®PNVDA Approved Biosimilars (as of July 2026)

Approval Date No. Biophglfﬁgc?e]u tical (Béagnﬂ[gi?e) Active Ingredient Indications at Initial Approval Type
Treatment of bronchial asthma (for use only in patients with
intractable bronchial asthma whose asthmatic responses are
Omalizumab BS 75 mg Syringes for S.C. Injection “CT” uncontrollable with conventional therapies)
Omalizumab BS 150 mg Syringes for SC. Injection “"CT” Omalizumab (Genetical Treatment of seasonal allergic rhinitis (for use only in severe or Monoclonal
March 23, 2026 47 | Xolair Omalizumab BS 75 mg Pens for SC. Injection “CT” Recombination) [Omalizumab [the most severe patients who have not responded sufficiently antibod
Omalizumab BS 150 mg Pens for SC. Injection “"CT” Biosimilar 1] to conventional therapies) Y
(Celltrion Healthcare Japan KK) Treatment of chronic idiopathic urticaria (for use only in
patients who have not responded sufficiently to conventional
therapies)
(1) (2) (I
* Treatment of rheumatoid arthritis (including the prevention
of structural joint damasge), polyarticular-course juvenile
idiopathic arthritis, and systemic juvenile idiopathic arthritis, in
patients who have not sufficiently responded to conventional
treatments
(1) Tocilizumab BS for Intravenous Infusion 80 mg “MA” * Improvement of various symptoms and laboratory findings
(2) Tocilizumab BS for Intravenous Infusion 200 mg “MA” o . associated with Castleman’s disease for whom
o : PSR Tocilizumab (Genetical ; . N
(3) Tocilizumab BS for Intravenous Infusion 400 mg “MA L e resection of lymph nodes is not indicated Monoclonal
March 23, 2026 46 |Actemra (4) Tocilizumab BS 162 mg Syringes for SC. Injection “MA” E%C;?rmg pgt]lon) [Tocilizumab * Treatment of cytokine release syndrome induced by the antibody
(5) Tocilizumab BS 162 mg Auto-Injectors for S.C. Injection “MA” treatment of malignant tumor
(Mochida Pharmaceutical Co,, Ltd) * Treatment of pneumonia caused by SARS-CoV-2 (only for
the patients requiring supplemental oxygen)
4) (5)
Treatment of rheumatoid arthritis (including the prevention of
structural joint damage) in patients who have not sufficiently
responded to conventional treatments
Afberosot B soluton fo ntravirea! njeoion 40 me/ml. “OT"_ Afloorcont erptical | Treatment of seo-relter maculer desorerationassenated |
March 23, 2026 45 |kylea %L%J[er?ggoﬁeilst P?gl;godnakg rto& Et)rawtreal injection 40 mg/mL “CT g%czsci)rrrr]wnbalpit]lon) [Aflibercept following retinal vein occlusion. choroidal neovascularization in Fusion protein
P T patients with pathologic myopia, and diabetic macular edema
. . S - » Ustekinumab (Genetical Treatment of the following disease in patients who have not
December 22, 2025 44  |Stelara Ustekmumab B.S 45 me Syringe for SC. Injection “Nipro Recombination) sufficiently responded to conventional therapies: plague I\/Iorjoclonal
(Nipro Corporation) : o T o " antibody
[Ustekinumab Biosimilar 4] psoriasis and psoriatic arthritis
) . L « Golimumab (Genetical Treatment of rheumatoid arthritis (including the prevention of
September 19, 2025 |43 |Simponi Goh_mumab BS 50 me Syringe for SC. Injection " Recombination) [Golimumab structural joint damage) in patients who have not sufficiently I\/Iorjoclonal
(Fuji Pharma Co, Ltd)) oo ) antibody
Biosimilar 1] responded to conventional treatments
(1) (2) (I
* Treatment of rheumatoid arthritis (including the prevention
of structural joint damasge), polyarticular-course juvenile
idiopathic arthritis, and systemic juvenile idiopathic arthritis, in
patients who have not sufficiently responded to conventional
(1) Tocilizumab BS for Intravenous Infusion 80 mg “CT” treatments
(2) Tocilizumab BS for Intravenous Infusion 200 mg “CT” Tocilizumab (Genetical * Improvement of various symptoms and laboratory findings
September 19, 2025 |42  |Actemra (3 Toc!]!zumab BS for Intravenpus Infusion 4OQ mg CT § Recombination) [Toallizumab associgted with Castlemal_ﬂ’s disgage for whom I\/Iorjoclonal
(4) Tocilizumab BS 162 mg Syringes for SC. Injection “CT Biosimilar 1] resection of lymph nodes is not indicated antibody
(B5) Tocilizumab BS 162 mg Auto-Injector for SC. Injection “CT” * Treatment of cytokine release syndrome induced by the
(Celltrion Healthcare Japan KK) treatment of malighant tumor
4) (5)
Treatment of rheumatoid arthritis (including the prevention of
structural joint damage) in patients who have not sufficiently
responded to conventional treatments
L - Denosumab (Genetical . .
Denosumab BS 120 mg BM for S.C. Injection “F L Treatment of bone lesions due to multiple Monoclonal
September 19, 2025 |41 Ranmark (Fuji Pharma Co, Ltd)) E%;?rmg Il:waﬁlon) [Denosumab myeloma and bone metastasis of solid tumor antibody
. . . L « ” . . Treatment of age-related macular degeneration associated
Aflibercept BS Solution for Intravitreal Injection 40 mg/mL “SCD Aflibercept (Genetical . - —
September 19, 2025 |40 |[Eylea Aflibercept BS Kit for Intravitreal Injection 40 mg/mL “SCD” Recombination) [Aflibercept with subfoveal choroidal neovascularization, macular edema Fusion protein

