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Product name Active Substance Marketing-authorisation holder | Date of authorisation URL
Tyruko natalizumab Sandoz GmbH 2023-09-22
Yesafili aflibercept Viatris Limited 2023-09-15
Tevimbra Tislelizumab Novartis Europharm Limited 2023-09-15
Fresenius Kabi Deutschland
T ili 2023-09-1
yenne tocilizumab GmbH 023-09-15
Respiratory syncytial virus, subgroup A,
tabilized prefusion F protei
Abrysvo o |.|ze pre USIOh Pro =in / Pfizer Europe MA EEIG 2023-08-23
Respiratory syncytial virus, subgroup B,
stabilized prefusion F protein
Talvey talquetamab Janssen-Cilag International N.V. 2023-08-21
O ¥ 127 (EX: PMDA)
Product name Active Substance Marketing-authorisation holder | Date of authorisation URL
Quintovac Aqueous Suspension Adsorbed Diphtheria-purified Pertussis-
Iniection Tetanus-inactivated polio (Sabin strain)- KM Biologics Co., Ltd. 2023-09-25
wection Hib Combined vaccine
Rozanolixizumab(Genetical
Rystiggo for S.C. Injection ‘ I.XIZU. ( I UCB Japan Co. Ltd. 2023-09-25
Recombination)
Respirat S tial Virus Vacci
Arexvy Intramuscular Injection esprre 9ry yncy al virds vacene GSK plc. 2023-09-25
Recombinant, Adjuvanted
Uste.kihun']ab ES 45mg Syringe for Usteki@mab(nggticgl Recombination) FujiPharma 5023-09-25
S.C. injection " F [Ustekinumab Biosimilar 1]



https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202302852aupdateTs2023-09-27%2018:28:58.753975b
https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202302793aupdateTs2023-09-21%2015:46:50.174454b
https://www.ema.europa.eu/en/medicines/human/EPAR/tyruko
https://www.ema.europa.eu/en/medicines/human/EPAR/yesafili
https://www.ema.europa.eu/en/medicines/human/EPAR/tevimbra
https://www.ema.europa.eu/en/medicines/human/EPAR/tyenne
https://www.ema.europa.eu/en/medicines/human/EPAR/abrysvo
https://www.ema.europa.eu/en/medicines/human/EPAR/talvey
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/261976_636140FG2027_1_01
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/820110_63994A9A1022_1_01
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/340278_631341NE1021_1_01
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/670109_39994F1G1026_1_02
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Product name

Active Substance

Marketing-authorisation holder

Date of authorisation

URL

PHESGO Combination for
Subcutaneous Injection

Pertuzumab(Genetical Recombination)

Chugai Pharmaceutical Co., Ltd.

2023-09-25

Alhemo Subcutaneous Injection

15mg
Alhemo Subcutaneous Injection

60mg
Alhemo Subcutaneous Injection
150mg
Alhemo Subcutaneous Injection

300mg

Concizumab(Genetical Recombination)

Novo Nordisk Pharma Ltd.

2023-09-25

LEQEMBI for Intravenous Infusion

Lecanemab(Genetical Recombination)

Eisai Co., Ltd.

2023-09-25

ALTUVIIIO Intravenous 250
ALTUVIIIO Intravenous 500
ALTUVIIIO Intravenous 1000
ALTUVIIIO Intravenous 2000
ALTUVIIIO Intravenous 3000
ALTUVIIIO Intravenous 4000

Efanesoctocog Alfa(Genetical
Recombination)

Sanofi K.K.

2023-09-25

Cuvitru 20% S.C. Injection

2g/10mL
Cuvitru 20% S.C. Injection

49/20mL
Cuvitru 20% S.C. Injection

89/40mL

pH4-Treated Acidic Normal Human
Immunoglobulin(Subcutaneous
injection)

Takeda Pharmaceutical Co. Ltd.

2023-09-25

EPKINLY Subcutaneous Injection

Epcoritamab(Genetical Recombination)

Genmab K.K.

2023-09-25

(DPedfilgrastim BS Subcutaneous
Injection 3.6mg MOCHIDA

@Pedfilgrastim BS Subcutaneous
Injection 3.6mg NIPRO

Pegfilgrastim(Genetical Recombination)

Nipro Corporation

2023-09-25

Adalimumab BS Subcutaneous
Injection 20mg Syringe 0.2mL
"CTNK

Adalimumab BS Subcutaneous
Injection 40mg Syringe 0.4mL

"CTNK
Adalimumab BS Subcutaneous
Injection 80mg Syringe 0.8mL

"CTNK
Adalimumab BS Subcutaneous
Injection 80mg Syringe 0.8mL

"CTNK
Adalimumab BS Subcutaneous
Injection 80mg Pen 0.8mL"CTNK

Adalimumab(Genetical Recombination)

Nippon Kayaku Co.,Ltd.

2023-09-25



https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/450045_42915A1A1021_1_01
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/620023_63494B0G1026_1_02
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/170033_11904A5A1025_1_01
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/780069_63494B1D1024_1_02
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/400256_63434C2A1022_1_01
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/343257_42914F4A1025_1_01
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/790005_33994A7G1030_1_02
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/790250_33994A7G1022_1_03
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/530191_39994F2G1020_1_01
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/ResultDataSetPDF/530191_39994F2G1020_1_01

