&= DksH

SHREEERLA RN &K

LA BT BT R AE R TR RE 2 £ 407 & 22 98 10 4%
L3 R (02) 8752-6100

HWhes A X - (02) 8752-6666 #»-# : 7596

OB AN TROLAE

E - MAIL ¢ doris. sl. chen@dksh. com

XXE ETRRBERERASTK

FxBH REII2HF 11 A158
BXFW® - AHRFH 112-604 5%

g

HARFIE - QEABEERAER S IR E ~ L HTHEEA

X 5 AN Mmissess " Cheplapharm 2 3] |z & % "Paraplatin IV Injection 150mg

3B

(46 B AR G E B0 2 024074 38) | &L 2 9 B B i 4o > 2o
BREL ©

~ Ky B My BL4d T Cheplapharm 22 3] |z # & Paraplatin IV Injection 150mg

EeaaF BACEH R (BERHFTE 024074 55) - R4 150 B3/
(150mg/Vial) ,» #EE 112 4 03 A 31 BIIFH4 EEHMAZE > B 53
TEFAMBRECHEREELERNARLE  BREERE  HTHEIA
ZBLINE S ERAAEAGEHTEE o

CRE S RARLIIR A JK0TI20 0 A4 n BEATA RS B B

AE IR TR 0 BT B IR @i“
PRATE R R oh > RARERM B ARF KX~ Ad - RABETRUY -

CHRERBRERE > MREMBERR > R mEASRLEE SRE L IH

B ERASEE  BATRGOAE  EHREBRXEETTRPHE -

© B RAL WA 2023 4 11 A RALKKAE o ot R FER BT 8

FATH 40 o Hbiliso MR FEZR C AT RIR BHEBEIFAN AR -

ex A gl Bl
& E\,\?. {ﬁgg{f U=l
=



Paraplatin Inj. 1h0mg/Vial @ 2T LB %

LR

MR

HhEEE

1.
2.
3.

ST
S8 55 fnh#(Bristol Myers Squibb-> CHEPLAPHARM)
ARG
SR BEpG AL - kit

1 Vial » 16 mL per vial
Single-dose Vial

1 Vial « 15 mlL por vial
Single-dosa Vial

150 mg
(10 mg/mL)

PARAPLATIN®

(carboplatin agueous
solution) INJECTION

150 mg
(10 mg/mL)

PARAPLATIN®

(carboplatin aqueous
solution) INJECTION

For IV Use

Sterile, non-pyrogenic,
aqueous solution
Caution: Cytotoxic Agent

Far IV Usa

Sterile, non-pyrogenie,
aqueous solution
Cautlon: Cytotoxic Agent

" Bristol Myers Squibb ¢ Bristol Myers Squibb

1 Vial » 15 mL per vial
Single-tose Vial

1 Vial * 15 ml. per vial
Single-tose Vial

(carboplatin aqueous
solution) INJECTION

For IV Use
Sterile, non-pyrogenic,
aqueous sokution

Sterilo, non-pyrogenic,
aqueous solution
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PARAPLATIN IV INJECTION
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PARAPLATIN ( Carboplatini¥5ti® ) AU BEAEECERNDCRNBMEE THE - REBHEEN
RO ETRRRERHE - T A OREBS B IR HIE -

BSHGHIEFARNBEAME - WHOAEREE - SIHERRRE/F W - BMUERHBEARN - BINUHER
BHMAE - BILRS—BERWENIIEA -

@ RAEYPARAPLATINELE BN Re R Z3BE - ILTERMOTAETE4A FPARAPLATINMY S5} 88 2R 8 4E
- BEAE LRR(Epinephrine) - REBERE RIAHAMEACHEER -
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PARAPLATINGZH(mL)MEEEH K ZCarboplatin 10 mg - Carboplatin2 —iEEEH.iE
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Carboplatin2 —f8#E @ HHK - {EBHXBCeN12N2O4Pt - D FEH371.25 - ELIKK14
mg/mLAGRFBR KD - 1%ARpHERS-7 ; BT RBNRCE - ABR_PFELEK -
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PARAPLATIN AT 31 BMEBAIEFIRIASER - 2510 mg/mL carboplatin - LU THE : 150
mg/15 mL#1450 mg/45 mL -
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PARAPLATINECisplatinz %) - BEMIEZEY EHCyclophosphamidefft F - MEFREBMANR
FEEES -
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PARAPLATINBARCE AR EINEBERNEBE - FRTEER - SELATACsplatin AN R E

oI LACisplatinaEaEE D - ECisplatin/&EBRBRERILENRBERLLRE -
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R iR HCarboplatin R BMAZ AL R - WFEHRWK - Bt - WHEWLE FPARAPLATING - K
AIBUE A2 IR EE « SUOTBE I RIRR M 2 SRR AR ARAS DEREAE -