(SamChunDang Pharm. Co,, Ltd.)

Biosimilar 3]

following retinal vein occlusion, and choroidal
neovascularization in patients with pathologic myopia




Aflibercept BS Solution 40 mg/mL for IVT Injection “NIT”

Aflibercept (Genetical

Treatment of age-related macular degeneration associated
with subfoveal choroidal neovascularization, macular edema

September 19, 2025 |39 [Eylea ﬁ:flip%rﬁeot B% KitLétLé))mg/ mL for IVT Injection “NIT” gecgm]k)ingt]ion) [Aflibercept following retinal vein occlusion, and choroidal Fusion protein
Uil Fharma 0. : lesimiiar neovascularization in patients with pathologic myopia
Bzii:gjmgg Eg ?o5r m/g ﬁ?{:;iﬁ ffég% IHJ%C{E'P:I cr Ustekinumab (Genetical Treatment of the following disease in patients who have not Monoclonal
March 27, 2025 38 |Stelara . o S Recombination) sufficiently responded to conventional therapies: plague .
(Celltrion Healthcare Japan KK) [Usteki b Biosimilar 3] iasi d o hriti antibody
*Approved in 2026 stekinuma losimilar psoriasis and psoriatic artnritis
. . S PR Ustekinumab (Genetical Treatment of the following disease in patients who have not
December 27, 2024 37 |Stelara Ustek!numab B.S 45 me Syringe for SC. Injection YD Recombination) sufficiently responded to conventional therapies: plague I\/Iohoclonal
(Yoshindo Holdings Inc.) . L N e - antibody
[Ustekinumab Biosimilar 2] psoriasis and psoriatic arthritis
. . . C « » Aflibercept (Genetical Treatment of macular edema following retinal vein occlusion,
June 24, 2024 36 |Bylea Aflibercept BS Solution for Intravitreal Injection 40 me/mL "GRP Recombination) choroidal neovascularization in patients with pathologic Fusion protein
(Global Regulatory Partners GK) ) SOV g X X
[Aflibercept Biosimilar 1 ] myopia, and diabetic macular edema.
Treatment of rheumatoid arthritis (including the prevention of
structural joint damage), and the treatment of the following
diseases in patients who have th sufficiently respohded to
Adalimumab BS Subcutaneous Injection 20 mg Syringe 0.2 mL “CTNK” %?QV:Q,HSZ?][g:ﬁ?stm%ntiépo;éiggg]ar‘s_gﬁ;triieaﬁxﬁgge Ustular
Adalimumab BS Subcutaneous Injection 40 mg Syringe 0.4 mlL :CTNK: Adalimumab (Genetical Dsokr)iasis ankylosirlwkg) sgond?/litis intésqtinal Behcet’ s aiZease
September 25, 2023 |35 [Humira Adalimumab BS Subcutaneous Injection 80 me Syringe 0.8 mL _ CTINK Recombination) [Adalimumab non-im‘e’ctious intermediate uv’eitis posterior uveitis, and ’ Monoclonal
’ Adalimumab BS Subcutaneous Injection 40 mg Pen 0.4 mL “CTNK” Biosimilar 4] s 1h ssion induct ’ h q > R antibody
Adalimumab BS Subcutaneous Injection 80 mg Pen 0.8 mL “CTNK” iesimitar PANUVEILS, Tne remission Inauction therapy and maintenance
(Niopon Kayaku Co. Ltd) therapy for moderate to severe active Crohn’s disease for use
PB 4 N : only in patients who have not sufficiently responded to
conventional therapies), and the treatment of moderate or
severe ulcerative colitis (for use only in patients who have not
sufficiently responded to conventional treatments)
Ustekinumab BS 45 mg Syringe for SC. Injection “F” . . ) ) ) )
< Ustekinumab BS 90 me Syringe for S.C. Injection “F” * Usteklngma_b (Genetical Treatment of the following dlseasg iNn oahents vvho have not Monoclonal
eptember 25, 2023 (34 |Stelara - Recombination) sufficiently responded to conventional therapies: plague .
(Fuji Pharma Co, Ltd) [Usteki b Biosimilar 1] iasi d iati hriti antibody
