1.Initial Screen

Product Form Validator Tool

Validation | Checks Tobacco Product Data in Form 4057b corntan v

See PRA Statement on bottom of page

Step1 | Choose File | No File Selected

Step 2 | Validate File Validation Status

Step 3

This section applies only to requirements of the Paperwork Reduction Act of 1995
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW.*
The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information

Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address
For PRA questions:

PRAStafi@fda.hhs.gov
OMB Statement "An agency may not conduct or sponsor and a person is not required to respond to, a collection of information unless it displays a currently valid OMB number.”
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2.Choose File

i Froduct Form Validator Tool

Validation | Checks Tobacco Product Data in Form 4057b Coain e s

See PRA Statement on bottom of page

Step1 | Choose File No File Selected

Step2 | Validate File = " Validation Status
Look In: ||jTesIFile5 |V‘

[} ProductGrouping_v3.0_Certificate_UAT - Copy.xIsx
Tobbaco Company ABC 4057b.xlsx

[} UAT_NumbernoUnits.xlsx

D UAT_OthernoText.xlsx

D UAT_UnitsnoNumber.xlsx

Step 3 File Name:  [Tobbaco Company ABC 4057blsx |
Files of Type: |AllFiles [~]

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW ™

The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information

Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:
For PRA questions:

PRAStafi@fda.hhs.gov
OWB Statement: "An agency may not conduct or spensor and a person is not required to respond to, a collection of infermation unless it displays a currently valid OWB number.”
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3.Validate File

ﬂ Product Form Validator Tool

Validation | Checks Tobacco Product Data in Form 4057b Coain e s

See PRA Statement on bottom of page

Step 1 ‘ Choose File ‘ Tobbaco Company ABC 4057b.xlsx

Step 2 | Validate File Validation Status

Step 3

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW ™

The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions:

PRAStafi@fda.hhs.gov

OWB Statement: "An agency may not conduct or spensor and a person is not required to respond to, a collection of infermation unless it displays a currently valid OWB number.”
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4.Validation Successful; Certificate Available

ﬂ Product Form Validator Tool

Validation | Checks Tobacco Product Data in Form 4057b Coain e s

See PRA Statement on bottom of page

Step 1 ‘ Choose File ‘ Tobbaco Company ABC 4057b.xlsx

Step2 Validate File Validation Successful

[Validation Completed x

Validation Successful

Step 3 | Completion Certificate

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW ™

The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions:

PRAStafi@fda.hhs.gov

OWB Statement: "An agency may not conduct or spensor and a person is not required to respond to, a collection of infermation unless it displays a currently valid OWB number.”
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5.Save Certificate

ﬂ Product Form Validator Tool -

Validation | Checks Tobacco Product Data in Form 4057b Coain e s

See PRA Statement on bottom of page

m}
X

Step 1 ‘ Choose File ‘ Tobbaco Company ABC 4057b.xlsx

Step2 Validate File Validation Successful

[~ #
Save In: ‘ljResulls ‘V‘ E

Step 3 | Completion Certificate

Folder name: |es\CTF’ Product Validation Tool - 2023_0OctWalidation Tool UAT\ResuIts\

Files of Type: [AllFiles [~]

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW ™
The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions:

PRAStafi@fda.hhs.gov

OWB Statement: "An agency may not conduct or spensor and a person is not required to respond to, a collection of infermation unless it displays a currently valid OWB number.”
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6.Completion Certificate

Certificate of FDA Form 4057b Validation

. THIS ACKNOWLEDGES THAT .

