
Approved biosimilar products in Korea

2026.06.29.

No. Product name Company
Reference product

(Active ingredient)

Approval 

date

Withdrawal

 date
Remarks

1 Remsima Inj. 100mg Celltrion, Inc
Remicade  

(Infliximab) 
2012.07.20. -

manufacturing 

& marketing

2 Herzuma Inj. 150mg Celltrion, Inc. 
Herceptin 

(Trastuzumab)     
2014.01.15. -

manufacturing 

& marketing

3 Herzuma Inj. 440mg Celltrion, Inc. 
Herceptin 

(Trastuzumab)     
2014.01.15. -

manufacturing 

& marketing

4
SciTropin A™ Catridge 

5mg 
SciGen Korea Ltd

Genotropin 

 (Somatropin) 
2014.01.28. -

imported

(Dev. Sandoz)

5
SciTropin A™ Catridge 

10mg
SciGen Korea Ltd

Genotropin 

 (Somatropin) 
2014.01.28. - imported

6 Davictrel Inj. 25mg
Hanwha 

 Chemical Co.

Enbrel 

 (Etanercept) 
2014.11.11. 2015.09.30.

manufacturing 

& marketing

7 Truxima Inj. Celltrion, Inc. 
Mabthera 

 (Rituximab)
2015.07.16. -

manufacturing 

& marketing

8
Etoloce 50mg 

Prefilled Syringe

 Samsung 

 Bioepis Co. Ltd  

Enbrel 

 (Etanercept) 
2015.09.07. - imported

9
Basaglar Cartridge 

 100unit/mL
Lilly Korea

Lantus 

 (Insulin glargine) 
2015.11.25. 2019.06.26. imported

10
Basaglar KwikPen 

 100unit/mL  
Lilly Korea

Lantus 

 (Insulin glargine) 
2015.11.25. - imported

11 Remaloce Inj. 100mg
Samsung 

 Bioepis Co. Ltd  

Remicade 

 (Infliximab) 
2015.12.04. - imported

12
Adaloce Prefilled 

Syringe Inj. 40mg

Samsung 

 Bioepis Co. Ltd  

Humira

(Adalimumab)
2017.09.20. 2026.01.20. imported

13 Samfenet Inj. 150mg
Samsung 

 Bioepis Co. Ltd  

Hercetpin

(Trastuzumab)
2017.11.08. - imported

14 Glargia Prefilled Pen Green Cross Ltd
Lantus

(Insulin glargine)
2018.03.07. - imported

15
Eucept 

Prefilled Syringe Inj.
LG Chem Ltd

Enbrel

(Eternercept)
2018.03.16. -

manufacturing 

& marketing

16
Eucept 

Autoinjector Inj.
LG Chem Ltd

Enbrel

(Eternercept)
2018.03.16. -

manufacturing 

& marketing

17
Nesbell Prefilled 

Syringe Inj. 20

Chongkundang 

Pharm.

Nesp

(Darbepoetin alfa)
2018.11.29. -

manufacturing 

& marketing

18
Nesbell Prefilled 

Syringe Inj. 30

Chongkundang 

Pharm.

Nesp

(Darbepoetin alfa)
2018.11.29. -

manufacturing 

& marketing

19
Nesbell Prefilled 

Syringe Inj. 40

Chongkundang 

Pharm.

Nesp

(Darbepoetin alfa)
2018.11.29. -

manufacturing 

& marketing

20
Nesbell Prefilled 

Syringe Inj. 60

Chongkundang 

Pharm.

Nesp

(Darbepoetin alfa)
2018.11.29. -

manufacturing 

& marketing

21
Nesbell Prefilled 

Syringe Inj. 120

Chongkundang 

Pharm.

Nesp

(Darbepoetin alfa)
2018.11.29. -

manufacturing 

& marketing

22
Etoloce 50mg 

Prefilled Pen

 Samsung 

 Bioepis Co. Ltd  

Enbrel 

 (Etanercept) 
2019.08.19. - imported

23 Terrosa Cartridge Inj.
Daewon 

Pharmaceutical Co. Ltd 

Posteo

(Teriparatide)
2019.10.29. - imported
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24
Panpotin Prefilled 

Syringe Inj. 2000IU
PanGen Biotech Inc.

Eprex

(Epoetin alfa)
2019.11.28. -

manufacturing 

& marketing

25
Panpotin Prefilled 

Syringe Inj. 4000IU
PanGen Biotech Inc.

Eprex

(Epoetin alfa)
2019.11.28. -

manufacturing 

& marketing

26
Adaloce Prefilled Pen. 

40mg

Samsung 

 Bioepis Co. Ltd  

Humira

(Adalimumab)
2020.07.03. 2026.01.20. imported

27 Samfenet Inj. 440mg
Samsung 

 Bioepis Co. Ltd  

Hercetpin

(Trastuzumab)
2020.10.14. - imported

28 Ogivri 150mg
Daewoong 

Pharmaceuticals

Herceptin 

(Trastuzumab) 
2020.08.26. 2023.09.04. imported

29 Bemfola Pre-filled Pen
Yooyoung 

Pharm.co.Ltd

Gonal-f

(Follitropin alfa)
2020.10.29. - imported

30 Onbevzi
Samsung 

 Bioepis Co. Ltd 

Avastin

(Bevacizumab)
2021.03.11. - imported

31 Zirabev Pfizer Ltd
Avastin

(Bevacizumab)
2021.05.17. 2024.10.18. imported

32
SciTropin A™ Catridge 

15mg
SciGen Korea Ltd

Genotropin 

 (Somatropin) 
2021.07.09. - imported

33
Yuflyma Prefilled Syringe 

Inj. 40mg/0.4mL 
Celltrion, Inc.