+Approved in 2026 stekinumalb Biosimilar psoriasis and psoriatic arthritis
Pegfilgrastim BS Subcutaneous Injection 3.6 mg “Mochida”
(Mochida Pharmaceutical Co,, Ltd.) Pegfilgrastim (Genetical . . o . .
September 25, 2023 |33 |[G-Lasta Recombination) Eﬁ]ee\r/ﬁggllﬁoe?a()f febrile neutropenia in patients receiving cancer Cytokine
Pegfilgrastim BS Subcutaneous Injection 3.6 mg “Nipro” [Pegfilgrastim Biosimilar 1] 4
(Mochida Pharmaceutical Sales Co.,, Ltd)
) ) « b . . Treatment of unresectable advanced or recurrent colon or
Soptombr 26,2022 |02 |vastn Bovaciumab 85 for piravenous nfusion 100 me ‘TN Bovaciumal (Genoies mapy 1o canoen Unrcseciabl acvanced o reourent
P ’ (Nippon Kayaku Co. Ltd) S Biosimilar 4] non sguamous non-small cell lung cancer, and unresectable [|antibody
7 ’ or recurrent breast cancer
Bevacizumab BS Intravenous Infusion 100 mg “Nichi-lko” Bevacizumab (Genetical Treatment of unresectable advanced or recurrent colon or Monoclonal
January 20, 2022 31 Avastin Bevacizumab BS Intravenous Infusion 400 mg “Nichi-lko” Recombination) [Bevacizumab |rectal cancer and unresectable advanced or recurrent non- antibody
(Nichi-lko Pharmaceutical Co,, Ltd.) Biosimilar 3] sguamous non-small cell lung cancer
Ranibizumab BS Intravitreal Iniection kit 10 me/mL “Seniu’” Ranibizumab (Genetical Treatment of age-related macular degeneration associated Monoclonal
September 27, 2021 (30 [Lucentis ; : I & I Recombination) [Ranibizumab  |with subfoveal choroidal neovascularization or choroidal .
(Senju Pharmaceutical Co,, Ltd.) oo o X . . ) antibody
Biosimilar 1] neovascularization in patients with pathologic myopia
Treatment of rheumatoid arthritis (including the prevention of
structural joint damage), and the treatment of the following
Adalimumab BS Subcutaneous Injection 20 mg Syringe 0.2 mL “MA” diseases in patients who have not responded sufficiently to
Adalimumab BS Subcutaneous Injection 40 mg Syringe 0.4 mL “MA” Adalimumab (Genetical conventional treatments; polyarticular-course juvenile
Monoclonal
March 23, 2021 29 |Humira Adalimumab BS Subcutaneous Injection 80 mg Syringe 0.8 mL “MA” Recombination) [Adalimumab idiopathic arthritis, plague psoriasis, psoriatic arthritis, pustular antibod
Adalimumab BS Subcutaneous Injection 40 mg Pen 0.4 mL “MA” Biosimilar 3] psoriasis, ankylosing spondylitis and intestinal Beh ¢ et’s Y
(Mochida Pharmaceutical Co,, Ltd.) disease; the remission induction therapy and maintenance
therapy for moderate to severe active Crohn’s disease, and
treatment of moderate to severe ulcerative colitis
Insulin Aspart BS Injection SoloStar NR “Sanofi” ) )
. S “ Insulin aspart (Genetical . . . . .
) Insulin Aspart BS Injection Cart NR “Sanofi oMer ; Treatment of diabetes mellitus in cases where insulin therapy
March 23, 2021 28  |NovoRapid Insulin Aspart BS Injection 100 ILU./mL NR “Sanofi” gﬁ)cs(i)rrrﬂg p?t]'on) [Insulin Aspart is indicated Hormone
(Sanofi KK)
églgﬂl%tﬂmab BS Subcutaneous Injection 20 mg Syringe 0.4 mL "Daiichi Treatment‘ Qf rheumatoid arthritis (including the preventipn of
Adalimumab BS Subcutaneous Injection 40 mg Syringe 0.8 mL “Daiichi Adalimumab (Genetical Z?;:g;gsai] Ao'giigﬁggfﬁg ﬁgﬁj,etaittr@f@%@g;&%gﬁ“rtf Monoclonal
January 22, 2021 27 |Humira Sankyo” Recombination) [Adalimumab 1N B s PO . L i
conventional treatments: plague psoriasis, psoriatic arthritis, antibody

