Navelbine ®
B 5% AT AR 5 10, 50 mg/vial
mrETRBE 20 mg/cap; 30 mg/za

E IN=UIQLIES:

Vinorelbine

= REREEZEY S (ZEWi 1994 £ FDA 25 L)

> Vinorelbine FRTTENREICE R
EMRETT ( Catharanthus roseus ) FIEHIH - 7 20 40 60 FHHK IR -
Vinorelbine fERRERCTEY - BIRTE 1980 FR 4K AABETUES Y
R/ D EMEREIEEMmTRNELRIER - Vinorelbine =2 ERAEER
ER M NSCLC TR A ; AMERSEE FDA BEER EARBZIEEE - N
< NCCN 55| ISR RS BB 4R 3B E - B2 cisplatin B; gemcitabine i
A -

> S—7H  vinorelbine Wk # FDA #ZolE BRI AEARINELE - REEIRA
BEREN—_HEESEZE - 1L vinorelbine T Z RELE LB RINEERIK
AR - BRIRKR LIERER M RERER - 3075 taxanes a4
anthracyclines RN BREZX -

> [OBR vinorelbine Bt B A% TFDA EAEBFE AN NSCLC REBMHA E
HYE FEAE -

> TMARERMFESE  BRMsEaHaNERNERE - BHMmERERE -
EEONEE - BRERRE - #oat/ AR - EREAB A -

> TEMAH - @RS MHEERE vincristine (30~40%) BEERBER -
i Ll autonomic neurotoxicity ¥ - (BRRREMARSEHE - HEEM(CEEE
IE AR - ®ARES neutropenia MEBEZRHERETE -
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US FDA

— AVBRERET/ERmA AR AT R RZEIE
Untreated Open-label RCT. median OS: 30 weeks vs Vinorelbine 30 mg/m2
metastatic | 216 untreated pts | 22 weeks. * IVF QW
NSCLC[2] | with advanced OS at 1-year: 25%vs 5-FU 425 mg/m2 and LV

16%.
NSCLC 6 20 mg/m2 IVF, for 5
_ ORR: 12% vs 3%. days every 4 weeks.
(J Clin Oncol. 1996 .
Granulocytopenia,
Oct;14(10):2774-84)
grade 3-4: 54% vs 24%.
Untreated Open-label RCT. median OS: 7.8 months Vinorelbine 30 mg/m2
metastatic 432 untreated pts vs 6.2 months. * IVF QW + CiSp|atin 120
NSCLC in with stage IV or median PFS: 4 months mg/m2 IVF D1 every 28
2 ths. * - :
combination | stage IlIb NSCLC vs £ months days-cycle
‘ . . ORR:19% vs 8%. * Cisplatin 100 mg/m2 IVF
with with malignant :
Granulocytopenia, D1 every 28 days-cycle.
cisplatin [3] | pleural effusion or

multiple lesions.
(1:1) (SWOG 9308.
J Clin Oncol. 1998
Jul;16(7):2459-65.)

grade 3-4:81% vs 5.
Anemia, grade 3-4: 24%
vs 8%.

Open-label RCT.
612 untreated pts
with stage Ill or IV
NSCLC

(1:1:1)

(Semin Oncol. 1994

Oct;21 (5 Suppl 10):28-
33)

median OS: 9.2 months
vs 7.4 months vs 7.2
months. *

ORR: 28% vs 19% vs
14%. *

Vinorelbine 30 mg/m?2
IVF QW + cisplatin 120
mg/m2 D1 & D29 every
6W-cycle.

Vindesine 3 mg/m2 IVF
for 6 weeks, then QOW
with
mg/m2 IVF on Days 1
and Day 29 every 6W-

cycle.

cisplatin 120
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3. Vinorelbine 30 mg/m?2
IVF QW every 6W-cycle.

Untreated
metastatic
NSCLC in
combination
with

Open-label RCT.
316 untreated pts

with stage Il or IV
NSCLC

median # of cycles: 4
ORR: 28% vs 20.8%.
median PFS: 3.9 months
vs 4.4 months.

median OS: 11.5

1. Vinorelbine 25 mg/m2
IVF with gemcitabine
1000 mg/m2 D1 & D8
Q3W.

2. Vinorelbine 30 mg/m2

gemcitabine (1:1) months vs 8.6 months. * IVF D1 & D8, with
(Off-label) (Lung Cancer 2005; Neutropenia, grade 3-4: carboplatin AUC=5 D1
4] 49:233-240) 23.4% vs 44.5 % Q3W.

