAE@EﬂJEE%ﬁa
IR E R E
8% B K IEALE KD TAXOL®@m &<
24/)\h¥ 8T
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<2xULN £1.5 mg/dL 135 mg/m?
2-<10xULN £1.5 mg/dL 100 mg/m?
<10x ULN 1.6-7.5 mg/dL 50 mg/m?
>10 x ULN >7.5 mg/dL ESEE
3/ E
<10x ULN B <1.25x ULN 175 mg/m?2
<10x ULN B 1.26-2.0 x ULN 135 mg/m?
<10 x ULN )4 2.01-50 x ULN 90 mg/m?
>10x ULN B >50x ULN ES =3

LR B ELURAN RS 2135 mo/meiii i1 24 NBZ175 ma/m2i e 3/ b5
RIS - EEEN TS R BN E S8 R-R T o m) IR h  E EEE -
%mﬁﬁxmmmﬁmEZHmﬂﬁmxwﬁﬁ#gmm%ﬂﬁ*%M%ime~
CHEHTBAMNE— BRI - MUSNRIZR I A N S AN S

F

TAXOL®RBERNE Hitpaclitaxel A BEZ BCEMALIRREBBZBAFEA -
TAXOL®R B E AR ERIE P A MRS B < 1500 cells/mm3BEREBRHEA - AEEGHLRED

53

B MmIRET B < 1000 cells/mm3a9E #E(AIDS)ERA-= KPR ECP R A (B 2813, 1 FiEFE) -

5 BERARSER

5.1

GE/IRER

TAXOL®u AT A ERAE L SAMCRIBMEE 4% -

TAXOL®RE & HBIB AR IITAE - BARESTAXOL® Z8 - MWASHATRERER 7
AREIZERH2IE T - A2 RIS 1 RIARE)

B MH AR - BEEATAXOL® . BEmbay -

511 BHMRBRRENBHRE

ESTAXOLPHEABRE S RBRN LB RREMNBEE - FANEESHIBERENY

BEVRNRGRIE - BB SHAHIRFIREL - FIARANRESLERER -

diphenhydramine 2 H2{E A BIMTERS FAZE - (A2 M3 1 FSEAB) IR BERENWBRERE
- BEZTIBNELETAXOL® T - MLM&KTE HEATAXOL®AE - AR 2H

8.2 1RIfEF/ AR - [RRARRR  E-HEHRAREHBROEES )

512 mgHsH4

SHIEEER2E DM AMKE /O E) EARESEEREY  W2ERTNIERERS
it - ETAXOLO A EIBREQEE AR & - r/\zgﬁugcmiannmznﬁﬂ&wsoo
cells/mm3  (ERAKAEHEAB<1000  cells/mm3) BREEATAXOL® - 7
TAXOL®AEBIR P2 4 B BHIE DM B MGV E(< 500 cells/mm3) - aJ@nﬁf
BRDEMERD20% (283 1FEHAE)

53

55

513 LMESH

ETAXOL®PH AR TR = FE MR - SI/E - EOFHRE  BA—REEER  AEE
AEELE - ERERGD - AT ABMES TN BLEEH P IETAXOL®PH:T - ZEEH
ESAIERHE - HRIRETAXOL®HTME — B/ - RIERALRREEERY  FRK
BIHEETOBEER - ETAXOL®Htrastuzumabalidoxorubicinfit Fia g\t 3L &1
BHEANIRINAE - GERIIS 26982 28 EB/FARRE - IRARGBER - SHaRARBNW
KESEHLE : TAXOL®+ trastuzumabll R TAXOL®+doxorubicin)
514 B8 &M

BawfEeRERE BEETARE - HRNAREVRBLNHED - LILHRA
TAXOL®PHO I B #1328 121E20% « TAXOL®EBRAKZE - WEERZEBHRFABRALES
B HACNS)REMHENZE - REHCRHEZELERARRGZ2BBARIER
55 -

