AEARBRBRAGERAT &K

o 3k EILWARMEE AR 128 3 11 4%
B 3% 02-2755-4881 & 2585

% R :02-2755-6660

BisgA T EWP

£3E B BRIRA
HXEM: FERBI2£10A68

Pt

.88

I

in

GBI R

X 3k - OEP-P-231006001

BT E AR 10 28/ D4R b aE S E R
BRREAME 10 NG/ ANBA TR
M 20 & BB E AL S 2R K
BT 30 £ AP R baL S B K

s BER20EABOELBBEMGNGE

S REER-ba - AR B A

DR R 2 BB TR 4 10 2%/ (Navelbine 10mg/ml

injectable solution) (447 & ##y £ % 022215 %%) - BT+ 20 £k
BREUEERSTE 024268 H)RABHEF IO E LB R(HE R
F 8 024269 )N SRS BB F Miakifis - HER o

v ARG EFT RRZEH PSR 10 24/28 (Navelbine

10mg/ml injectable solution) (747 & 8 & £ 022215 3%) * A&
10mg/1ml/#E » Bp B AR(HIE 1P173 Ae) M4k B 383700 2 Sh & R A
Boo¥ARA— R o R SOmg/Sml/Hg > FA 113 F15 a4k P ik
MEK » ErgigBiliso o

v B 20 £ %8 (Navelbine 20mg soft capsule) (147 F # ¥ F

3 024268 %) » Bp B #e (b3 AQ20529 A2)M: 4k B ieAibar 2 4
BRIZE  HEAMBEZRE -

BEET 30 £ # #08% (Navelbine 30mg soft capsule) (44 F ##F
% 024269 3t) > Bp B A& (d#bik AQ30527 fe)r: 4k R kM bk 2 M &

BGRE HALMAREE

BT IE % 10 A S/ A|ME 1P173 BB T30 A RB fit
W AQ30527.0 i S AR —IRA M H Pk HORBRS

B-R #=T7



Finr kA A 28R EEPRHMR HOTE2LE  HBRH¥ER

F‘H"ﬁ" 7N °
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~#mﬁ@‘k+#-%%\¢m§$k$Mﬁ¥%~#u%ﬁ%ﬁ%ﬂ%A#oﬁ%&%‘¢@
BRAPILEMRBR - FEBRALHMAEHR - TEHBRAREMAMRBR -2 ERMEEA X
IHRTERBELERAMEEA - REMMFBEMBEIARFHFER - REHMFERMBEA
HEBR REIHESATRR REIHFECRAUDEAARREB R SLTAIMEER 68
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NAVELBINE’ 3¢

N -I-'l- :
L <
. SIA =52 517
i / 8 30 mg soft capsule
[a] =
2 =
= 30 EEHEE ;|8 :
= 3 B
— . - Ia = Orc1| Use ma
e Navelbine 30 mg 53 3 N S
£ - ] 1’1 <
— Soft Capsule 8~z 2 2 4 ﬁ B - ]
L zHE 2 | |Boxofone WAV B o=
FE 30 mg soft capsule A 2 5 5%
= 2 HIFE Oral | 3 &
gEifacs ®
EERPFE 024268 HgEEL® Pi Fab 8 7
ETER2°C-8°C XA B &R B3GEmEE R Etet] E s Eg
335509
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f RECTO : VERSO :
Pré-presse - Treilles 16380 Chazelles . .
e-mall : frederic.hebette@mm.group 1 @ Black @ Vernis 1 acryique avec reserve specfique 1 ()
www.mm-packaging.com 2 . PANTONE 877 O Vemis 2: 2 O
T&IL 05 4523 56 33 \ ) o
b ACKETIS 3@ () Vemis 3: 30
. ) ille :
Reéférence : FG0029200-260-01 a () () Braile : O
s() (") Gaufrage : s()
Client : FAREVA PAU s () Marquage a froid : () Vemis 1:
Désignation : ETUI NVB ORAL 30MG-TW 10 (O Marquage & chaud :
Information découpe : = Trait gras : couteau spécifique Trame & 25% : mi chair

