®PMDA Approved Biosimilars (as of December 2025)

Approval Date No. Biophca)lfﬁg?e]u tical (nggpl\;ir;e) Active Ingredient Indications at Initial Approval Type
) . L “n s ” Ustekinumab (Genetical Treatment of the following disease in patients who have not
December 22, 2025 44 |Stelara Usﬁekmumab B.S 45 me Syringe for SC. Injection “Nipro Recombination) sufficiently responded to conventional therapies: plague I\/lorjoclonal
(Nipro Corporation) . L o o " antibody
[Ustekinumab Biosimilar 4] psoriasis and psoriatic arthritis
Golimumab BS 50 me syringe for SC. iniection “F” Golimumab (Genetical Treatment of rheumatoid arthritis (including the prevention of Monoclonal
September 19, 2025 |43 |Simponi (Fuii Pharma Co Ltd% YTINE ~- 1N Recombination) [Golimumab structural joint damage) in patients who have not sufficiently antibod
J ” : Biosimilar 1] responded to conventional therapies Y
(1)(2) (3
Treatment of the following disease in patients who have not
sufficiently responded to conventional therapies: rheumatoid
arthritis (including the prevention of structural joint damasge),
active juvenile idiopathic arthritis in multiple joints, and
(1) Tocilizumab BS for Intravenous Infusion 80 mg “CT” systemic juvenile idiopathic arthritis
(2) Tocilizumab BS for Intravenous Infusion 200 mg “CT” Tocilizumab (Genetical Improving various symptoms and laboratory findings
September 19, 2025 |42  |Acternra tC)) Toc!l!zumab BS for Intravenpus Infusion 4OQ mg CT § Recombination) [Tocilizumab associated with Castlemgn’s disease for which I\/Iohoclonal
(4) Tocilizumab BS 162 mg Syringes for S.C. Injection “CT Biosimilar 1] lymphadenectomy is not indicated antibody
(B) Tocilizumab BS 162 mg Auto-Injectors for SC. Injection “CT” Treatment of cytokine release syndrome induced by the
(Celltrion Healthcare Japan KK) treatment for malignant tumor
4) (5)
Treatment of rheumatoid arthritis (including the prevention of
structural joint damage) in patients who have not sufficiently
responded to conventional therapies
. P Denosumab (Genetical Treatment of bone lesions due to multiple
September 19, 2025 (41 Ranmark I(?:eLPiOS}E‘JQ?nbaBCS(J E% gng RM for SC. injection “F Recombination) [Denosumab myeloma and bone lesions due to bone metastasis gﬂri?ggc]jona]
J ” . Biosimilar 1] of solid tumor Y
Aflibercept BS Solution for Intravitreal Injection 40 mg/mL “SCD” Aflibercept (Genetical Lﬁfﬁts’mke)?é\?fa?gigegaéeg m(e)i\c/:glsar ?Ie-gzer)['eratlon as]soa(ajteeda
September 19, 2025 |40 |[Eylea Aflibercept BS Kit for Intravitreal Injection 40 mg/mL “SCD” Recombination) [Aflibercept foll]ovvilFlw re ‘?na]c vei; l)gachrj:ion a%léagﬂwsré?gé]macu ar ecem Fusion protein
(SamChunDang Pharm. Co,, Ltd) Biosimilar 3] & retinal verr ) » © ’ )
neovascularization in patients with pathologic myopia
Aflibercept BS Solution for Intravitreal Injection 40 mg/mL “NIT” Aflibercept (Genetical theﬁéntjg?é\?efa?i?gre(l?c;tggnrgg\?;;ii;%erigzzqgﬁtIr(r)wgc?fﬂsacr)cggfrﬁa