Tobacco Company's

ﬁmﬁd Walidation: Sep 7, 2023 8:40:41 AM-

FDA 4057b Pre-Market Tobacco Product Application Product Grouping Spreadsheet

File Name: Tobbaco Company ABC 4057b.xlsx
Product Category: Electronic Nicotine Delivery Systems (ENDS) (Vapes)
Subcategory: Closed E-Cigarette
Total Products: 1

Validator Version: 1.0 September 07, 2023
Spreadsheet Version: 3.0

If you modify form 4057h after this validation Sep 7, 2023 5:40:41 AM, you should complete an additional validation

Successful validation does not mean your application contains all elements required for
acceptance of your application per 21 CFR 1105.10 and 21 CFR 1114.5

y D 4
. 4




7.Select Bad File

i Froduct Form Validator Tool

Validation | Checks Tobacco Product Data in Form 4057b

Step1 | Choose File

[&] Open

X

Step2  Validate File Lookin: [Test s

[ ProductGrouping_v3.0_Certificate_UAT - Copy.xisx
D Tobacco Company Error 4057b.xIsx

[™ Tobbaco Company ABC 4057b.xlsx

D UAT_NumbernoUnits.xlsx

D UAT_OthernoText.xIsx

D UAT_UnitsnoNumber.xlsx

File Name:

Step 3 Files of Type:

[Tobacco Company Error 4057b.xisx |

All Files

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW ™

No File Selected

Validation Status

The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions:
PRAStafi@fda.hhs.gov

OMB Statement: "An agency may not conduct or sponsor and a person is notrequired to respond o, a collection of information unless it displays a currently valid OMB number.”

@ CENTER FOR TOBACCO PRODU

OMB Control No. 0910-0879
Expiration Date: 12/31/2025
See PRA Statement on bottom of page
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8.Validate Bad File

ﬂ Product Form Validator Tool

Validation | Checks Tobacco Product Data in Form 4057b Coain e s

See PRA Statement on bottom of page

Step 1 ‘ Choose File ‘ Tobacco Company Error 4057b.xlsx

Step 2 | Validate File Validation Status

Step 3

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW ™

The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions:

PRAStafi@fda.hhs.gov

OWB Statement: "An agency may not conduct or spensor and a person is not required to respond to, a collection of infermation unless it displays a currently valid OWB number.”

CENTER FOR TOBACCO PRODUCTS Application Logs | Version 1.0




9.Validation Failed; Issue Report Available

ﬂ Product Form Validator Tool

Validation | Checks Tobacco Product Data in Form 4057b Coain e s

See PRA Statement on bottom of page

Step 1 ‘ Choose File ‘ Tobacco Company Error 4057b.xlsx

Step2 Validate File Validation Failed

Validation Completed #

Validation Failed

Step 3 | Issue Report

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW ™

The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions:

PRAStafi@fda.hhs.gov

OWB Statement: "An agency may not conduct or spensor and a person is not required to respond to, a collection of infermation unless it displays a currently valid OWB number.”

CENTER FOR TOBACCO PRODUCTS Application Logs | Version 1.0




10. Save Issue Report

ﬂ Product Form Validator Tool

Validation | Checks Tobacco Product Data in Form 4057b Coain e s

See PRA Statement on bottom of page

Step 1 ‘ Choose File ‘ Tobacco Company Error 4057b.xlsx

Step2 Validate File Validation Failed

Save X
Save In: ||j Results |V| E

Step 3 | Issue Report

Folder name: ‘eS\CTF‘ Product Validation Tool - 2023_Octialidation Tool UAT\ReSuIlSl

Files of Type: |All Files <]

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW ™
The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions:

PRAStafi@fda.hhs.gov

OWB Statement: "An agency may not conduct or spensor and a person is not required to respond to, a collection of infermation unless it displays a currently valid OWB number.”

