NEMiais T HEI2E2% /27 ( BERMESIEF )
LIPO-DOX LIPOSOME INJECTION
2MG/ML(DOXORUBICIN HYDROCHLORIDE)

BEERF 55 041037 5%
PRESEEEM 5 A
hRZ<HH#A 2025-12-23

(I 7N
1.1 BUESKRR

/MfliLipo-DoxW&2mg/mifpegylated liposomal doxorubicin HCI ; 10mIZM g
Z2AEEMZ20mg -

Lipo-Dox - m— @5k BE M E (Liposome formulation) - F A% 7> doxorubicin
HCIR B R FRE EEmethoxypoly-ethylene glycol(MPEG)RIRBENI S - IE—RIEF
N Bpegylation - BOlE RMAEHIK EZERIXKAAEANE - DMmoIgNEEDR
TBIRAVASRE -

Lipo-Dox= #95E 14 A% 7 doxorubicin HCl 27 Streptomyces peucetius var.

caesius BUSHITE BBIR B4 & (cytotoxicanthracycline antibiotic) -

1.2 B

HSPC - MPEG-DSPE - cholesterol ~ sucrose - histidine ~ ammonium sulfate -
sodium hydroxide - ethanol 96% ~ water for injection ~ hydrochloric acid

13 mm
59
14 BROME
BERBIRET LA ERIORE « RAEREE -
2 mAE

FARAECDAE 216 T (<200 CD4, lymphocytes/mm3) 1555 - 57 &8 = 79 B 75 % & RO AIDS
related Kaposi's sarcoma BJfEA -

ARAEGESE R NAZEY(PLATINUM-BASED)(EE AR MA M E N BB 2 ETHE
BREMINERREA -
ﬂ%EQ%—E@{%ﬁ/bﬂiﬁﬁﬁ@ﬁﬁ%%Zﬁ%&?LF'FT/\
oJ&bortezomibfFEERBERBEV B aBENTANHCARIAABERRBEBEN
HERMEZZUBHBRBHEA

3 HMAKRHE
3.1 HZRE

Pegylated liposomal doxorubicin EBERHHEY & HE R M - AT EHEM
doxorubicin HCI Bt 75 SH| 3R A -

P.1



Pegylated liposomal doxorubicin T & &2 AR iR 55 14 27 (cytotoxic agents) B &EHY
SRERRERGE I THRE -

3.1.1

3.1.2

9.9/

EmERAREREAETIMZMIERLT - Pegylated liposomal
doxorubicin 50 mg/m?HEISEFIR T 5T 4% - SIBMKE—X -
#REEI 2790 mgll T : BL250 mlZ 5% & E i A & (Dextrose 5% in Water)
i
#HEBE1E90 mg(2)BLE : BI500 mIZ5%&EE A R iHE
RERIEANARKRERIZE  ERESESNHIFZXELEBE
mg/min - MR B XLEH TN ARKE - %K Pegylated liposomal
doxorubicin #;E 0] E60 7 BN BT CE - EIEAARETEIP - ¥R
HIRBTARREREA - et MR ST R R T ¢
MEIENS5% L5 EEEE)E - RIS - BIFE N —E157 @i 8T
HERNE - MRNOILUMS - RO ReEREERE—B/NR#ET<E - &
SARETFEHED07E -
2% - Pegylated liposomal doxorubicin A&+ 0] IU7E6073 R E A
SERY °
e Ed =iy
Pegylated liposomal doxorubicinZEbortezomib 3B AR EFE4K 130
mg/m2EIE| £ fEbortezomib®iE & - TIBI1/\ESET - Bortezomib %
HERA1.3 mg/mPHNEIEE3BE1 - 4 81 RAE . EABERER
4 B Ol M 2 A0%m A B B AR EE -
2790 mgllF @ B1250mIZ25% (50mg/ml)EiE i8R s Em T -
EIE7E90 mg(Z)BL L : {500mIZ5% (50mg/ml)E & iEA & EEE -
F_ZmRERE - BUS%EERARTTEREERERE  BBEEK
FAKR R ZE R OERE F248/M\F
Bortezomib 42 Z# E £ D E bR 72 /N IF - 5 — KR Pegylated liposomal
doxorubicin#i 5 E EEE07E - 1 ¢

o HE107#4 10 ml

o Z#1077 884720 ml

o Z#1077 #8440 ml

o VESTARRIGRET - REIRER07E
Pegylated liposomal doxorubicinf#EH EER/ATAER - LI1/NE#4
B BARTRERE  FIEEITEERERE - E5007 #45 ERI R
MEIE  WmF :

o HIFE107ELT10 ml

o Z#%107 84T 20 ml

o 7107 #8440 ml

o ZHESTARIGRET - AETRERK00E
BT O AR EEFIKE P RIE -
B2 A RE RO ROK T8 EC Y/ (AIDS-KS) s A
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3.14

Pegylated liposomal doxorubicin &2 ~338 20 mg/m2I T £ 55K 248+
HANIRE ; LZEBRBZ/NR10K - I osENZEMERMIENSE - &
ANBFER2~3ERMERENR - ARE - REBHAZELEITEY -
Pegylated liposomal doxorubicin #¥5 250mIBI5%EE AR L3077 i
MBI REETE -

PRBmBA

MERmALIRET R ENEIER - BIEFEET - WRLDGEZEZEY NN
AR R/HRYNEEER - BUREENREENFARET -

AR E ST (bolus) B R AR LG - E:%F Pegylated liposomal
doxorubicin#iiF E 5% B E 1A RMTEEE - £—T W Pegylated
liposomal doxorubicin - 52 MEINS - #EER oI ARBEFIKDE
7E 54 - Pegylated liposomal doxorubicin/ A SUAAS R FoF 5 - Aol E
ERBIESR -

MEBEEAR R EMF EAEEEE(palmar-plantar erythrodysesthesia ; PPE) -
(e (stomatitis) S MRS - EIRETISEELAZE - ABETENH AR
Bk - RPNBU D RESCBEREEASE RS 41Z2E(National
Cancer Institute Common Toxicity Criteria ; NCI-CTC) -
PNIFREGRFGE)MAOEXRERIDNEI SRR ZRBI BN E RN R
Rl E SRR E 23 aFEBIFRE) . IREESUIFRRER
B RN RIE A ECAE(AIDS-related KS)EA - Ol EZEN _E2=BE
BRGNS FEISRHZE -
MARIMRBSMNEERBERER) RE2MB I BRI R ENRRHEE S
42 . AIDS-KSTm AT SREBE R EIEH/ FRKRES) -

Pegylated liposomal doxorubicinBl £:R 2 28| (fkSZEKEC )
F=— » FEIEEEFPALMAR PLANTAR ERYTHRODYSESTHESIA

AIRIZLIPEGYLATED LIPOSOMAL DOXORUBICIN#
ZB#

P.3

HARlsE MmN s | RERENE REZENB REZEINE
[z e 4R
B4R OBRXRFEHB|IBRAG G| HERE25% -
(M EALES |22 [RIFWMAR |2 RIFBAB |[DEMNBER G E
ME  WATE | KEF=MAFE | KEF=MRIFE B -
HEE8)) MksERE - |URSERE -
MBLUEFAE | MBEILEERB
E-BBRETHR|IS—EBEBTH
B2 S-BEBNME | S—BEBMAM |[HERE25%
(BB AL AE ) o] 18 [N 78 /Y 45 %
mE - - =TEE BIR -




