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A ‘Your submission must be sent n within the last 90 days of an audit.

Has an audit been completed in the Iast 90 calendar days? @9 |[ves v
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Contact Information
Definitions
Applicant Contact Information - Should be completed by the requester or submitter. The applicant will act as the primary point of contact for this SO 13485 Audit Report Submission.
Company - Refers to the organization as a whole for a specific contact reference point.
Establishment - Refers to the physical location of a facility.
Tips
‘The Address Book function can store re-usable contact information across multiple eSubmitter report types. Click the link below to view instruction on how to use the Address Book.

Address Book User Guide
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o Enter the facility contactinformation that was audited including the most responsible person.

‘ ‘The FDA Establishment Identifier (FEI) wil be validated upon FDA receipt. Any invalid FEI numbers and Establishment addresses wil be rejected.

Establishment Contact Information

Contact

Title (e.g, Mr, Ms.):

FirstGiven Name:

Middle Name:

LastName:

Email Address:

Establishment Name:

Division Name:

® United States of America ) Other (select below)
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DWiSTon Name: T

Country: ® United States of America ) Other (select below)

Address - Line 2:

city:

State, Province, or Territory:

Post Office or Zip Code:

Phone Numbers.

Telephone number:

Ex

Reference Numbers (for the Establishment Name specified above)

FDAEstablishment Identifer (FEI):

Verify that your FEI and Facilty Address are up to date. Any inconsistencies may cause the submission to be rejected. Establishment Registration & Device Listing.

Please selectthe associated FDA District Office.
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‘Team Member Name

s this team member an employee or a contractor to the auditing organization?

‘Team Member Name

s this team member an employee or a contractor to the auditing organization? -

‘Team Member Name

s this team member an employee or a contractor to the auditing organization? -

‘Team Member Name

s this team member an employee or a contractor to the auditing organization? -

‘Team Member Name

s this team member an employee or a contractor to the auditing organization? -
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Contact
Title (e.g., Mr., Ms.):
FirsiGiven Name: °
Widdle Name:
LastName: °
Email Address: °
Address
Company: °
Country: @ | ® united States of America ) Other (select below)
Adress -Line 1. °
Address -Line 2.
ciy: °
State, Province, or Terrtory: °
Post Office or Zip Code: ° =
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Enter your product for medical devices manufactured at this establishment.

BREFIOIE)

LastModified:  09/05/2014 11:04:24 AM

Product Codes can be entered manually or selected using filters. Click the link for additional instructions on how to use the Product Code Filters. Product Code Filter Guide

Multiple Product Codes may be selected

@] =
Produc Code | Produc Code Name |__Device Class | Classificaion Panel |

CER Section

Audit Type
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Screen View

‘Selectallthat apply.
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‘Select an auditing body affliated with Australia.

Identifer 3] =
Name

Select an auditing body affiliated with Canada. °
Identifier @] =
Name

‘Select an auditing body affiliated with the European Union. °
Identifier @] =
Name

Select an auditing body affiliated with Japan.

Identifer 3] =
Name
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Uﬂdﬂm in- St st e associated with the most recent audit date within 90 days of this submission..

Enter the most recent Audit date within 90 days of this submission. Please use the following format (MM/DDIYYYY)
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LastModified:  09/05/2014 11:14:24 AM
Date Packaged:

Attach the original Audit Report.
EEYEYEY YR
Title. I Name Date Size Path

Ell

Attach the original ISO 13485 certificate
File Atachment || @ | = | @ 9 |

Attach any associated correspondence for this Audit Report period.
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o ‘The following set of Audit Reports with a timeframe of 2 years, should precede the most recent Audit Report in Section 4.1.

Were Audits conducted in the previous 2 years from the last day of the most recent Audit?

_ R
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o ‘The following set of Audit Reports with a timeframe of 2 years, should preceds the most recent Audit Report in Section 4.1

How many Audits were conducted in the previous 2 years from the last day of the most recent Audit? °

1129 AM
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Enter relevant Audit Report Date. Please use the following date format MMDDIYYYY

Attach your Previous Audit Reports

@] <

EYEYE

Tile I Name. Date Size Path

Ell

Ifthe IS0 13485 cerificate is different for this Audit Report please attach the relevant SO 13485 cerificate.

File Attachment

EXEREY R

Attach any associated correspondence for this Audit Report

@] <

= | Q @ 3

Tile I Name. Date Size Path

Ell

Are all of the above original documents in English?
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@ Any submissions submitted after 90 days from the last day of the Audit will be rejected.

o Tothe best of my knowledge, the data and information submitted are truthful and accurate, and no materialfact has been omitted.

Full Name.
Date of Attestation. Please use the following format MMIDDIYYYY