September 19, 2025 |39 |Eylea Aflibercept BS Kit for Intravitreal Injection 40 mg/mL “NIT” Recombination) [Aflibercept ) - 4 ; o Fusion protein
= N following retinal vein occlusion, and choroidal
(Fuji Pharma Co, Ltd)) Biosimilar 2] L VR ) : ’ )
neovascularization in patients with pathologic myopia
. . L €~ Ustekinumab (Genetical Treatment of the following disease in patients who have not
March 27, 2025 38 [Stelara %stﬁgl_nurp'abl?hs 45 Tg Sy rllzgp? )for SC.Injection "CT Recombination) sufficiently responded to conventional therapies: plague Mothk;) c(]jona]
elitrion Healthcare Japan n.A. [Ustekinumab Biosimilar 3] psoriasis and psoriatic arthritis antibody
. . L s Ustekinumab (Genetical Treatment of the following disease in patients who have not
December 27, 2024 37 |Stelara t&;:ﬁ:gg?ﬁwbc l)BS 45 me Syringe for SC. Injection "YD Recombination) sufficiently responded to conventional therapies: plaque g/lri?k?%ona]
: [Ustekinumab Biosimilar 2] psoriasis and psoriatic arthritis Y
Aflibercent BS Solution for Intravitreal Iniection 40 me/mL “GRP” Aflibercept (Genetical Treatment of macular edema following retinal vein occlusion,
June 24, 2024 36 |Bylea (Global RZ Ulatory Partners GK) J & Recombination) choroidal nheovascularization in patients with patholosgic Fusion protein
& 4 [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 not sufficiently responded to
) L ) « ” conventional treatments: polyarticular-course juvenile
ﬁgg}:mﬁmgg gg gﬁggﬂ:ﬁggggaz :Ejggggg 38 mg gmggg 8% mt 8¥HE idiopathic arthritis, plague psoriasis, psoriatic arthritis, pustular
Adalimumab BS Subeutaneous Iniection 80 me Svrinee O.8 mL “CTNK” Adalimumab (Genetical psoriasis, ankylosing spondylitis, intestinal Behcet’ s disease, Monoclonal
September 25, 2023 (35 |Humira X ject & oyrnge L.c m ” Recombination) [Adalimumab non-infectious intermediate uveitis, posterior uveitis, and .
Adalimumab BS Subcutaneous Injection 40 mg Pen 0.4 mL “CTNK Biosimilar 4] tis: th ission induction th d it antibody
Adalimumab BS Subcutaneous Injection 80 mg Pen 0.8 mL “CTNK” lesimiiar PANUVErLs, the remission Induction therapy and maintenance
(Niobon Kayaku Co. Ltd) therapy for moderate to severe active Crohn’s disease for use
PP Y ? ‘ 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)
. . S JP— Ustekinumab (Genetical Treatment of the following disease in patients who have not
September 25, 2023 |34 |[Stelara tIJ:st@gr%umab E S ﬁ? dTg Syringe for SC. Injection "F Recombination) sufficiently responded to conventional therapies: plague Mothk;) C(]jona]
i Fnarna L. : [Ustekinumab Biosimilar 1] psoriasis and psoriatic arthritis antibody
Pegﬂlgrastim BS Subcytaneous Injection 3.6 mg “Mochida” . . '
September 25, 2023 |33 |G-Lasta (Mochida Pharmaceutical Co., Ltd. ) EZ‘E;'EEEZ?OSGHGUC&“ Prevention of febrile neutropenia in patients receiving cancer Cytokine