Code article : 335509

("Observations :

Code Product Group :

Code ECMA : A2120 N° découpe : 317591A-32032 i DOCUMENT BON POUR TEXTES | Réalisé par : Tony Date : 25/11/2022
GRAPHISME ET REFERENCES | Contréié par :

Format : 50.0 X 20.0 x 55.0 GELGaI®] 0 EuRS (s U AuTRE wAS

Grammage : 350 g GC2
Carton : GC2

Carton de substitution :

EN AUCUN CAS POUR RENDU COULEUR
Gualité I1. DOIT ETRE SIGNE ET DATE PAR LE CLIENT OU

LTLTTTE |F SERVICE PAD DANS LE CAS DUNE
VALIDATION INTERNE.
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BT 20 £ FH 33 £ Navelbine 20 mg, Soft Capsule
B 30 £ H 88 £ Navelbine 30 mg, Soft Capsule
ARAGBGEIER

BET 20 EABEE HTERTE 024269 T

BEF 30 ELHBE T ERFE 024268 %

1. Rty

BT 20 BB E BERP 30 BHLKBR:

& — g8 & 4-vinorelbine 20.00% %, 45— & 4 vinorelbine 30.00 % %,
48 & #vinorelbine tartrate 27.70% &, 48 % #vinorelbine tartrate 41.55% %,
4otk H 2 B JE B © ethanol, sorbitol 404k A Z B3 | © ethanol, sorbitol
ML EI (3R 5.1 stHH) BB R 5.1 HEH)

2. By

L&

BmET 20 £LBE C REeRBEEIZE N2
MmET 30 ELHBE N sdBEiEEw N30

3. BAREH

31. {ME

8P O AR R4 A T 58 MR ¢ B — 16 2 54 7 (single-agent chemotherapy) # 4%
1. JE /) da B T

2. A5

3.2 A *
ERAMOR -
BETHBELAEAESUXAEBER(ATHEARLEBE) -

BETFHBEERANE L SEE -

EHAEE:

A ZR KA @A ELB60mg/m?—R o

%k B ks 36 Ao By 38 4 3 80mg/m2— =k 0 R IEFE BT = R AR M 60me/mBE > JE AME TGk
B & RAN500/mmis, ¥ 48— R ok b G ik # 8 A#500~1000/mm32 B -

o , FPHank | FPhan

M= FHZ* = Frahn $£ B =500% 7 # 8 =500 ok PG

(60mg/m?/week)ay £ ¥ | KB 560 $ 8 <500

Y& mEk A 1000 <1000 A< H A H
(—R1BE) (=18 %)

PR HERAE 80 80 60 60

AHBLBE0Me/m2 A T WL B - Zm A6 E P S ek i B RMA500/mm3s ¥ s — kL
L G BB A 750071000/mm32 B sk R R s R Y BB B ELE KA 0 Floh R
%1% #| & £ 453 60mg/m? o

YT LT VY gppy | EFTHER | HTHAL
5 ) 2k # B =500 K #t A =500 =K
(80mg/m?/week)& 5 ¥ | w3k B o -
R T g >1000 £<1000 A< B <
(— k1% %) (—=k 4% %)
T—RHM¥BHEHRAE 80 60

FE R = 4k SE60me/m2 A B e s BRI R o 4o 2ok i & o BKEL B R RH500/mm3 A2 18
— 2R A _E A H500~1000/mmi2 f » 5T Bk 4% A B 3 Ao A 58 80mg/m? o
&% PG 3K 8 RN 1500/mm3Fe/ K )N AR $6 B A-#275,000100,000/mm3 2 fa] 5 54 B R
BRZEGEHAREAEYH BRBRFERBAKRNVHEASIEZFRLEFH -
AEBMENBETAENRSEANELNEENAE - TRETRERXEOEMAEEHERA

1



2 % @ 5 (m?) 60mg/m? 80mg/m?