CENTER FOR TOBACCO PRODUCTS Application Logs | Version 1.0




11. Sample Issue Report

Company B with Issues_Errors.xlsx = Last Modified: 2m ago v ,0 Search (Alt+Q) _

File Home Insert Page layout Data Review View  Acrobat

ﬁjg" ) Calibri w11 v AT A EE v General v ﬁ @ @ G:EI Eg @ 2 Autosum v %'1_(' p

) - Fill ~ ’
Paste — —_ = —= | = 0 . Conditional Formatas Cell Insert Delete Format Sort & Find &
~ ‘éf B I U~ o ﬁ 7 =5 E = £ = Merge&Center ” $ ” % 2 (‘Tjg _98 Formatting * Table ¥ Styles ~ © @ © 0 Clear v Filter ¥ Select ~
Clipboard [ Font 5 Alignment (] Number [ Styles Cells Editing Sensitivi
BO-C-hedOBss%xW¥EP -~
BBS - Je NA
BB | DX DY DZ
Additional Properties (if
2 |Applicable) Original Data Row# |Status Error Message
NA Characterizing Flavor (Column K): If "Characterizing Flavor”, if Flavored has an entry, then "Characterizing Flavor” must equal 'Flavored'.
Portion Count Numeric Value (Column Q):  If "Units (Portion Count)” is set, then "Portion Count Numeric Value" must have an entry. If you do not have values for a field, you
must leave the cell blank. Please refer to the Premarket Tobacco Product Applications and Record Keeping Requirements rule for the required properties based on product
category and subcategory.
Units (Portion Count) (Column R): Invalid entry for "Units (Portion Count)". "Units {Portion Count)" may not be allowed for this product category/subcategory. If you do not
have values for a field, you must leave the cell blank. Please refer to the Premarket Tobacco Product Applications and Record Keeping Requirements rule for the required
properties based on product category and subcategory.
3 1|Validation Error |Nicotine Concentration Units (Column AJ):  If product attribute "Nicotine Concentration Units", then units must equal mg/unit.
NA Characterizing Flavor (Column K): If "Characterizing Flavor”, if Flavored has an entry, then "Characterizing Flavor" must equal "Flavored".
4 2|Validation Error |Nicotine Concentration Units (Column AJ):  If product attribute "Nicotine Concentration Units", then units must equal mg/unit.
NA Characterizing Flavor (Column K): If "Characterizing Flavor”, if Flavored has an entry, then "Characterizing Flavor" must equal "Flavored".
5 3|Validation Error |Nicotine Concentration Units (Column AJ):  If product attribute "Nicotine Concentration Units", then units must equal mg/unit.




12. Error Message: File in Use

ﬂ Product Form Validator Tool

Validation | Checks Tobacco Product Data in Form 4057b Coain e s

See PRA Statement on bottom of page

Step 1 ‘ Choose File ‘ ProductGrouping_v2.0_UAT .xlsx

Step2 Validate File ‘ Validation Status

File Error X

® Please close the Excel file, as the file is in use and cannot be read.

Step 3

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW ™

The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions:

PRAStafi@fda.hhs.gov

OWB Statement: "An agency may not conduct or spensor and a person is not required to respond to, a collection of infermation unless it displays a currently valid OWB number.”

CENTER FOR TOBACCO PRODUCTS Application Logs | Version 1.0




13. Error Message: Wrong 4057b Version

ﬂ Product Form Validator Tool

Validation | Checks Tobacco Product Data in Form 4057b Coain e s

See PRA Statement on bottom of page

Step 1 ‘ Choose File ‘ ProductGrouping_|v2.0] UAT .xlsx

Step2 Validate File Validation Status

File Error x

® The version of the 4057b spreadsheet needs to be 3.0.

Step 3

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW ™

The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions:

PRAStafi@fda.hhs.gov

OWB Statement: "An agency may not conduct or spensor and a person is not required to respond to, a collection of infermation unless it displays a currently valid OWB number.”

CENTER FOR TOBACCO PRODUCTS Application Logs | Version 1.0




14. Error Message: Not 4057b Excel File

ﬂ Product Form Validator Tool

Validation | Checks Tobacco Product Data in Form 4057b Coain e s

See PRA Statement on bottom of page

Step 1 ‘ Choose File ‘ Taxonomy.xlsx

Step2 Validate File Validation Status

File Error x

® Please choose a 4057b file

Step 3

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW ™

The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions:

PRAStafi@fda.hhs.gov

OWB Statement: "An agency may not conduct or spensor and a person is not required to respond to, a collection of infermation unless it displays a currently valid OWB number.”