Palliative, Single-arm study ORR: 25% 1. Vinorelbine 25 mg/m2
metastatic | 40 pts previously median time to failure: IVF QW.

breast 6 months

cancer (Off-

received taxanes

and anthracyclines.

Grade 2-3 neuropathy:

label) [5] 12.5%, Grade 2-3 ileus:

(Cancer 2001, 92:2267-

17.5%.

2272)
Early-stage |46 chemotherapy- | Median f/u: 60 months. | 21-day cycles (trastuzumab 8
and locally | naive patients with | 1 local recurrence with mg/kg, then 6 mg/kg IVF on day 1;

d d v 4 | ¢ vinorelbine 25-30 mg/m2 IVF on
van n

advance HER2 (+) stage onlys cycles o D1 & D8) or 28-day cycles
HER2 (+) (Curr Oncol 2014;21: vinorelbine. (trastuzumab 4 mg/kg, then 2
breast e723-€727) Neutropenia, grade 3-4: | mg/kg weekly; vinorelbine 25-30

cancer (Off-
label) [6]

33%.

mg/m2 IVF D1, D8, D15) for 6-8
cycles, followed by single-agent

trastuzumab for 6 more months.

B 5-FU: fluorouracil; f/u: following-up period; HER2: human epidermal growth factor receptor 2;

LV: leucovorin; NSCLC: Non-Small Cell Lung Cancer; OS: overall survival PFS: progression-free

survival; RCT: randomized controlled trial. “*”
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it REHESEEER
> Bttt R ER (ORR/ESEE - 30~90%RVE A S &£ MR /0 Sk ERM)

> HISMIXRERZE  BERHERMIKE (90% - 3/4 #& - 36%) ~ BIMIKE D
(92% - 3/4 4% : 15%) ~ B (83% - 3/4 &k : 9%) ~ M/NMRES (4~5% - 3/4
R 1%) -

AREENEREIFA

1. ORMEZRMSM : FIkK 3~7% - 3/44% : 2~3%) -

2. MEBZR#H  EEUEERE (7~29%) - EHEMIKRE (B - 16~13%) -

3. BEZF B0 05 34~44% - 3/44Kk : 1~2% ; Ok 75% - 3/4%k :
7.3%) ~ &t (57% - 3/4%% : 6.3%) ~ B4 (19~35% - 3/4#k : 1~3%) ~ IR
(13~49% - 3/4%4k : 1~6%) - BEX (4%)

4. WRZ®F : HIEERE LT (54~67% - 3/44 : 3~6%) ~ MBALER 7+
(9~13% - 3/4#& : 5~7%) °

5. SEZA  BMA MR D> R (BRE: 3.5%)

IMARBER R : IR (7%) - Bk - T 385 (5%) -
P ZH - ] (35%) - BEMEIRE: (20~25% - 3/44K : 1~2%) - KEE
B (11.1%) ~ =EPRIR - 3/48R1E1% - KR (2.8%) - REEHE (1.3%)
8. BWZ# : BIREEE (1.6%) Bt R REEA (1.9%)
. IR ZA  WIREEE (3~7% - 3/44K 1 2~3%) ~ K9¥E (5%) -

10. HEE : 55 (37% » 3/4#k : 8.5%) ~ i ERFE (1 - 28~38%) ~ 2= ME

(25%) -

HE . EREEYETHRALRE - FIRENEIER - 85  EYASHEIER - RAERRIBWIEAR -
HEE FMTANEMZYNOEEEER - ZYEIFRANEREEEZREEMERHFINE REHERE
(Common Terminology Criteria for Adverse Events, CTCAE) - & IR ME A BEZ(CEAER - PEgdEss
ESUNBEEDR - SUDRBERELRFNFERINE - DREMO&K) - PRQAK)  BEGHR ) M
(4 AR)SNIET (5 4R) - BERE 3 AL EHNEIERR - FBENAREBETHSHARZNIFE , ERE 4 RI1B
o REBEERNABEEE -
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B IIRERE T2
m BUEEAZE  BHERBES
> KEEA=E

%, 2EEH -

s PEAIZ 21 % 3mg/dL 8T 50%Em 8
m FEAIZ=>3mg/dL:25%

BT ER (IR 75%) : 50%

BR4

A\

=/ IR EREAARRERMANEIE
=il

gI{ER
= Hl

gL
mEANE IO e E N BmERRE
|

( B98P o 2 A L e
W ERIB A ;

BUREIRSE ~ EBRMET -

SR ) olsEE LIRS MR AR B R DE ~ [0/)\il
ISP iR AR PR MER EEREI ERFIMEZHE (&K
3 #AREk 4 AR R AR AR R EE )

