Approved biosimilar products in Korea

2026.06.29.
Reference product| Approval | Withdrawal
No. Product name Company o R~ date date Remarks
1 | Remsima Inj. 100mg | Celltrion, Inc (?nefﬂ;'iff:s) 2012.07.20. - m&arr‘#;if::irr']gg
2 | Herzuma Inj. 150mg | Celltrion, Inc. (Trzgtrjzeliﬂ';b) 2014.01.15. - m&ar;‘;if;;rrgg
3 | Herzuma Inj. 440mg | Celltrion, Inc. (Tr::trjzesrng) 2014.01.15. - m&a?:;if;‘:irr']gg
SciTropin A™ Catridge | o . Genotropin 3 imported
4 5ma SciGen Korea Ltd (Somatropin) 2014.01.28. (Dev. Sandoz)
. - - - .
5 SciTropin A™ Catridge SciGen Korea Ltd Genotrop|r‘1 2014.01.28. - imported
10mg (Somatropin)
, . Hanwha Enbrel manufacturing
6 Davictrel Inj. 25mg Chemical Co. (Etanercept) 2014.11.11./2015.09.30. & marketing
7 Truxima Inj. Celltrion, Inc. (“gisi?rifb) 2015.07.16. - m&azﬁ‘:ﬁ;‘;%@
Etoloce 50mg Samsung Enbrel )
. . . . 2015.09.07. -
8 Prefilled Syringe Bioepis Co. Ltd (Etanercept) 015.09.0 imported
Basaglar Cartridge , Lantus .
9 100unit/mL Lilly Korea (Insulin glargine) 2015.11.25./2019.06.26. imported
Basaglar KwikPen . Lantus a .
10 100unit/mL Lilly Korea (Insulin glargine) 2015.11.25. imported
. Samsung Remicade ,
11 | Remaloce Inj. 100mg Bioepis Co. Ltd (Infliximab) 2015.12.04. imported
Adaloce Prefilled Samsung Humira .
12 : ) ) ) ) 2017.09.20./2026.01.20.
Syringe Inj. 40mg Bioepis Co. Ltd (Adalimumab) 017.09.20./2026.01.20 imported
. Samsung Hercetpin ,
1 A ) ) 2017.11.08. -
3 | Samfenet Inj. 150mg Bioepis Co. Ltd (Trastuzumab) 0 08 imported
14 | Glargia Prefilled Pen | Green Cross Ltd Il_antus , 2018.03.07. - imported
(Insulin glargine)
Eucept Enbrel a manufacturing
15 Prefilled Syringe Inj. LG Chem Lid (Eternercept) 2018.03.16. & marketing
Eucept Enbrel : manufacturing
16 Autoinjector Inj. LG Chem Lid (Eternercept) 2018.03.16. & marketing
17 Nesbell Prefilled Chongkundang Nesp 5018.11 29 _ manufacturing
Syringe Inj. 20 Pharm. (Darbepoetin alfa) o & marketing
18 Nesbell Prefilled Chongkundang Nesp 2018.11 29 3 manufacturing
Syringe Inj. 30 Pharm. (Darbepoetin alfa) T & marketing
19 Nesbell Prefilled Chongkundang Nesp 5018.11 29 _ manufacturing
Syringe Inj. 40 Pharm. (Darbepoetin alfa) T & marketing
20 Nesbell Prefilled Chongkundang Nesp 2018.11.29 _ manufacturing
Syringe Inj. 60 Pharm. (Darbepoetin alfa) T & marketing
1 Nesbell Prefilled Chongkundang Nesp 2018.11 29 3 manufacturing
Syringe Inj. 120 Pharm. (Darbepoetin alfa) T & marketing
Etoloce 50mg Samsung Enbrel .
22 i ) ) 2019.08.19. -
Prefilled Pen Bioepis Co. Ltd (Etanercept) 019.08.19 imported
23 | Terrosa Cartridge Inj. Daewon Posteo 2019.10.29. - imported

Pharmaceutical Co. Ltd

(Teriparatide)




