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E Error

XE Excluded: Error

NV Not Validated
Not Yet Defined

Description of Batch Numbering System
HSA GMP Conformity Assessment Application

Application for GMP Evidence Evaluation

Application for Requesting an Overseas GMP Audit

Additional GMP Documents

Information Relating to Pharmacovigilance

Singapore-Specific Annex NV NV
Reference RMP NV NV
Educational/RMP Materials
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Finalised Artwork - Educational/RMP Materials NV NV NV NV
Foreign Regulatory Information

Registration Status in Other Countries E E
Proof of Approval

Proof of Approval from Reference Countries E E
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Data Set Similarities and Differences
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Appendix 18A Dossier Clarification Supplement NV NV
Declaration on Rejection, Withdrawal and Deferral E E E E

Additional Data
[DESCRIPTION]
Reports of Postmarketing Experience

[DESCRIPTION]

The document is required in the sequence being submitted. If no
document is present, it will lead to a validation error and the sequence
being rejected.

The document is expected in the sequence. If no document is present, it
will lead to a warning and could possibly lead to the sequence being
rejected.

The document is required in certain circumstances for the particular
sequence type, but not all. A list of the sections where content has been
provided will be created by the validator for review purposes in content
screening. The absence of a required document could lead to the
sequence being rejected.

The document is not allowed for the particular Submission Type and will
result in an Error if included.

The document is not expected for the particular Submission Type and
will result in a Warning if included.

The presence or absence of the document is not checked in the
electronic validation of the particular Sequence Type.

Not yet planned within the scope of the eCTD.
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