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BY 12 ) BT 4 Dtotality-of-evidence7 7 0 — F {2

biosimilarity & FFfli3 5 7=

Z g ERRE

By

biosimilarity % 8-flid 5 & L TH D . stepwise approach
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& . . .
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Application (NDA} 12 & 1) KRG
B, FOMDE L 0N FEER
X, PHS#: o 7.
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ENTw7e. Lo L,
PHSiE T %,

PHS#% 351(a)
Biclogical license

IHETD
biological productiz.

“virus, therapeutic serum. toxin,

4%
antitoxin. vaccine. blood. blood

compenent or derivative, allergenic

EFHE N, proteinE TN T iz

mERsOER

B
FDCi%  505(b) (1)
505 (b} (2)

NDA insulin, somatropin

NDA . o

<abbreviated approval pathway> somatropin (Omnitrope*)

BLA BREETE 1571008,
E/o0-FILGES

BPCI&M L

v PHSIZ \MF 35— ORFIE 42 H U351 (W BEHR
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BEXS B2

HRRSOER
BLA

R

BLA

<abbreviated approval pathway> NAFL3I7

Pl

NDA:New Drug Application, BLA:Biological License Application
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svnthesized polypeptide) #5012 &1, % /32 AL
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filgrastim. BRFE&Neutroval®) iz, BT T7 4 L7 A
FLDINAF 3T G
V>3 Teva Pharmaceuticalst OB DR L TH 5 05,
KETIHEEE LTHEE - RESIN TV S 2006412
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e T AN A RFEREBRSIIBRTEL LS v —

WAERITHNTWA, $4dbh, EE&EEBOKEEREID
X o TS A F EELH L BT S I E T, A F RS
DIANIE, AT/ 81 F EERKO— 9L GRIZTHR
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L BEFRERBRAE. & P RIERE Y AL A (HIV) B
DEFIIZE © R P REIRDE, Hﬁ@%fﬁzﬁxﬁf
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P HBERBBEENRT LTOLDT, /A s LT
BESILALDLELND, EHHE S SHNEORS
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HROEEKHHCHRLO L% 5o 2 KBS 1 4 EEE
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Herceptin, Synagis. Erbitux,

— IR 3EARADORFEE & REHE

R7 KBNS/ AERSOFHFSTEHEY

Enbrel. Humira. Remicade#s N AEZLSRE &fﬂ%ﬁmﬁ;ﬁ BATOEENS (—BLE)
& URituxan® #3725 BK/H X [Avastin bevacizumab | 2022. 1,12 |2019.2.26 | 7/SAF v (RAY A< T)
1R END B T EE LIS Herceptin trastuzumab 2014,.7.28 12019.6,18 | N~ TF (b T AV ATT)
L Synagis palivizumab 2015,8.9 201510, 20| >+ VA EX2T)
MBI EARENTBHE  [Erbiug cetuximab 2014.6.20 |2016.2.13 |[7T—EF v s A2V EL=7)
EPEB S A E R FR, N — Enbre] etanercept 201521 |2028 1122 | ¥ 7V AM(T ¥ 7T}

. ., . Humira adalimumab 2018.4.16 [2016,12.31 |k =33 (7 ¥ a=w7)
vTF . VP YA T =Y Remicade infliximab 2014.8.13 |2018.9.4 |LiZ—F(Av T %2 <7)
oA TrITLAL, ka3l Rituxan rituximab 2013.11,12(2016,9.22 |V v FH (v xy=7)

_ R bt Aranesp darbepoetin alfa | 2016.7.6  |2024,5, 15 | AR T(FANRELF ¥ THT T)
. LAy FBIUIYEF p epoctin alfa___ |expired  |2013,8 20 |LAR—(IRZF Y 7L 7 7)
VELTEHFERIN TS )., EE Neulasta pegfilgrastim [ 2017.8.21 |2015.10.20| & L

Neupogen filgrastim expired 2013,12.3 |77V (TANTFTAF L)
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# 1z, Remicade (infliximab) @
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Lo BRI A, AT/ N A EER & D
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HMHEYE B LB ERRTHMY O 7O 7 7 4 b,
BRiEER S h A L B b, FREEREREREE L TIL,
Fiz, EEBER Gnvirod L {&in vivoTDRRIT/NA F
BEELE LN A A RS L OBAEED B L UBERER(E

T

L E AW EERSEERBR R SN L . — 4RI

SR B ERS X USRS ROAIZI L o T, £
N FEESE DRSS FHEETRIET 5 2 LI EEE
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PERE R A, BEREOBEML. SEEIIBITS
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TR BRGERP RS L AEEN AT LT, R
FrRRT. LRLF LG LB NSRS
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gL/, W6k T RIFCAENEMERELTAR
ThAMEFICEY -z LbNTHL, BHE
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