5.1.5 FEHBuRE

Sh8 RN ER R B RIRAD - EMNBINEMTIEEY - FIURFEAEBRBINE WL
UAERBLRRERME -
RIEMRAAE S

ERTAXOLRE B8 - HEERIEHRPRMLAKCN)RAEMSEHNZE - thhBEEER
DR REB R BTN HEH RCNSHTERSR
HiFEER

EEiRE

TAXOL®4t REM BB G E B 1 ¥ 1 EMHIS I TAXOLOM I BB & R ENA/E
SNREREILN - HETAXOLSBEIB A BB S G OB BE AR ERR - ﬁﬁ/\ﬁﬁ’\
MO AERIE(E - BRI EREMEETEASPINEREEN - GEZH/ROER)

6 FHHEHIRSBR

6.1

6.2

#"Z

HMBEHD

WBPLMERIG  TAXOLOT e 2 BEFASIHEE - TAXOLPE NG FEmMEIRS HHIkE SN
CAEBREAEMNES N - GE2M10.3%ID5 M . ERAIEEUER) - BRI R HER L
TR - EISTRESHEPE NN HETAXOLOAR D BSIRS - NREEDHREA
TAXOL® . HBAEESZEYARERD - BIERANBERR -

=R

BAIBRBRTAXOLPREEHMEARIST P - HBTAXOLS L BRI A LLIZT, -
BB HHES Y

ETAXOLPEABERRBMAR - TAEPBZEFAREMERA - BUHANKMBEALBIRA
BYEZ2A - ARTAXOLOTSE R MBHAEBSENRE - RitoZREFETLUBEE
BatRIfEm - ((B2M10.38254Y - BRI HER)

i A EEEJTAXPL‘@E@%%'&?DEMEH?REEEZ - B RNRRBARSEER350




mg/m2Z420 mg/m27 B3/ NETAXOLOSHIR M EMEER R D - AT EISERR (CNOS
H (D BT TR - 2SR A TEEREY HERRATAXOLYE 2R HPa 2 R m &
BEFE - EARAHIRTISEEZT NS - BAFHR A EBpacitaxel A 5 EEERFE
BABFETAXOLCAR IR NZ 2 Y  LEBARETAHEANSHEB(BBRAMANSE
f215) -

65 EEA

8T ¥ B HAONEIE « 9L NSCLCAVSIBEE AR DI FTAXOL® R B LIS K2 2 1 BB Ay
22280 A - LURIESBI LB R P A B T IESTAXOLBRYIST0MEA P » 64961F A
(17%)MEEFESEL L - HP49UBAI%)FRE/SEUL - ELHARD - EFHABRE
BREBRIE ; ERHARP  EFHFARBREREDOLRS - T2IRNSCLCIRARNED - 1#
FTAXOL®BEMZERABRENLMESHREER - BUMERRZERANNEARBAN
BREAGL; Alf - RARPEEBANAMRD - RESEERFPHERIEE - £—RES
MEBEE—SABNHRT  EEBANEERPURERBNEARA - EEMBERSHAHEN
FEANEWRBREFAM -

6.6 NIHEEAZE
FINEA S BARESMHNEIEI - FRIRE-ELNRSWBIF - RER[REHE - 13.3 FHik

EHRERE - BEVERRAZESREMBOBRING - GE2R11.528MB BN - Bk
&3 - HIEERR)

7 RG{FH
7.1 HithZ2 R TAXOLWF

« Cisplatin : R RFBRD - TAXOL®#cisplatin # S 238 NS W 0HIELL
TAXOL®Zcisplatin Z AT4A =S 83% - ApaclitaxelfEIB R K49V 20% - (BRI S

822BMEF/ABRE - BRFARRR  SCAEERNFESHRLR  TAXOL® +
cisplatin)
- MMEERP450 2C8FN3AAMNZRE - KB - HIEIH : TAXOLPHR BIR S aIMmE R

PA50 7 BIHABCYP2C8 B CYP3A4 2 1L - ETAXOL®H 4l s ZPAS0R {EAECYP2C8E
CYP3AAMTINZE - FRMBIA : rifampicin - carbamazepine + phenytoin
efarenz - nerapine)stHNHIEI(BIM : erythromycin - fluoxetine ~ gemfibrozil) 3t FA R EHE
SMEME - ERRSNETER D - paclitaxel U H A & 60-hydroxypaclitaxel (1 IS BB B E
(ketoconazole - verapamil - diazepam - quinidine - dexamethasone - cyclosporine
teniposide - etoposide#Vcristine)A9ilEl - BREEAREBBEASB DA T —IGE
B E&HEIE - Testosterone - 17a-ethinyl estradiol - retinoic  acid ~ montelukast®
CYP2C8#5 E B quercetintl 7 58 9h st B P HIHI6a- hydroxypaclitaxelfIFZEL -
PaclitaxelfE A8 s B8 P AV ZLEN 2 th O] BER R EECYP2C8 R/ CYP3AANY R E - A5 - 4D
TS LSYMEERIGMFEBMEZ s -

