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T 3% 1 (02)2715-2000 4% 129
& Ff 4+ * katy.ho@chugai.com.tw

RXA + & BRIRAT

BXBH: PERR 1575208

Bk PN FEE 111001 3%

FERBEGFRIZEHIR  L3@

M — - BRIREAT 100 RIAFKHEF 250 PXMFEH 19 4R
=~ A H 1101492926 34 A H B A

: Mot
EGEM PR BB A R E 2 & 5T FAHK#E4E 100 (GRANOCYTE

100) j(457F B 7R 37 % 000757 38) R 285K 343 250 (GRANOCYTE
250) (137 & B a B 55 000756 3%) 2 Ay B4 B 7K » 335 1) Bh dd 4o
BAE A Z BB -

39 B

— ~ A8 TEERR#4F 100 (GRANOCYTE 100) | & 283K 345 250
(GRANOCYTE 250) j A% & BAL4KA - 45 sbmk 3t o

= BRI EY R EEETELER Y E AR
MRRAT B (v 19)FA AR B 8 ~ Bk 54~ BT R bt
=T 3% & 39”48 A (https://www.fda.gov.tw/MLMS/H0001 .aspx) & 24 o
Ao S| TSR A B R AR B(v 19) (FA3K3E4F 100 $L3E
N21K225 » fazk#64F 250 fib3% N22C315) 2 158 » 45 R A% AT
R RN E S 0 BIRENC 0 LI

=B REMWSHEARAELZ SR ET AN RY FEMm
FFG AR AN B) 6 B & Soth £ KRR R
BREAFHDLEHELUNLERESRE o
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AEB E48 A% G-CSF & #)

<t x5k 19.0>

a3k 3%4%° (GRANOCYTE®)

100

250

s 33 28 ® ]
FRIKFESTF® 100 T

% 000757 3%

# 000756 3%

FAIK EAF® 250

GRANOCYTE ® 100 250
“Lenograstim ( AR EH ) ﬁg i)

CHUGAI

2. 22 (HTFamAFEHHZE)
2.1 $HARH R A TR IRAE K AR R B T B A BEUE SR A o [54F 8219.1.1]

2L2FHTOFRERASBONFTHM OB RARBERT AT RAFTHREERBHA -

[35 44 11.1.3]

3. 4 RRAFE
3.1
1 /3R F

A GRANOCYTE 100 GRANOCYTE 250

P LENOGRASTIM (% B & 41) 100 pg LENOGRASTIM (4 B & 4a) 250 pug

7 Jo 4 L-arginine ~ L-phenylalanine ~ L-methionine - Polysorbate 20 ~ D-mannitol
3245H

LA GRANOCYTE 100 GRANOCYTE 250

%M B e ARk ERNEREFAZRP
CREFIRESHH)
A IEAR IR ABA% (JP) x4 MK ImL
A P)ES KB AR M T
pH 6.0-7.5 6.0-7.5
BB R #1 #1~2
(HARRBARZIL)

4. BRE
o % B it b $hdm D B B i o R P
L 1R i3 o ¥ 4 R4S A BT 04 °F P M & IR B GG IE S
L EEAC R RRAPT 5 Re 2 vE b M G KRS
° S FHE R A REFEHZE TG LR E
° SRM - HREMNEFHOLRSELE

5. BBE MWEEFR

2 URME 472 & FR

5.0 KA RAE R RAE PG QKA ERALERY B ot E @0 T RA -
UEE T R T L

524 ALRALELBSHEG ORI WBHBERAT L BATEHRN TR KA RER REHBHERERA -

534k Ep B hndmipy o RESH KRR GREE -

SA4EFEERES R BS 0 RFmiert LR RBFEE RS EGERY > FREEANERRARRT £ ROFHAER > BRZ

BAAMAARAEKR - Mo RER s rholpm s R RAFEREAMERER LY -
BIEAC PR Ao thE PG RHKRDE
5.5 B A ARim B RE S 2 6F Lt A R AR IS RESE ~ R LiRta i REsE ~ PR B H -

