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2. B2 (ROEBEICEFESULEWVWTE)

2.1 AR O It D FERIER T2 0 = — TR BRI A 75108
BRED BH

2.2 BEHOERA TR LT WEBEE A RO BE K%
CRMMBEHICERERORED 5 5 BBtk QMK BE

[8.4, 11.1.4 ]

3. HERK - IR
3.1 #8r8
(1> o)
. RTTANTFAF L (GBIZTHHRZ)
RIS [(RTT 4 NT T AF LtgHEL] 3.6mg
D-VJLE h—)b 18mg
‘ K EERE 0.216mg
I KERIET U4 T
AUV ILR— 120 0.0144mg

KAl KEEzZHAWTHES S,
3.2 SFIOMIR

20N AW OKMESA])
pH 3.7~4.3
REEH 1 (EHEAERICNY 5 H)

4. FNEENIFZHR
W AAEREDEIC & 2 FEEAEF CPERIRIME D FETEHNH

5. SHEENIFHRICEHET H:ER

5.1 ERIREER I AAN & N2 BEICB T 5 FEEIF P ERIBAE
HEDOY ZATEIIONWT, [17.REE] OEONEEZPHIL .
KA OB R VRt 2 +0HEE L7 BT, EISEE ORIR
2o &, [17.1.2, 17.1.3 ]

5.2 RFIZ BT 2EICIE. BRAORFTONS KSA 0 %%5
FllTHT L,

6. HiENURE
EBHE BACEPALLEBERARSETROEH DK,
RTT4NVTFAFLGEETHEZ) [(RTT 4 VT FAF L
#BHil] & LT, 3.6mgE{LEEELIY A 7 Hiz 0 1EE
5933,

7. BiERUHEICEEYT 535
BACEBEER OB GHB10HAT» 6 #5584 T %24 DI I
AKEN %25 UIZGEOREMEIIHET LT Wi,

8. ERREFIER
8.1 BBFEFORIGE FWT 5701, HHICELTRT LIV
F-BAERE. BMBBUEFIC DLW o nBEgxsiTo> 2 &,
[9.1.1, 9.1.2, 11.1.1 ]
8.2 KA EIC LIV B, BHEENART LI ENFHLHDT,
ZD &S G EIIIIEREE AR 2R 5 5 7% E DY) 2L
Bz{ToT &

8.3 KAIHZEGIC LD HE, MHAPHRTHI LN HHDOT, I
RARMEMOMRICHET 5L £ HIC, EIBEREESIC
FOBELZTTIITS T . [11.1.5 SH]

8.4 TME HEE B MR B E TR ST & U FEROHE I 2 (&
SEBHIENFHLDOT, EHICMBERER CEHREZITS
Z&, [22, 11.1.4 2]

9. BEDEREZEIIEEICHAITIEE
9.1 SHIE - BIEFREEDH B EE
9.1.1 EYBBEDEIEENSH 3 EE
[8.1. 11.1.1 &Hg]
9.1.2 PUIWF—ZHDHZEH
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R IIEIR L T WA AR O H 2 EIcid&E Lanwz & n
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R EOBEREROBARBEOEEEZEZR L. RAOMKEEX
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9.8 EEE
BEOREZBE LAY SHEEIKRET ST &, —fRICETER
BE GEMFERE. FFFERE. BHEES) MMETRL TV,
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ST &,
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IilgZs . il EEOREEMREPHERNIEET 220D
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EEICE, BIEREALVEVHIORSEEZER L. KEOH
Gxmibd 50 EOMY LB ZITS &,
1.3 SEFIRESBAEREE (SUEATH)
SORICHEIT S B PRI EE, (KERRIMEE. Ml 0" AR
HEOMBXHBEEVRO SNHBEICE, BFREMED
FEizEB L. AFOKREGEPIET 5% EOBY R LEZITD
Z&o
1.4 ZFEROEN BEEEA)
SHEHEERMRICBVT, FROBMEZEESEL N
H%. [2.2. 8.4 ZH]
1.5 BREE (0.3%) - BRERER (BHEEAHE)
MR D 2 JEARNERD S NI H &I, FElOBREEHIET
B EDHEYBNBEZTO 2 L. [8.3 ZE]
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1