St (KBRE
ISP MM BRI M E S B E P ( 356
7 45 56

A=<

) A/ - SR AR PE SR RL 1 IR
BT7TZ210KRA - WEEFKRPN 7 £ 14 XAKRE
ANC 1000~1499

50% dose
cells/mm3

ANC < 1000

[ )
cells/mm3

SER—HEABXAE ANC - EEE =18 ANC 5<
1000 cells/mm3 EZEA -
Fever and/or sepsis

while neutrophil count

is < 1,500 cells/mm3

= ANC > 1,500: 75% [R¥aH|=
o 2

= ANC 1000-1500: 37.5% [R¥aHI £
®

= ANC <1000: ~#5%
AR S %28

a>=
BMRBHRE
>2m2 - BENER

NEBHXAE ANC
=

D FI=RAVEERTEIE S 60 mg/m2 - BIfEE BSA
ZEMATHEBE 120 mg
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NEN
dH

ANC >1000 |ANC500- |[ANC500- |ANC <500
1000, =% | 1000, Mz

FMRNEZET S 80 mg/m2 60 mg/m2
FHHRAZER ANC >1000 |ANC500- ANC 500- ANC < 500

1000, —%& | 1000, M=%

MR EELE 80 mg/m2 60 mg/m2

ElEF RE
B SHEFY UEERRE | FBERERUEBERE (BEEARHNE
MBABHFEEBEE - & BHME BRKOMERKERER ) -
W BREE - BT - MR ER/BENEN - BREEM/E
MREEE -

> Extravasation 92

Bl {EH Fo

Vinrelbine @ — & M &L o EBERI ( AE@HTHARE ) BREE T EA
BIFfE - ®EINE - NSO ENFEE AL
ZRAEAN/3 MAR AR AR S

> R
gl{EA gL
. FESTRE S (AENSRESNEETNSHEEENE
Vinorelbine 7.:.{%5’\]9%)\ﬂ M) 224k F1EER vinorelbine J&%E -

—
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R IR BT E B PAETR
2 - oJgERE&E - WK
EI’J SE/IER EIHE B &

REBAE - KRR
MRS -

> st
gl{EA AL
B fi3f&E% : Vinorelbine OIgE A MiEis | W AR2ETHEE MMM (IPD) 5
. BERESMZREEE BB SUNIREBEER - BXKX
KM/ R REBRSE = 1EE A vinorelbine -

(ARDS) ; BEEMMXMESEIFIRER
mEE (ARDS ) BEIFETHIEREA
e

m BEEMFEA ARDS BT FEREA 1
B (#HE :3E28K) -

> W&t B EEMEEMS AENR A CISEZ LY S RENTIES (E
SEFELAZAS ) - Vinorelbine =T Z2@BEMEMAH ; HIEAETEEE

A
T-bil 2.0~3.0 fold of ULN 50% JR¥aKI=
T-bil > 3.0 fold of ULN 25% [RIATIE
ZMZEHFA

> BEBEENBEEEVIOER BEARHSWEE WU/ 8RS
REE - AEWENREERAENENRESESHMNS -
llllllIIIIIIlllllﬂlllllllllllllllll
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> Vinorelbine EZ&FFHCH - 28 H CYP3A & -

B R E IR B

» CBC - MVIMRETEN Hb ; FFINEEER -

> ERAIFHMEIRZRE (EEBEEEONLED) -
> ERE S IR R AERVAERE ( S EEEREELD )

> BEMGRE (BRREEE B8 RERSTIAEDSHLIRARE
RUAEAR ) -

> BRI/ MG IR ZEROEDIS/EAR -
>  EREREMUIZEEINS -

> AEAIRRIBEFXFENRE (HBsAg) ~ JEFF:RZOMEE (anti-
HBc) - SEIFRFREFEE (anti-HBs ) - A2 i@ EA HBV EERRTR
¥ 7w SEETRRBIGUBEEEEENRBEYTER -

%ﬁﬁ[ﬂ (8]

B IREMAY vinca alkaloids —1% - &E2 microtubule &N AL O F YL B -
BAEIRIZ vinorelbine B EE it B mitotic tubule MIE axonal tubule
#aa - iER5E vinblastine 28l - RIIEE\M&SHUHE D - MMASHRS -

#5f . POtolV g - [IAREIE 60 mg/m2 A 80 mg/m2 7 Al EA5FE AT H I £

25 mg/m2 & 30 mg/m2 #J AUC (area under the curve)& - [9]
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