@J t‘di%Ef%/J

WA 72 /K

/EJ:JZ/E%)

FE3k E—BEENM | S—HEBRHML | FE

(KE - BB

IRTFELITEIE

BHEE - EXILE

B )

FE44R £—BEEHENMY | S HEBEHL |FE

(MRS S ED

[z FE 5| #E R 22 13

B - SIBREL

PRAFESY, £ B5e)

= OpEsx

BRIRAZER 7B
EEIRAR = FE0HE E£hiE ENAE
REER

E14K OB XRFARG| IBERAB A |BRERZ25% -

(BENES B |2 RIERAS | Z  REFAZE |HENBWIHLE

A S BB TR) BRESZS-MNE | REERNE (B - MRE
Mipstt - mB | Wkstt - U8 |FLETFEFEZE .
LEEFRE—8 | LEFASE—8 | BT EEE-
BETHEE - BETMHE -

FE2R £—EEHENMY | S BB |BREBE25% -

(BRERALRE - K [o] 18 [0 28 i 45 %2

B ER - BiE HH - MNRERD

O#ER) P E T EEE

Bl {5 -

FE34k £—FEENY | S BB |FE

(RRmHIVALRE ~ K

B ER - BA

BEER)

FE44R £—EEHENMY | S HEBEHL |FE

FER)

#=— -~ [MAEZSM (ANC or Platelets) —#3%| 2 st UN & 2w AR £ 7522
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e ANC PLATELETS MODIFICATION

FE14R 1,500 -1,900 75,000 -

150,000

AFBREEE

1,000 - < 1,500 50,000 - <

75,000

FANC 215003
B/ k=75,000
BOBRAE

REAE -

EERES 500 - < 1,000 25,000 - <

50,000

FANC 215003
B M/)\7275,000
BABRIEE .

FEAE -

AR <500 < 25000 |#ANC 21500if
B /)\#&75,000
% . BRIE25%FH
SREERR
B 830 44 3%

ERAF -

HREAFEERERS AR 7235w AL Pegylated liposomal
doxorubicinfff Fibortezomib’&% s - Pegylated liposomal doxorubicin/&
FISHEMN bR —KRE" - &%
a2 Rbortezomibfh & -

=

¥ E=bortezomib#4 % KSR EH -

[0 - Pegylated liposomal doxorubicin&ibortezomib*& /8B 2 EI=
A - SRUBHEREREA

Pegylated liposomal
doxorubicin

m AR Bortezomib

BIE3I8C(B) U LK
ANC < 1,000/mm?3

EHAR A A BT
BRE EEARBE

E=a = R

RIE NMERE25% -

RENMIHE25% -

SEBHE — K&
MEA—XK :

Platelet  count
25,000/mm?3
Hemoglobin < 8g/dl

ANC < 500/mm?3

<

HHEARAIRILEEEAR
BRE, AFEA4KREA
EETRPEBHO
bortezomib & M & &
MEREEH=E - MERET

EEE25% -

A%, EE—BHF

R E - Al
EE NRAE B R
£25% -

553844k FF MR % AR
BRI

AEGREHRIOEESE
2ULS - MErBEMEE

ZHEERY25% -

AEREFHIOERS
2ULTS - MErBKEE
ZHEERD25% -
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3.2

3.3

MR ED AR | (REES - £ B bortezomib 15 &
o5 4 Z0RE o
*MHbortezomib#ZE K E ERBEZEN - 552 Rbortezomibfh &

EEEYEY

(IR RRECE)

AoJEREMZERES A -

EEmMEIRIUBRSENER - BIATFER -

1 FPegylated liposomal doxorubicinfs A EBHFERIND - BIFBLBREFE - ENE
5, 4 & % #8 2l Pegylated liposomal doxorubicin /& 17 B0 FA AR E 1 K 7T 9 4 % -
Pegylated liposomal doxorubicint/EIE « EEBAE M EEEmERRAMHEE -
Pegylated liposomal doxorubicinfE FE £ ik iB Z = € Km ARNERREEIRE -
1 BY 78 £ 2 Pegylated liposomal doxorubicin E /X #E & 5988 A - & Pegylated
liposomal doxorubicinP EE QI ERSHEE - HARERRBETEEIRIFRIM -
ER T RIFELIS%E B 1E A & (Dextrose 5% in Water)# ¥ - 42 Z2HEI2£7E90 mghll 'k -
FAS5% & E A &R250 ml %% ; ABZEEIS T 90 mg LU E - F5%EE1EA%500

ml %% -

FEREMHERNZBIEE MNbenzyl alcohol Z7A#K - EfEPegylated liposomal
doxorubicinyii - FrAATIEHE -

#2:%Pegylated liposomal doxorubicini &t o] LI B2 55 — 1R 5% B & 8 R AU 53 Ak B4
TR EEE - KEBEFIKRET  FAUFEREREBESS

RIRIGRRARE

331 HIEEEENHEA

TEVEBIEAE EARBAMMENT R IR EZEY S N B M BEREAIERE
BHRALEAR - 28M - EESE—THZELRZA - Pegylated
liposomal doxorubicin B FHE15 899 A FE M BR 2L J% K U EE 8 9 A B9 e PR Al
RPN RELRA TREDS | RUERHE 2K - IREARENRT.2-
3.0 mg/dl - E—REEEISFEFRRIE25% ; MRBAIREARN3.0mg/dl - 5
—REAGET S FERIES0% - MEBABE —RAZENMZERY - MBIBAT
RETHEREDREA - RIS _RESEM—4R - BIE—RIRERE
825%%  FREBOZHE ; F—RIREERE50%E - B_RIRER
EHEZ75% - Ib#E - RTLUNE - BIERUEHE - I EBHREAR
RERAZETRHERASELSELROBEAZE - oJ#LIPegylated
liposomal doxorubicin - #fEPegylated liposomal doxorubicinZaZ% 2 A1 -
FESELUB 77 AT E R AR INEEIE 8L - YNALT/AST - alkaline
phosphatase RIEAI &% -

332 BIMEEXRERA

doxorubicin@FEATREICH - KEBETHIER - MADREERE - IKIBEAZEE R
PRERZEEN W B DT S HERE B AT BB X1 1230-156 ml/minZ BHI %S

A - HPegylated liposomal doxorubicinByZ24) &) 45 14 0 R iR & - 50
ABEBTERS /N30 mI/minZf@E A - EEBENE NEER -
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3.33 MEREtIERZAIDS-KSHEA
REZ A Pegylated liposomal doxorubicin &I IFRAE AR LS -
IbAZE=ZER -

334 EERWA

BRNE—HEAZEMEREMEHRERABIBEREESE
60mg/m?22Pegylated liposomal doxorubicin &7 B Ffit &4 - 24T +)\
A Nm A R ARZE 2 AWM AR -

335 ZFE®WA

KRR RS D AT BN E PRI F B (21-75% ) m A - HPegylated
liposomal doxorubicinBZE4) &) ) 45 14 T R oL -

E;
s

-||>+

(KT RRECE)

& ¥fdoxorubicin HCIZ A 225 9 R 72 B 38 81 & 22 FiPegylated liposomal doxorubicin - I#%],
Hi AR FERZE FB Pegylated liposomal doxorubicin - AIDS-KS ZILFBEAESN =S o
interferon J&EMZERENE - FEREZPegylated liposomal doxorubicini& & -