Pegfilgrastim BS Subcutaneous Injection 3.6 mg “Nipro”
(Mochida Pharmaceutical Sales Co,, Ltd.)

[Pegfilgrastim Biosimilar 1]

chemotherapy




Bevacizumab BS for Intravenous Infusion 100 mg “CTNK”

Bevacizumab (Genetical

Treatment of unresectable advanced or recurrent colon or

September 26, 2022 |32 |Avastin Bevacizumab BS for Intravenous Infusion 400 mg “CTNK” Recombination) [Bevacizumab rectal cancer, unres_ectak?]le aﬁj]v anced or recu;lrent bl I\/Iohg)ccljonal
(Nippon Kayaku Co., Ltd) Biosimilar 4] non sgquamous hon-small cell lung cancer, and unresectable |antibody
or recurrent breast cancer
Bevacizumab BS Intravenous Infusion 100 mg “Nichi-lko” Bevacizumab (Genetical Treatment of unresectable advanced or recurrent colon or M | |
January 20, 2022 31 Avastin Bevacizumab BS Intravenous Infusion 400 mg “Nichi-lko” Recombination) [Bevacizumab |rectal cancer and unresectable advanced or recurrent non- Otr.g) © dona
(Nichi-lko Pharmaceutical Co, Ltd.) Biosimilar 3] sauamous non-small cell lung cancer antibody
Ranibizumab BS Intravitreal Injection kit 10 me/mL “Seniu” Ranibizumab (Genetical Treatment of age-related macular degeneration associated Monoclonal
September 27, 2021 |30 |Lucentis (Seniu Ph tical Co. Lt é” Recombination) [Ranibizumab |with subfoveal choroidal neovascularization or choroidal Hibod
enju Fharmaceutical L.o. : Biosimilar 1] neovascularization in patients with pathologic myopia anticocy
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 M | |
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 Otr.g) © dona
Adalimumab BS Subcutaneous Injection 40 mg Pen 0.4 mL “MA” Biosimilar 3] psoriasis, ankylosing spondylitis and intestinal Beh ¢ et’s antibody
(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 ‘l‘\lR “Sapoﬂ” Insulin aspart (Genetical
March 23, 2021 28 |NovoRapid :nsu}!n Aspart BS In!ect!on Cart NR “Sanofi ) Recombination) [Insulin Aspart ‘Tr‘eat'ment of diabetes mellitus in cases where insulin therapy Hormone
(résaunl(;\ﬂAlj&eBrt BS Injection 100 L.U./mL NR “Sanofi Biosimilar 1] is indicated
/é\;jﬁlli;rg%mab BS Subcutaneous njection 20 Mg Syringe U.Z mL__Daichi Treatmer?t of rkgjeumato)i d aréhrki]tis including t?ehpr?v“en tion of
Adalimumab BS Subcutaneous Injection 40 mg Syringe 0.8 mL “Daiichi Adalimumab (Genetical structural joint damage), and the treatment ot the Tollowing
January 22, 2021 27 |Humira Sankyo” Recombination) [Adalimumab dlseases_ In patients vvho‘ have not regoqnded s_uf_ﬁmentb{ o I\/Ior_woclonal
Adalimumab BS Subcutaneous Injection 40 mg Pen 0.8 mL “Daiichi Biosimilar 2] conventional t re‘atments. plaque psoriasis, DSOH?UC arthritis, antibody
Sankyo” pustular psoriasis, ankylosing spondylitis, polyarticular-course
Mttt Sambum (e | 4041 juvenile idiopathic arthritis, and intestinal Behcet's disease
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
Adalimumab BS Subcutaneous Injection 20 mg Syringe 0.4 mL FKB Adalimumab (Genetical conventional treatments; polyarticular tourse juvenile
June 29. 2020 26  |Humira Adalimumab BS Subcutaneous Injection 40 mg Syringe 0.8 rpl_ FKB Recombination [Adalimumab idiopathic arthritis, plague psoriasis, psoriatic arthritis,, pustular [Monoclonal
’ Adalimumab BS Subcutaneous Injection 40 mg Pen 0.8 mL “FKB Biosimilar 1] psoriasis, ankylosing spondylitis and intestinal Behcet s antibody
(Fuijifilm Kyowa Kirin Biologics Co., Ltd) lesimiiar 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” - .
March 25, 2020 25  |Humaloe :nsulin L!spro BS Injeotion HU Cart “Sanofj” Eesggrr;]]tfﬁ;% é%eﬂggaﬁ;] Lispro _Tr_eat.ment of diabetes mellitus in cases where insulin therapy Hormone
nsulin Lispro BS Injection HU 100 U/mL “Sanofi Biosimilar 1] is indicated
(Sanofi KK)
Rituximab BS Intravenous Infusion 100 mg [Pfizer] Rituximab (Genetical gbegglﬁent‘?f Cé) _20“;:])08|t|\k/]e B Cﬁ” n(gn I—éngl;;n sly mph(?tm(?’ M : ]
September 20, 2019 |24 |Rituxan Rituximab BS Intravenous Infusion 500 mg [Pfizer] Recombination) [Rituximab —<U7POSILvVE BTCell Iymphoproliterative disoraer associate onociona
(Pfizer Japan Inc) Biosimilar 2] vv!th immunosuppression, granulomatosis with polyangiitis, and |antibody
microscopic polyansgiitis
Bevacizumab BS Intravenous Drip Infusions 100 mg “Amgen” Bevacizumab (Genetical Treat t of table ad q t col M lonal
September 20, 2019 |23 |Avastin Bevacizumab BS Intravenous Drip Infusions 400 mg “Amegen” Recombination) [Bevacizumab reatment ol unresectable advanced or recurrent colon or onociona
(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
X S X « ,, Darbepoetin alfa (Genetical Erythropoiesis
September 20, 2019 |22 |Nesp Barbepoet!n Alfa BS Imeotpn 30 ueg Syr!nge “MYL,, Recombination) [Darbepoetin Treatment of nephrogenic anaemia stimulating
arbepoetin Alfa BS Injection 40 1 g Syringe "MYL Alfa Biosimilar 3] agent