M




6. Aix-AE (ARMBBEEA)

oy AERE
bt MERR R RREEAR T FRER
. BE R ATEMOAT A Snghe —R—K8h 2K BRI
by Ao s !
e | I Lo a2 SR SRS » 15 R WS
i it PR kB EMAR A ETHAESD 10pg/ke o RBAE TR
e AR B AAD -
e N AL T eI
Bl GEnigie BB o 1 e 2w E 50,000/mm’ £ £
Rt E SARRRHRALL | PO RERAATENOMES W0ughke: —R—R Sty 250 A6 oy g
Wi duie Wi ot 47 6 A B FRENERA - T THB AT BN LAY - S e P
Bl . 75,000/mm?® 8 /545 3 -
#] B Granocyte 49 £7§4%
RAMERGREAZ AHRATATESOAES 10nghe  —R—KKAH 2K > ;46 8 -
RN Aot EREAREA o A TIRA AR BILAD -
Rt it R A1
" R &
Lda B 45 4% 38 B 4% ®IERRE 5 Bt
S W T3 2 4 = B 1% s < 3 'f‘;?%‘#”fiéﬁl}*iﬁ)?i]ﬂg']
R apppgp) S [T EXTROHES AN D LB M RREWEN | 5,000/mm’ 5o L8 AREIE K
WHE P a0k 0% ARAEaB@BBIENLD XEERENE sughg —R—% ST
5 36 fo
ik P B RIS+ o B R M B TR sk e H R Bk L6 sk 3 -
FIREST (S FFIREE B IE 4 . o
T | I e s ISt R L T Y VT T
FzcE P hif|Rk Skt s w% (RB) BFHMYFHRLTRD ~ K ;ﬂiﬁiffﬁlﬁ?}m%ﬁ R4 3% e ®]) 5,000/ mm' BA b
haE ok b & FREM plte ke MY B LA -
BHEREE N a
WG AR BORE ) A A R R A
R g ) oo [T T
BE) e Em T I
i S
BH o MR B ECE B Ak P, g
bR R 1000 AR g uCRp TR AR TRTE ek
M I AL S i P 5 AICAL) RARF YO KET Jo 0w o ihir e FEMA BI85 0B 5,000/ mm’ 22 E
e Bl & O0IIER 0 e B OBBGEA (SIRESIE | b -
BaE i | RSB S Rse pat  CT Th :
R R @R R 1000 A B AR

A 38°CAL) HERAEFHELKHT
R 500/mm® B o $5F R HATAR B EE
I sk th 1) 0 3 —RIAB AT R IE
L8Rk RERE PHaLRER
2 1,000/mm? 85 B 45 ©

FP OB AR R R BB ENIE A REMEKHAN > TREQRGF B RLF PO hIRHK -

£ FHERF x4
REFEBZE R BA | @F 0 BTE P A aREOR R 1,000mm’ ik & i 46 g :

* Spglkg —R—R
& 3R D R
XM HBEME RA BF O BTF PG aIKER R 1,000/mm® ik R | R TS RAFIKIE S
FRAOMRKLZE | GF EBTEFHEaKIRR 1,000/mm’ ki8R 4 2uglkg — R —R

EoE TG ik 8 wE|
5,000/ mm’® A LB REE R A
ERTIRE R P LA -

sbsh o BB AR 0 T AR ARG BOE KB T o

7. AR E MMEEFA
HNH B i EAE R P EEEETR
7.0 2 0b 3 P A AL 4§ B B Gk i o B ALY & R BGE B KA A SR AR A S h b — E = R ARSI f ik P 8

CD34 + fm flo 3% -

T2 BERBMARAY BB RN BAMELERNELZD > SHEFELS Rl — 2= R ERBA G 0K P ey CDI4+tafndh -
TI3IRAERERAHEA S RS miy  LER B QR$mEBENBRE  dNABTRMEERCKETR BB BB 2585 AP
L+ ~LDH {4 L5 ~ ALT(GPT) i L5 &R AST(GOT) A+t F % > BB ERmER » BRESMHER ERLEME -