ERMEIREIR
51 ZERE/ IESE
51.1 LS

FiB% ATE Pegylated liposomal doxorublcm/’a\FHEFﬁrEHE DHIECG - B
IR TOREE - S-THIH - BRUOLEARBBA-—EERFILAE - BELHIR
QRS complex &R - BERTNALHESBMEE - EEH%EL‘X%J%/B\MWH%W
188 - DIFEEREER anthracyclineE 0 IVIBE (2 REIEF/FRKE
@) -

PRECGINEBRZ R RITAT LUREDR OB R ITNRE - SALUO R =K B B i
MNZEFMAMEEZEF(MUGA)HE - AIEEOEFNDE - BLEEAGER
fEPegylated liposomal doxorubicin;a%&al & aE B EHAZRIE - TE— (@5
I EABR R38R - Pegylated liposomal doxorubicin(50mg/m?/E438)t5 - 1&
ifEE’Jdoxorublcm(6Omg/m2/l33_) fEFanthracycline fH{EEREEIE P
SIS E - Pegylated liposomal doxorubicin EEZ i ERE 4R
Adoxorubicin (HR=3.16 - p<0.001) - Pegylated liposomal doxorubicin
SFEE B7E450 mg/m2F)600 mg/m2 2R - ARSI MEHER

o R AR ZERBanthracyclineff{EENRE A - EPegylated
liposomal doxorubicin—4 o R S3Z 2600 mg/m? - BEBRE
- MRSBHEIEAZ O ZINEER G - B 21 B R B Hanthracyclineff 1k
& (Mepirubicingt B4 doxorubicin) B A - EBB—EFHEE

doxorubicinZanthracycline$g{L& 2i&H 825450 mg/m? - MINEBHA
¥ Pegylated liposomal doxorubicinf - AZE{EA OZEINEE (LVEF) 5714 -

P.7




5.1.2

it B I #Pegylated liposomal doxorubicin RF&E| €8 1#/1100 mg/m? -
£ N REAZERI N ABIFLVEFRIREE -

mATE = anthracyclinef2 22476 & BB (F/ O\ Th BE AV ATl E24R0R) - BERIAY
FBRFER  ECG - EAOEHMAE - DAREY R - BEREEREL
Pegylated liposomal doxorubicin/aBE oS 0= 18 - 5 7 E R OMIEES
Bt - AIREFATEESEERE -

HEAOHMOEERMBEAEE  TABRNSRERA OER -
DEINBEA Z R AR/ IVOVER -

SREONBER - AN HIRALEFENEBEBREENNERE
i /B OEHE D EERRIRAEBEEBII <45%)85 - o] L= RO
tRigaE  MmBNOFFEEEENTEUREREATFLINIEENEHE
:r¢ °

HORBESIENEMMYORIE - JEEENIFBERA - ZAOERLBELIR
BB E - HolgERERFILAREE L E -
wAESESZHEBanthracyclinef 2228 ER 245 5l)E= - Doxorubicin
HCIZ EFE M TRI(EER) EREB L REHRZEYINEM
anthracyclines/anthraquinones - 2{5-fluorouracil & #&t%& - %&£
anthracycline 2RISR #21B 450 mg/m2HIFEA - 1B5EAT L B2 MR M
ARG - BIEEREE= cyclophosphamide’8BERIEA - B O sEHIR LS
:r¢ °

R ORZEMEEERIERMNEE 2 ZEHE50 mg/me/S48)H
A B 05 R TS EC B A 20 mg/m?/ 8 BT 8 %2 2 1 4 2481

W [ REITFA/ FRKRES) -

=gl

21 % Pegylated liposomal doxorubicin;aErIE A - EAHIVSIE - 54[E
e BEBESNEYNARE  BEBECFRILSHENIER - ERBEA
Pegylated liposomal doxorubicin Z BB B 3R S & - TEINEE=RE AR
BRPREtER T - Pegylated liposomal doxorubicinEl €50 mg/m2Fr HIRK S
BIFIAZ RERPE - oJ[0iE - mERERHA MK/ D EBAI R
MAEE AR - BRIEZ9h - DltopotecanfF ¥ 8R 48 A9 DN S J B IR st B 4 SR AT
#R - BUBEAEBRMIDE - Pegylated liposomal doxorubicinZBEE
topotecan#H 3R DR - AHEMERY B FEHDHI 38 2=t 13K £ 2 Pegylated
liposomal doxorubicinfF& 55— 48 B ER M R ARER P - B2 ER
INEENRARSEAEARNE  EEAREENTKAKRERA - SHENH
NF 2B £RHIF E & FE (dose-limiting adverse event) - IR TJAE
IRBEENH - EaEIEETIETMIKERR - 2D EESRPegylated
liposomal doxorubicin4a %2 7 A #1T -

RABRENS B  #HATEABERIPERBALKRRES - olsEEHNEERK
FeH MIFT -

ARAENEYE HERF M REIE3R - Pegylated liposomal doxorubicinf
o] IR E A B BU AT 75 i doxorubicin HCIEEI B AE 1 -
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5.2

5.3

54

5.5

EAPegylated liposomal doxorubicinfff BN & b - T ERBEINRAR
h &2 3 2 VAR FE 48 - Pegylated liposomal doxorubicin$ 48 4 22 &= i B 4%
BEARBAIEAINERE 2 EERSNEEFA - AMEEaffaBEnNN
o EAREERL -

513 #EERBEA

E&#iPegylated liposomal doxorubicin2 B iE B BS% B E EA R HE
TERFEOES - 2/ -

514 B HENRE

BE  ARBEBLEONEIRE BEGRBHEEEBERNRE  HiERE
BSR4 EMP - s - 3% SR - OBRE - B8 T - W
RFaiE - EEIKAE - RBE - HEbERE - MR MEESHA/SEME - oJaEsdsE
R R EEPegylated liposomal doxorubicint &R #EZ N - 2 5EEHZ
WEIRREEH T RERR  BEAVR - BEERF LHITEI O ERRER -
AEENMTELDERE - ATARE LR ZE m (WA - BERE - B LR
RERMEER) U R HEERERLE - UEVEROIENER - KEMD5R
ANEZEMEAMIDEREE - BEolIkiEPegylated liposomal doxorubicinia
& BRAEMERER - £EF—BHPegylated liposomal doxorubicinia
B7% BIREROBE - R7RVETIRENGR  S—ROEBRESE
FEZLAARRBIET mg/minkREEE (2 REFH/FEKRIES) -
ZERMBBERARNARREBEZRAELHENFE N - FERAEH/F
RRFES) -

Y ER R

BAlEEEN -
BRI AE
& #APegylated IiposomaldoxorubicinKFEE SXERARE - BRBERA LK

AEBREN - NAVHEA(SKELIRER - EEMENIEBE - IULRERRBEILAR
AFEE BN R IE M -

EREWH
BRI FBES -
Hit)TEE18
BRIEHEES -

RIAGRRIE SR

6.1

(RSZRRECH)