3.1 BERE

PARAPLATIN REEFRAFAREA 7520 - PARAPLATINR (2 EIRIEAFARENE - FREAARIRFINGESS 5

311 8—8%

PARAPLATIN (carboplatin51R)E— B2 ERHERMNMNEERESH - AERE—X
BIEEI360 mg/m? - MBS E—REMSFELEAREE) - B— RS  EMEP
MMk #3E2,00080 & - M/ iREB3E100,0000 £ 281 - A0 E3EPARAPLATINE —SERIB
;ML -

3.1.2 EBdCyclophosphamidefif B2 #%

R EAINEERENLRE LD  —BENKRRRSEEIRETUNESH
PARAPLATIN - #—X&MES300 mg/m? - BMBEE—R - HARER(E M EES
RAXEE) -
Cyclophosphamide - £—XERE51600 mg/m2 - BOBEE—R - HAREIE - R
Cyclophosphamidef 8 /A RASZEIETR - FER%EmMNE -
EREP M A MEREE2,0000 £ - 1/ REEE100,0008L £ 270 - AOTE¥PARAPLATING
Cvclophosphamideff & #ARIE &R & 12 -
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(BRI—MiE)
>100,000 >2,000 125%
50-100,000 500-2,000 A
<50,000 <500 75%

"B LLEARPARAPLATINE — % - SiPARAPLATINEcyclophosphamide Z & 3% - 18 %
RARD - ARESHMIG - WHEHEBEBEG0ZE60%) - ELHEARESHERASH
125%LL E -
PARAPLATINBE T 1578 - AREAEAISUAREHAAERE  OARERBIIR -
33 BHBEREAR
331 BIpEREEH
MBI EA R EROZEA/ DB RE  RERSERINHNEIEILS - BIERERE

EZPARAPLATINE —BUARS - BERATRINHERABERE  URBAMBE/DE - B
15 MER R/ ESE M/ VRORL D FEAY S A5 25% ©

BRBEZARBREERBLESHNS
EEE B U ESEy B U
AUC (mg/mL-min) /)R /D E =0i11B2 $20
4F5 16% 13%
6x7 33% 34%

332 EFAZEE

RRZEERELBABEMBNIRS - FMUEEEMRRIBEGFRIEEEAPARAPLATINAL
HE - RYUORABIPARAPLATINIMEEAUC - EEHMNBHMUEZRME -

BRI MATREE F—RZ2HRME

A1-59%Ft/5) 88 250 mg/m2

16-40%Ft/73 48 200 mg/m?2
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RIBEREEMNKRE S EAL - EAANHEEHEREDEANBINESRE . &
SAEREESKRIEYBEZEE)NBEENELZERE) -
Calvertielt 7 —EMEMMEF B AL - UBREMBHRIRBEREGFREA/NE) R
PARAPLATINKM B RIRE - REMA FEBAUC mg/mL-min)RiRiE - SELHFRHEFA
51Cr-EDTARBERACAEGFR -
CALVERT CARBOPLATINE|ZE /250

@M & (mg) = (B 1BAUC) x (GFR+25)
i : ECalvert AP - PARAPLATINRYEIR S U mgRELN - TiAEmg/m? -
HRYREZABEZREMS - U4-6 mg/mL-minfEAPARAPLATINE — B AN B 12
AUC - BIFOUBHRBUNHBEHE - WERKOBRRL  FORESAEIRED

- PARAPLATINE —EARAUCE LIRS HAYOTAE M Z FEIRVEE S -
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« BARBREBEAS  RIFEBOMBANAYT - DRAETAEB RN AR ERE
ZalfEm -
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o WARBL MM ER -
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PARAPLATIN 14 75 FB 56 BB e b B S0 50 PR AR B 2 B4R 2K -

511 HBINEE
FEEMEMNPARAPLATIN (BEE—REamSmA S LS ENFBEINELRERER|
® - MATHIETMIRGT HBLURN - BIVERE - BNRSHBINELHIREING - EIRE
R IER BRI -

512 BYRE
WRIEMEAESY) - SBIBHPARAPLATINELBRSIE - SLOBEEARSE AR
4 BLUBEENZIRRETES - TRACESBRINEERNBADT - EIEINBHKEW
ER(EEE AR E) (FL2E4. 2381 8RFR/ARRE - BEXE) -
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EPARAPLATINA BB PRZE B ENBA MG B - T EESHRENER T BED
- HEKRERLL - TWIEZPARAPLATINE—ZMAEAD - EXEHPUBERENR21X