HAEAC R IE T3] ALt TG IR D E

T4 HREERE AL - AE 0 ARARR M REL 2R A AR W AERR A S RE — MBS e RNk -
7.5 BARSARH > 4B E PG KBTS B R ARAE SRR A 0 @432 E) 5,000/mm’ B4 L 45 2 o feE ek P A sk E A E 2,000/mm® R o ERZ
BB AR B9 50 I8 R A AR B Z RIE > R ERERARA AR EE > THERIR T ERE -

7.6 HEEALS R R A2 ok PG mRER 2 e R A 0 EALE R BIRE G AT 24 N ER 0 B A A
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8 F2MAREEFAR

23R ME e E EFIR

8.1 A ARIZMME > AENETARKRE  EREHNEERTEE TR O RELHE NI LEHEAL - THRAMWB|LEH U L AR
WEHRERFLKARE -

82 A ABYILHATRERARITAN OIS > QIEBHLREYBNL > NFARBKERE - 24 B4 RE (anaphylaxis) 4w > EILBpIF L
SRIFRAEHRE - [F5F 21,9.1.1,912]

8.3 45 A A B I8 T fE i AR AR R IE K RARREAE B o BB AR B R TR MRUE KN > FEWEIEAM aRERBER - [FHE4 11.17]
HRH Ao mpEAdnRk T EEEFR

84 E LB EERBEMNER  RARENINEAGA SIS > THEGERAFFEL  AUALTHIEIEBREDSKRANGAY - XHERAY
BA O FIAAFRREHELH

SSEAERBERAY B A aRE it > AAAHES o R$wBBEGTFMEE » LAHATHRAFNEE

851 ARMABRZ AL ARSRFRBEH X EXAREANEAE > B4 5k By kMo Regs > mAAMOFLEHDERE P -

852 #HFM LI MARIE » Al 5L H R 0 2B AR HBs #0E ~ HBc 448 ~ HCV #ug8 ~ HIV-1 448 ~ HIV-2 48 ~ HTLV-1 3ii8 Rk % o %
#WE o sbsh o BZHKEST CMV & Herpes B HMIRE -

853 ERBARTAMDBTIREM—MEFH  TRIAEL > FTHERAAGTEM -

854 RBIXTFH AL TR © B EBOCENK > THREFMREHMBRFFBERE - FHBF o R @RIRETRE I b MREZE » FHAIEE
18 B P 0 5 % o NAR SR A B o

855 MM AERIE OB TSRO KR NMRIRT > AAAFTERNLRIKE[MAEIE - WA R TN MRLZE > FHELBIR D) HEL
RN AR 69 o R -

ARBEACREZ S P GO S ERITRS OB K s THE e EEFR

8.6 £t ¥htm B A BT 0 FER L THEGRBRA > WMER REAT » RiFHIRkao e BN RER > UEERKF G RHAT $ G ok wias
ho o b0 AT RBARERBHKRE o [FEF 11.13]

87 HMNEM B G amEA » NIFEKRH Z AT R M IR R e o ey B SRR 0 MERAF R UAT E R G akmioe) B o o sboh o R B EAT IR
WERFHRE - [F45#% 11.13]

FHEFTAREGH R ETHALRHZEHEEFR

SSAEFHMEFTARAREMGBTY » A FHE ARG > CooA B mFHtE S ok e AR o ATAEEA RRAT 2R oMk ikia o eh 8 s 5k > Ak
WAKH FHBEE I ey E o [FEF 11.13)

HREHARRES TR O ORASERFMBLER RE R o2 F P oG 0K 2EaH $E

SO BRMERHELERABTHRITERLZEEHMILTHYE - BRGHARAAEN BITERAESS  HITBENELRGHEE TR - HEREE
ABRLGERAMEGREAOLEERS RREBFAEE > £AMEITAENSE  FHBRARRREFAXBEETERAAESAME > B ug
B4 -

