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O 0= 37 (ZX: FDA)

Proprietary Name (BLA Number)

Proper Name

Applicant

Approval date URL

Letybo
BLA761225

letibotulinumtoxinA-wlbg

Hugel, Inc.

2024-02-29

Simlandi

(BLA761299)

adalimumab-ryvk

Alvotech USA Inc.

2024-02-23

Amtagvi
(BLA125773)

lifileucel

lovance Biotherapeutics, Inc.

2024-02-16

O 881U (EN: EQ)

Product name

Active Substance

Marketing-authorisation holder

Date of authorisation URL

Casgevy

exagamglogene autotemcel

Mertex Pharmaceuticals (Ireland)
Limited

2024-02-09



https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202400392aupdateTs2024-02-23%2015:21:57.439561b
https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202400299aupdateTs2024-02-07%2018:12:00.01558b
https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202400297aupdateTs2024-02-07%2018:11:40.883054b
https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202400298aupdateTs2024-02-07%2018:11:49.924288b
https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202400243aupdateTs2024-02-01%2013:32:58.87472b
https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202400244aupdateTs2024-02-01%2014:35:48.302768b
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761225
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761299
https://ec.europa.eu/health/documents/community-register/html/h1787.htm
https://ec.europa.eu/health/documents/community-register/html/h1787.htm

