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1. The cover letter should state that the submission
contains only previously submitted content.

2. Notinclude any changes or updates to the
application.

3. Resubmission of previously submitted content is
neither necessary nor encouraged.
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e ICH #3%8
® V3.2.2 : New, Replace, Delete, Append

® V4.0 : Active, Replace and Suspend (previously
New, Replace, Delete)

® [CH eCTD V4.0 : Active, Replace and Suspend

ABZEmBE @ FiE - B8] - MR - 1B

B4 238 FH R iR R BR BUE STF (Study Tagging
Files)
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Naming Conventions

1. Folder and file names should be written in lower case only.

2. All file names should be unique within the folder.

3. All files should have one and only one file extension.

4. The file extension should be used to indicate the format of the file.

Length

e ICH:

1. Maximum document (i.e,, file) name length: 64 (including file name extension)

2. Maximum folder name length: 64

3. Maximum path length including first level folder: 180

o FDA:

> Per eCTD Guidance , when naming folders and files, the length of the entire path
must not exceed 150 characters. The character limit on the leaf title field is 512
characters.

o [ :
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