Pegylated liposomal doxorubicini ZEABMIRE Y - R FIIEERBSHANSIHE
nE - HERRTATIRE AR - BRDRARZ R L2 HPegylated liposomal
doxorubicinf9#85g - ERPE L ARZZER - FEHFELSNEHEBEER
Pegylated liposomal doxorubicinZiF IE )8 E £ 6{E B 2 R EE R RZ -
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6.2 M3,
(R SURRECE)
gt A &NPegylated liposomal doxorubicin@&E 7 MR EE P - BROIAEESISMER
BERFA  EEFEIHI - BEERER  HVEENELERAER T AEBELN
5 - DUBSRHIVELR -
6.3 BEEBEINTHHESEY
S EHE L BB # FAPegylated liposomal doxorubicinsl = L& EE6EH
NEERIRS -
64 N5
HAlEEEA -
6.5 ZEFEA
BAlEEEN -
6.6 MIEELRE
HalEEEN -
6.7 BIELRE
HaEEEA -
6.8  Hithike#
BrlEEEN
REFH
(KX RRECEL)
BAENCAFABRCER REE L BMBENE kAL - BERTEELXHN
Pegylated liposomal doxorubicinB9Z4) 2 GE RS - Hf A EFRIdoxorubicin
HCl BEXREERZEEY) - EFERRMERRER - Pegylated liposomal doxorubicin#lEE At
doxorubicinZH| - TIEEIRBEBNEZEMNFY - Pegylated liposomal doxorubicin & # &
R230MUEBRERERFEA(BRIWNERESIB)NEHEL  TEtaipa
Cyclophosphamide - taxanesgktvinorelbinefffFi - £EAIDS-KSTE A - A S5 HEFR

doxorubicin HCIZ &5 cyclophosphamide 5I#ERY L 14 FE Bt K K 6-mercaptopurineRI it &
M EEEETHTEREIERER  LHESBIHNERBIREZER/ND

BITER/ARXIE
8.1 HAREZRRIFA/ARKE
S Bl R B AC8R (8.2) -
82 HRREIERAER
(MRS BAECH)
821 FEBA
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E—ESEIHRERREBR(197-328)F - 2541 R BE= B LB AEER ERN
i EAZLES A - LlPegylated liposomal doxorubicin 50mg/m? KT 854
BHRE—R  RERBSESERBNARKREEEF EIEER (palmer-
planter erythrodysesthesia; PPE)(48.0%) M K& &/0\(37.0%) (2 RFESR) - &
ERERSBHSEEEIYN ; EAEZ(E=-RHLERDAIB17%E23% -
BfEPPERIBLGE S BIERHEEMENAR)NREE - TRV HIRAENK
APEN( D RIDT%E0%) - BEAEZ(HEEME) REIRET%ER
Pegylated liposomal doxorubicinja & A - MR E R doxorubiciniy
RARIEHE54% -

MAEFRRERIERSE  BEEZSAKEEDPE - WHEROAUEEN - B
M ~ B R MR/ AE - B M3k UR M/NMRBDEERDR - RS Al
%5.0% ~ 4.0% - 2.0% MUK1.0% - BEEm(ENR) VMRS ~RE 24
RH<1.0% - EPFEMFTMIkERRF(growth factor) st FEE MAVHE IR
WMARITR5.1%85.5%) [ RAZRAZ(3) -
AASENERBBERER (B - AMENR)EAER AP ERE Total
bilirubin (2.4%) &AST (1.6%) 75 - ALTASRIE/DR(<1%) - BARERR
MR ELEMRDEE - BIMIKE(4.3%) - BEM(3.9%) - EHEAM
BRI AE (1.6%) LUK M/ NVEURE D AE(1.2%) = BUMAEHIRAILEER1% - BADR
BiRRERENMBNEEE (serum creatinine) B NIH RSB -

£S5 — AR R §R(C/196-352) - 150 MEAZL R AESE —REE
#R2TaxaneEBREAM 2 & - #ZPegylated liposomal doxorubicin 50
mg/mHEISE4BHAE—R - HZ2HEREERLAERERE SR
RilBR(2REN) MALRBARERBEEEZENERRE BEHFLRT
B3RV A20% 29 - Bt BIEEB A ST AT254 0 FL E2 7% A LA Pegylated
liposomal doxorubicinfF& 55— 4z a B IR HHLL -

*h  EAREARANARRERB I =R (4R5%197-328 K196-352)
(f£Pegylated liposomal doxorubicin JAERA D - BEEEES5%) K& E
B NBRFEAZANE

BEARR 197-328 197-328 C/196-352 | C/196-352
B FIEARKR | F=KEN | AEABRR | E=KEN
N £ & RARKRIE i BABRKIE
% % % %
EELEEN
#
FERAT 3% <1% 5% <1%
=54
7] 10% 1% 9% 1%
#1 Dt 7% <1% 6% 2%
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] 12% <1% 20% 4%
B 8% 0% 4% <1%
FE59 6% <1% 0% 0%
A R ET 3% <1% 5% 0%
BIBERA
M Bl R T8 8% 1% 4% <1%
BRRZ 11% 1% 11% 0%
(EL 8% <1% 5% 0%
i=p] 7% 1% 10% <1%
HIERR 3% 0% 5% 0%
WPy 5% <1% <1% 0%
SRER 23% 4% 14% 3%
IZ2 37% 3% 31% 3%
[ pe 3% 22% 5% 21% 5%
Me i+ 19% <1% 19% 4%
ALIM Bk TR
=il 5% 1% 2% 0%
IR Z2 47
[ OF: IR & 2% 1% 6% 3%
B 18 R ELf
B4
FoRRIE 20% 0% 3% 0%
2 BEz 1% 2% 0% 5% 0%
PPE* 48% 17% 37% 19%
[EEDHEN 8% <1% <1% 0%
IE®
R 3% <1% 5% 0%
AR 10% 2% 15% 2%
EERE 2% 0% 5% <1%

*PPE%&palmar-plantar erythrodysesthesia Bl 2 iE1&2% - 7£C/196-3520
Rildah B —ESUR(AELEMEEZY) WFBERAHES - AMEI7-328E
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8.2.2

PRA B o L S 1R RO TR 51

£ 35404111 Pegylated liposomal doxorubiciniaBEHIZLERA - FRX
FEBEERTET1%~5% 2B - BELEANERABREHBE1%) WARKRE
B4 : FLEVESE - MRS - JKRE - BIVKRE - REMARE - O - LE0=F
A& R/EEX - BXE - ASERE  VMRIRZ - KEE/BRP
CGrHERZY) - BERKDR  BHM - EIFRERR - AKEEE - KEK -~ 41
MAP - IBHRERE BiBKE - TUR - URABEM -

OREERA

FERRA RS - 512UV EER A GRE 876 BieiEREm A P —EF ) -
#ZPegylated liposomal doxorubicin 50 mg/m2HITI 885 - RERBE
BUSBEMBAN AR KRB SR F EAEIEEE (palmer-planter
erythrodysesthesia; PPE) (46.1%) LUK [ B2 (stomatitis)(38.9%) (£ R 3%
N) - BEREZREE ; HPEISEE(FE - MLEEDHI519.5%H

8.0% - ZER R BEm(ENAREZEENEEE D BIRK0.6%E20.8% - BLEFRIL A
BEBUABKAPEN(7 BB/ NR5%E/NFR1%) -

N~ BEUAEARRBAR A B 2R B UP 5 J2 e PR ol B
(fEPegylated liposomal doxorubicinjaFERmA S - EEHIR>5%) 1Kk Afe
% K COSTART 2% (n=512)