- MEEZPARAPLATIN G RIRMEBEEMAHBAPRIBISX - E—REBERT - EREMER
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& BiEEEEm(E IR 6 Mcisplatin /B IEER 2 MFEAS L - BRISINRERER

1 - Y5 Lb R A MRS FE FAAYPARAPLATINEE SATH B RE A 8 R4 B 21931 A% - BE

) - B B S 7 SR S 1T MRS BB IES ) - PARAPLATIN S K fth5 Bt 051 e e

YRRMRIOS HHEYAR - EHBRAFLEES F O ESERE - DUBTER D MR -
514 WIESH

REFBANCBUBRERERM - HREIEEE65mM EARAT/HZ ESZcisplatinia
BENBEAPEIEN - EREZPARAPLATINMER _AUARNRAST - KB BHEALA
cisplatini# 3 MRS ERSBENLE -
FScarboplatinfit LA A & R o1 3 4 14 AR E (R R¥(PRES)RV/AHI - PRESE—1&
FHE - MRVENDBAMER - OICIEBMMEE - SME - 5RE - RHUER - KBLIEH
RBIEAREE (EL2HBREA/ARRE) - FLAKERITIKIE - PRESZES
RIEMEI R RAER - DIMRI (8 RS ) BAE -
EBHERZRREAPEASREETMEIPARAPLATIN - EERER T EBRBLRNE
BEEELEN) - aCASHEEYEBBNRIGTEEREXMENE

515 EsM

CarboplatiniAfE HiR & R B N IR - HESMERES LOREEE MR - BFEIRE
- BRERBOEBMNEE - PEEIRAMCNS)IERE - BIEEAZURHARMESMEDH
CNSHESABYRRAERRE T - REFAPDBERESBBENRINBERS - MR
BAGENES  ESBLERETRINENDARERESEETENAR) - taENMNA
TR -

516 BES®

PARAPLATIN T:E 812/ 0FIENL - HIESEAT L REAMUBAPULEERRE - LARER

A& S cisplatindABANB A - BIRSEDULMBIERTAN A% - RECERWEH ARER

PARAPLATIN®S i3 Rsl B lis L RS KGR B RR M It R A RS AV RE RMBE -
55 BEftFEEIR

o RERE
E5PARAPLATIN & #i#HI 1E & AOBH 4% - B85 FPARAPLATINGDE fefs /R i B 1R G i 7%
R YR8 BUAE N A/ 18 NG B R R AR R A R - TERIEERR R AR A EAPARAPLATIND]
HEEMERENRE - FBAWRENNREROESRE - BRAEAEREHEERERSR
(FE2HE7IREER) -
6 FFREIIRER
6.1 ®Z

2R ERAPARAPLATIN (Carboplatini %) B BRI REE - EABNRSATBRELET
PARAPLATIN thi8R &35S EEIGY - BAINRURRANSNEEBRFNHRAE
- BELEERZHBEHPARAPLATIN - S EFPARAPLATINBRIRZ - RIS M HAA5RRY
BEGRY - BHSTRERPOBLEZ -

62 ®E

BRIBFASBLEEEENREARIF P - BRIZBEREDBBIARITD - XE
Carboplatintl S B RHIRBIMNERELREFARRE - MEERARHIRNERY - REF
LR el .

63 BEBRENNMHES MY

#PARAPLATINTIAE A28 - BUALIERHABRE A BT ABIL6EENMETER
B2 - FIRPARAPLATINTISER IR E B M4ETE) - BRBENRES T - TERREBT(ES
BH10.3% B - ERFRATR RN -

6.4 152

PARAPLATINFR REBEMR 2 RAMME REI(GESM5.1.58B/E58R - HBY) -
65 EFEA

2HE & EAREAERRINCICESWOG)WT789F BE P - B3958 BEES Carboplatini
Cyclophosphamidef# &% - Eoh141 ARWFEEBB65 - 2 ANERS75HU L - #%
Carboplatin’8 ENZFALFREBERSRESEM/NMIR/ME - £ BEE 7194274144
FIEERBB65%) AR BBEMmIEZ Carboplating —BAMBE A BN ED - EEREMNE
ERRERMIFEERZ AN - BINFREHIRELZF AHCarboplatinfh 8RN TRELLRS - B
HEFEARBBINAERBIIRS - FILURIEPARAPLATING B AR - M AERBBINEGELH
3% - AE) -

7 REFA

REHPARAPLATING AR SHILEY - GEZMS 1 1EE/ARER - FEMERT ZXEER)