BI0 BEATEATHAALRNE  BEERLHBEAMHATEAER  FARTEL0REMEEZF K - 1585 ARITRN SHBEEM R > T4
TRUEBEZBLRA RAAZEZRBHEARSE -

9. H M4F R EBERAZERFR

9.1 A HHEE RERIE A L AR A

9.1.1 A EMBEER LABA - 54 2.1,82]

9.12 FiBHMA KA o [FE4 82)

913 RECHBEERFTIRA

# k474 ) GRANOCYTE Z Bk R MR E -

9.2 RAHRDZIRA

921 REFHRERDZIRA

# & #474 Bl GRANOCYTE Z 3 RED MM EERA R °

IIAFHEARRZAA

931 REMBERDZIRA

A& 8474 B GRANOCYTE Z i 2 EE R R ©

9.5 HEFHRR .

NG R0 B R RN BIRF AT » 4 #HEFRTRIRF 695 %A GRANOCYTE -
9.6 #HIXILIFH/R

FRATREZIRIY > B FRGHAIRILNIFR -

9.7 #H/hREHBR

HER OB MBERGLRT RES OB E@PBEFHFT TR LRBHHN FMEFHBE T AREEHFZFTHELKEDE
# k47 A M) GRANOCYTE 2 % R & 2 M #7)s 89 B AR HF 3

9.8 HHEH A
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BRABEEESAETAEE P ak (Qhikd) > ABELBENN (5 PHa a8 5000mm’) » THEAELB R HER
oo [—fEMmh 0 S H e AITRAES FIEK - ]

11. 2R

THEFEAATZEER - BEMERBA > WBREF  HIRBEE IE - Hllo P L6k -

111 e sRBRE th 3146

L1 AR BEERE (A RRHA)

L2 P MR (BRARRA)  dNHFRAMEMM B4 R RARERE  LERABEH % TRARPHE X LBREEFTERS
B AP biRM o BAMSFRAEEARERERE -,

1113 ¥3keh i (BFAERH)  NEEFHME OB R THET R REEHRBA » THEGREFIKEE - 44 22,86-88]

114 S e RBaEED (FARRR)  — S HRLRERHFRAE RALERRMEREZEMZHRPEOMN X LB FTEREE > AP

A AE BRI R AT LB E R -

115 &b BB RERS (BARTH) | —BHRMRR  RE G 0IE K~ HKRE - BREHR « MAP 0 RREFRE 0 BAF LR M 3P RIS
EHRE -

1116 kia eyt X (EGI > FAHMK  HFTHRIARRLENER) (FLERRH) © ZHRHEHR - CRP I ~ EHIKERK R 1bEE/
ERERS > BEKBRAEHRE  LEARES -

1117 B R ~ e ® (B ER) ¢

EMRBIIREAER AR ABIER > BHRRBEHEHRFTX > BB ERALERALE - [F44 83]

11.2 246814 R
>29%" " <2%"" RE T A

W RS - R |k bk G erkR
B B MAMZ R ER

&K T 4 PE B

(B RM-g ¥
HEERE)
Frohse &% ~ ALT
) % ~ AST #3%

T y-GTP #% ~ R4

FHh#AH
B B s vBok ~
R £ A
NS Fm o BIR ME (IR WA

of- o8 1§ MKRE ~ R E M REAR IR
¥ K SR

Bk BANERE X

ik fNRIR D

#4  |LDH & ~ AP [#%4 - CRP #% + |wif

& RELFH ~ SR

Y ]

1) BMERMGEARFORBERADER TR ARE -
32) A AHERR A MR T TR R AT R X EERRERRE (2001 £ 12 A)

14. (2R Ly EFR

14.1 HRREEFR

14.1.1 45 A 1 vial SR a9ER (Iml SEHAK) SREER -

14.1.2 43 AR EE B E 5105 » M55 MR G B A Fo S HBEHRIARRBAERSMER -
42 BB REEFR

14.2.1 45 A A H B > 352 Fo LA SRR A E4 -

1422 E B FRGHBRETRE -

14.2.3 #$BkAZ 2185 o JEAR T AE45 1S 4558 -

15. Ribix EFIR

15.1 RAEEAE L5 2 H

15.1.1 48 S 4 SRBE A T0 A B FR A0 BA R RN Ao R ERME PO QRAVERA  EABSRTHET R RABRERE M MG 0me
B o

15.1.2 42 SUR A SRBE B0 A A F R A9 B AR R R do ~ BB F R REBRBAEAME PHA KBV ERA AL LCHE Fardns -
15.1.3 A 48445 4 > $ B 88 sk b m A0 60 45 B9 E 0 B4R SLBRI HROBE BT AR ) F 0 A B0 A B AR B R RO BRER AL B A G s o