# & (mg) #] & (mg)
0.95-1.0 60 80
1.05-1.14 70 90
1.15-1.24 70 100
1.25-1.34 80 100
1.35-1.44 80 110
1.45-1.54 90 120
1.55-1.64 100 130
1.65-1.74 100 140
1.75-1.84 110 140
1.85-1.94 110 150
=1.95 120 160

PP A B R @A 2m? 0 M B F 0 R TS 120mg (B k4 # 60mg/m?) &K
160mg( ¥ 2k &2 % 80mg/m?) -

RAE AP B > 0 MRAIE 80 mg/m? 48 H A FHARIE S B 8 30 mg/m? - 0 BRAE 60 mg/m’ 4A
A #2IKE 5 B & 25 mg/m? .

EEBAWAS
BEARBET FERASEREALASHRELERBEENRR B EFRAATES
F8s N RIE o 853 R € 2% vinorelbine &) B4 8) /1 £ -

BERAHRE
HEAEHABENREMRAMMOAERYE - BEFRERRBERALE -

RS mAR S

EABRENAERSORA (B E<1548E ¥4 EFRIULN] » B ALAT Fo/3% ASAT % 1.5 £ 2.5
£ UIN) » HBTHF BT 60mg/m B2 EHE - EAFTEMAERLARABLEEA LS5
F 342 ULN » B f& ¥ ALAT fo ASAT ¢ 80{E A 47) » BB K 4 TR T 50mg/m*ey Bl - Rk
ERAETHERBRETILBRENSNERSRAZEMB NS - BHARRSE > BLEFEREF
BREFHERDABEARABETF -

THEED AR B

BRAEE P SEG TR KB ENSHLHRBRE > HAREFTHEREARAL
FERBRVEE -

WR34BEHEFFGEHREEAAG T EE -
BEFORGBEAERAREE Nk HAL56 RAREIE-

3.3. 22

- B40# vinorelbine K ¥ kAL B MR BEL R A SR H AR 2 BEE

- BRREFARERIE

- YHAREASE X NBIRE A

- fas\HR 2% 8 < 100000/mm?

- TERSRAABAERARA

- #\ILHFL

- ok G LIk R AR 1500/mmP X R RANEFARER L IRERNRERS
- BERAAYRASER

3.4. $ERE

g

- BRETUORKBERALSBEFILAERYBHETTRA -
2




- EFRAREBRERIHBE HERAAEEFAKOSAAREBRESE -
R BERE BERSAMNAEORBTESEEMI LR - BB RBREGFEREGE - 838
ABEBHATER  LABRELETE A TEAFT E TG - o R EBAER  Fap %
Kophibih s RUABRRBE K ARE  c WwAREBIINFABLNFEBEL  HEMAKL T
#) & 3t 7T 4 F 4o SHTs 35 HL#| setron (4o ondansetron ~ granisetron) » [§ &k Bel 8954 -
- ABEASHCERE Y c BETFRE ARG B/ BB A RER  c RHRMHEIEAFI XA
15 M kel & o
- BB YM L BETREYARENA BRI T EMERA T T2 EGhRIK - %
A RS R EE) -
- ARAAZ Y EERFCEREMBEYE -
- &fﬁ Bl F ok T BRI R RRER
E 5 P M & KA &R 1500/mm? o/, do ) R B &7 100000/mm? B > 4 B R R
BHEEITHEBRMAETS  ERBRFTERRAMN ¥R 32 HERFE G4
MM =R A &% 8 F D 60mg/m? 3 v £ 80mg/m? »
AR A 80mg/m? B » 4o Feok b1k & Ik £ B K F 500/mm3 &, A7 500~1000/mm? 4 R # A3
Wkt RBLAREIIRMAESE  BELLARREHA 0mg/m’ - [BIETH
R 60mg/m? 3 E 80mg/m’ e ¥R 32 HEFRAES 2]
- A HBHIRA 80mg/m? B BB RRBBET ALEBASEARETNF PHAAKK
Yz HEE o IEBAEKERE -
B b Hid 60mg/m? H ERALIRE » AH RIFH AT LR 2% B mEE E 80mg/m? -
- RAEMRLGREZELE  RAXIBELKRSE -
- ABARERATHAERGHAERBRY  HRAL33HZ£E)-
- R T HmEEF CYP3AL e HI B R F E AR A FHLEE - Bk A¥X
#£ #% %2 phenytoin - fosphenytoin ~ itraconazole ~ ketoconazole s posaconazole #f A (3# 8, 3.5 &2 &
IEEGHRE X EFHRAEBPEZIEZHA ) -

