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Content and review of Chemistry, Manufacturing, and
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Control(CMC) information for human somatic cell therapy
Investigational New Drug Applications(INDs) (FDA/CBER, 2008%)
European Pharmacopoeia (http://online.edgm.eu)

Guideline on human cell-based medicinal products
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20.
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22.

23.

(EMEA/CHMP/410869/2006, 2008%)

Guideline on the requirements for quality documentation
concerning biological investigational medicinal products in
clinical trials (EMA/CHMP/BWP/534898/2008, 20124)

Guideline on validation of the Limulus Amebocyte Lysate test as
an end product endotoxin test for human and animal parenteral
drugs, biological products, and medical devices (FDA/CDER,
1987)

ICH Guideline Quality of biotechnological products Q5A~Q5E
(1995~2004)

Potency tests for cellular and gene therapy products (FDA/CBER,
2011)

Reflection paper on stem cell-based medicinal products
(EMA/CAT/571134/2009, 2011)

USP-NF online (http://www.uspnf.com)

_19_



AR@ A4

A ZX5A FAHE] AIdEE A% 7ol=eel

o3 d 2023¥ 4€
Ty <l
AL

T B AEOFERARIY YRATATE
Adulo| o §EFATH
FTHEA}ATY ol 9

AE|FERABIY Hho] QA4 AR

R P P

AlSOIFFOIA
IT T O
AMSQIE AT



	2023_세포치료제 품질관리 시험항목 설정 가이드라인 개정(안)_의견조회용
	개요
	1. 의약품 제조 및 품질관리에 관한 규정(식약처 고시)
	2. 생물학적제제 등의 품목허가·심사 규정(식약처 고시)
	3. 첨단바이오의약품 품목허가·심사 규정(식약처 고시)
	4. 임상시험용 세포치료제·유전자치료제 품질평가 가이드라인(안내서-1196-01, 2022.4.)
	5. 세포치료제 세포은행 평가 가이드라인(안내서-1141-01, 2021.08.)
	6. 세포치료제 기증자 적합성 평가 가이드라인(안내서-0311-01, 2021.05.)
	7. 「첨단재생바이오법」 자주 묻는 질의응답집(인체세포등 관리업 분야)(안내서-1193-01, 2022.3.)
	8. 생물의약품의 제조방법 변경에 따른 비교동등성 평가 가이드라인(안내서-0316-05, 2022.12.)
	9. 첨단바이오의약품 규제과학 상담 사례집(안내서-0833-03, 2020.12.)
	10. 핵산증폭검사법을 이용한 마이코플라스마 검출법 밸리데이션 가이드라인(2012.11.)
	11. 생물의약품 생산에 사용되는 세포기질 관리 가이드라인( B-2010-3-021, 2010년)
	12.  생물의약품 외래성 바이러스 부정시험 가이드라인(B1-2010-3-020, 2010.12.)
	13. 첨단바이오의약품 제조 및 품질관리기준 가이드라인(안내서-1020-01, 2020.2.)
	14. 의약품등 시험방법 밸리데이션 가이드라인 (식약처, B1-2015-2-081, 2015년)
	15. Content and review of Chemistry, Manufacturing, and Control(CMC) information for human somatic cell therapy Investigational New Drug Applications(INDs) (FDA/CBER, 2008년)
	16. European Pharmacopoeia (http://online.edqm.eu)
	17. Guideline on human cell-based medicinal products (EMEA/CHMP/410869/2006, 2008년)
	17. Guideline on human cell-based medicinal products (EMEA/CHMP/410869/2006, 2008년)
	18. Guideline on the requirements for quality documentation concerning biological investigational medicinal products in clinical trials  (EMA/CHMP/BWP/534898/2008, 2012년)
	19. Guideline on validation of the Limulus Amebocyte Lysate test as an end product endotoxin test for human and animal parenteral drugs, biological products, and medical devices (FDA/CDER, 1987년)
	20. ICH Guideline Quality of biotechnological products Q5A~Q5E (1995~2004년)
	21. Potency tests for cellular and gene therapy products (FDA/CBER, 2011년)
	22. Reflection paper on stem cell-based medicinal products  (EMA/CAT/571134/2009, 2011년)
	23. USP-NF online (http://www.uspnf.com)