No. Product name Company ?::;:/Zn?r?ggggﬁ; Ap dp;;)(;/al With;;ta(;/val Remarks
24 siigzzti;?nj.F)r.zegiggﬁu PanGen Biotech Inc. (EpoEeF’?irr?Xalfa) 2019.11.28. - m&arr]:;?tf;ﬂgg
25 Szigggti;:wfrfgg(e)?u PanGen Biotech Inc. (EpoEe[t)irnexalfa) 2019.11.28. B m&arrlwle;?tfgtjirr:;g
og |Adaloce g{f}fg'ed Pen. Biosezgsérf L (Ad:ﬁ:ﬁab) 2020.07.03./2026.01.20.|  imported
27 | Samfenet Inj. 440mg Biosezgsér;? Ltd (Tr::trﬁze:frilgb) 2020.10.14. - imported
28 Ogivri 150mg Pha[ﬁwee:vooei?iias (Tr';gjzefr:’;b) 2020.08.26./2023.09.04.|  imported
29 |Bemfola Pre-filled Pen PkTaor(r?wy.oclj)rTﬁtd (Fo”ﬁr‘f}r‘j:faﬁa) 2020.10.29. - imported
30 Onbevzi Biose‘;?;sé’;? td| Be \gvc?;tjrrrlwab) 2021.03.11. - imported
31 Zirabev Pfizer Ltd (Be\gvcaizs’j;ab) 2021.05.17.2024.10.18.|  imported
32 SciTropin1 ?r;Mg Catridge SciGen Korea Ltd (222]0;?5;%) 2021.07.09. - imported
33 Y”ﬂmaélgrne}g'/eod. fﬂnge Cellrion, Inc. |, d:ﬁg&?ab) 2021.10.15. - imported
34 Y“rr']?fnjoirge%”?fm'ie” Celltrion, Inc. (Ad:ﬁrﬂ?ab) 2021.10.15. - imported
35 Bonsity Phambio Korea. Inc. Posteo 2021.11.16./2025.10.14.|  imported
(Teriparatide)
36 Alymsis Alvogen (Be\gvcaizs’j;ab) 2022.01.19. - imported
37 Awrgalél;mlrﬂj' Biosezgsé:)? Ltd (Ra%wlijt?ii:tr:nsab) 2022.05.13. B imported
38 YUﬂﬁwTasErnewfg!l/eod.ssnywriLnge Cellitrion, Inc. (Ad;lijnr?ﬁab) 2022.08.15 - m&arrlwle;?tfgtjirr:;g
o | TSI oo we | 0 geoers] | T
40 Vegzelma Celltrion, Inc. (Be\gvcﬁ‘jsi;ab) 2022.09.28.] - m&aﬁgfiéfiﬂ;g
w | U | Cueein || Leie o | s
o | AR IS B oo, | TS e ito] et
43 Prefilleéjd{gl;ricr?ge Inj Samsung Humira 2023.01.03 - imported
40ma/0.4mL ' Bioepis Co. Ltd | (Adalimumab) T
44 Adala%?nz;%f.ﬂiipen' Biosezgség? Ltd (Ad:ﬁr;nﬁab) 2023.01.03. - imported
Ll N e R
46 | Tuzepta asomg | O e 20280710 =)
47 Tuzepta 150mg Saggh’ TTjrm (Tr::trszefjmb) 2023.07.10. - imported




Reference product| Approval | Withdrawal
No. Product name Company N T - date date Remarks
Panpotin Prefilled . Eprex _ manufacturing
48 Syringe Inj. 6000I1U PanGen Biotech Inc. (Epoetin alfa) 2023.08.25. & marketing
Panpotin Prefilled . Eprex 3 manufacturing
49 Syringe Inj. 10000IU PanGen Biotech Inc. (Epoetin alfa) 2023.08.25. & marketing
L . Mabthera imported
2023.10.27. -
50 Sciximab SciGen Korea Ltd (Rituximab) 023.10 (Dev. Sandoz)
Xelenka Humira manufacturing
51 | prs a0mg/o.amL | NG Chem L b limumab) 20231214 & marketing
Xelenka Humira manufacturing
52 | prg oomg/o.omL | NG Chem L b limumab) (20231214 & marketing
Xelenka Humira B manufacturing
53 | prs somg/o.gmL | "G Chem L limumab) 20231214 & marketing
Xelenka Humira manufacturing
o4 Al 40mg/0.4mL LG Chem Ltd- |\ jalimumap) |292312.14- & marketing
SciXeg pre—filled syringe| . Neulasta a .
55 injection 6ma/0.6mL SciGen Korea Ltd (Pegfilgrastim) 2024.01.09. imported
. Samsung Soliris ,
. . ) 2024.01.19. -
56 Epysql Bioepis Co. Ltd (Eculizumab) 024.01.19 imported
" , Samsung Eylea _ ,
57 Afilivu Inj.40mg/mL Bioepis Co. Ltd (Aflibercept) 2024.02.23. imported
Epyztek Samsung Stelara )
. . . . . 2024.04.11. -
58 Pre—filled syringe Bioepis Co. Ltd | (Ustekinumab) 024.0 imported
L Samsung Stelara ,
59 Epyztek IV injection Bioepis Co. Ltd (Ustekinumab) 2024.04.11. imported
Eydenzelt . Eylea .
. : . . 2024.05.29. -
60 Pre—filled Syringe Celltrion, Inc (Aflibercept) 024.05.29 imported
N . Eylea B .
61 Eydenzelt Injection Celltrion, Inc. (Aflibercept) 2024.05.29. imported
Stegeyma ) Stelara manufacturing
2 ) 2024.06.12. -
6 Pre—filled syringe Celltrion, Inc (Ustekinumab) 024.06 & marketing
Omlyclo . Xolair _ manufacturing
63 Pre—filled Syringe Celltrion, Inc. (Omalizumab) 2024.06.24. & marketing
Daewon
, ) Posteo ,
64 | Terrosa prefilled pen Pharmaceutical , . 2024.07.08. - imported
(Teriparatide)
Co., Ltd
L ) Stelara )
) 2024.09.27. -
65 | Stegeyma IV Injection Celltrion, Inc (Ustekinumab) 024.09 imported
Simlandi Alvogen Korea Humira
[ i j. . 2024.10.15. - i
66 Prefilled syringe Inj Co.. Ltd. (Adalimumab) 0 0.15 imported
40mg/0.4mL
Simlandi Pen Inj. Alvogen Korea Humira _ .
67 40mg/0.4mL Co., Ltd. (Adalimumab) |2024- 1019 imported
Simlandi .
. : . Alvogen Korea Humira .
68 Prefilled syringe Inj. . 2024.10.15. - imported
80ma/0.8mL Co., Ltd. (Adalimumab)
Amelivu PFS Samsung Lucentis .
. . - 2024.11.04. -
69 (0.5mg/0.05mL) Bioepis Co. Ltd | (Ranibizumab) 0 0 imported
Stoboclo , Prolia manufacturing
70 Pre—filled Syringe Celltrion, Inc. (Denosumab) 2024.11.21. & marketing