—_

1

—_

1

—_

1

—_



11.1.7 SweetfiElREE (SHEEREA)
11.1.8 EZBMERX (HEAH)
11.1.9 XBIMER (KEIER. FEIEBNAR. S TEIIRE DRIE)

(SRR R)
68, CRP_ER. ABIIREE DB AR 5 N EIC 1.
FAIDBE RIS 57 & DMWY MBS = &
11.2 ZOHOBEIHER
SNLE | 1~5%ki | 1%KE | SRR
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T P e
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- Bl | P
v
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14. BRALOIFR
14.1 ZFGSROES
FENZIEEROBAITH Y . A LAV &,

16. ZE4ENRE
16.1 MERE
(FED

16.1.1 HEKRS

B ABEICAR &Y —F A SR RHE3.6mgk 7 0 A4 —/N—
FIC KV BERE G L7 & SO TE 8 E B RO e
5%“‘9@1&?@(‘.’.3@’(%07‘&: %%ﬁ%/\c‘?)(_y (Cmax&
UAUC) DO RN BRED FEEOZEDOHRI90%E WX I,
10g0.80~10gl. 250 HENTH . WHIOFAZEWEI R SN2,

(ng/mL)

1251
m —o— AHl (n=74)
=
& 100} S-O - VT ALCHTFIE 3.6mg (n=74)
~
g
7 751
Pt
)/;
5 50+
A
;
Iy 25
i
E

0 -

0 24 48 72 96 120 144 168 192

R E&REEH

216 (h)

TR A B IC B NG L 7 & & D ME IR EHER
(CFHfE + EERZE)

TR ASBIEICHEIR N5 Uiz & 2 DY FHB/ST A -5

A V-5 A7 PR RE3.6mg
WA 74 74
tmax () . 36) & 28)
Crmax (ng/mL) 64.91+47.36 64.59+46.36
AUC: (ng-h/mL) | 2001.0+1649.3 1905.1+1522.1
tiz2 (h) 31.51+8.66 36.58%13.00

SPAE + AR (tmaxSHRAE (e IME, FAMH))

(I=529®)
16.1.2 OS5
(1) FESE

B AL ORREBE <7 1 V7T AF 530, 60K
100pg/kgi®) & BB RIS Ui & & OEMBIE ST A — 5 LT
DEBYTH> 70 Coa KOAUCo 3 SREL 1L, ~
T4 N5 AF L OEMBRE I AR LY,

i B ICHER THRE L & S OEMBREIINT X —F

15. ZD/DFER

15.1 EERERICE DL EHR

15.1.1 AR OEWNERRBEICBWT, B U EBE TOEEH
BIEBERHERBE I RESNTWVS (0.3%. 2/63241),

15.1.2 BN O EBEHRT — ¥ N— 2 2 AV EBZREICB VT,
AR DO EZI MM (5.0X 104/uLAKd) DV A7 A7
MUED®ENH B,

15.1.3 AAOENERRERICBE VT, KA T BHA0EED
WEINTWVS,

15.2 JEERARSIERICE D < 158k
WERIER O 0 = — TR TS, BEO & b BENE KR OB N E
HIRRR ISR Uin vitro & % \Wdin vivo CTHEFEAEEME R 2 7R L
T EDHENDH B,

BE5&8 30ug/kg 60pg/kg 100pg/kg
HEERE R 6 6 6
tra () 36.0 47.6 46.8
(8.0, 48.1) | (8.0, 263.1) | (24.0, 141.3)
Cmax (ng/mL) 18.5+14.0 74.2£63.5 157.0£127.3
AUCo. (ng-h/mL) 1285+520 |5497+4704% | 13364+9187
tiz2 (h) 57.4%+38.7 44.8+21.12) 38.4+10.5

PAGE + RS (tmax SHRIE (R IME, BAME))

a) n=5

2) BV NESE
WAACEREITHROBEY VNERFICRT T4 VT T AF L
1.8, 3.6J%0'6.0mg™) % B[l Fi5 L7z & ZDFEM BRI/ SS A —
ZRILUTDEBY TH o720 CrnaxXVAUCo 3B GE DL EICHE
MU RTT 4 VTS AF LOEMENREIIIERIEE 2R L1zY,