©)




1514 e XA RMGAA > 2AMEIES > $H BB RSPy HAEH » RIRABER KBS AR ME FRUB B LR 0T BB  CIIRE ~ SHAF

ik~ S K AR K~ T ARERIKER -
15.2 AN JEEE R R Z B3
WL H 0 AR IRBE ST AR ARE F o HHAE AR etk R F R etk 0 AR Mo N BRI A R EI T Y HRG -

16. Bip#) &

16.1 &3 P IRE

16.1.1 BRig i

HHEERE B FE RN (110~ 20 ~ 40pg/ A, Lenograstim) *" B & F (10 ~ 20 ~ 40ug/ A, Lenograstim) " 3 g1k #) » 3 B % fo it ¥ iR
B oo MR TARM > 4885 4~6 0 BEE 0 2 ER > BRBERIRD o MAFIRAIREN > RMBREIH R BN ECAR —REMNE TR
BB ZT o MNRE 24 5 BT BRRBEIEARD -

¥ R4x sud i 7 1G-CSF iR A ¢ 1t

pg/mL
10,000}
s
.« 1,000 HIRNIESH BTHRSR
- 400 : —=8 (n=3), O — -0 (n-=d)
rp ;/ (mean,S.E.)
3 a
«ﬁ 100 -
“% .
L ==
} ~~~~~~
10+ -5
RREEES
1 _Y = 1 1 1 1 1 1 Il‘) 1
012 4 6 8 1012 24 48h
BF R
Boh £ B ho T AT o
‘i”t‘fﬁ% ;ﬁ —E_ fflj §£ 1112 AUC“—72|I Cmﬂx
#4&| pg/body *" h pgeh/mL pg/mL
% 1 4 0.43+0.03 476+236 —
# 10 3 0.530.04 2436321 —
20 4 1.02+0.07 9088+484 =
n 40 3 1.00+0.05 23,325+811 =
= 10 4 5.44+1.89 8244293 89.9+19.7
20 4 4.49+0.81 18024610 **’ 151.9436.9
i 40 4 4394042 | 60854890 “»  [478.0+66.1
16.1.2 i& K45

HHE R R4 B F AR 20pug/ A(Lenograstim)® ' @45 5 RAPAKP B & TAREEF 0 ME— MBI KRS S KMk PIREBT R TR
HEAWE  ATABREAEHNBD -

16.5 3w

SHE B R B FARE B R4 (11020 ~ 40pg/ A, Lenograstim) * " & & F (10 ~ 20 ~ 40pug/ A, Lenograstim) * " 3x g18% » MU R &b Rk /e
(20pg/ A, Lenograstim) *V s s 4gnf > REME—Mk - BE > RV RESEMNERRZTF -

3 D)AHMEE B #E 4 2~10ug/kg

3£ 2)AUCo-oan

17. BEJR3RER

17.1 ke R 22 thAa B ik

% B i do 85 b fl B 38 3 0 % ¥

17.1.1 R EH BHHEEY ~ 5B BTG amOmA Y RIEREH ™ BT RBBET KB RALEHER RCRLER » Htig
S bR A ST e B BAER o

1R i 3¢ o 34 o A5 A 05 o5 M & s TR K 4 3

1712 A FHBHEF MR AL £ BATE T BRERG > HRARITRafo Bt > B % Vit G aike$E oo M A8 RGEE 1 -
RS R R Rz E PO aRRSE

(©)]




17.1.3 34 Bk B8 2 g Y s ke G hn Y S TG o T R AR BHEENE Y IR YV ERAAHRETHE
RS ARRIR 0 BT AR M R RS R R P A h s E A A RERBEER -
HMEFHMBRTARERHZIETHAHRIERERNE - FRME PN OB SE

1714 DBEARRM S0 W o FMEE R RESE D L4405 PG hRESER AL R BTHEIEERRK 0 BTRBAEIREE PG 0K
By INRIG Ao o BRI RIE L b M G kI R BB KT -