« Cimetidine : Ai & F%cimetidine X & # & paclitaxel 1 BBiE%E -

7.2 TAXOLH H {th 2498952
» Doxorubicin : ftATAXOL®#doxorubicini - BTAXOL®1EdoxorubicinZ Al 445 - 1

B 05 RAELER 5 8505 PSR M (TAXOL®#3E24/1\03 - doxorubicindfiiE48/)\1) - i 4848
BAREIEFOFE  ERHMATERENE DM/ MERORSE - H#EATAXOL®R

doxorubicini¥ - doxorubicin  (RESEM R E EMdoxorubicinol)#9 M -PIREZ E 1M - £
- —TBERREEFIdoxorubicinfl3/ METAXOL® #ist a0 RS KB R A IR P W B MY
BB
+ Epirubicin : X WL - Epaclitaxelff FHepirubicinks - SIREE1Z MepirubicinftZi4)
epirubicinolfyN#EEE - Epirubicinol N %2 5 1 NNAYEE FRAEE 1 i B K40 -
73 BRittXEEA

EEWGEHEGIAT - BRSNS SHEEERENERIZN - REINHIRARCERERERILES - B
ZRSIWEHERTER - AtIRSR) -

8 BIfFR/ARRRE
8.1 BMAEEEUTRA/ARKE

TEESTAXOL®AmONE g - 904 - I/ MRS « SEL-FRARNEKS)MNHBAZRE - —8&
RIRUBAWAREHBRERURBRE - A - BUHBEMRROEREBARMDESY - &
R(EVUE MR - S RMIE PO MBI/ ETEERSNRERURERE - BLBA
FREAREDEREWIESZIFHRE - ARREEEERA - FRAKEKS)HEAMINGE
WAERASEBE SIS EERS -
IR RCREEE MRS - BEM - Pneumocystis carinii + M. aumintracellulare - B8
IRERR - RIBF 8255 - BIREMEIRE B s -

8.2 BRSBRCR

821 BE—HMBARFIREHFCROBEES W

BRIESINHEE - DA T iRtsM 28128 B m AR R LR IESTAXOL®E — 5y iak
CRBEEBIEG T HORERHBAEZ—(135 mg/m28175 mg/m2)LL B iR R
—(NFIH ANV ERE LT M ERE -

. MESH : SRINFZTAXOLPTBZMMBIRAISH - B PMAMBRH MNERREE
ZMERSY - HRAENHEMBREEME - AREORRYE - 24/ A3/
R AR SR D EAMmKEDRE(< 500 cells/mm3) ; WIS BN
MEERMELAA - BPUSMIKE/DEVREREREMILN - £RBSHEMAE
BRBAG LR RIBERSNBELLREE -

RARTIFEER - EFFERATPHBEEER1% - SR - MMJEfgiEs - REBEH
B ORISR A B W IR 2 A B - FE R A IAHIVERE S BB RARR KA
ERBNREIIEHEAS L - B61%MBABRSEZT D —RNWEEMRE - HRBARE
BEREPHAMKRDENBA - EHFERIFHRE(EIEG-CSF) »

BH20%H B AT AE BRI E /D84 — RV MRETE T IRERZ100,000  cells/mm3a9ti
: 7% AR/ R IE BRAEES < 50,000 cells/mms3 - 1E4%89% 8BEIR UR 14%RY FF A% Al
SRR ELMBY - ERASBENLNEHBREHME - ABELSHEFRNE
TAXOL®RY 15 8 B 12 fR RS -

o MEBER  BREMS . BETE-SYTAXOL®AEABE AESEERMNIERERE
BEEHSKEN - A29QRENSTEBREER SR - ABETRELUNRSE
WA BE - B1%FEBEARSER S EREEHTAXOL® RBERERSE
TAXOL®E & BB RN E Mk - B A AEMs AT ENSHENNE
BEABRTAXOLO BBV 2




