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Checker – Change requests – part III
20/01/2010
I. CHECKER – NEW RELEASE, January 2010
The new version of the Checker (the off-line as well as the on-line checker) is version 2.8. In this version the Checker is extended with the following restrictions and controls in accordance with the NeeS and eCTD specifications:

1. Path-length verification:
The Total folder/file path length may not exceed 180 characters. 
The path length starts at the root folder ‘0000’ until the file extension (.txt, .pdf, etc…) with the extension included. 
If this path length is between 180 and 230 characters a warning is given. If this path length exceeds 230 chars, then an error is given.

2. WORD files are not allowed in the CTD: 
WORD files are not allowed inside the CTD structure. Their presence inside the root directories 0000, 0001, … will generate an error.
But outside the CTD directory structure they are allowed. It is recommended to submit all WORD files in a separate folder, completely independent from the CTD tree structure.

3. Presence of the Tracking Table in M1:
In Module 1: if a Tracking Table is found, no error message is shown..
If there no Tracking Table is found, no error message can be shown either.
The Tracking Table is located in the Cover Letter folder (i.e. m1/eu/10-cover) within a "common" folder.
The name of the Tracking Table is 'common-cover-tracking.pdf', 'common-cover-tracking.xml’ or ‘tracking.xml’.
All extensions allowed for eCTD-files are also allowed for this tracking table.

4. Hyphens used in file names in M1.
The variable part of the file names in Module 1 (VAR) may not contain hyphens.
If there are hyphens in it, this will be marked as an error.

5. Non- Compendial excipients (each folder under 32P4 of which the name does not start with the word 'compendial'): minor bug fix: 
In this case the 4 optional files, if present, must be verified concerning the file naming convention. If they do not comply with this, they will be marked as an error.
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