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Proprietary Name (BLA Number) Proper Name Applicant Approval date URL
Idadio adalimumab-aacf Fresenius Kabi USA, LLC 2024-01-05
BLA761255 '
O ¥ 48 (EN:. EQ
Product name Active Substance Marketing-authorisation holder | Date of authorisation URL
Rimmyrah ranibizumab QILU PHARMA SPAIN S.L. 2024-01-05
Rystiggo rozanolixizumab UCB Pharma SA 2024-01-05
Uzpruvo ustekinumab STADA Arzneimittel AG 2024-01-05
Loargys pegzilarginase [fnmedica Pharma AB 2023-12-15
O Y& 6 (EX: PMDA)
Product name Active Substance Marketing-authorisation holder | Date of authorisation URL
L Efgartigimod Alfa(Genetical
VYVDURA Combinat
o !na .|on Recombination), Vorhyaluronidase argenx Japan KK. 2024-01-18
Subcutaneous Injection ) S
Alfa(Genetical Recombination)
EYLEA 8 lution for IVT inj.
114.3m mr:Lso Hontor i Aflibercept(Genetical Recombination) Bayer Yakuhin, Ltd 2024-01-18



https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202400165aupdateTs2024-01-23%2016:19:18.790407b
https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202400147aupdateTs2024-01-24%2008:10:31.436599b
https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202400068aupdateTs2024-01-09%2015:38:49.51173b
https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202400021aupdateTs2024-01-17%2008:04:03.643005b
https://purplebooksearch.fda.gov/productdetails?query=761255
https://ec.europa.eu/health/documents/community-register/html/h1779.htm
https://ec.europa.eu/health/documents/community-register/html/h1780.htm
https://ec.europa.eu/health/documents/community-register/html/h1784.htm
https://ec.europa.eu/health/documents/community-register/html/h1774.htm
https://www.info.pmda.go.jp/go/pack/63995A0A1020_1_01/
https://www.info.pmda.go.jp/go/interview/1/630004_13194A2A2023_1_001_1F.pdf
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Product name

Active Substance

Marketing-authorisation holder

Date of authorisation

URL

EVKEEZA® for Intravenous

Infusion Evinacumab(genetical recombination) Ultragenyx Japan Co. 2024-01-18
Ebglyss® Subcutaneous Injection
Autoinject
Autonjectors - Lebrikizumab(Genetical Recombination) |  Eli Lilly Japan KK. 2024-01-18
Ebglyss® Subcutaneous Injection
Syringes
RSV-A fusion F tei
ABRYSVO intramuscular injection prefusion T protein Pfizer Japan Inc. 2024-01-18
RSV-B prefusion F protein
Luspatercept(Genetical Recombination) Bristol-Myers Squibb K.K. 2024-01-18

Reblozyl for S.C. injection



https://www.info.pmda.go.jp/go/pdf/166617_21894A3A1020_1_01
https://www.info.pmda.go.jp/go/pack/44904A6G1022_1_01/44904A6G1022_1_01?view=body&lang=ja
https://www.info.pmda.go.jp/go/pack/631350AE1028_1_01/
https://www.info.pmda.go.jp/go/pack/33994A8D1020_1_01/