DM PLEFHES ERHHEFRBA - MERISEN RIOLIES -

« BHRMHSR) : FRBEMBAEIESTAXOLS ABATIYE T 78R % - HSRAYEREE
HREEBURSHATAXOLCR EMEERNTY - REAHREBPRBERIN
TERRIFIREE - 341 - MBALEIEE - YA - IRRE - £TiE - B3
M - EERBAHELBHBMBNERLFBEAR - LREMRE IETAXOL®A
SEFEMMIR M  EERAZNBATHEREEEBREMEE - SIE580KE -
A - AT - BRAIEA  AREESLEMEE AN - BBWBE ZWRIER
/AR - AR EINEARMN - thOAERE RBBE o 2ANFHIEEINBEEER HIR
BELGRE - BRI RROEERBBHTANERALIE - hOUmEERRTE
10RZ%A HIR
o DE  B12%NABRAR3BNMBLEREINFRAEELIE3/NASREEME -

B3IBMABEBARI BN AAEEERRARTEINMINEE NERE - EIRK
B BEINIEREEFAAHBEBLRE - AIORY OFRE - Wi LERER
BHIRG - <1%MBABETAXOLS L EIRERREREONBERE - BASE
TAXOL®WL AR S F BRI MRS - IASTHENLE - LULETAXOL®A

Rt T ERLERE -

. BRGNS Y : FIARALRBHRUEEHEPSREENRL/IEL - EREFIERMED

SBBAMERHER) - BIEXIFHERRBM - 24 BEIRNRHTEEEE

ERESTAXOLOMBAEMIEBEMNFEA - SBREIFESHAETEMNERENF(G-
CSP# - N4 EP QIR NBEBRR(EBRNFEREE -

MIERBING - TRASFRBERBRERLE - RERE—ENTAXOLO RS KR
PHB12BMAEE B NTAXOL® Lk BRI A BRI AR A RSB -
LTSI RERL PR RRERLE  RERC 1/10); HRE 1100 <1/10) | FHE
(= /1000 - < 1/100) ; DR 1710000 - < 1/1,000) ; RAF(< 1/10,000) ; KEA(HE IR
RARRFD) -
%2 : TRRE
AMBEMR RER B
RER @R
3.
g%mggﬁm FHR : MM RsE
DR i - BUAE
BER : BB - EHUAMKTED - B O/ - AR
D BF - Wi
TR D e
: DR P EAMBEOE R .
30 hR i G - ‘:{é%\::_
RORT: RUBBWIEAMSK - B WREFRERE A E N
1 P e 1 =2

Tm

RERMPER

K RERE
&

W R R

HBRMER

IRIBER -

EfRElEE
e

DWRER -

MEER :

R FRRE
RER  ERBHREB(EERMIHLS)
RER . BEABENREBESE(
Fun ; ASME - MBS KE - YEBE  TFUHERS - KE -5
Y
)

MER* BN R RE(TIRER )

ROR* B HT
ROR BRE

AREN - BB AMRAE IR B
BOR  RERE

RER: BEBH(EER  BROLKRS)
DR BEIREY (SR BMAERAR)

BORY BT OEEEOE R IBIAZE R (S 1)
- RIE © 0 R BB - GER  EBRE

ROR* : OTHAYRM B R/ R BB (PIIKAE RE)
- BRIZREBBREMENREA - PR - RAWE

RE0* : BRBDKAE

ROR*: KM - IR - ZE - EBYH

RER  ECGEE
BR LERE

FER  OIRE - JRERAOEN MRS - HEEHENLEB
R EESEBRER - DINEE

ROR* LERE - EOLEOERER
RER : EME

AR SME - M2 - MRS




#2: FRRE

ROR* 5

R
WIS - MEERE . cppman - phRRAEK - IPIREIE - RIEMN - WHEMEL - RS
REE :

DR - R

RES @0 - 180 - R WS
BIREE : DR IBEINE - BEIL - WM IS - B

BB BRI - (BIEIEAIB - B - @I - Bk
i P RS~ FHRIE(EE) - ATASH (R TE)

