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Checker change requests

06/09/2007
1. Filename verification

The check should be adapted so that:

· concerning module 1: no changes to the filename check. 

· concerning module 2.3-qos: filenames will be considered as optional, and may be freely proposed by the applicant, although the filenames as proposed by ICH are highly appreciated

· concerning module 3: the ICH filenames need to be respected. However, the checker will allow you to add a variable component after the ICH filename, in order to allow you the submission of multiple documents of the same content type, as listed here below:

	32S11
	nomenclature-var.ext
	32P33
	manuf-process-and-controls-var.pdf

	32S12
	structure-var.ext
	32P34
	control-critical-steps-var.ext

	32S13
	general-properties-var.ext
	32P35
	process-validation-var.ext

	32S21
	manufacturer-var.ext
	32P41
	specifications-var.ext

	32S22
	manuf-process-and-controls-var.ext
	32P42
	analytical-procedures-var.ext

	32S23
	control-of-materials-var.ext
	32P43
	validation-analyt-procedures-var.ext

	32S24
	control-critical-steps-var.ext
	32P44
	justification-of-specifications-var.ext

	32S25
	process-validation-var.ext
	32P45
	excipients-human-animal-var.ext

	32S26
	manuf-process-development-var.ext
	32P46
	novel-excipients-var.ext

	32S31
	elucidation-of-structure-var.ext
	32P51
	specifications-var.ext

	32S32
	impurities-var.ext
	32P52
	analytical-procedure-X.ext

	32S41
	specification-var.ext
	32P53
	validation-analytical-procedures-X.ext

	32S42
	analytical-procedure-X.ext
	32P54
	batch-analyses-var.ext

	32S43
	validation-analyt-procedure-X.ext
	32P55
	characterisation-impurities-var.ext

	32S44
	batch-analyses-var.ext
	32P56
	justification-of-specifications-var.ext

	32S45
	justification-of-specifications-var.ext
	32P6
	reference-standards-var.ext

	32S5
	reference-standards-var.ext
	32P7
	container-closure-system-var.ext

	32S6
	container-closure-system-var.ext
	32P81
	stability-summary-var.ext

	32S71
	stability-summary-var.ext
	32P82
	postapproval-stability-var.ext

	32S72
	postapproval-stability-var.ext
	32P83
	stability-data-var.ext

	32S73
	stability-data-var.ext
	32A1
	facilities-and-equipment-report-x.ext

	32P1
	description-and-composition-var.ext
	32A2
	adventitious-agents-report-x.ext

	32P2
	pharmaceutical-development-var.ext
	32A3
	filename-X.ext 

	32P31
	manufacturers-var.ext
	32R
	filename-X.ext 

	32P32
	batch-formula-var.ext
	33
	reference-x


e.g. 32S11: nomenclature-document1:

The filename component marked in black ‘nomenclature’ should be respected, this is the ICH component.

The applicant has the possibility to add a variable component 

‘-document1’, but is not obliged to do so.

e.g. 32S42: analytical-procedure-X.pdf: the complete filename is optional.

· concerning module 4 and 5: filenames will be considered as optional, and may be freely proposed by the applicant, although the filenames as proposed by ICH are highly appreciated.

General issues:

The following is applicable to the variable parts for module 3 as proposed above:

1. hyphens are allowed

2. no spaces are allowed

3. 'a' to 'z' and '0' to '9' are allowed

4. only lower cases are allowed

5. max length of the complete filename may not exceed 230 characters

6. full stop, lower line (underscore) are not allowed

7. COLON is not allowed (:)

(these rules are based on the ICH specification rules as mentioned on page 2-4, 2-5 of appendix 2 of the ICH specifications (version 3.2)

! Keep in mind that NtA specifications mention that the use of a hyphen in the variable part of module 1 is not allowed.

!Keep in mind that in case of folder names, ICH recommended nomenclature should be followed, were parts of folder names are mentioned in italics, they must be replaced with a variable part of your choice.
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