
한국바이오의약품협회, 2020.9.8.

○ 미국 5건 (출처: FDA)

Approval date Drug name Active Ingredients Submission Classification Company 비고

08/28/2020
XARACOLL

NDA   #209511
BUPIVACAINE HCI 신용량 및 신복합 INNOCOLL PHARMACEUTICALS

08/28/2020
SOGROYA

BLA   #761156
SOMPACITAN-BECO NOVO NORDISK INC 바이오의약품

09/01/2020
QDOLO

NDA   #214044
TRAMADOL HYDROCHLORIDE 신용량 ATHENA BIOSCIENCE LLC

09/01/2020
ONUREG

NDA   #214120
AZACITIDINE 신용량 CELGENE CORP

09/03/2020
DETECTNET

NDA   #213227
COPPER CU 64 DOTATATE 신물질 RADIOMEDIX INC

해외 의약품 인허가 현황 (2020.8.31.~2020.9.6.)
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