Adalimumab BS Subcutaneous Injection 40 mg Pen 0.8 mL “Daiichi
Sankyo”
(Daiichi Sankyo Co,, Ltd)

Biosimilar 2]

pustular psoriasis, ankylosing spondpylitis, polyarticular-course
juvenile idiopathic arthritis, and intestinal Behcet's disease




Adalimumab BS Subcutaneous Injection 20 mg Syringe 0.4 mL “FKB”

Adalimumab (Genetical

Treatment of rheumatoid arthritis (including the prevention of
structural joint damage), and the treatment of the following
diseases in patients who have not responded sufficiently to
conventional treatments; polyarticular course juvenile

. Adalimumab BS Subcutaneous Injection 40 mg Syringe 0.8 mL “FKB” e ) idiopathic arthritis, plague psoriasis, psoriatic arthritis, pustular |Monoclonal
June 29, 2020 26 |Humira Adalimumab BS Subcutaneous Injection 40 mg Pen 0.8 mL “FKB” g.ecc_)m]b'”jt]'o”) [Adalimumab psoriasis, ankylosing spondylitis and intestinal Behcet' s antibody
(Fuijifiim Kyowa Kirin Biologics Co., Ltd.) losimiiar disease; and the remission induction therapy and maintenance
therapy for moderate to severe active Crohn’s disease (for use
only in patients who have not sufficiently responded to
conventional therapies)
Insulin Lispro BS Injection HU Solostar “Sanofi” Insulin Tispro (Genetical
March 25. 2020 25  |Humalo Insulin Lispro BS Injection HU Cart “Sanofi” Recombination) [nsulin Lisoro Treatment of diabetes mellitus in cases where insulin therapy Hormone
’ & Insulin Lispro BS Injection HU 100 U/mL “Sanofi” A P is indicated
. Biosimilar 1]
(Sanofi KK)
Rituximab BS Intravenous Infusion 100 mg [Pfizer] Rituximab (Genetical gtggg?ent'?f CS_ZO”K])OS'U\P/f B c;?ll nct)_n %nggn sly mpb?[mS’ M | |
September 20, 2019 (24 [Rituxan Rituximab BS Intravenous Infusion 500 mg [Pfizer] Recombination) [Rituximab | POsItivVe B-cell Ymb ODrO]' erative ciso P: er]assoglg © d Or.g) c dona
(Pfizer Japan Inc) Biosimilar 2] W!’[ Immunosuppression, granu omatosis with polyangiitis, and |antiboqy
microscopic polyangiitis
Bevacizumab BS Intravenous Drip Infusions 100 mg “Amgen” Bevacizumab (Genetical
September 20, 2019 (23 [Avastin Bevacizumab BS Intravenous Drip Infusions 400 mg  “Amegen” Recombination) [Bevacizumab Treta t]ment of unresectable advanced or recurrent colon or I\/Iotr_’\k;) o(]jonal
(Amgen KK) Biosimilar 2] rectal cancer antibody
Darbepoetin Alfa BS Injection 5 1 g Syringe “MYL” *
Darbepoetin Alfa BS Injection 10 1 g Syringe “MYL” *
Darbepoetin Alfa BS Injection 15 1 g Syringe “MYL” *
Darbepoetin Alfa BS Injection 20 1 g Syringe “MYL” * . . o
September 20, 2019 (22 [Nesp Darbepoetin Alfa BS Injection 30 ug Syringe "MYyL " gggg?npgrewggsga[é)gfggggéei][in Treatment of nephrogenic anaemia ‘Etriﬁﬁil’g{ior?igegs