Humira

(Adalimumab)
2021.10.15. - imported

34
Yuflyma Prefilled Pen 

Inj. 40mg/0.4mL 
Celltrion, Inc.

Humira

(Adalimumab)
2021.10.15. - imported

35 Bonsity Phambio Korea. Inc.
Posteo

(Teriparatide)
2021.11.16. 2025.10.14. imported

36 Alymsis Alvogen
Avastin

(Bevacizumab)
2022.01.19. - imported

37
Amelivu Inj.

10mg/mL

Samsung 

 Bioepis Co. Ltd 

Lucentis

(Ranibizumab)
2022.05.13. - imported

38
Yuflyma Prefilled Syringe 

Inj. 80mg/0.8mL 
Celltrion, Inc.

Humira

(Adalimumab)
2022.06.15. -

manufacturing 

& marketing

39
Yuflyma Prefilled Pen 

Inj. 80mg/0.8mL 
Celltrion, Inc.

Humira

(Adalimumab)
2022.06.15. -

manufacturing 

& marketing

40 Vegzelma Celltrion, Inc.
Avastin

(Bevacizumab)
2022.09.28. -

manufacturing 

& marketing

41
Lucenbies Inj. 

10mg/mL

Chongkundang 

Pharm.

Lucentis

(Ranibizumab)
2022.10.20. -

manufacturing 

& marketing

42
Celltrion Yuflyma Pen 

inj. 40mg/0.4mL
Celltrion, Inc.

Humira

(Adalimumab)
2022.11.10. -

manufacturing 

& marketing

43

Adaloce 

Prefilled Syringe Inj. 

40mg/0.4mL

Samsung 

 Bioepis Co. Ltd  

Humira

(Adalimumab)
2023.01.03. - imported

44
Adaloce Prefilled Pen. 

40mg/0.4mL

Samsung 

 Bioepis Co. Ltd  

Humira

(Adalimumab)
2023.01.03. - imported

45
Lucenbies 

Prefilled Syringe

Chongkundang 

Pharm.

Lucentis

(Ranibizumab)
2023.05.19. -

manufacturing 

& marketing

46 Tuzepta 440mg
Samoh Pharm 

Co., Ltd

Hercetpin

(Trastuzumab)
2023.07.10. -

imported

(Dev. Biocon)

47 Tuzepta 150mg
Samoh Pharm 

Co., Ltd

Hercetpin

(Trastuzumab) 
2023.07.10. - imported
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48
Panpotin Prefilled 

Syringe Inj. 6000IU
PanGen Biotech Inc.

Eprex

(Epoetin alfa)
2023.08.25. -

manufacturing 

& marketing

49
Panpotin Prefilled 

Syringe Inj. 10000IU
PanGen Biotech Inc.

Eprex

(Epoetin alfa)
2023.08.25. -

manufacturing 

& marketing

50 Sciximab SciGen Korea Ltd
Mabthera 

 (Rituximab)
2023.10.27. -

imported

(Dev. Sandoz)

51
Xelenka

PFS 40mg/0.4mL 
LG Chem Ltd.

Humira

(Adalimumab)
2023.12.14. -

manufacturing 

& marketing

52
Xelenka

PFS 20mg/0.2mL
LG Chem Ltd.

Humira

(Adalimumab)
2023.12.14. -

manufacturing 

& marketing

53
Xelenka

PFS 80mg/0.8mL
LG Chem Ltd.

Humira

(Adalimumab)
2023.12.14. -

manufacturing 

& marketing

54
Xelenka

AI 40mg/0.4mL
LG Chem Ltd.

Humira

(Adalimumab)
2023.12.14. -

manufacturing 

& marketing

55
SciXeg pre-filled syringe 

injection 6mg/0.6mL
SciGen Korea Ltd

Neulasta

(Pegfilgrastim)
2024.01.09. - imported

56 Epysqli
Samsung 

 Bioepis Co. Ltd 

Soliris

(Eculizumab)
2024.01.19. - imported

57 Afilivu Inj.40mg/mL
Samsung 

 Bioepis Co. Ltd 

Eylea

(Aflibercept)
2024.02.23. - imported

58
Epyztek 

Pre-filled syringe

Samsung 

 Bioepis Co. Ltd 

Stelara 

(Ustekinumab)
2024.04.11. - imported

59 Epyztek IV injection
Samsung 

 Bioepis Co. Ltd 

Stelara 

(Ustekinumab)
2024.04.11. - imported

60
Eydenzelt 

Pre-filled Syringe
Celltrion, Inc.

