ThermoFisher

SCIENTIFIC

XAER: BE5xEMNHF (CMC) B, AEIXAMR
BRIt 3G R 32 F5

73_*"55'3555 RN (CTD) ﬁ_ihu E. BENABMERERNASE
(CMC) & IR & (FIH) E’J:‘z%ﬂ’ﬁﬁr“ 1To

/J\
10N

BiEe X MmiiEr

B FexarExeRER? (CoA)

FENITZERE

| RESGEETE e

SEWIRE

B cosnsrmEnszE

aMAR

B sansrnAsssEREen

REH

B =reensrmEnnEns, RETRREETBNSIE

MY F0 AT

B ee=saoxiEns

B rErecRnzwmEss

M THREZEE, IEEL LHEH THEREB.

SE Y

1. International Conference on Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH). M4: The Common Technical Document. ICH.org.
Accessed December 15, 2022.

2. European Medicines Agency. ICH Q8 (R2) Pharmaceutical Development. Committee for Human Medicinal Products, EMA/CHMP/ICH/167068/2004. June 2017.

3. European Medicines Agency. Guideline on the requirements for quality documentation concerning biological investigational medicinal products in clinical trials.
Committee for Medicinal Products for Human Use (CHMP). January 27, 2022. EMA/CHMP/BWP/534898/2008 Rev. 2.

+86 21 6865 4588 @ thermofisher.com/patheon ® pharmaservices@thermofisher.com patheon
07/23 A5 © 2023 I SHE/REHY (PE ) BRABDREMBERF


https://www.patheon.cn/
https://www.patheon.cn/
https://www.patheon.com/us/en/insights-resources/webinars/entering-first-in-human-clinical-trials-a-five-point-strategy-for-building-a-robust-cmc-dossier.html
https://www.patheon.com/us/en/insights-resources/whitepapers/biologic-drug-products-a-5-point-strategy-for-building-a-robust-cmc-dossier.html
https://www.ich.org/page/ctd
https://database.ich.org/sites/default/files/Q8%28R2%29%20Guideline.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-requirements-quality-documentation-concerning-biological-investigational-medicinal_en-2.pdf
http://thermofisher.com/patheon

	Button3: 
	Button4: 
	Button5: 
	Button6: 
	Button7: 
	Button8: 
	Button9: 
	Button10: 
	Button11: 