*EEFE
- ERTHHBZRA S BRAERRBATEASIEE
s BAHBROMOREZR AR 3.8 X &K LME)
o BEEREREZEA
- FHLERLETR A LS ATRERXTHRBEHMA -
- RE 80mg/m* e Afe bR B AR ELSNEA -
- ARSUBRAR B 2L 80mg/m? 1E Ak Bl F T AR AR 9% AR T -
- RBAERBARRENZ TATLEAE —RCANANTE b FH - G0l - Bt ah
#eB)-
- ORBH PR ELCERANTFNERADSHAZRR -
EABENBEHETR 2B ABELF<LS5 45 ULN » B ALAT fv/3% ASAT % 1.5 Z 2.5 4% ULN)
' #F 60 mg/meY Bl E
BATPENBEAETORAELES 152 345 UN - H fish ALAT Fo ASAT 5 B A
) > #&F 50 mg/m* ey B & -
- R AL IR B F i ATROR N R &4k vinorelbine ¢y R SR BhH H R E LRI -
- AASHHBREFEEHEFREAAETORBETHME > B R HRBLERARAEE
o
- BREH Y B8 vinorelbine B RS  HLRBRMEGHHLABRLRE  HAF U
FAEHBALRERZR ) BE -
- AT ESTLRERE L
BETHBERBAAFRIEE  UERBALREE - (FR364F - BELHFHA) -

35. REA RO X ERARRBHEZ X TR

AHEEHER

CHRLHBEANEMTHRSE € 0ERLEADROLEBTAE - 2R GO

vinorelbine &) # 49 %) h & -

Ry a4kR

*ARim BB K PASO RBBIX EER

BT E & d Cytochrome PAS0 3A4 K #t - iR #-F i s Fir4 8 (o fluoxetine
3




ketoconazole - itraconazole) 4 Fl i% » T HE /RS 2 P oOAFA S » MRS EFM L RARMBES
# # 4 (4o phenytoin) # M8 > [ ho B3 F oy AT AR M R L Bk -

ML R A Lo L R i
Navelbine 1 4 4o N B Mita e B H S BHRGHA » AFHMAER T A B -

* 1 ok 8 d54e SHTs 32 4L%] (4o ondansetron - granisetron) R & A $ R FHRBREHBHHHE -

*J — G B 40k E 4 vinorelbine & lapatinib 4 F 2 % — B BS AR SRBR P o AR A A
MBI AGEPHARBRYZHAE BT RREABTASRIBYE - RPEAN
X BAEHIKIE 4 vinorelbine 22.5 mg/m? » H 4 B 4t A lapatinib 1000 mg - B 4t > LA 2 4 A 2 4R
HHAER o

‘o E M EHE RO AR

M Rh BT TR

BESROREGARN > Rt ot bhE ikEn - BASHERRBARRLEET X
@M O RAREREELBEZMTEZITELAER  oRARRRAER 0RO
B INR R & &R BB o o

REMAZEE

+EHERY

AREGHTHEEBREERZAR °

ARHZAESMA

+Phenytoin, fosphenytoin

il E R EHAHER Y B ft 8 H 505 § ¥ phenytoin &) % ik 18T 31 AL Ra 8 4
tE 8y R bt 3 &%+ E phenytoin 3 fosphenytoin ¥ S AT (R4 4n > Rt FHBH K E R
B o