BETARRIEWN E=k 4R e
F-EN i % % %
ES=1
=N 6.6% - 34.0%
NIEES 3.1% - 14.5%
EE3E 0.4% - 9.4%
e BB T8 1.8% - 8.2%
a3 1.0% - 7.4%
HIE &R
CIRER 8.0% 0.8% 38.9%
I8 /0 4.1% 0.2% 38.1%
& N+ 4.3% 0.6% 24.4%
B 0.4% - 12.9%
BRRGRZ 0.6% - 12.1%
e 1.6% - 11.7%
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HIEAR 0.4% - 5.5%

MR HE 245
A mzkE > 7.0% 1.6% 33.2%
=il 5.5% 0.4% 32.2%
ISRt B MR 9.0% 2.9% 31.6%
N
/)AL 2> 1.2% 0.2% 10.7%

REER 0.2% - 7.6%
& i 0.4% - 5.1%
IR 22 478
R 88 3k 0.6% - 6.4%
2 & & ELFff B4
F B 19.5% 0.6% 46.1%
AR 3.3% 0.2% 25.0%
FSURE 1.2% - 17.4%
RERE - - 6.1%
2 B 5z 1% - - 5.9%
FERE*=PPE

HERNHZREETPE  BEEATEREE - ERBRSHNMREBA
RREABMIKEY -  HRBEM - BPHEMEE/ME - PUR /RS>
i - BBEmENANMRBFERLERSRBAMIKRZ1.6% - B :
0.4% - EPMEEMEKEYD : 2.9% R M/ 0.2% - FfFTMKER
B+ (growth facton)RILEAI D 1R5% - KRB EEH MEFTTRIBALI15% [2R
HZEREZ(3) -

HitnB D EHEN(1-5%)ARRER - BEKE - OESKER - IERE
iR~ OPEEE - B8 - BEURE - K - WIREHR - KEWAD - %5 - &
o RERE BEX HBER JFUNEX  LIEES - HE-2
2 EP - BX - NARE - 5% BER - KK - SRE - B0 -
AT~ BOKRIEM « BEEAE - KREBXRE - FRERDR - G232 - HAE - &R
k- HikER - BNexEMN - £E  BEX Bk BBhRke 0% &
mE - BERE  SIE - REEEKNIEREE -
EA0UNEREBANER DT ERER - ElRRGARTERRBESEN
SREESERBREARKENEERBEHBEBHNRA)5%) - RIS
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8.2.3

8.2.4

BHEIEIN(5%) - IS = RSB AR EE SR IREZE ENE S 4R MK
BN11.4%) ~ BIN(5.7%) MO 1.2%)1 9 A8 E - Hp/MBAST 1E15
MBI BIF(<1%) - B EMIKGRZ AR RIME TRV R (<1%) -

Ei2NER (Solid tumonfa A

E—EBAmARRAMIBERER (B EKIVERE)BANEREER -
REMIEAEZ 50 mg/m2EI SE4BHRE—R - HERNZ 2 HEEIUR
AR &R RERIMEZ AR R & U0 R iR AR R A SRR -

LM BEERERA

—IESEIEAN R R - B4R I BE D —EaBEAANSHU SR
BA - Hh7A318Mblbortezomib 1.3 mg/m2HE £E3B 51 - 4 - 870
TR#AE . REMKE IS4 BPegylated liposomal doxorubicin 30mg/m?2
NS IRETESHAE ; ZillbortezomibE—A%E - 2RELR25% 2K
A fEAPegylated liposomal doxorubicinEibortezomib & 8% 5 [EEHI K
RREHRS -

[Eep R mEkR /D E ~ [/)\ViosMEA B M7 Pegylated liposomal
doxorubicinE2bortezomib& f#f/aEMbortezomibE —AFE P E R &R T Wl
EZMRAREH - B3MAREDP ML MK MENBEERESHIAERBA
PN E—IAERE(28%L614%) - SE3MAR M/ N\WOR /D IER BEFERESHA
BERABESNE—AEEQ2%E14%) - MBMAEERE _JaEiETEN
LLEY(7%EE5%) -

AFXRRERBRSZETEHABERARF(16%)  aRE—AER(B%); B
ZHERRDE2ZRVEARE - SHAEBABA2DWIREFEIROAMEX -
FAMOAPER 7S -

IE O KB B B H S R EESHAERARF(A0%M28%) - SRE—AK
FF(32%M5%) ; BEZHEEBREERFE 12K -
B38%mARSARKEFEFRA—S —ZEYEE - EXbortezomibA]
Pegylated liposomal doxorubicinfF2E R 2 AREHEFEF EE - MK
- BEARE - AEREMERE - M/MOB/ME ~ B0 R
(ejection fraction)FN7& %5 -

=T ZRUEREAEEAIARRERS
MMY-3001Ez /R 5% (Pegylated liposomal doxorubicin 30 mg/m?2 1.v.
on day 4 fffFbortezomib)
(fEPegylated liposomal doxorubicinjaE R A S - BEERIR>1%)KkEE
& - MedDRAZR#ZRE DR EBITENEE R

ZRMBER ZRMBER
BEARNRIERY FhERER 553/4%R
N E n=318 n=318
(%) (%)
RRMFER
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BAD 8 0
HIARE S 6 1

S % 3 0
O RS EREE 1 0
Pl sk 3 2
RIS R 4 <1
MRFNME 2R TR

Bm 18 7
BIEZEPM O MIKE 3 3

IME

A 3Kk e 8 5
R EDIKOR D 2 <1
[E M B M BKR D AE 33 28
/AR ME 29 22
RBNEEER

BRIRZ 16 1

PRIERRR 8 <1
MR 7K 3 <1
5 M 2 <1
fE M §5 1 <1
6 [ 59 3 2
(BT 2 0
fEC [T 8 1 <1
EHER

£R 2 <1
KAR 5 0
IS R R TR

=14 6 1

G4 A E S 1 0
REAR 5 0
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BEYE 10 <1
B PRIE 2 0
B E 3 <1
LT 14 3
1 78 o B 8 1
REES 9 <1
& Bl f A R 9 2
& B Bk B A AL s 10 <1
ZEMERE 6 0
==l 1 <1
AREE =R

AR 3 0
MEER

AL 2 0
= [M/E 1 <1
KK [ /B2 4 1
B4R [T BR 3 <1
AR 1 0
e IR ~ P e 0 4= B FEE 9

i

% Wk 3 0
(1 R [ 5 <1
SHm 2 <1
B IR 09 IR [ 26 2 <1
BB %R

HEBR & 7 <1
B R SR 1 0
EXI% 22 <1
e 35 7
Mgz 2 0
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HIEAR 5 <1
T ok PR 5 2 <1
[ e 5 43 1 0
I8 /Cn 40 2
[ e sk 16 2
FREERERE 4 <1
M&nt 28 4
REEFE T A% AR

BEM R B K 1 0
FSRAE 2 0
ZED 2 0
2 B Rz 1% 5 0
AR 3 0
BEEPT 3 0
Qi 2 0
F B 16 5
L 3 <1
> 11 <1
REeRINE 3 0
& BE AL P AN 45 4 AR 4

]