Reference product| Approval | Withdrawal
No. Product name Company N T - date date Remarks
71 Osenvelt Injection Celltrion, Inc. (De;<§:Jriab) 2024.11.21. - imported
72 Avtozma Inj. Celltrion, Inc. (T()Acfﬁiumrgib) 2024.12.20.] - imported
73 | CellirionAvtozma Inj. | Celltrion, Inc. (T(ﬁjﬁ‘:umrgzb) 2025.02.12.] - m&ar;z‘;if;‘:irr:;g
74 | Avtozma S.C Ini. Celltrion, Inc. T ()Acfﬁiumr;ib) 2025.02.12. - m&arr‘#;";f::irr']gg
Afilivu Pre—filled Samsung Eylea _ ,
75 Syringe Bioepis Co. Ltd (Aflibercept) 2025.03.13. imported
Obodence 60mg Samsun Prolia
76 |solution for injection in| _ >3Msung 2025.04.04. - imported
. ) Bioepis Co. Ltd (Denosumab)
pre—filled syringe
Xbryk 120mg solution Samsung Xgeva .
77 L . . 2025.05.30. -
for injection Bioepis Co. Ltd (Denosumab) 025.05.30 imported
PHARMARESEAR Posteo
78 Teriment Injection CH PRODUCTS (Teriparatide) 2025.07.17. - imported
CO. LTD. b
7g | Jubbonti Pre~filled ) o opar g, Prolia 2025.08.14.| - imported
Syringe Injection (Denosumab)
o Sam-chun—-dang Eylea 3 manufacturing
80 Vgenfli Injection Pharm (Aflibercept) 2025.09.22. & marketing
Vgenfli Pre—filled Sam-chun—-dang Eylea manufacturing
1 2025.09.22. -
8 Syringe Pharm (Aflibercept) 025.09 & marketing
82 | Omlyclo Pen Inj. Celltrion, Inc. (Omiﬁz'r;ab) 2025.12.19. - m&arr‘#;if::irr']gg
, Samsung Stelara ,
83 | Epyztek Pre—filled pen Bioepis Co. Ltd (Ustekinumab) 2026.01.13. imported
84 Izambia Pre—filled HK inno.N Prolia 5026.02.04 _ imoorted
syringe corporation (Denosumab) R P
85 | Denbrayce Injection HI inno.N Ageva 2026.02.04.] - imported
corporation (Denosumab)
Cellltrlon Y.Uflym.a. , Humira manufacturing
86 Prefilled syringe inj. Celltrion, Inc. (Adalimumab) 2026.02.24. - & marketin
20mg/0.2mL 9
Cellltrlon Y.Uflym.a. , Humira manufacturing
87 Prefilled syringe inj. Celltrion, Inc. (Adalimumab) 2026.02.24. - & marketin
40mg/0.4mL 9
. Daewon .
88 Junod Pre-filled Pharmaceutical Prolia 2026.03.31. - imported
Syringe (Denosumab)
Co., Ltd.
89 | Ducogeva Injection | ''o9en Korea Ageva 2026.04.30 - imported
9 : Co., Ltd. (Denosumab) R P
Ducolia Pre—filled Alvogen Korea Prolia )
, 2026.04.30. -
90 Syringe Co., Ltd. (Denosumab) 026.04.30 imported
91 | EYZANFY Injection | Alteogen Inc. Eylea 2026.05.14. - manufacturing

(Aflibercept)

& marketing




