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The world’s most advanced multi-user
eSubmission production and management system.
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MODULE 3
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Concerning chemical pharmaceutical and biological documentation for chemical active
substance(s) and biological medicinal products

The principle of GMP and the detailed guidelines are applicable to all operations which require
the authorization referred to in Article 40 of Directive 2001/83/EC as modified. They are also
relevant for all other large scale pharmaceutical manufacturing processes, such as that
undertaken in hospitals, for the preparation of products for use in clinical trials, and for
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Audit Trail Report

Ea e6788888 6788888 0000 Options
t—a 06788888 3 0001 Include events of the entire DVO structure
Open nclude ¢ er
£Z) e6700052 2 0000
Open in SWB
D) 6700189 ) 0001 Filters
Copy » .
£Z) 6700189 ) 0000 Date filer | 513724 - 519724 & |
Custom Procedure » :
£2) 6700112 2 0000 :
nlock User filter ‘ ADMIN x - ‘
D) 6781234 4 0000 '
Delete Event category filter ‘ Created X v ‘
£2) 6700249 J
New P Audit Trail
£Z) e6700071
Edit Attributes

'-a 6700110 | . Cancel

Share 3 Advanced Submission Content

a =) sA7NNN3E
Reports » Deleted Documents Audit Trail

Foctorytolw- ©2024 Factorytalk Co., Ltd. « Proprietary and Confidential (13)




FoctorytOIk ©2024 Factorytalk Co., Ltd. « Proprietary and Confidential (14)



	ระบบการขึ้นทะเบียนตำรับยาแบบ e-submission�สำหรับ เจ้าหน้าที่สำนักงานคณะกรรมการอาหารและยา
	Slide Number 2
	Review Process
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14