B B YR 4 <1
IpNpEc = 2 0
P 2 0
= NP PER T 0
BEIARE 1 0
I 3 0
MY heE T 5 0
EIERBNIEER

PRERALIE 1 <1
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8.2.5

— A% B 7R A0 0E 59 BB AU AR

f8

)| 16 5
=E 4 0
e 27 5
IRRAS 2 <1
IRGENIN 3 <1
HE 3 0
RAE K BE 4 0
E:3E 18 <1
MERE

Alanine 1 0
aminotransferasei&N

Aspartate 3 0
aminotransferaseig

Blood creatinineig 2 0
Ejection fractionf&1€ 3 0
FEEEE 8 0

*Palmar-plantar erythrodysesthesia (F 2 iE1£E¥)
B RRREN TR KRR A

BPegylated liposomal doxorubicinZ €20 mg/mZaEHIAIDS-KSHEA 2
FRMERERET  RERNEIFRASENG - KAO—FHNEAHEE
A

EELRATD  RERENARRELSOMIKED - EPtalzxg) - &
MR M/NMRB/D oI TR R - SRR DI BEfE AR R HA %A - BIREM L
IRAS FEPRR M £ 51 F AR AR - BB IEDPMHIRET &l (absolute
neutrophil count, ANC)7»581000/mm3 B /5 1/)\#iz /) #250,000/mm3E -
FEE EPegylated liposomal doxorubicinia & - ZANC/\1000/mm3e -
o] FHG-CSF(EGM-CSF)IMMA H#E2RAZIEER - DUEMMIKEE - I
Pegylated liposomal doxorubicin’a B BRIV ERERB ARSI N MRES
M HREERAIDS-KSEAEMY - (52 R LRI RE S RIS D
HithBE RHEIERR%) & : B0 ~ B|AOR - K8 - 8% - 188 - JT55
FERy = S s I K -

P IRES ENEITERTE R(=5%) - olaEEAIDS-KSim AR EIHEERAR -
KS# ALL Pegylated liposomal doxorubicinja & HIR AR - B RN
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8.2.6

HIVSIEREAZHNREA - &5 RHNEHEERE | ZIKEf(candidiasis) - B
Al w52 (cytomegalovirus) - E#EREYZ (herpessimplex) - fifi%&RE i &
(Pneumocystis carinii pneumonia) L& B £ #Z4F & (mycobacterium avium
complex) -

HitB VP RWARRE(<5%)% | FRERR - OREERER - BOKIE
nt-E2sERD - A4 ORES  WREE  EE%E  BEREERE =
MIBERIE - MERER 88 - BRRRZ - KR - &K - B - HBEE -
RANER ~ IBERL -

#£Pegylated liposomal doxorubicin R KRS - BiRKBEEERNER
EIRBRHBEEPEREEERS%E)EE | alkaline phosphataseFA & -
ASTHE ~ IBAEAS - EHEEHRAZ AR - MIFPegylated liposomal
doxorubicin B2 - [MATRAN M/ MBIV 8D 8 (<5%) - BB MEKE MM
SIEEMMENBEE DR (<1%) - BLEAERIRS - OJREEHIVEERAR -
FEPegylated liposomal doxorubicinFfi5[#E -

PRBmBA

929N B RS g im A PRI 10011(10.8%) - #H %7t £ FHPegylated liposomal
doxorubicinia B HAE 3% A B E T AHE 2 MAIKFE - LlCostartiE AR 2K
EERRA  BEKE - BBERE - Rk - EEKE - EME - MEREER -2
i - B - e - |ER - 888 - SIE - OBKRIE - JHEAR -~ 18D - X
8 WIREE - WK - AT2 - &8 - 70T TREMIRERENRGIER
ABEKAPELERABRANME2% - ENEBRNFERARLERD - HEHT
[ ERILEZR(12.4%)1HE - JABEKAPETRELRMARLILD1.5% - BT HHE
R ERFETELIPegylated liposomal doxorubicinﬁ?ﬂibortezomibié{%iZ%’v
BMBIEREREAR3% - TEAIDS-KSTEA - BFSIRHRIE - FER8AT -
R3a1E ~ BERKAE - 5E% - HER - SR - H’]&ﬂf&ﬂnEaiﬂﬁD/Tﬂﬁﬂﬂr
HERZREERS-10% ; SR 25 ESEBHTRESR - BBaD
8 EFERmEA QEHJEEE%E’J&F?( BHIRES—TAER - BLIE
MAZEHIRES —RAER - BEERKF 58 5T = R0 %%U
AERERE - ABREMTEAE - LTFAENRATEZEERIDERZE -
o] U8 Pegylated liposomal doxorubicinia & - B8 BEAEREMR - E
% —iEHPegylated liposomal doxorubicinjaE4ER 2% - B ESIENRE
ROBE -
B EIEH R Pegylated liposomal doxorubicin’BERIBA - B ESHEH
HIAEBARIE ~ M/VROBME ~ B IMEKR /DA R A 88 5 M I8 o 14 B M 3KOR
IME
RE4H T EHdoxorubicin HCIEEI& A BRI B OREXRNRE - MELHA
T Pegylated liposomal doxorubicin’a& s - EABORXNES - EAE
TERANER  BEATREEE ; RIFFERAERNES - RIRER
MERR-2ESHNRENE
FREEEFNSEEREEY EEBHIRRERES  BEEAEWN=BH
BHIR - NmeE&BcorticosteroidiaE - LHEHE1-2BEHERX - BEZ
LA pyridoxine E|= 50-150mg/day FI2RF&M; K& EPPE - E el &g &
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PPERY 7 A T]7EPegylated liposomal doxorubicina &A1& 4-7 KA
F - BURBTERKPORE ~ FEREK) - DR FRIRIE - B R EE R
2K WREFF - WO EEREEAZFE T  BFENFBENE) - WLIEF
REREREREAR  LERIREDRI-2EMRIBEHEULINE - BERE
BHBARKEIFEES - AIRFLAE -

BlE#R R doxorubicin HCHAER - &—4 M RIEH 825450 mg/m? - 5
HAELHEBERBEFHNRATEENHER  BEZEMEMMY ORIBNEES
& - 2AM10fi# = Pegylated liposomal doxorubicinjaEH ZEH 2 AN
460 mg/m2Z AIDS-KSHEAF - BIMIHIAAEET B 7k HRanthracycline3|
HEAOHLmE - BitPegylated liposomal doxorubicinia BEAIDS-KS#E A K
28 5E2-3818F20 mg/m? - AMEEEZEAIDS-KSHEAEE LMK
F I (>400 mg/m?) - BEE40-60BAAERIB0EER -

LE9h - 8fiI B EERE R fm A fEPegylated liposomal doxorubicin Ri&H| £3E %!
509 mg/m?2-1680 mg/m?2E% - #4177 LIAEL] B % - EBillinghamity
s REBNEERO0-1.54 - BLEHER LB EMAIOMEET -
E—EEE - BE#Hdoxorubicintb RIS BRER RELER P - 10/2541u BB
43K Pegylated liposomal doxorubicin (B €50 mg/m? - G4B—%R)1
K A8/255M a7 Ik EE R doxorubicin/a IR A - TE)8E BRI T
REedRstSEMERNOHEY - VREUHNESRS | IRNERNA
OZEH 7 £ (left ventricular ejection fraction, LVEF)(RISTEIEREHEA -
HEEAEBRNERE T REBE08 U E - SHNRELEFH LS ELVEF) 2R
AEE(NREEEREFR)E - HEREAERNRERE N EBB102U L -
f# FAPegylated liposomal doxorubicinEanthracycline| £ Z & &4 /0\FE
53 B Y [ P AR 8 3 1AL 88 - doxorubicin (HR [doxorubicin/Pegylated
liposomal doxorubicin] =3.16, p <0.001) - WAL B#FEEEAEMM4
DNRIBEISSAEM - B 10U Pegylated liposomal doxorubicinia &l
FELVEFLHEBHERNRA - fA—BEZERHBOM ORI ; Hxith - 48
fIE=EHRdoxorubicinAEE KT SLVEF LB HERNREA - B10MER
&R RN E MM ORIBRIIEAR -