5 P W (AR W LA IR X B &)

HEANREERLEARGARMN » THIRIL - EHARMNEROANLEEL LR A LT
BAGHOBEBFAIEGRATLE w R TR THEAEREHEME S (4o poliomyelitis) -
EREREZREMA

+Ciclosporine (5 doxorubicin; etoposide & J7) + tacrolimus - everolimus ~  sirolimus

WEPH R AR AR LN AR -

*EALBHEYBREEO X AR

B RARA

tltraconazole - posaconazole - ketoconazole

@& FEEAT M A3 R AL A ik B ey ib @ H M

RS AENEENREHNR

+E & B 5 A .

B R GBS BIEA R EE S T Bk RALB B FEMHE I - LAH RENER
Bl ZAEEFRIILBRGEIE -

EREREZROMA

+Mitomycin C

Mitomycin fo k& BH MR ESMA TR P X R EE LR TREESEIRIE -

R CEANLB MR PEEAMAY A ABROMY BB Tt
EHFTAWHRICATHMA N BEE -

3.6. £ - WP AR
B2
B &7 vinorelbine 4 Al £ R FH EHH AR - A& ¥ ARR T > BE 2] vinorelbine B4 A4
Efosoyi (30 43 BARBR T DM EH) -
AN RBHEROEHYEEER > ASAERBERVBLZYABLRKR -
BRI AAGTARK S ARBNELRE > FAEEMMAREARSET -
Vi




R EALLBHEME LES AN AL ZRAMRBRIEER o HEAEESMS TR
AN E o

A H E#FL
AR FRFLAGRMMFLREORS ZMANLARAA UGB EHIE -

HA .
PREHMEFEEPRTEILEATT - BB FRB EATRIFLEAL -
iR

BEHRASE Y B NALER ML BRANER S =EANRTHE - GNRA
vinorelbine T4 ¢ WK AR Z » BB RA » BAH4HREH FATHNBHER -

37. HRBABRUBANYVE

8 A7 3t & 414 vinorelbine P E KB fo ik B AN EAH R - FERFEURSHHE T HEA
7 o vinorelbine R @ B E RS BEEAMNEN - Fid > FRIAZG—LRRBE  BAR
A vinorelbine LA 4% 24 48 B AH G o

3.8. B

REHETHER

LR 4R

FENFRREEG 316 4 (132 LIk NMafh bbb m AR 184 £ 3LE K A)

HEE R RB &SRR ANERRRE R4 (AT =R 28 F A 60mg/m*/week » Fw=R
452 ] 8 A 80mg/m?/week) -

MTEBZFRRBEALIKIE MedDRA LA B T @2 AR T8 - REACVI0) - #
B2 1/100 - < 1/10) ~ F #A(=1/1,000 » < 1/100) ~ F L= 1/10,000 » < 1/1,000) ~ 1R F £,(<
1/10,000) - % 5h A B4 i E 74 S R EERRB LS MR GAR RKIE » EARIE MedDRA
SRk BEERFEA KL -

FERRBAERARRESFPEEECTCAEN S BEIAUARBARRBZEALARKERK R
ARB(E1%E=6G1l; E2#H#=G62: ¥34=G3: $A44%=G4; $ 15 44=G1l4: 1% 24k=
G1-2; £ 3% 44=G34)-

- BRfEE

BERLAXEAREAH D - REIMBABRLHESF L > RFERETHE LR DE G-
4:12.7%; G3-4: 4.4% -

B aAEHIPH/REBRAATRCE TR A LFR DR R F R - BEREE
R BITBENEBRBEATHEMS EPHGLR DAL G34:35%-

ko 2P AR B DM g c NN ALK BALABRY  RENOFEASCHHEE
BT RS b -

- hRBRHCARARY

AR FHirs  TREBRE TG AR VR GL4:715%;G3:21.8%; G4:259%°
T AEMERAEN AhE VK > G14:706%;G3:247%:G4: 6% B Gl
4:67.4%;G3-4:38%-

fNREVE » G1-2 1 10.8% -

¥R :GAE PG hHR D EAEM ARG 38°C EaFEFRMEE PO RKIKT : 2.8%-
kéo ! b/ RIRT G344~ 2 RIRIEKT ¢

At RRRY
Fdo D A RBCE 550 F EE & 2F(SIADH)