Eylea

(Aflibercept)
2024.05.29. - imported

61 Eydenzelt Injection Celltrion, Inc.
Eylea

(Aflibercept)
2024.05.29. - imported

62
Steqeyma 

Pre-filled syringe
Celltrion, Inc.

Stelara 

(Ustekinumab)
2024.06.12. -

manufacturing 

& marketing

63
Omlyclo 

Pre-filled Syringe
Celltrion, Inc.

Xolair 

(Omalizumab)
2024.06.24. -

manufacturing 

& marketing

64 Terrosa prefilled pen

Daewon 

Pharmaceutical 

Co., Ltd 

Posteo

(Teriparatide)
2024.07.08. - imported

65 Steqeyma IV Injection Celltrion, Inc.
Stelara 

(Ustekinumab)
2024.09.27. - imported

66

Simlandi 

Prefilled syringe Inj. 

40mg/0.4mL

Alvogen  Korea 

Co., Ltd.

Humira

(Adalimumab)
2024.10.15. - imported

67
Simlandi Pen Inj. 

40mg/0.4mL

Alvogen Korea 

Co., Ltd.

Humira

(Adalimumab)
2024.10.15. - imported

68

Simlandi 

Prefilled syringe Inj. 

80mg/0.8mL

Alvogen Korea 

Co., Ltd.

Humira

(Adalimumab)
2024.10.15. - imported

69
Amelivu PFS

(0.5mg/0.05mL)

Samsung 

 Bioepis Co. Ltd 

Lucentis

(Ranibizumab)
2024.11.04. - imported

70
Stoboclo 

Pre-filled Syringe
Celltrion, Inc.

Prolia 

(Denosumab)
2024.11.21. -

manufacturing 

& marketing
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71 Osenvelt Injection Celltrion, Inc.
Xgeva 

(Denosumab)
2024.11.21. - imported

72 Avtozma Inj. Celltrion, Inc.
Actemra

(Tocilizumab)
2024.12.20. - imported

73 CelltrionAvtozma Inj. Celltrion, Inc.
Actemra

(Tocilizumab)
2025.02.12. -

manufacturing 

& marketing

74 Avtozma S.C Inj. Celltrion, Inc.
Actemra 

(Tocilizumab)
2025.02.12. -

manufacturing 

& marketing

75
Afilivu Pre-filled 

Syringe

Samsung 

 Bioepis Co. Ltd 

Eylea

(Aflibercept)
2025.03.13. - imported

76

Obodence 60mg 

solution for injection in 

pre-filled syringe

Samsung 

 Bioepis Co. Ltd 

Prolia 

(Denosumab)
2025.04.04. - imported

77
Xbryk 120mg solution 

for injection

Samsung 

 Bioepis Co. Ltd 

Xgeva 

(Denosumab)
2025.05.30. - imported

78 Teriment Injection

PHARMARESEAR

CH PRODUCTS 

CO. LTD.

Posteo

(Teriparatide)
2025.07.17. - imported

79
Jubbonti Pre-filled 

Syringe Injection
LG Chem Ltd.

Prolia 

(Denosumab)
2025.08.14. - imported

80 Vgenfli Injection
Sam-chun-dang 

Pharm

Eylea  

(Aflibercept)
2025.09.22. -

manufacturing 

& marketing

81
Vgenfli Pre-filled 

Syringe

Sam-chun-dang 

Pharm

Eylea  

(Aflibercept)
2025.09.22. -

manufacturing 

& marketing

82 Omlyclo Pen Inj. Celltrion, Inc.
Xolair

(Omalizumab)
2025.12.19. -

manufacturing 

& marketing

83 Epyztek Pre-filled pen
Samsung 

 Bioepis Co. Ltd 

Stelara            

(Ustekinumab)
2026.01.13. - imported

84
Izambia Pre-filled 

syringe

HK inno.N 

corporation

Prolia 

(Denosumab)
2026.02.04. - imported

85 Denbrayce Injection
HK inno.N 

corporation

Xgeva 

(Denosumab)
2026.02.04. - imported

86

Celltrion Yuflyma 

Prefilled syringe inj. 

20mg/0.2mL

Celltrion, Inc.
Humira

(Adalimumab)
2026.02.24. -

manufacturing 

& marketing

87

Celltrion Yuflyma 

Prefilled syringe inj. 

40mg/0.4mL

Celltrion, Inc.
Humira

(Adalimumab)
2026.02.24. -

manufacturing 

& marketing

88
Junod Pre-filled 

Syringe

Daewon 

Pharmaceutical 

Co., Ltd.

Prolia 

(Denosumab)
2026.03.31. - imported

89 Ducogeva Injection
Alvogen Korea 

Co., Ltd.

Xgeva

(Denosumab)
2026.04.30. - imported

90
Ducolia Pre-filled 

Syringe

Alvogen Korea 

Co., Ltd.

Prolia

(Denosumab)
2026.04.30. - imported

91 EYZANFY Injection Alteogen Inc.
Eylea

(Aflibercept)
2026.05.14. -

manufacturing 

& marketing


