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Proprietary Name (BLA Number) Proper Name Applicant Approval date URL

Entyvio ) Takeda Pharmaceuticals US.A., o,
BLA761133 vedolizumab Inc. 2023-09-27

Entyvio Pen vedolizumab Takeda Pharmaceuticals US.A,, 2023-09-27

(BLA761133) Inc.

Pombiliti

BLA761204 cipaglucosidase alfa-atga Amicus Therapeutics US, LLC 2023-09-28

Tofidence

BLA761354 tocilizumab-bavi Biogen MA Inc. 2023-09-29

N is Ph ical
Cosentvx secukinumab ovartis Pharmaceuticals 2023-10-06

(BLA761349) Corporation

Bimzelx

BLA761151 bimekizumab-bkzx UCB, Inc. 2023-10-17

Zymfentra

BLA761358 infliximab-dyyb CELLTRION, Inc. 2023-10-20

PENBRAYA Meningococcal Groups A, B, C, W and Y

BLA125770 Vaccine Pfizer Ireland Pharmaceuticals 2023-10-20

O 8 24 (EN: EMA)

Product name Active Substance Marketing-authorisation holder | Date of authorisation URL

Jazz Pharmaceuticals Ireland
Enrylaze crisantaspase Lirfwzited . 2023-09-15

AbbVie Deutschland GmbH &
Tepkinly epcoritamab o K|6e eutseniand Hm 2023-09-22



https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202302967aupdateTs2023-10-23%2015:16:01.76031b
https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202302999aupdateTs2023-10-27%2009:42:31.304025b
https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202303037aupdateTs2023-10-31%2017:00:41.157518b
https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202303040aupdateTs2023-11-02%2008:07:48.913214b
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761133
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761133
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761204
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761354
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761349
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761151
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761358
https://purplebooksearch.fda.gov/productdetails?query=125770
https://www.ema.europa.eu/en/medicines/human/EPAR/enrylaze
https://www.ema.europa.eu/en/medicines/human/EPAR/tepkinly
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Marketing-authorisation holder

Date of authorisation

URL

Spikevax Intramuscular

Injection(Monovalent : Omicron

XBB.1.5

COVID-19 mRNA vaccine, elasomeran,

elasomeran-imelasomeran, elasomeran-

davesomeran, andusomeran

Moderna, Inc.

2023-10-24



https://www.pmda.go.jp/PmdaSearch/iyakuDetail/790314_631341EA2026_1_02#HDR_Sccj