Darbepoetin Alfa BS Injection 60 1 g Syringe “MYL”
Darbepoetin Alfa BS Injection 120 ug Syringe “MYL”
Darbepoetin Alfa BS Injection 180 1 g Syringe “MYL”
(Viatris Healthcare GK)




Darbepoetin Alfa BS 5 1 g Syringe for Injection “Sanwa”

Darbepoetin Alfa BS 10 ug Syringe for Injection “Sanwa”
Darbepoetin Alfa BS 15 ug Syringe for Injection “Sanwa”
Darbepoetin Alfa BS 20 u g Syringe for Injection “Sanwa”
Darbepoetin Alfa BS 30 u g Syringe for Injection “Sanwa” . . .
X X S « ” Darbepoetin alfa (Genetical Erythropoiesis
September 20, 2019 |21 Nesp Darbepoet!n Alfa BS 40 ug Sy rNge for In!ect!on “Sanwa” Recombination) [Darbepoetin Treatment of nephrogenic anaemia stimulating
Darbepoetin Alfa BS 60 1 g Syringe for Injection “Sanwa Alfa Biosimilar 2] acent
Darbepoetin Alfa BS 120 u g Syringe for Injection &
“Sanwa”
Darbepoetin Alfa BS 180 u g Syringe for Injection
“Sanwa”
(Sanwa Kagaku Kenkyusho Co,, Ltd))
Darbepoetin Alfa BS Injection 5 1 g Syringe [JCR]
Darbepoetin Alfa BS Injection 10 ug Syringe [JCR]
Darbepoetin Alfa BS Injection 15 u g Syringe [JCRJ
Darbepoetin Alfa BS Injection 20 1 g Syringe [JCR] . . o
X SO X Darbepoetin alfa (Genetical Erythropoiesis
September 20, 2019 |20 [Nesp Darbepoet!n Alfa BS Imeotpn 30 ug Syr!nge [JCR] Recombination) [Darbepoetin Treatment of nephrogenic anaemia stimulating
Darbepoetin Alfa BS Injection 40 u g Syringe [JCRI Alfa Biosimilar 1] agent
Darbepoetin Alfa BS Injection 60 u g Syringe [JCRI &
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 “MOCHIDA” Recombination) [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 Treatment of Unresectable advanced or recurrent colorectal  |Monoclonal
June 18, 2019 18 |Avastin Bevacizumab BS Intravenous Infusion 400 mg [Pfizer] Recombination) [Bevacizumab i
(Pfizer Japan Inc) Biosimilar 1] cancer antibodly
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 SC ij. TY
I(E\}ggﬁirrisgtlniﬁ 50 mg Pen 1.0 mL for SC.Inj. “TY Etanercept (Genetical Treatment. Qf rheumatoid arthritis (irjcludir_wg the preven.tion of
March 26, 2019 17 |Enbrel Recombination) [Etanercept structural joint damage) and polyarticular-course juvenile Fusion protein
’ . e g T idiopathic arthritis in patients who have not responded
Etanercept BS 10 mg Syringe 1.0 mL for SC. Inj. “Nichiiko Biosimilar 2] e ; .
Etanercept BS 25 mg Syringe 0.5 mL for S.C. Inj. “Nichiiko” sufficiently to conventional therapies
Etanercept BS 50 mg Syringe 1.0 mL for S.C. Inj. “Nichiiko”
Etanercept BS 50 mg Pen 1.0 mL for S.C. Inj. “Nichiiko”
(Nichi-lko Pharmaceutical Co, Ltd.)
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 antibody
(Pfizer Japan Inc) Biosimilar 3] overexpressing HER2
Egiﬂiang Sg ;gﬁ :ng\\gzgaz sz :2&12:8?2 ?ggqri QS;ELIS%QiiOoj N Trastuzumab (Genetical Treatment of breast cancer overexpressing HER2 and Monoclonal
September 21, 2018 |15 [Herceptin o P & Y Recombination) [Trastuzumab |unresectable advanced or recurrent gastric cancer :
(Daiichi Sankyo Co, Ltd) S ; antibody
+Discontinued from marketing Biosimilar 2] overexpressing HER2
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]
July 2, 2018 13 |Remicade Inﬂiximab BS for I.V. Infusion 100 mg [Pfizer] Eélﬁ?ﬁ%?ﬂé%gg)et[ﬁ?ﬁximab Treatment (_)f rhegmatoid arthritis, psoriasis, Crohn’s disease, I\/Iohoclonal
(Pfizer Japan Inc.) Biosimilar 3] and ulcerative colitis antibody
Trastuzumab BS for V. Infusion 60 mg “NK”
Trastuzumab BS for V. Infusion 150 mg “NK”
(Celltrion Healthcare Japan KK Trastuzumab (Genetical Treatment of unresectable advanced or recurrent gastric Monoclonal
March 23, 2018 12 [Herceptin Recombination) [Trastuzumab X p ; u & ! i
Trastuzumab BS for V. Infusion 60 mg “CTH” Biosimilar 1] cancer with HERZ overexpression antibody
Trastuzumab BS for V. Infusion 150 mg “CTH”
(Celltrion Healthcare Japan KK)
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” Etanercept (Genetical Treatment of rheumatoid arthritis (including the prevention of
January 19, 2018 11 Enbrel Etanercept BS 50 mg Syringe 1.0 mL for S.C. Inj. “MA” Recombination) [Etanercept structural joint damage) and polyarticular-course juvenile Fusion protein