EEEEEGEELERNER)FEA - UEBH50 mg/mPHEISaE - Z5
— 4P EENEIRF(EE (anthracycline)BEIE 21532 mg/mzﬂ% - HEA R
R EBRERNOBEINEERRENERZRE - EE29MEZEBHAS0
mg/m? Pegylated liposomal doxorubicin;& BB AT - B418M1ESZ A
IHE G H 5 £ (left ventricular ejection fraction, LVEF) W EREBEMURE D —
REHAE - LMUGA RiEAFGHEI0 - £E48MIEAT - B88AK
anthracycline 2#& 21838400 mg/m? ; TEE#doxorubicinZ LA 3a B -
EEHEE 5 OMEINEHIEN - MEESSUHBAZS - RAE131I
(15%) B+ 2V —RW LVEFEBBRAE R B (EXEERBLVEFEDIR
45% - SRR N ERE T RREBE0%L L) - ME - RA—URA(RESE
944 mg/m?) B M 14 D IS FEHR T 2B HH B PR 22 B4 -
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Pegylated liposomal doxorubicin MIE9N2E - $ARFEERIEAIR S D -
BHERAMENEIE - BVMEREBE/REBEMAEN P AIdoxorubicin HCI - B]
W MEINBESIEZEE - BEINSHEICLIR(RIFE - 4AI5) - BuZfFLE
A5 BRI —IREFIRAAEE - WAEINBEAIIILUKEB0 ) B LI B S Bl
& - Pegylated liposomal doxorubicin/@ B fLAF T 52 N iF 5T -
BELRZAFNSGAERNEEBREBR - ROLI/RIRERZEZE -
&= Pegylated liposomal doxorubicinz £ - BEZ EEMRREEZE M
DT~ RB S BREERFREZAMRILRIR DRSS -
RERAER MR EERZSEkHE - £Pegylated liposomal
doxorubicin/aBE 7w AP AT R MAR M A AMEFR M EZE - fidED
AERMBEE -

83 Lk

BRI A -

BE

(IR RRECE)

Doxorubicin HCIZ B ER - SFERES - AMKED - M/ DERREL - Hs

S5ERENSHING - HaBER 88 4k - RENAER - WA M/MRECT MK - R

IR R MM ATE -

10

BN
10.1  fEFH%EE

Doxorubicini & 7 = A{F A E R - (BARESEAMRNS MR E R EEHDE
DNA - RNAKERESHAR - EolaeEHRanthracyclineZ il ADNAZE G 12 Tie 45
B MEEREN 7B - FEHAESRMBEAEH -

10.2 ZENZEEIBRH

(T RRECE)
Lipo-DoxZdoxorubicin HCI&HPegylated EEMMAE I 7S - BEEBERZEYEM
RBRFRBENSY - FEERKEAKARE(Kaposi's sarcoma) PHEEREENES -
Pegylated liposomeZE# & hydrophilic polymer methoxypolyethylene glycol
(MPEG) - BLEAMBFINMPEGE B R L R MAENIRE LA — B fREE - Bolf&E
TRERIRE AT REER MR A AU B /EA - EILTIERPegylated liposomal doxorubicin
MAE M MR P BIRMRRE - th9NPegylated liposomeR I F1R/NFHE 100
nm) - Bt oIZFEBRHEEEMHIIERAREZNME - BC-26/\BEBERUEFR
B PSR E E 858/ )\ B (transgenic mice) R EN AR I AR - pegylated
liposomeRMEZ L E D ZFEWEERERED - MPegylated liposomes2 B EIE2
EHNEEEBENNEREETRA - FHEMRBEIRI™E - HEPadoxorubicintliz
ERNEBEMAEHISP -

10.3 ERARRIZEZMER

(MRS RRECED)
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TEZREBHEENYEERT - Pegylated liposomal doxorubicin H5 Mk FE%E Rl #2
A RH&E T EHAIdoxorubicin HCIS IREM S 4B RISFEAE ML - (BALHPegylated 2
EEERMAE P doxorubicin HCIE —figE 4 doxorubicin HCIS M R BRYRE
AR WF

S

ERFHERRE R - Pegylated liposomal doxorubicin®y/0\lg 5 4 EEE#ERY
doxorubicin HCI #47/)\ -

EESH :

Pegylated liposomal doxorubicin A R EENEIEEE IR TAENT - BERENK
BEXMEBNIRE - TANMRER  REHSHIERIRERR - alREKREIEE
REEREARSEY - EREEFKETNBATISRRIABONEEIEES - WHETLS
F BAE1EE(palmar-plantar erythrodysesthesia) [£ R &IfEA/FRRE8)) -
B8R TEMRED - £ FPegylated liposomes(ZR M) & - — A=< E
B RME - BEES - AT - &I - BEBE - MELIREE EERAEREETEH
Bi223| - 75938 UPegylated liposomal doxorubicingifE#tdoxorubicinf t & 137
FLVET - BREREEREM - £4 ?EU?‘EQ’\%}MH%H%’@% O] g B8 ELE M B RV A2
E; FMBltkETESmEES - B/\VOEFIEAZEEAXBDRKELES -

S -

BT S4EER - BIMEINSEPegylated liposomal doxorubicint S EBEIRIEL
ABIEEREFAIdoxorubicin HCI)Y -

REHEBEN -
H BiPegylated liposomal doxorubicinf&E 5 ERIAFFE - (BEEZEIRF MM 7S

doxorubicin HCl EfIEAREMEARE Y - MEZEEIPegylated liposomes RIfEZR
BMEBIEESY -

EERASM -

/MR FEEI =36 mg/kg 2 Pegylated liposomal doxorubicin & P& -« £ A,
BEDPEEM - PL=0.25mg/kg/dayBIEEEHATARE - SEREANESRBEME B
- WMERRT 1 mg/kg/day - RIEABEREMREMBFERBRER VAR
% .