RES: K%

BE 45 E NS P E (L

R

DM KB - ALH - BR - BEBMAME - RBYE - W AME
;;?ETQQ UL« B8 REE

RAE* . S ICHT - @ARAEIERE (Stevens-Johnson syndrome)
- RERICAMGE - SHMATH - RISEME BN - BiiS - TEPHIE(
ESBBEAYE AT F AR SR ERRS %)
HREN* - TERIAE - R AT BUIRYE
MASEE - &8 RER WS - B

LR RIS g E
& RED* = BUADIRE

50 S ER L A
EEURBIE GizmauKiE  EE - AN - B4 - AR BEINE REE AL

SIS ¢

DR RBR - AB - Bk WK KIE

B8R  RPIZARMMEIRAS(AST/SGOT)RE L7 - MM MMABRE L7
HWEHE - AER  BIRRELA

DEF Mo ALEEATIEN

822 GHLARARNARSBHER

9 BE

Lﬂn‘f A RIEZTAXOL® i Fcisplatin 2 K218 8 BAIN L8 LUR I/ AR T 28
(NSCLOYEA - ESTAXOL®E —Rma R S5 14 1838 2 B RS F W0 Je Mfo k&
(NSCLOEA - = doxorubicin/cyclophosphamide i Bt 8 B % B 1B S TAXOL®2 &M
IBEA ~ EETAXOLOE B — S E 4 Mtrastuzumab O iBig i 2L BB A B SAIDSH
BRRYRIRFOECRIETRRA - Iboh - th A e RRAEMERSARBEBENDREH -
« TAXOL® + cisplatin

B3NSR E MR R R SRV S — RIEBRS - SELITAXOL®B Ucisplatinia Bry i A BN
EEM - REER/NBRATRE 2B EE KD cyclophosphamide Blcisplatini&
BWBSAESEERE - B8 cyclophosphamide® B4 FcisplatinfI 5= - BI3/N IRl
SETAXOL® % B Fcisplatinky 5 X £ S UIMFIWERBROABRLRE -
HRIBCA139-20981CA139-022h BB 932 Wit IRELEL - BIRETAXOL®cisplatin 74
mg/m26tFAE - LL3/NSEETAXOL® 175 mg/m2 (21%)B &4/ MS# T TAXOL® 135
mg/m? (3%)B % R ERISRTY -
RERE WIE S cisplatin - f Bpaclitaxelfiicisplatinia B HIRT S TAXOL®Hcisplatiniai&
HRERATIREAE B RIBEMR -

« TAXOL® + trastuzumab
”‘3/J\H%m}IZTAXOL®Eﬁitrastuzumab{#ﬁﬁ{’ﬁﬂﬁﬁ%’}i%ﬁﬂ’]% BOAER - FABEHCR

AEETAXOL®H trastuzumab IR (1) B IBR S N TAXOLCE —a% - LRI - R -
%EE iz - 2R - 22 - RAEN - MEIRR - BER - SRNBE - BB - ME - Exie
% BINEE kIR - B BWRRIFBMARE - AP ELpRRoHRRS
TAXOL®/trastuzumab & #18 BETAXOL® B — A AR B R B RSB RS I9 18 1 -
TAXOL®/trastuzumab8 RTAXOL®E — &4 B0 B EE BB -
SERTEBanthracyclinesiA AR A Bt FtrastuzumabZ TAXOL®R - 4B
TAXOL®E —aEmaMmA - EOMSEIERN B ERAREEIAS  BRRRERABE
REZE - RTELERRGAN - FIEEMBFANYBENBREELRE -

« TAXOL®+ doxorubicin
SERE SRR A e AESIBLE R RIS I BB AL 5 ATAXOL®HE
doxorubicinié LEREEF MM ORIB - ZRWBELVINEENZERFHA - £
TAXOL®i& BIREE A DRI BHAOEHE D RRERE L ERBWRARS L E2B
HitEE8® - LH Ranthracyclines -

« TAXOL® + rystianm

EIRHEZ M S AR A DB IR 5 4 R M Ab 3k -

TAXOL®BREESHAMEE - BEMNISHMHRE - QESHING - BBSSBLRMES - 8

ERARENEMBETRERAN RS UM GB2HOARKIEIAITER - NS -
10 ZIBHRH

101 fEFpEIE

Paclitaxel2— MBI HB/NVEZEM  (antimicrotubule  agent) - R EMEREE ” FA2(tubulin
dimmers) & A/ V& (microtubules) - BEMIEHNE 2 EREFAMEEIRE - ILE1EE
M EHEIRNE R BB A BB 4 (reorganisation) - E¥AMINEREE - BRIt 25