- R B ER K
kio ! B ERAEE -




- RHRY
B kK Gl-2:28%-

-HBAARYE

BERRBPEMEEE > GL-2:11.1% —BREERAENMRAF R LREFEALRTA -

# B EBHIVEEE  G1-4:9.2%; G3-4:1.3% - 55 - G1-4: 4.1% ; G3-4: 0.6% - 5% © Gl-
4:6%;G3-4:06%-kERYEG1-2:38%-

FERL: E34EH%H 1 03%-

- REE K
R AEEE G122 1.3% -

- ,QE% ﬁ
AER P CREESERE -
koI ACEBERCBAREFHRAZECIEE -

- ERY
#E CERME SRR » G1-4:25% ; G3-4: 0.3% o BHARME KR - G1-4: 2.2% ; G3-4 : 0.6% °

-$B R MERBRY
BRI REHE - G141 28%; G3-4:0.3% - "z G1-2: 2.8% o

- AmRY

BER B Gl4:747% 5 G3-4: 7.3% - sBuk » G1-4 1 54.7% ; G3-4 ! 6.3%; XFHEE(w o
AR setrons) 7T i 2V "R o Fuo@ek B 4 o MUK 0 G1-4 1 49.7% 5 G3-4 1 5.7% - KR > G1-4 : 38.6% ;
G3-4:41%° O fE% > G1-4:10.4% ; G3-4: 0.9% - BLJE * G1-4 : 14.2% - {5 > G1-4 : 19% ;
G3-4: 0.9% - H B LA/ L BF R BRI EEGRATHRBESSTRIER - § WK
7 0 G1-4:11.7% °

PR AHEEG1-3:38%:G3:03% FkA%E G1-2:23%-

AR RAMEEE - G34:09% [FE¥ERF] EFIREATRESHE

ko FHH Ao

i %
R FFSES GL2:13%¢
Fdo : A EERRIEEYAE -

-BERPATRERY
BEA: BEBMEEMYE - GL-2:294% -
¥R EHMRMEGL12:57%-

- B A S AN E
YR HMEE A FTARE AR 0 GLl4:7%; G3-4:03%-

- Bk #
YR BRI GL-2:16% - B R A MR GL1-2:1.9%
- — Mk 2% 55 o 88 AR 40 R R

BMER I RS/EL 0 Gl-4:367%; G3-4:85% ¢ 5% > G1-4: 13.0% ; G3-4: 12.1% -
MR R ISR EE 0 G1-4: 3.8% 5 G3-4 1 0.6% - KFH > G1-2 : 3.8% -

- e
RER CBEETH > GL-4:25%; G3-4: 0.3% -
BB HEEMm GL2: 1.3%-




PR TR ARSI UBAEMNTRCRMERARE 25 BHRE -  REARER
B TFHERD S SHERE ¥ RMMER B BB AREEE - Mt REFMEE
%2 ~ T HPLRT R~ R K BB B o

BUOEREKZBER
TTABRESZBUARRERAERY -
TR EE A/ A Ese ga -
BLUEABEARETRLUARLRIE °

39. RHin¥

R

BEFTERFTUET AL  AHSHEAL FRABBLEFRENTAERS -
REBH

CHPBEHAY RHEARAL TH L - A RRFRABUMRAE T GRYE A% - 23
R ERAE -

)2 3.
BAT B4 H BT MBI 2MRER -
4. RHBHR

LO1CAO4 f & ft A dpdix R FA AU (L- T HRE 8 840 & %72 3 & )
B R AR T il aio & RILREB EY -

4.1, H
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