’ Darbepoetin Alfa BS Injection 40 1 g Syringe “MYL” * S
Darbepoetin Alfa BS Injection 60 1 g Syringe “MYL” * Alfa Biosimilar 3] agent
Darbepoetin Alfa BS Injection 120 ung Syringe “MYL” *
Darbepoetin Alfa BS Injection 180 1 g Syringe “MYL” *
*Discontinued from marketing
Darbepoetin Alfa BS 5 1 g Syringe for Injection “Sanwa”
Darbepoetin Alfa BS 10 1 g Syringe for Injection “Sanwa”
Darbepoetin Alfa BS 15 1 g Syringe for Injection “Sanwa”
Darbepoetin Alfa BS 20 u g Syringe for Injection “Sanwa”
Darbepoetin Alfa BS 30 u g Syringe for Injection “Sanwa” . . .
September 20, 2019 (21 Nesp Darbepoetin Alfa BS 40 1g Syringe for Injection “Sanwa B:ggfnpgrewggsrga[égfggg(Cazltin Treatment of nephrogenic anaemia Etriﬁtlrggr?;gs
’ Darbepoetin Alfa BS 60 u g Syringe for Injection “Sanwa” Alfa Biosimilar 2] t
Darbepoetin Alfa BS 120 ug Syringe for Injection a blosimiiar agen
“Sanwa”
Darbepoetin Alfa BS 180 u g Syringe for Injection
“Sanwa”
(Sanwa Kagaku Kenkyusho Co, Ltd.)
Darbepoetin Alfa BS Injection 5 ug Syringe [JCRI
Darbepoetin Alfa BS Injection 10 1 g Syringe [JCRI
Darbepoetin Alfa BS Injection 15 1 g Syringe %\JCR%
Darbepoetin Alfa BS Injection 20 1 g Syringe [JCR . . L
September 20, 2019 (20 [Nes Darbepoetin Alfa BS Injection 30 1&g Syringe [JCR] ggggfnogrewggsrga[é)ifggncc)gltin Treatment of nephrogenic anaemia ‘Etrlzrzﬁl{gﬁr? S
P ’ P Darbepoetin Alfa BS Injection 40 g Syringe [JCRI Alfa Biosimilar 1] P phros ¢ &
Darbepoetin Alfa BS Injection 60 ug Syringe [JCRI a blosimiiar agen
Darbepoetin Alfa BS Injection 120 1 g Syringe [JCR]
Darbepoetin Alfa BS Injection 180 1 g Syringe [JCR]
(JCR Pharmaceuticals Co, Ltd.)
Teriparatide BS Subcutaneous Injection Kit 600 ug Teriparatide (Genetical
September 20, 2019 (19 [Forteo ’(/I\/IOCHIDA” ) Reoombinat]ion) [Teriparatide Treatment of osteoporosis with a high risk of fracture Hormone
Mochida Pharmaceutical Co., Ltd. Biosimilar 1
Bevacizumab BS Intravenous Infusion 100 mg [Pfizer] Bevacizumab (Genetical
June 18, 2019 18 |Avastin Bevacizumab BS Intravenous Infusion 400 mg [Pfizer] Recombination) [Bevacizumab Treatment of unresectable advanced or recurrent colorectal I\/Iotr.E;D c(]jona]
(Pfizer Japan Inc) Biosimilar 1] cancer antibody
Etanercept BS 10 mg Syringe 1.0 mL for SC. Inj. “TY”
Etanercept BS 25 mg Syringe 0.5 mL for SC. Inj. “TY”
Etanercept BS 50 mg Syringe 1.0 mL for S.C. ij. TY
E;ggﬁﬁggtH%s di?\césrrl]r%cF))en 1.0 mL for SC. Ini. “TY Etanercept (Genetical Treatment of rheumatoid arthritis (including the prevention of
March 26, 2019 17 |[Enbrel Recombination) [Etanercept structural joint damage) and polyarticular-course juvenile Fusion protein