B OONEEE ICHOE IRE Lz & EOEYFHENNT A -5

BE58 1.8mg 3.6mg 6.0mg
WERER 10 9 9
tmax () 110.9 109.8 64.3
(60.2, 134.8) (61.5, 113.8) (13.0, 110.6)
Cmax (ng/mL) 47.7+40.5 96.8+64.8 249.2+163.6
AUCo (ng-h/mL) 6177+5818 | 133939349 | 32501 +24807
ti2 (h) 16.9t4.4 29.3+13.5 27.5%£7.4

PAGE + FEEARE (tmax SHRIE (R IME, FAME))



16.1.3 RiEKRS
BEY VNEBRE ISR T4 VTTAF L8, 3.6K%0U'6.0mgH)
PALERELIY A VT EICHER T HRE L L EDMEFR T 7
BE, (L2EE2~49 A 7 LB TLWThoR5ETHER
THRE (0.2ng/mL) KT 725,

) AHIOEZRHAEIL1E3.6mgTH 5.

16.3 376

(I=529®)

16.3.1 #EMBBITIE
S v MTIB-RTT 1 V75 AF L100ug/kg% Bl 5
L7z & &, BRBICEVEET D RO s iz, FRIRZRRE, 2F
& U THEATRED AR OBAT KD - 7290,

16.8 ZDfth

(I=529®)

RTT 4 V75 AF ADOHEERITIE, IFHER R O P ERETBRAT A1 56
BUTWAERIRT 0 = —ERAMR 2B EENLTRT T 1)L
75 AF LHSMRERANED 2 Eh. MENSHEZ2 2T 5 RESFS
LTV EHERESNDT,

17. BRIRREIE
17.1 BHURUREHICET 2HER
(FHD
17.1.1 EASEMEEER (L)
FUBBHED 10112 0RIC, FFEMIEM IR ZEH L1z, 2D
FER. LAY 1Y A 7 IS BT BUFREREASS500/ UL O
H# (PHHEEEERZE [MHAIOS%EEXE]) 130.2+0.4H
[0.1H, 0.2H] TH -7z,
RIERF B 1E54.5% (55/10161) THh -7z, FEEIERIX.
HERE24.8% (25/10141) . BIEIH17.8% (18/10141). FEE
10.9% (11/10141). BE¥%8.9% (9/10141). FHiZ6.9% (7/
10161)\ M FLERBOK R BRI O FPE#5.0% (5/10141).
B, C-RICEEABMEOEBREEE4.0% (4/10141). 5%
3.0% (3/10161) T#H-7z8),
1) LREETHETH Y HOME T, DTROEER i 958116
KUK - BiEEE AT 5 8E
- BFEREAT,500/ L E
s ANEZOEVREAN10g/dLEL E
- M/MREAT1.0 X 105/uLBL |
+ ASTROALT A sl LR D3R5 LLR
CREVILE Y HHERRAEEE ERO1SEUT
c J LT F=UH1.5mg/dLEITR
¥2) 2IHZ1Y A Z7)LE LT, REFyFLILKAMIE Ry FELEL
T75mg/m?, Y7 URAT7 7 IRKMIPEI7arAT7 7 IRE
L C600mg/m2%Daylic ZhZN#IRNIET 5 2 L &S,
(I-529%)
17.1.2 EASEMEEHER (BEY V/NE)
EEY L SEBEE) 109612 XRICT 4 VT T AF L RN
L7 —EEREERER 2 i Uz, ZO%E, [LEEEE) 194
INBHIzORTT 4 VT 5 AF L3.6mgD 1 EEET L7
T AF L50ug/m2E HEZ N5 O IF R IREGR A IIHIIRICE 59,
FFHERES00/mm3ARE O HE (CFHE +EERZE) 377100
TIAF LG HASE12H, 74 VT T AF LE47E1.3HT
Holce
BIfEFRBSEE1363.0% (34/5461) TH -7z ERENEHIE. &
E920.4% (11/54%1) ., MuhFLEER/KABEREM14.8% (8/54
Bl) . FEKCMP L)LY S HEINES5.6% (3/5461) . IM/IMERE
Ay MIFPAL-PEEAN. ALTHEN. FFRREMREEYE . BERE. 5Hia
R OFLIER3.7% (2/546)) TH-79, [5.1 BHE]
¥3) LFERART2ER N OME T DIN O 27 @G MKk
OfF - BREZHT 2EE
- FHRERELAT1,000/ UL B 1
- I MEEAS7.5 X 104/l E
- BEV IV Y DR EEE ERO LSBT
7 L7F=H1.5mg/dLELR
H4) T AT R100mg/m2%&Dayl? 5312, F¥H X ¥ YV »40mgk
Dayl# 5312, 704277 3 FAM#M1,200mg/m?% Dayl
2. ¥¥ 5 22,000mg/m2%Day2n 6312 Z N E NEIRN %5
L. UYFy=7 GBIEFHEBZ) (BER, AEROHREH
ERT) AR E SNz,

