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SCHEMATIC REPRESENTATION

INITIAL DIFA SUBMISSION

In this example the section numbers were included to the file names. This is optional for manual submissions
that are structured in a folder structure. For eletronic submission it is strongly recommended to include the
section numbers to the file names. Anvisa recommends file names presented here.

A Sequential number for all
submissions should be adopted.

A justification of the submission can be
included only on the 1.1.2 field of the

api-name Application Form, being option to send
0000 this section. This section can be used
mi when a more extensive justification is ) :
br needed or when the company wants to Multiple files
provide an attachment.
m1-toc.pdf 123-fp
12-adm-info 'I (& 123-form.pdl
|I . . . m 123-form-annex- 1. pdf
121-cover-sheet { The application form includes (5] 123-form-annes-2.pdf
121-cover-sheet.pdf | several attachments that can [ 123-form-annex-3.pdf
R . | be combined with the form as 1 123-form-annex-4p
122—Just|ﬁfﬂtll:ln I' . I df X |t. I d.F = 123-form-annex-5.pdf
o a single pdf or in multiple p & 123-form-annex-6.pof
122-justification.pdf files, as in this example ) 123-formn-annex-7.pdf
123-form ' ) (& 123-form-annex-8 (IF APPLICABLE) paf
123-formpdf —
125-thvs There are no fees for DIFA submissions, but a
125-tfvs.pdf declaration of exemption must be provided.
13-communication
131-minutes These sections are optional and
132-received-answers | should be included only when

applicable. If not applicable,

133-official responses
folders should be deleted.

14-other-adm-info
16-api-info

165-info-reg-inter — This section is optional. When the APl has a CEP
165-cep-api.pdf from EDQM or is pre-qualified by WHO, this
165-oms-pre-qualif-api.pdf information should be inserted in this section.
m2
ml-toc,pdf
23-qos It is acceptable to send multiple files for the QOS.
qos.pdf —
SEE NEXT PAGE FOR DETAILS RELATING TO MODULE 3
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MODULE 3
m3
m3-toc.pdf
32-body-data /z"/ The name of the APl manufacturer can be included
3ds-drug-sub ye on the folder name. The information must be
drug-suhstance'/ abbreviated in order to avoid large file paths.

3ds1-gen-info

namenclature \ )

ctructure It is also acceptable to combine

[ general-properties these sections into a single file.
32s2-manuf

= manufacturer.pdf
manuf-process-and-controls, pdf
control-of-matenals. pdf
control-critical-steps.pdf

= process-validation, pdf
manuf-process-development.pdf

32s3-charac

[;] elucidation-of-structure, pdf
[&] impurities.pdf
32s4-contr-drug-sub

(& ctrlstrat.pdf

32s41-spec
@ specification pdf

32s42-analyt-proc -~ ‘

[+ analytical-procedures.pdf J_fj
32543-val-analyt-proc /
validation-analyt-procedure. pdf
32sd44-batch-analys
7] batch-analyses.pdf
32545-justif-spec
[-l:] justification-of-specification. pdf
32s5-ref-stand
EI reference-standards. pdf
3256-cont-closure-sys
(%) container-closure-system, pelf
3257-stab
[+) stability-summary.pdf
] postapproval-stability.pdf
() stability-data.pdf

/| Analytical methods and validations can

-. Applicable only when control
strategy is adopted

be sent in a single file (as shown in the
figure) or multiple files. To facilitate
navigation, the name of the files must
be short and descriptive in order to
facilitate the review (see example

below). -~

Multiple Files

32:42-amalyt-proc
[&] analytical-procedures-toc.pdf
m apperance. pdf
EI assay-hple.pdf
[#] id-ir.pdf
@ id-uv.pdf
2] residual-solvents.pdf
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CHANGE APPLICATIONS

Exemplo of change application:
2.9 Change in the immediate packaging of the final substance:

1) composition

| Itis suggested to use the APl name as the root
o folder. Abbreviations should be used in folders
/,/ and file names to keep the file path short.
api-name”
ooXX —— A Sequential number for all
m1l submissions should be adopted.
br
m‘l-tnc.pldf /| A justification for the change can be included only
12-adm-info /| on the 1.1.2 field of the Application Form, being
121-cover-sheet /| optional to send this section. This section can be
121-cover-sheet. pdf used when a more extensive justification is needed
122-justification or when the company wants to provide an
122-justification.pdf attachment.
123-form For change applications the comparative table
123-form.pdf (annex 8) must be provided.
125-tfvs

125-tfvs.pdf
17-cther-app

174-supp-doc | In this section include specific declarations and
174-stability-statement.pdf supporting data that are not covered in the

174-suport-data-packging.pdf

impacted sections of module 3.2.5.

m3
m3-toc.pdf
32-body-data
32s-drug-sub
32s6-cont-closure-sys
container-closure-system.pdf
Only CTD sections impacted by the change should
be submitted. In this example, section 3.2.5.6
should be provided in order to maintain / update
the sections of the dossier during the API life cycle.
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