18. M #iR

18.1 45 A #4&

18.1.1 K#|fa— 465 ASATAMIRAE AT R A3 B F (G-CSF) thhs AR L S £ Bey@ ki BT 2 B A THANF M T 9 BARIK A AT 5
wmph o AR b MG Ik eh b g Y

18.1.2 & A A9 £ T i85 G A2 B Mt 2% 3L MBS AR/ © & RAR > SHBAIK-B R tm 0B ST At (CFU-GM) A 16 R > 128
43k % (BFU-E,CFU-E) RE#Mmp % (CFU-Meg) #hBE %M AR EAER (invitro) 3V -

18.2 B34k

18.2.1 A A AL ®) B it 3w EH @ AP 2R E NG R Y ¢k mio AR AT R E B iR P o

1822 W &A% b M @ o R D KBSl (IR Len @R S FHBHEG AR Y E) R i T e bk AFREDEHHER -
18.2.3 M B4R SR B3l deck TG iR D T %REHm (NER) RERGHIRIAMAEEFAE S ®ETHE ot d FayEHRER T -
AIBEFHREHZEAOER (haR) R2BTERAFTOHARRE (ChEaR)-

%1 P. aeruginosa & ¢ 7 Rtk th A ek (&)

CPA | BAEE (/a£R)
mg/kg i.p. ng/kg s.c. 10 10° 106 107
0 0 515 5/5 5/5 0/5
200 0 3/5 0/5 NT NT
200 1 5/5 2/5 NT NT
200 10 5/5 4/5 1/5 NT
200 100 5/5 5/5 2/5 NT

k2 C. albicans Btk ey a3 (&) 7

CPA A7 AMPH-B | #46% | #A8% e R
mg/kg i.p. pg/kg s.c. mg/kgiv. [cfu/aER]| | 2 3
200 0 0 5.1x10° [ 0/8 | 0/8 | 0/8
200 0 0.5 5.1x10° [10/10] 9/10 ] 0/10
200 100 0.5 5.1x10% [10/10]{10/10]10/10

CPA: Cyclophosphamide =~ AMPH-B: Amphotericin B

1824 A BA G hm RREH (LA R BT T2 E R @id B4 $ ke & WG ok BURD KRGS > ST E 1L B aIREKD &)
,gﬁ Fsi )

18.2.5 74 FA ASAFAN S iR BA% IR 60 iRA M EIRRE P BT AR LR € HE B TAMFAEM & LA HIHER Gnviro) 5 sesh > &R T
R FI BN B EHBEBRE P e Bk (invivo) o

19. HRRAHWZALENRE

— # % ' Lenograstim ( genetical recombination) (JAN)

NS F & #20,000

ALY  BEEGASH 174 @A L BB A AT @i mRNA 6) ASRBERIREE % 3B F cDNA A TR e A Lo E Ay o
i 0 FBARFURIFR 30°CATF) -

ERAMMK : A28 RB TN E

22, L8

100pg &4 #] © 100 NSRAT & %K

250pg sE 4T A ¢ 100 NRIATF & %

B NRA N Iml 3R sk DESRA K (JP) ]
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24. XK EBRR
LR P ERE RA A
& 374 L B 43k % 260 3% 3 4 TEL: (02)2715-2000

¥ % B ' Utsunomiya Plant of Chugai Pharma Manufacturing Co., Ltd.
(P) 16-3 Kiyohara Kogyodanchi, Utsunomiya-city, Tochigi, Japan
(0) 5-1 Ukima 5-Chome, Kita-Ku, Tokyo, Japan

JE 4t A 7k ¥ 3¢ B Nipro Pharma Corporation Ise Plant.
BEak: 647-240, Ureshinotengeji-cho, Matsusaka-shi, Mie 515-2302, Japan.

=& &, % & ' Bushu Pharmaceuticals Ltd. Kawagoe Factory
B3k 1 Takeno, Kawagoe, Saitama, 350-0801, Japan
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&b AL B H kb3 260 3% 3 &
TEL: (02) 2715-2000
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