17.1.3 EASEMAEEER (2=
FRBBEES 346612 0 RICT TR 2 MBI L L ZEERIEER
B2 ER L7z, TOMR. (LBBEED 1A 7 Vb RT
T4 NTTAFL3.6mgD1EIE REEIE 7T RELBLTER
ICFEEAE I FIRIBAE O RIE 2 IHI U (pfE<0.001. x 2M%E) .
FEENMEIF R IRIBEAIE D RIS A I RT T 4+ VT T AF L EEH
1.2% (2/173f1). 75 KRE68.8% (119/17301) TH -7z,
BIEFFHSE 1382.1% (142/173f1) TH -7z, FxEIEH
V& AR FLEE B K EBE R N30.1% (52/17341)  BE &if§27.7%
(48/173f) . F#422.0% (38/173%1). #ARE18.5% (32/173

Bil) A8 B O HRE 517.3% (30/17361) TH o719, [5.1
2]
ES) ALHEEFARFI2EMUANOBRE T, DUNOEEZ /- 35 1A

O - Biger a9 28%

- BEREAS1,500/ LB

S AEZTE VEEN0g/dLEL L

- I/ IRER A 1.0 X 105/pLEL k=

+ ASTRUALT A kA fE LR O3 LLT

CRE VL HHEREEE RO LSBT

- HBsHURE K UHBCHU A BN (L2BEH 1Y A 7 VIETHI3 2 A

BNOBETHH)

- 7 L7 F = #1.5mg/dLULF
*6) 21HZ1Y A Z7)LELT. FEFFLIUAKMP75mg/m2, 7 u

ARAT 7 I RAMPI600mg/m2% Day iz 2 N ZNERNIRS T 5

crEaniz,

18. EpFIE
18.1 {EF#E
N7 T 4 VT T RAF LGEHP O F R AT KM R ICFEES 258
RIBR T 0 = — TR R T2 2R IS & U A Hh Bk A BR A e & 4
FERADFEERE L RM ML OIF PR 2 S € 5 LR S
hall),
18.2 EIE{ER
(AED
18.2.1 FR¥IEk O 0 = — AR E FRF IR IC 517 2 1EIE(BEER
AANGFERIER 2 0 = — TR R R F I 2 7R 9~ 7 ANFS-
60MMIMRIC B WV CIREREFEN L MREMEEEREZR L. 2ol
Y — T A SO RiE3.6mgEFARETH 57212 (in vitro).
18.2.2 $FohIREUENIER
KANGBEHREG (FTR) §52 &1k 0 IER <Y ZORMIMmF 5k
BEHENsSE, Z0BERY -5 2R TE3.6mgEARET
H o713,
18.2.3 IFHhEkiEAN X T B1EM
AHNBEERS (KT §52&I0&D, Y 7OART7 7 I PG
2 & BHF IR A = 7 2B B A I R ER L O 1R % i
L7139,
18.2.4 {FhIREMENMER (BIZHEFEHR)
TR ABEICAR &Y —F A SRR RE3.6mgs 7 0 AA —/\N—
FEIC K D BERE FE Uz & & O PIRBO R R OS2 085
A=FFZUTROEBD TH o720 EHEKSTA—5 (FFHREREO
Emax®& FAUEC) O # FI B I8 O S B O 22 O Wi 19 5% 15 1
X, 10g0.80~1ogl 25D HEATH . WA DH MRS
ARSI N2,
(/uL)

40000
—o— Al (n=74)

30000 --0-- YT ALOHTIE3.6mg (n=74)