7.1 REZEy¥PARAPLATINAY R &
« Aminoglycosides:
HRBENESHMNESY - SAPARAPLATINESERTREYRESNES  LHRHHE
RIBHA -
+ LoopHRB (SKREF RH) :
HRBEMNBSUMNESY - HtHAPARAPLATIN#E LoopRIRBIRBLZNER - LHEHHBERIE
A -

7.2 PARAPLATIN#S R {th #84960%2
LM ROEA -
73 R EER
R EAEEEE SRR LM FMEEERNERIEN - FEFRRITIRARELRER
H(FA2M5.58E//IE5R - AtEREIR) -
8 BIfFFI/ARRE
8.1 BARSERIFFA/FARRRE

T X BRI R M4 RTIRIE1893 B ZPARAPLATIN B—EYm AR RRAYE R EH
MEKRINGE -
8.1.1 MREHU
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8.14
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B BEINGH 73 2 PARAPLATINME EFRHIF I - 25%EZ A9/ REVER

50,000/mm3 ; 18%&ZE AV TR 1 S MERBEH1,000/mm3 ; 14% B HY A MK EUE R
2,000/mm3 - BSE MBS RERE21 RLIRSEI(PARAPLATING S8 mE
BE15K) - FHE28XK - 90%BBMM/MREFEE100,000/mm3 ; 74% 8 E HHE i (5 ik
B0#B382,000/mm3 ; 67%BEA S MIRFRIA4,000/mm3 - 72 &R P S IERS E 1
ot £ [ BRI /0 fE 66 5005 -

BSRSUELAIRIEDEE  LEZScdsplatinAE - UEABIEEEELERE - XBAE
BEEMREAEEZEAR S SIS MIRIM/ R - SLERERRAREE BoN - B
4%FN5%1EZPARAPLATINGAE 2 B 5) RIS A GUR MR HSIE - AR1%BBE LTS
t o

T1%BABEELRMAREN 11 g/dLWEAMD - PARAPLATINKW RES 1210 - BB M
RIFHEZIBIN - 26%EZPARAPLATINGA B 2 B E 125 A8 - EPARAPLATIN B & il
BRI EY S AEMAR  BRIVFHEBNEE -

BB ARBY

65%BELREM  HPWBE=9T —BENENERRE - UATZESBLE  LHES
cisplatin/ BB ALLBRB S LGN - FIMNEF15%HERILIRRL - RBORGHBEREE
BEMANSZABEEEL  WARMEATENESY - EEPARAPLATINAZ BRI
FRANEEE  HEBEAXESRAT)  TLUE/VIGBILAYTIAEY - PARAPLATING & fth 3]
&5t AR - R EEN - EttERNSBEIERRZB(17%) - BBE6K) RE#H
(6%) - £ EMERR S L BRLIBREENRE - PARAPLATINEL S LE S ¢ 7 ROAIBR (R

BB HmBU

FAMKRM I ERKERE) I RNA%EZPARAPLATINKEE - 65U L2 RE - &
ES2cisplatinja B 2 B E R RIAESZ PARAPLATIN'AEM B E B4 BB LHEENRERE
&5 - {EFAPARAPLATINGAE AR - BikRcisplatin5|SXFBBRBBUAEBRA - HER
WRBIE » 5HBEBPRIB/LRMRER 2SS - WAMNTHEERRITTSR -
BMEPARAPLATINRY B2 R 2 MANF MR ERAEE RIDAETAESEHEF MW
BB BRIZEM L EZCCisplatinBUAAEE -

2 Carboplatinfit FI{EBAYR A o & %R O] 1 14 B B F 1R B¥(PRES) OB BI(FE 2 B5.1
BIRBR) -

EsH

BERAZRNESUREEI1%NBAD - HRIZERSHRE(4H,) - LoIRCRIRIE
SEE AR (<4kHz) - BRCisplatinfi B2 H=RBMEA - RIEHIhEEE CarboplatiniaEiA2H
ORERHIRE DRI -

BEn

BECarboplatin A%/ ABM ABRIBF QTR - BNERBEREENLER - R
el - BUHERBERRENREED MBENMERE6% - MPREARE14% - R¥
RES% - BLASRBERE  MANB_NZ—HRAZTEMN -

IBEET SRR R B IEZPARAPLATING L BBURABIIEEISIR - BT R IRk

WEEENB B SAANRE - ENEETRERNESEREN/DEULNHBED
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THEZBRIFNECCOSPABEMAREN - RIILAFABEHA - MedDRAEBEAEH
BsER . ARLUTEARE  RERE 1/10) ~ BR(E 17100, < 1/10) ~ RER( 1/1000, < 1/100)
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