CENTER FOR TOBACCO PRODUCTS Application Logs | Version 1.0




15. Error Message: Wrong File Type

Product Form Validator Tool -

m}
X

OMB Control No. 0810-0879

Validation | Checks Tobacco Product Data in Form 4057b e

[£] Open X
Look In: |ﬁ Desktop |'| D
Step 1 ‘ Choose Flle ‘ NO Flle Selected D CTP-Micrsoft PowerBI_Desktiop_Testing - Dapo.xIsx D
D Data Mod Presentation.pptx D
[7} Data Modernization May 2022 Report.docx O
DM_Meeting_Topics Macro Copy.xlsm D
Draft Notes.xmi | [
Draft test.xlsx 0
4 [T | D
File Name:  JDraft Notes.xml | |
Files of Type: | All Files |~]
Step2 Validate File ‘ Validation Status

Upload Error s

® The file needs to be an .xls or .xlIsx file type.

Step 3

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW ™

The burden time for this collection of information is estimated to average 5 minutes per response, including the time to review instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of information
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions for reducing this burden, to the following email address:

For PRA questions:

PRAStafi@fda.hhs.gov

OWB Statement: "An agency may not conduct or spensor and a person is not required to respond to, a collection of infermation unless it displays a currently valid OWB number.”

CENTER FOR TOBACCO PRODUCTS Application Logs | Version 1.0
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H Prod

ct Form Validator Tool

Validation | Checks Tobacco Prod

Step 1 \ Choose File ‘

Step2 Validate File

Step 3

This section applies only to requirements of the Paperwork Reduction Act of 1995

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW *

The burden time for this collection of information is estimated to average 5 minutes per response, including the time to
Send comments regarding this burden estimate or any other aspect of this information collection, including suggestion,
For PRA questions:

PRAStaff@fda.hhs.gov

OWB Statement: "An agency may not conduct or sponsor and a person is not required to respond to, a collection of inforl