Etanercept BS 10 mg Syringe 1.0 mL for S.C. Inj. “Nichiiko”
Etanercept BS 25 mg Syringe 0.5 mL for S.C. Inj. “Nichiiko”
Etanercept BS 50 mg Syringe 1.0 mL for S.C. Inj. “Nichiiko”
Etanercept BS 50 mg Pen 1.0 mL for SC. Inj. “Nichiiko”
(Nichi-lko Pharmaceutical Co,, Ltd)

Biosimilar 2]

idiopathic arthritis in patients who have not responded
sufficiently to conventional therapies




Trastuzumab BS for Intravenous Infusion 60 mg [Pfizer]

Trastuzumab (Genetical

Treatment of breast cancer overexpressing HER2 and

Monoclonal

September 21, 2018 |16 |Herceptin Trastuzumab BS for Intravenous Infusion 150 mg [Pfizer] Recombination) [Trastuzumab |unresectable advanced or recurrent gastric cancer antibod
(Pfizer Japan Inc.) Biosimilar 3] overexpressing HER2 Y
Trastuzumab BS for Intravenous Drip Infusions 60 mg “Daiichi Sankyo” * Trastuzumab (Genetical Treatment of breast cancer overexpressing HER2 and Monoclonal
September 21, 2018 |15 |Herceptin Trastuzumab BS for Intravenous Drip Infusions 150 mg “Daiichi Sankyo” * |Recombination) [Trastuzumab |unresectable advanced or recurrent gastric cancer antibod
*Discontinued from marketing Biosimilar 2] overexpressing HER2 Y
Agalsidase Beta BS I.V. Infusion 5 mg [JCR] Agalsidase beta (Genetical
September 21, 2018 |14 |Fabrazyme Agalsidase Beta BS I.V. Infusion 35 mg [JCR] Recombination) [Agalsidase Treatment of Fabry disease Enzyme
(JCR Pharmaceuticals Co,, Ltd.) Beta Biosimilar 1]
‘e . . Infliximab (Genetical ) . L .
) Infliximab BS for V. Infusion 100 mg [Pfizer] D . Treatment of rheumatoid arthritis, psoriasis, Crohn’'s disease, |Monoclonal
July 2, 2018 13 |Remicade (Pfizer Japan Inc.) Rgcgmbmatlon) [Infliximalo and ulcerative colitis antibody
Biosimilar 3]
Trastuzumab BS for LV. Infusion 60 mg “NK”
Trastgzumab BS for V. Infusion 150 mg “NK”
(Celltrion Healthcare Japan KK) Trastuzumab (Genetical ‘
. o Treatment of unresectable advanced or recurrent gastric Monoclonal
March 23,2018 12 |Herceptin Trastuzumab BS for V. Infusion 60 mg “CTH” * ggcgm]k) |ne11t]|on) [Trastuzumab cancer with HER2 overexpression antibody
Trastuzumab BS for V. Infusion 150 mg “CTH” * lesimiiar
(Celltrion Healthcare Japan KK)
*Discontinued from marketing
Etanercept BS 10 mg for SC. Inj. “MA”
Etanercept BS 25 mg for SC. Inj. “MA”
Etanercept BS 25 mg Syringe 0.5 mL for S.C. Inj. “MA” Etanercent (Genetical Treatment of rheumatoid arthritis (including the prevention of
January 19. 2018 1 Enbrel Etanercept BS 50 mg Syringe 1.0 mL for S.C. Inj. “MA” Reoombir?ation) [Etanercept structural joint damage) and polyarticular-course juvenile Fusion protein
y 19 Etanercept BS 25 mg PEN 0.5 mL for SC. Inj. “MA” * Biosimilar 1] P idiopathic arthritis in patients who have not responded P