Etanercept BS 25 mg PEN 0.5 mL for SC. Inj. “MA” *
Etanercept BS 50 mg PEN 1.0 mL for SC. Inj. “MA”
(Mochida Pharmaceutical Co,, Ltd.)

*Approved in 2019

Biosimilar 1]

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




Rituximab BS Intravenous Infusion 100 mg [KHK]

Rituximab (Genetical

Treatment of CD20-positive B-cell non-Hodgkin’s lymphoma,

September 27, 2017 |10 |Rituxan Rituximab BS Intravenous Infusion 500 me [IKHK] Recombination) [Rituximab CQ&Q‘DOS“‘VG B-cell ‘Ymp\?vODro“fef ative d‘fordir ?SSOCig‘ted 'V'Otf‘g’cc‘f”a‘
(Sandoz KK) Biosimilar 1] with immunosuppression, Wegener’s granulomatosis, an antibody
microscopic polyangiitis
Infliximab BS for V. Infusion 100 mg “Nichiiko”
(Nichi-lko Pharmaceutical Co,, Ltd.) Infliximab (Genetical . - o s
September 27, 2017 |9 Remicade Recombination) [Infliximab ;f%ag]gg?; t(i)jerggﬁtrgatmd arthritis, psoriasis, Crohn's disease, gﬁ?{?&%ona]
Infliximab BS for I.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 indicated 4 Hormone
(Fuijifiim Pharma Co,, Ltd.) Biosimilar 2]
Insulin Glargine BS Inj. Cartridges [Lilly] Insulin glargine (Genetical . ) . . )
December 26, 2014 7 Lantus Insulin Glargine BS Inj. MirioPen [Lilly] Recombination) [Insulin Glargine szgatrpe(jnt of diabetes meliitus where insulin therapy is Hormone
(Eli Ly Japan KK) Biosimilar 1] Incicate
Treatment of rheumatoid arthritis in patients who have not
responded sufficiently to conventional treatments (including
Infliximab BS for 1V. Infusion 100 me “NK” prevention of structural joint damasge), the treatment and
(Celltrion Healthcéré Japan KK) ° Infliximab (Genetical maintenance therapy of Crohn’s disease (for use only in
July 4, 2014 6 Remicade T Recombination) [Infliximab patients iNn an active phage of moderate to severe Crohn’s I\/Iohodona]
Infliximab BS for V. Infusion 100 me “CTH” Biosimilar 1] disease or with external fistula who have not responded antibody
(Celltrion Heal thcéré Japan KK) & sufficiently to conventional treatments), or the treatment of
P T 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” * Filerastim (Genetical hematopoietic stem cell transplantation, and the treatment of
March 24. 2014 5 Gran Filgrastim BS Inj.150 mg Syringe “Sandoz” * Regc ombination) [Filerastim neutropenia caused by cancer chemotherapy, neutropenia Cytokine
’ Filgrastim BS Inj.300 mg Syringe “Sandoz” * Biosimilar 3] € which affects the treatment of human immunodeficiency virus |~
*Discontinued from marketing (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 u g Syringe “NK” Mobilization of hematopoietic stem cells to peripheral blood,
Filgrastim BS Inj. 300 g Syringe “NK” promotion of increases in neutrophil count at the time of