- paclitaxe E B EAMBHEES 1B NENEERINE "HNER,  HEBH#HIRIALIR
ABWNEEMREE -



10.2

103

11.1

E3E-3LES
10.2.1 FEAEE

ZEB2AERAE  BRAT  RBRAEZIESR -
10.2.2 24#H

W B/ VERAMESRR -
KRBIHMITAXOL®  (paclitaxeREMRESHE/NE - HEURMEERTE15-30°C 2R
- A @R BR AN Z A OHRITRE - ARFDNREA B UAEENR - BOE)
ERRHRITEIARIRRANOBESRR (X YHYRE - BERARS - AEH
RERTBHNRY - AREEZER - SHRALHTAEHERREIRNEE -
—BiEAZMENRE - HittikATBBERAIBENER(15°-25°0) - RIEREN
BB TR - R OHES28K -

10.23 =EM

FKBIFIHITAXOL® (paclitaxel) ;1535 ME - BLUREEEREE15-30°C 2/ - AES
EERNANA P ZA O RIGLE - SRS RERATNEZERHRAREE -
TAXOL®/ NEREE A TEA RIS TSI - BEIEEBLEHINIRE SN AUIRIZENT]
BERE HELERT HESWREREFE - ZUARNZBR  FLIRFBES
RO - AIEEZILEGR - DIBREAANENRTEAR  ERAEREH#25°C) LR
BRIREET - EEM OIS 27/ -
- HWEE

HEANBTEAREEBAM2SQOHEEANRBIEHT - (CEBRYIPLE M OIHF27E
NG BSEMARRREEENEERRERA - R BIBAAE M3/ N R R R %
ERBNERIRE - PEMS) - BENBRRIEGEEDR - MBI RISLEEE - @it
B AR SRR RS -
WERBBARTESH -

BRAZEMER

M - mRe - REAER

TAXOL®HIZBEN 14 RASH T - BESNHER(A SN AR (5 3205 4) RAS N S R R MAR SR
VEETAXOLPZEHHEEEE ; TAXOL®# Amesii B3 CHO/HGPRTE AR S R EH
Y - BESTAXOLCH AR RIELEE N THEUEERETRYERD - ERTHURSAK
MR FTAXOLR B R ZSERMSH EILREY - F2HoRHRIIESR)

11 =Y BRI

R UL

LU $HE3E300 mg/m2tk 568 T B LR $6 8 5132 24/ I 08 IR R 2 25T 46 paclitaxelf9
E=HEBEY - AR REIEEE TN - EREEMN - DPRSBECra)NREMET
EBAVOERFELLBIAIRIEM - 2 SEEERRBRAE LIRERSEMAY T -

FRAT AR E 5145 381 - paclitaxelfy M i&E 2 AR D (biphasic decline) < FHIRIRERR DL

FHHMERBAREER IR - BARRE ) ZE R paclitaxelr/F 8 A HAIHER A E 18 Ffjfloaeen

EESZ135R175 mg/m?HIMIE - HE3 NS RANERIEA D - FIIRIEE R IS
5270\ - =S MEEMN122%523.8 L/h/m?2 - 1B TEHR B A9 R L1 5D MR AR TE 7L 108
L/m2 . BIREBEZ N ME R/ A RS -

11.2

1.3

114

115

AR E@EZMAUC).o R - paclitaxe 2 S RBEMNBEUR/) - BETERBEZE
paclitaxeli2 5 EIBERRAAVINE -

paniil

F197589%Mpaclitaxel BEAE S ; cimetidine - ranitidine » dexamethasone -
diphenhydramine 7 LA B ¥ paclitaxelVEOEHS »

]

13 A A SISO RS A & ) A G0 BR SN ER o - BEsnpaclitaxel B4R 2 & P450ME]IHAS
CYP2C8EE 3 A B 60-hydroxypaclitaxel - MACYP3A4HE R A — B-RER B3I -p-
hydroxypaclitaxel®@60,  3'-p-dihydroxypaclitaxel - ZEA2SMEER P - paclitaxel U B B 6a-
hydroxypaclitaxel)/E =2 S| 4@ M EHIFIGE L M7 EEA) -