PGB

20000 |

10000

0244 7296 120 168 216 264 312 360 ()
RE®EERE

TR A B IC B NG L 7 & & DIFHERE O HER

(CFHfE + FER=E)



TERIRRABIEIC AR G LT & & DIFPERED
WIERST A —5

AR V=5 25 R FE3.6mg
BERE 74 74
48.0 44.0
tmax (h) (24, 84) (12, 84)
Emax (X 109/L) 33.018+6.826 33.202+7.207
AUEC (x10°-h/L) | 3563.7%785.1 3482.5+685.1

SEHE AR (tmax | 3P RE (BIME, FAME))
(J—-529®)

18.2.5 {FhEREIEEREa D 7 LIREER
in vitro 30 = —JEREREICH VT, b MEHERDOCD34k53 M
V7 ABROBHMIAE RY T 4 V75 AF LEE RN THE#ET 5
ZEick D, FHERETEARO LA e S h 14,

18.2.6 IFHEREIANCX T B 1EF
YIURRT 7 I FREICK D REMOIFHREDPFE S~
FACRT T 4 VI FTAFLZHRETH I EICKD . FHIREAD D
mElsnr=19,

19. BRI ICEIT DIBLFMFR
—MREIBHE : RTT 4 VT T AF L (GBRIZTFHIRZ)
[(RTT 4 NTTRAF LKL
Pegfilgrastim (Genetical Recombination)
[Pegfilgrastim Biosimilar 1]
7 F & :#4940,000
7 H:RTT 4 VT 5 AF L BETHEER) [RT77 4«
VT ZAF LEREL] IR RT T 4 VT T AT L
Bfel) 1385 TR0 e MERIRT o= — MR
TFTOERETHD . NRRFICAFFZUDPHEE L. IR
DAMFTYRYVIFLYZYa—-L (HFEH
20,000) MY rH—ENLTHEALTWS (PEGHS
AL ML) RT T 4 VT T AF LEHELELT5ME
DT I BEREN 5 5PEGILY VNV E (TR
#940,000) TH 5.

20. ERL\ EDFR
20.1 SMERIERIGEE L TIRIET BT L.
202 ¥V Y YOMBEORESIRD SN AL FRMALEVL I L,

21. REBSRM
BRI ) A RN A SO by EY)ICERT 5 L.

22, A%
Y rY 1 0.36mLx 1A

23. EEER
) MID-NET®% H W 7z AEREROME (G-CSFRFAI & 1/ M
EOBEICE Y 5 FAE¥IRE) ¢ https://www.pmda.go.jp/
files/000234445.pdf
2) FRHBEEANER 8 [ AR
3) FifEHEZNRE U8 | MHEREMERER (Y —F AY R
201459H26H#%&GE. CTD 2.7.6.2)
4) BV ONEEEENRE LI-ABRERE (V- AYKETR
¥ 1 20144E9H26H%#R. CTD 2.7.6.10)
5) EiE) L SEBEANMRE LS THRER (V-5 A ETE:
201459A26H#%&FR. CTD 2.7.6.3)
6) Ty MBI MBMFIRE (Y—F A TE 20145E9H26
H#%&#E. CTD 2.6.4.4.1)
7) Yang, B. B. et al. : Clin. Pharmacokinet. 2011 ; 50 (5) :
295-306
8) FHBEEM R S IHER
9) ik L VEBREEMRE LABIHERRBE (V-5 AFKET
¥ 1 201449H26H#%FR,. CTD 2.7.6.4)
10) ABBEE MR E LB NHEERRR (Y- AYERTE:
201459H26H#%&GE. CTD 2.7.6.5)
11) H#&#5 %+ fi : Drug Delivery System. 2017 ;32 (2)
134-142
12) FrHBIELNER  EEHE - T T 4 VT T RAF LBSODIn
vitro SIS —
13) FPHBEELNER  BEHE - T T 4 VT T RAF LBSODIn
vivo SEIRFAER —

—

14) #hhzBMAT 588 (P —7 2 BRE 1 201449 H 26 HARE.
CTD 2.6.2.2)

24. WERFERERUEWEDEE
FrR#ER2E < T OEBED
HEHHEXNA1 T H7E S T160-8515
TEL 03-5229-3906  0120-189-522
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