
한국바이오의약품협회, 2023.08.01.

※ 국가별 규제기관(출처)에서 허가된 바이오의약품 목록을 한국바이오의약품협회에서 월간 업데이트하여 제공합니다. 

   세부 허가사항은 제품별 상세 URL을 참고하시기 바랍니다.

- 출처: 국가별 의약품 규제기관 웹사이트

- 모니터링 기간: 2023.07.01. ~ 2023.07.31.

○ 국내 7건 (출처: 식품의약품안전처 의약품통합정보시스템)

제품명 주성분 업체명 허가일 URL

텍베일리주153mg

(테클리스타맙)
테클리스타맙 (주)한국얀센 2023-07-26 https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202302254aupdateTs2023-07-26%2016:20:58.19073b

텍베일리주30mg

(테클리스타맙)
테클리스타맙 (주)한국얀센 2023-07-26 https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202302255aupdateTs2023-07-26%2016:21:06.071373b

젠포자임주

(올리푸다제알파)
올리푸다제알파 (주)사노피-아벤티스코리아 2023-07-25 https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202302239aupdateTs2023-07-26%2011:07:35.473547b

이니보주100단위

(클로스트리디움보툴리눔독소A형)
클로스트리디움보툴리눔독소A형 (주)이니바이오 2023-07-19 https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetail?itemSeq=202302186

엔제이모주

(수팀리맙)
수팀리맙 (주)사노피-아벤티스코리아 2023-07-12 https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202302142aupdateTs2023-07-12%2014:18:45.221741b

투젭타주150밀리그램

(트라스투주맙)
트라스투주맙 (주)삼오제약 2023-07-10 https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202302082aupdateTs2023-07-28%2008:10:14.64367b

투젭타주440밀리그램

(트라스투주맙)
트라스투주맙 (주)삼오제약 2023-07-10 https://nedrug.mfds.go.kr/pbp/CCBBB01/getItemDetailCache?cacheSeq=202302083aupdateTs2023-07-28%2008:10:29.958693b

○ 미국 6건 (출처: Purple Book)

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

Beyfortus

(BLA761328)
nirsevimab-alip AstraZeneca AB 2023-07-17 https://purplebooksearch.fda.gov/productdetails?query=761328

CYFENDUS

(BLA125761)
Anthrax Vaccine Adsorbed, Adjuvanted

Emergent Product Development

Gaithersburg, Inc.
2023-07-20 https://purplebooksearch.fda.gov/productdetails?query=125761

Lantidra

(BLA125734)
donislecel-jujn CellTrans Inc. 2023-06-28 https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=24610d9f-0c5a-4f55-93b3-d456300bfd5d

Ngenla

(BLA761184)
somatrogon-ghla Pfizer Ireland Pharmaceuticals 2023-06-27 https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761184

Roctavian

(BLA125720)
valoctocogene roxaparvovec-rvox Biomarin Pharmaceutical Inc. 2023-06-29 https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=0dcf7185-8e1c-456a-9d4e-7cc316400118

Rystiggo

(BLA7615286)
rozanolixizumab-noli UCB, Inc. 2023-06-26 https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=overview.process&ApplNo=761286

○ 유럽 2건 (출처: EMA)

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

Columvi Glofitamab Roche Registration GmbH  2023-07-07 https://www.ema.europa.eu/en/medicines/human/EPAR/columvi

Briumvi Ublituximab
Propharma Group The

Netherlands B.V.
2023-05-31 https://www.ema.europa.eu/en/medicines/human/EPAR/briumvi

○ 일본 1건 (출처: PMDA)

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

Oncaspar I.V. Infusion pegaspargase Nihon Servier Co., Ltd. 2023-06-26 https://www.pmda.go.jp/PmdaSearch/iyakuDetail/530457_42914F2D1022_1_01#HDR_Warnings
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