BERR

LT ~ 63824/ EEIIRIETAXOL® 15~275 mg/m2t4 - REVEY)M RIS R0 B 191
REEM1.3%E12.6% - EBapaclitaxel BEZHFEBBRER - TEESINF#IE22580250
mg/m2REHECTAXOL®MAZBA D - T120/M\ 2R - A14%M S SRR Rk B
- MAT1%RNBEEEHERR - METAFHELWEHIMENS56%E101% - Paclitaxel RERE MY
MESRSTE M R B F1ERS% - HPEER6a-hydroxypaclitaxel (5 — U EY -

RIRIREE

11.5.1 BgEfrz

BIhEER 2 B paclitaxel & B @ RIGIMF -
1152 FEEARE

O3B INBEREASMRA - A #EE3/) Spaclitaxela BAIE BRI RHM -
HERBARERNFEA  MBERARES<2BERELRULNIRAELT175
mg/m2igE M #Wpaclitaxel REE2IR LA - BEFURERYRELFHEAREE
10 - EMBEIELR> 2BUNNARREA Y - RESBINFIVRERRIRE ABMET
FRZMAYIRIN - BVEREREIER (110 mg/m?) - BERERIMBERBAIEN - 5
2EB3MERAE - BHENAEABEHCOFREINIRSBIR - FINEAR)

Hs R AN
% 2 8937 4 B A48T (F R/ R R -
R R
131 8%
TAXOL® 30mg/smL Bis/ME% - S&1HE -
132 2
BRBIRTRAEL -
EERC

EIVRERRBEBERMAEN - 215-30°CEROLRRE -

Af R

A TT:

EREEEEEIE  STHE IR -



15 Hfth

BiFAZERNEBEMNEERFESELRE - CRRBOIAEEENIES - B2ERRES
HAESRETNELBE - ESHMmELHE -

TAXOL®RE @RI R R AZIB0.22um 2 BEASHIL M LA - ESAEEGENPVCESA
OREOMNBBES  WATMEHKDEHPAIREE B/ -

TAXOL®PHELI0.9%FIL#33 5138(0.9% Sodium Chloride Injection) ~ 5%% & #3597 (5%
Dextrose Injection) ~ 5%#1%E # % 51%0.9% AL EEHKR(5% Dextrose and 0.9% Sodium
Chloride Injection) * 5% @& MBI EHFE(5% Dextrose in Ringer's Injection)#h &g
B0.3F1.2mg/mLAIRELEE -

REARER - BROESRBMARE - EHEERA PRRABAE -

AR ERATRE(0.22um) 2 E T HERETLLEE - HEWREBREMEX -
TAXOL® A REHE RIEEFARE - BRSEHERIE (polyolefins) S8R - BHEARSPVCEE
HBE  FNEERIFEHIEMNAHERA - GE2BN10. 2 18BN - SEREIRHY - JERaY
)

EARHMEE  FoBRTAXOL®/NE  AREMEERNERRE  EMETAXOLOE RS
KRB -

ERLIS%EE AR (Dextrose Solution) (DSW)R25°CHSCHRE  ZHEBEARMNILER
MIEEM - AMRFTR ; BERUOI%ECIMEFIR(EBRHAK-NSS)HE - AITERF14X -
HEBEMNRTARTEECRIOAZARBEGET - ERBRIELEM #2278/ ; Hiit
MWERERRREATA - BERBAEENNBRTIBEEMBERLRNERRS - BER
) BEYERAERELELR - BHGELEF - GERBEERAIBLUASNEBRAE
puih A

HEVEREENERR  EEESETAXOLPHESER  SERFSBENTE - QFELRE
KRIRIE - 5 - BENRERERED - ETITHE% - 8T - [ENER - BEARASHR
BHRIEEET - HE - RIFAWH EOSB146HMWE R - EIBAMRIEBINHI BB
ANy - SRMEZIFMEZREURCEYRE - QIEERBEENREBEGIN : ZHFE

) UREBETEREYR LIRS MKKF -
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