
한국바이오의약품협회, 2020.9.1.

○ 미국 2건 (출처: FDA)

Approval date Drug name Active Ingredients Submission Classification Company 비고

08/24/2020
METHOTREXATE

NDA   #214121
METHOTREXATE ACCORD HLTHCARE INC

08/26/2020
WINLEVI

NDA   #213433
CLASCOTERONE 신물질 CASSIOPEA SPA

○ 유럽 3건 (출처: EMA)

Approval date Drug name Active Ingredients Therapeutic area Marketing-authorisation holder 비고

25/08/2020 Idefirix Imlifidase
• Desensitization, Immunologic

• Kidney Transplantation
Hansa Biopharma AB

19/08/2020 Gencebok Caffeine citrate Apnea Gennisium Pharma

19/08/2020 Methylthioninium chloride Cosmo Methylthioninium chloride
• Colorectal Neoplasms

• Colonoscopy
Cosmo Technologies Ltd

해외 의약품 인허가 현황 (2020.8.24.~2020.8.31.)
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