Blistt -

— W R EE R E FAPegylated liposomal doxorubicin & —&# AT 514838 — 'Tﬁﬁuur_”YﬁJEE/\‘\
BFEELBREY  REE—EErdoxorubicin HCDESRZEBR KR FE £
GBS - £ thELEMER BN FEAPegylated liposomal doxorubicindy
WA - TARBIRAERNBESHNRBEED - HIEREFS ErELERsEE R AR
Per =y 4% o i

E2y/Eale-balcs

(S BAEC &)

Pegylated liposomal doxorubicin?E A B2 [M& P I ZE4) &) H B EAE K AR doxorubicin HCIZEHE]
HRIBEMARE - FE1EE2(10 mg/m2-20 mg/mo)4 %8s - Pegylated liposomal
doxorubicinE A4 48 HE#E . B710 mg/m2-60 mg/m2&: BRI & ez &) HE 2 IR
JEfRMAEE, - Eafs0doxorubicin HCIE BT MG R A H P (S 1 5aFEA700-1100 L/m?) - B
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BREIERE(H24-73 L/h/m?) - 8K - Pegylated liposomal doxorubicinggzEs) &) 77
MR REFENMIRNMA 2P - Bdoxorubicind)/EkrEAMASNIET IR AR - TSI
B ABM 7% - doxorubicinZ O 88 #ERA -

FAEEAEME T - Pegylated liposomal doxorubicinf M &2 E A4 N EEHYBEZ SR
B4 1 doxorubicin HCIZH - {EPegylated liposomal doxorubicinfdoxorubicin AR 1)
R EIRMAE N A FE (K15 RIS doxorubicin HCIAY90~95%) -

RS EmYEHEEN :

Pegylated liposomal doxorubicin F2# 82224 &) N E K2R B 101E A B iR R 8RR 891201
%A  Pegylated liposomal doxorubicinf# %% 8710 mg/m2-60 mg/m? &8~ AT
Rt =AM EZEY B N E - HIRWAESZRE (zero order) - HEERMBRIERA
Michaelis-Menten’ A= - Pegylated liposomal doxorubicinfI15REEBRZE (mean
intrinsic clearance)#0.030 L/h/m?2 - (0.008-0.152 L/h/m? + 1 ch d2 53 #5274 (central
volume of distribution)%1.93 L/m?2(0.96-3.85 L/m?) - X148 & i AR MiEMIELTE - ¥ RHA
24-231/1\B5 - R T73.9/)MF -

FLEERA ¢

Pegylated liposomal doxorubicin{g B18fU¥LiE R ARZE ) &) N EERIERFHRZ A (120
UAEEER 7 EERA)NENE NEERIEEL - FIIRESERER (mean intrinsic clearance) 7
0.016 L/h/m2(&E0.009-0.027 L/h/m?) - S ch 243582 #& (central volume of distribution)
£1.46 L/m2(EE1.10-1.64 L/m?) - THIHZEIAT1.5/\BE(#EE45.2-98.5/)\FF) -

DREEFEERA -

Pegylated liposomal doxorubicinfg B 11110 EEm ANZEY g HEEREFE 12001 A E
BEEERANSREN - FHARIEREmean intrinsic clearance)50.021 L/h/m?
(0.009-0.041 L/h/m?) « Fi5ch o253 #5275 (central volume of distribution)1.95 L/m2(1.67-
240 L/m?) - ¥Z=HHR75.0/\B5(36.1-125/1\F) -

B RN FRFAEKAE(AIDS-KS)HEA :

L2311 R A ECYYE & A (Kaposi's sarcoma)# = B —| £ Pegylated liposomal
doxorubicin 20 mg/m2#iE305 M EEEN HE - 8F|Pegylated liposomal doxorubicin
(EZEAMPENEZERNdoxorubicin HCIFI/D 2 R B2 & RIdoxorubicin HCI) 20 mg/mzﬁﬁé’ﬂé"‘éﬂ%
MWENELSEHMZE/N ¢

F# A~ 4 % Pegylated liposomal doxorubicinsé # 2 AIDS-KSu% A &) 8 4 ) 5 4 4 #
Mean + Standard Error

Parameter 20 mg/m* (n=23)
Maximum Plasma Concentration® (ug/ml.h) 8.34+0.49
Plasma Clearance (L/h/m?) 0.041+0.004
Volume of Distribution (L/m?) 2.72£0.120
AUC(pg/ml.h) 590.00+£58.7

&1 half-life (hours) 5.2+1.4

A2 half-life (hours) 53.0::4.8

*4E 30 55 By S £ 25 0 4

B PRl B

(M BRECED)
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L=

TE—EB509 M BB M 2w AT Al S ERBEH DIKER Rl iR - Z3 M aiREtEIEREER
3R Pegylated liposomal doxorubicin ~ZEDoxorubicin WE R : E¥ER{EFEH
(progression-free survival, PFS)MEELLE(HR)Z1.00(95%Cl for HR=0.82- 1.22) - Ti&E L1
FRERFRARER  BEERNMBRAERAITNERCEEH - -

301 BERIB 2 Taxane) A EEH MR M IAZLER A - BE 2 KB —E S HpELE Al
B - tE#Pegylated liposomal doxorubicin &5 — B & &R FEE M E 77 (Vinorelbinedk
Mitomycine+ Vinblastine) _ErEXM - &R : BR(CFEHA(PFS)E _AHMEEL -

DREEfE :

E—EZSEIERR R ER - tE#RPegylated liposomal doxorubicinfltopotecan#i/t B —
mplatinum b2 8 &M AN K A9 _E &7 AR SR R m AR - B474Nm AT atEs - B
Pegylated liposomal doxorubicinia# 2 & A #817 & % (overall survival, OS)&topotecania
BER ARG HEktb(hazard ratio, HR)%1.216 (95% Cl ; 1.000, 1.478) - P=0.050 - &£ F3
Pegylated liposomal doxorubicins8— ~ — - =F ZFEXR D AI%56.3% + 34.7%k20.2% -
HEE R EAtopotecan%54.0% - 23.6%513.2% -

HplatinumEBEBERENERBARMNS - _EHENEEUEKR - @BREER1432 - (95%Cl ;
1.066, 1.923) - P=0.017 - &£ APegylated liposomal doxorubicing— + — - ZFEZFEE D
A 74.1% - 51.2%528.4% - HHER 2 FHtopotecan#366.2% - 31.0%k17.5% -
Hplatinum\BEZRBENERRBAFAEERAMBELUN - BREEA1.069 (95% Cl ; 0.823,
1.387 - P=0.618 - {# A Pegylated liposomal doxorubicin®— - — - ZF 2 FEXDFIRH
41.5% - 21.1% K 13.8% - HHE R EHtopotecan%43.2% + 17.2%59.5% -

LRMBHEE -

E—IR646 MR A SRS - 17 - B - 2P 0808 KSR - b8 Pegylated
liposomal doxorubicinFlbortezomib&#t/a & EbortezomibE —aFER BERBA R D —1&
BEATNSHUSHEBERAZZEHMBENY - Eh407THERRERBTTP) W E RS
&0 - LLPegylated liposomal doxorubicinflbortezomib & /a8 &E 8 bortezomib & —&% 2 &5
ANBBRENNE - BI35%EMEMEIEZER95% Cl ; 21-47%) - P<0.0001 - Mbortezomib&—&
BRI ARERREREPUES6.9EH - BE R Pegylated liposomal doxorubicini
bortezomib& /6B mARE.IER - KBt ESRENAP NIT(IRB2494TTPZESA) - LEa
BEUABNBRERNER - P omERERREEERMEREIEERS45%(95% Cl ; 29-
57%) - P<0.0001 - BortezomibE — 2 ErIE ARTTPHRAIEIA6.5EF - HERPegylated
liposomal doxorubicinflbortezomib& /8 EmARI.3MEAH - ILAERBEIIFFEOTHS - 1B
KETEERFCUEMREDTRS -

BEK#ETF
131 8%

Z/MfiLipo-DoxA &2 mg/mlfPegylated liposomal Doxorubicin HCI ; 10 ml/)ik
H2AEEHH20mg - EHERER - 10 ml/vial x 10 vials&5% -

13.2 A
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