Etanercept BS 50 mg PEN 1.0 mL for SC. Inj. “MA” sufficiently to conventional therapies
(Mochida Pharmaceutical Co,, Ltd.)
*Approved in 2019
o . o . Treatment of CD20-positive B-cell non-Hodgkin’s lymphoma,
optomber 27,2017 |10 |Fian Ruzimab B3 hiraverous Infusion 100 me (1 e (ool iy |O020-posiive Bl bmplooroliaratie corder asocsied[Monoclon
’ (Sandoz KK) Biosimilar 11 with immunosuppression, Wegener’s granulomatosis, and antibody
T microscopic polyangiitis
Infliximab BS for L.V. Infusion 100 mg “Nichiiko”
(Nichi-lko Pharmaceutical Co,, Ltd) Infliximab (Genetical . " - .
September 27, 2017 |9 Remicade Recombination) [Infliximab ;—;Zag]gee?; tci)jerggiltrigatmd arthritis, psoriasis, Crohn's disease, g/lr%rig)géonal
Infliximab BS for V. Infusion 100 mg “AYUMI” Biosimilar 2] Y
(Ayumi Pharmaceutical Corp.)
Insulin Glargine BS Injection Kit “FFP” Insulin glargine (Genetical Treatment of diabetes mellitus where insulin theraoy is
March 28, 2016 8 Lantus Insulin Glargine BS Injection 100 Unit/mL “FFP” Recombination) [Insulin Glargine |. dicated PY Hormone
(Fuijifilm Pharma Co,, Ltd.) Biosimilar 2] incicate
Insulin Glargine BS Inj. Cartridges [Lilly] Insulin glargine (Genetical . . . ) )
December 26, 2014 |7 Lantus Insulin Glargine BS Inj. MirioPen [Lilly] Recombination) [Insulin Glargine Lﬁigpe%m of diabetes mellitus where insulin therapy is Hormone
(Bl Lilly Japan KK) Biosimilar 1]
Treatment of rheumatoid arthritis in patients who have not
responded sufficiently to conventional treatments (including
Infliximab BS for V. Infusion 100 mg “NK” prevention of structural joint damage), the treatment and
(Celltrion Healthcare Japan KK) Infliximab (Genetical maintenance therapy of Crohn’s disease (for use only in
July 4. 2014 6 Remicade Recombination) [Infliimab patients in an active phase of moderate to severe Crohn’s Monoclonal
Y Infliximab BS for |.V. Infusion 100 mg “CTH” * Biosimilar 1] disease or with external fistula who have not responded antibody
(Celltrion Healthcare Japan KK) sufficiently to conventional treatments), or the treatment of
*Discontinued from marketing moderate to severe ulcerative colitis (for use only in patients
who have not responded sufficiently to conventional
treatments)
Mobilization of hematopoietic stem cells to peripheral blood,
promotion of increase in neutrophil count at the time of
Filgrastim BS Inj. 75 mg Syringe “Sandoz” * . . . hematopoietic stem cell transplantation, and the treatment of
Filgrastim BS Inj.150 mg Syringe “Sandoz” * Filgrastim (Genetical Nneutropenia caused by cancer chemotherapy, neutropenia
March 24, 2014 5 Gran : Recombination) [Filgrastim ’ Cytokine