(Nippon Kayaku Co, Ltd) Filerastim (Genetical hematopoietic stem cell transplantation, and the treatment of
L ; . neutropenia caused by cancer chemotherapy, neutropenia .
February 28, 2013 4 Gran Filgrastim BS Injection 75 ug Syringe “NIG” * g%;?mgp g‘ﬁlon) [Flgrastim which affects the treatment of human immunodeficiency virus Cytokine
Filgrastim BS Injection 150 1 g Syringe “NIG” * (HIV) infection, neutropenia associated with myelodysplastic
Filgrastim BS Injection 300 1 g Syringe “NIG” * syndrome, neutropenia associated with aplastic anemia, and
(Nichi-lko Gifu Plant Co,, Ltd.) congenital/idiopathic neutropenia
*Discontinued from marketing
Filgrastim BS Injection 75 1 g Syringe “Mochida” *
Filgrastim BS Injection 150 1 g Syringe “Mochida” * Mobilization of hematopoietic stem cells to peripheral blood,
Filgrastim BS Injection 300 w1 g Syringe “Mochida” * promotion of increases in Nneutrophil count at the time of
(Mochida Pharmaceutical Co,, Ltd.) Filerastim (Genetical hematopoietic stem cell transplantation, and the treatment of
November 24. 2012 3 Gran *Discontinued from marketing R egc ombination) [Filerastim neutropenia caused by cancer chemotherapy, neutropenia Cytokine
’ Biosimilar 1] & which affects the treatment of human immunodeficiency virus Y
Filgrastim BS Injection 75 ug Syringe “F~ (HIV) infection, neutropenia associated with myelodysplastic
Filgrastim BS Injection 150 ug Syringe “F~ syndrome, neutropenia associated with aplastic anemia, and
Filgrastim BS Injection 300 ug Syringe “F~ congenital/idiopathic neutropenia
(Fuiji Pharma Co,, Ltd))
Epoetin Alfa BS Injection 750 syringe [JCR]
Epoetin Alfa BS Injection 1500 syringe [JCRI]
Epoetin Alfa BS Injection 3000 syringe [JCR] Epoetin kappa (Genetical Ervthropoiesis
January 20. 2010 > Esoo Epoetin Alfa BS Injection 750 [JCR] Rgcombinal?ti% A [Eooetin Alfa Treatment of renal anemia in patients on dialysis and anemia sti?nula‘ltli)n
Y £9 P Epoetin Alfa BS Injection 1500 [JCR]* Biosimilar 1] P of prematurity meent &
Epoetin Alfa BS Injection 3000 [JCRI* &
(JCR Pharmaceuticals Co., Ltd.)
*Discontinued from marketing
Somatropin BS S.C. Injection 5 mg [Sandoz] *
Somatropin BS S.C. Injection 10 mg [Sandoz]* .
Somatropin BS SC. Injection 5 me [SANDOZ] SurePalx Somatropin (Genetical ;jr;?i?;gweonttgﬂgmt(e)vgt? ﬂlség;ﬁ)g{g)(;i%u:nté) g;’é)vv\\//gﬁ Qi(s)gj:%gice
June 22, 2009 1 Genotropin Somatropin BS SC. Injection 10 mg [SANDOZ] SurePal+* P Y Pl & Hormone

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

Recombination)

associated with Turner syndrome or chronic renal
insufficiency before epiphyseal closure
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