@ CENTER FOR TOBACCO PRODUCTS

OMB Control No. 0910-0879
Expiration Date: 12/31/2025

See PRA Statement on bottom of page

uct Data in Form 4057b

O

x

07-09-2023 08:17:31 INFO ValidatorApplication:23 - Application initialized

07-09-2023 08:32:26 INFO ParsingManager5s0 - Start processing spreadsheet

07-09-2023 08:32:27 INFO SpreadsheetParser103 - Category Code is: END

07-09-2023 08:32:27 INFO SpreadsheetParser105 - SubCategory Code is: ECC

07-09-2023 08:32:27 INFO SpreadsheetParser 107 - Other Category is: null

07-09-2023 08:32:27 INFO SpreadsheetParser:109 - Other SubCategory is: null

07-09-2023 08:32:27 INFO SpreadsheetParser111 - Other Version is: Version: 3.0

07-09-2023 08:32:27 INFO SpreadsheetParser114 - Name is: Tobacco Company

07-09-2023 08:32:27 INFO ParsingExecutor:96 - Done processing spreadsheet

07-09-2023 08:38:04 INFO ParsingManager50 - Start processing spreadsheet

07-09-2023 08:38:04 INFO SpreadsheetParser103 - Category Code is: END

07-09-2023 08:38:04 INFO SpreadsheetParser105 - SubCategory Code is: ECC

07-09-2023 08:38:04 INFO SpreadsheetParser107 —Dther]gategﬂry is:null

07-09-2023 08:38:04 INFO SpreadsheetParser:109 - Other'8ubCategory is: null

07-09-2023 08:38:04 INFO SpreadsheetParser111 - Other Version is: Version: 3.0

07-09-2023 08:38:04 INFO SpreadsheetParser114 - Name is: Tobacco Company

07-09-2023 08:38:04 INFO ParsingExecutor:96 - Done processing spreadsheet

07-09-2023 08:45:44 INFO ParsingManager5s0 - Start processing spreadsheet

07-09-2023 08:45:44 INFO SpreadsheetParser:103 - Category Code is: OTH

07-09-2023 08:45:44 INFO SpreadsheetParser105 - SubCategory Code is: OTHR

07-09-2023 08:45:44 INFO SpreadsheetParser 107 - Other Category is: null

07-09-2023 08:45:44 INFO SpreadsheetParser:109 - Other SubCategory is: null

07-09-2023 08:45:44 INFO SpreadsheetParser111 - Other Version is: Version: 3.0

07-09-2023 08:45:44 INFO SpreadsheetParser114 - Name is: UAT

07-09-2023 08:45:45 INFO ProductRequestHandler122 -ox Spreadsheet row validation occurred on data row #1
07-09-2023 08:45:45 INFO ProductRequestHandler122 -ox Spreadsheet row validation occurred on data row #2
07-09-2023 08:45:45 INFO ProductRequestHandler122 -xox Spreadsheet row validation occurred on data row #3
07-09-2023 08:45:45 INFO ProductRequestHandler.122 - oo Spreadsheet row validation occurred on data row #4
07-09-2023 08:45:45 INFO ProductRequestHandler122 - o Spreadsheet row validation occurred on data row #5
07-09-2023 08:45:45 INFO ProductRequestHandler122 -ox Spreadsheet row validation occurred on data row #6
07-09-2023 08:45:45 INFO ProductRequestHandler122 -xox Spreadsheet row validation occurred on data row #7
07-09-2023 08:45:45 INFO ProductRequestHandler122 -xox Spreadsheet row validation occurred on data row #3
07-09-2023 08:45:45 INFO ProductRequestHandler122 - oo Spreadsheet row validation occurred on data row #9
07-09-2023 08:45:45 INFO ProductRequestHandler122 -ox Spreadsheet row validation occurred on data row #10
07-09-2023 08:45:45 INFO ProductRequestHandler122 -ox Spreadsheet row validation occurred on data row #11
07-09-2023 08:45:45 INFO ProductRequestHandler:122 -« Spreadsheet row validation occurred on data row #12
07-09-2023 08:45:45 INFO ParsingExecutor: 149 - Done processing issues spreadsheet

07-09-2023 08:45:45 INFO ParsingExecutor:96 - Done processing spreadsheet

07-09-2023 08:50:02 INFO ParsingManager:50 - Start processing spreadsheet

07-09-2023 08:51:36 INFO ParsingExecutor:96 - Done processing spreadsheet

07-09-2023 08:51:44 INFO ParsingManager50 - Start processing spreadshest

07-09-2023 08:51:45 INFO SpreadsheetParser:103 - Category Code is: END

07-09-2023 08:51:45 INFO SpreadsheetParser105 - SubCategory Code is: ECC

07-09-2023 08:51:45 INFO SpreadsheetParser107 - Other Category is: null

07-09-2023 08:51:45 INFO SpreadsheetParser109 - Other SubCategory is: null

07-09-2023 08:51:45 INFO SpreadsheetParser111 - Other Version is: Version: 2.0

07-09-2023 08:51:45 INFO SpreadsheetParser:114 - Name is: Tobacco Company

07-09-2023 08:51:45 ERROR ParsingExecutor75 - general error: Previous import version not allowed. Please use new version
07-09-2023 08:52:33 INFO ParsingExecutor:96 - Done processing spreadsheet

07-09-2023 08:52:42 INFO ParsingManager50 - Start processing spreadsheet

07-09-2023 08:52:42 ERROR ParsingExecutor75 - general error: Introduction sheet not found from spreadsheet file [null]

07-09-2023 08:53:35 INFO ParsingExecutor.96 - Done processing spreadsheet
Save to file
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