Filgrastim BS Inj.300 mg Syringe “Sandoz” *
*Discontinued from marketing

Biosimilar 3]

which affects the treatment of human immunodeficiency virus
(HIV) infection, neutropenia associated with myelodysplastic
syndrome, neutropenia associated with aplastic anemia and
congenital/idiopathic neutropenia




Filgrastim BS Inj. 75 1 g Syringe “NK”
Filgrastim BS Inj. 150 ug Syringe “NK”
Filgrastim BS Inj. 300 u g Syringe “NK”
(Nippon Kayaku Co, Ltd)

Filgrastim (Genetical

Mobilization of hematopoietic stem cells to peripheral blood,
promotion of increases in neutrophil count at the time of
hematopoietic stem cell transplantation, and the treatment of
neutropenia caused by cancer chemotherapy, heutropenia

February 28, 2013 Gran Filerastim BS Iniection 75 Syringe “NIG” * gieoc;?nr:}gp%ion) [Filgrastim which affects the treatment of human immunodeficiency virus Cytokine

Filgrastim BS Inj'ection 150/4% é rii e “NIG” * (HIV) infection, neutropenia associated with myelodysplastic

Filgrastim BS In}eotion 300 Z g Szringe “NIG” * syndrome, neutropenia associated with aplastic anemia, and

+Discontinued from marketing congenital/idiopathic neutropenia

Filgrastim BS Injection 75 1 g Syringe “Mochida” * e L .

. X S A « = Mobilization of hematopoietic stem cells to peripheral blood,
E:}ggzgm Sg :nggggrq :1388 HE gyzggz Mggp:g: I promotion of increases in neutrophil count at the time of
*D%soon tinued er om marketi rﬁlgg yring Filgrastim (Genetical hematopoietic stem cell transplantation, and the treatment of
A ; . Nneutropenia caused by cancer chemotherapy, neutropenia .

November 21, 2012 Gran Filerastim BS Iniection 75 Syringe “F” gieoc;?nr:}gp?’alon) [Filgrastim which affects the treatment of human immunodeficiency virus Cytokine

Filgr astim BS Inj' ection 150“ ] é rii e “F” (HIV) infection, neutropenia associated with myelodysplastic

Filgrastim BS Inj'eotion 300 HE Syringe “g” syndrome, neutropenia associated with aplastic anemia, and

(Fiji Pharma C (J) Ltd) KE oynng congenital/idiopathic neutropenia

Epoetin Alfa BS Injection 750 syringe [JCR]

Epoetin Alfa BS Injection 1500 syringe [JCR]

Epoetin Alfa BS Injection 3000 syringe [JCR] . . o
January 20. 2010 Esoo Epoetin Alfa BS Injection 750 [JCR] Eggg:%nbﬁg%%i)(?g noeélgﬁl Alfa Treatment of renal anemia in patients on dialysis and anemia Etriﬁglrgggless

Yy £ P Epoetin Alfa BS Injection 1500 [JCR]* Biosimilar 1] P of prematurity aeent &

Epoetin Alfa BS Injection 3000 [JCRI* &

(JCR Pharmaceuticals Co,, Ltd.)

*Discontinued from marketing

Somatrop!n BS S.C. Im:eotion 5 mg [Sandoz] *

ggmgggg:g Sg gg :nggggg %Omrgg[éiaNrggg*Sur cPalkk Treatment of growth disturbance due to growth hormone
June 22, 2009 Genotropin Somatropin BS S:C: Injection 10 mg [SANDOZ] SurePal** Somatropin (Genetical deficiency before epiphyseal closure and growth disturbance Hormone

(Sandoz KK)
*Discontinued from marketing
*xApproved in 2015

Recombination)

associated with Turner syndrome or chronic renal
insufficiency before epiphyseal closure




