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. Codevelopment of two or more unmarketed investigational drugs for use in

combination (Draft)(FDA, 2010)

. Codevelopment of two or more unmarketed investigational drugs for use in

combination (FDA, 2013)

5. Guideline on clinical development of fixed combination medicinal products(EMA, 2009)
6. Guideline on clinical development of fixed combination medicinal products(EMA, 2017)

7. Guidelines for registration of fixed-dose combination medicinal products (WHO

Technical report series, No0.929, 2005)
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	붙임2_「복합제 임상시험 가이드라인」 (민원인안내서) 개정(등록번호 추가)
	개요
	(내용없음)
	 Q11 약동학적 약물상호작용 시험자료를 문헌으로 갈음할 수 있나요 ? 
	 Q22 2개 이상 약물을 병용하여 적절히 조절되는 환자에서의 전환을 위한 복합제에 대한 개발 타당성 검토시 고려하여야 할 사항은 무엇인가요 ?




