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ISO 13485-2003 Audit Checklists-and Guide for QMS Medical Devices

Description: This Audit Checklist was designed for organizations that are in need for assessing and for auditing Quality
Management Systems based on the International Standard ISO 13485-2003 Medical Devices.

The audit checklist addresses all 61 main and sub-clauses and the 328 shall requirements stated in the
standard, in form of questions. Under the response column the question is answered in part by referring to
respective standard clauses the question pertains to. A simple rating system has been included that enables
the user to record compliance measurement based on the audit findings, quickly and easily.

Contents: 1. Title Sheet.
2. Introduction.
3. Description on how to apply and use the audit checklists.
4. Short introduction into audit requirements, discerning minor verses major nonconformities, and how to
tally respective findings and rate the findings accordingly.
5. Audit Checklist with 385 audit questions addressing each and every shall requirement stated in the
standard.
6. Rating Chart.
7. CD ROM, MS Word 7.0, contains all the above outlined documentation including the audit checklist.

Ordering: Order Online - http://www.researchandmarkets.com/reports/2109993/

Order by Fax - using the form below
Order by Post - print the order form below and send to

Research and Markets,
Guinness Centre,
Taylors Lane,

Dublin 8,

Ireland.


http://www.researchandmarkets.com/reports/2109993/
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Fax Order Form
To place an order via fax simply print this form, fill in the information below and fax the completed form to 646-607-1907 (from
USA) or +353-1-481-1716 (from Rest of World). If you have any questions please visit

http://www.researchandmarkets.com/contact/

Order Information
Please verify that the product information is correct and select the format(s) you require.

Product Name: I1SO 13485-2003 Audit Checklists-and Guide for QMS Medical Devices
Web Address: http://www.researchandmarkets.com/reports/2109993/
Office Code: OC8DIMROUVVOSW

Product Formats
Please select the product formats and quantity you require:

Quantity
Hard Copy: EUR 71 + EUR 25 Shipping/Handling
CD ROM: EUR 71 + EUR 25 Shipping/Handling
Elgctronic (Word) EUR 71
- Single User:
EIe.ctro.nlc (Word) EUR 188
- Site License:
Electronl'c (Wgrd? EUR 375
- Enterprisewide:

* Shipping/Handling is only charged once per order.
|

Contact Information

Please enter all the information below in BLOCK CAPITALS

Title: Mr D Mrs D Dr D Miss D Ms D Prof D

First Name: Last Name:

Email Address: *

Job Title:

Organisation:

Address:

City:

Postal / Zip Code:

Country:

Phone Number:

Fax Number:

* Please refrain from using free email accounts when ordering (e.g. Yahoo, Hotmail, AOL)


http://www.researchandmarkets.com/contact/
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Payment Information

Please indicate the payment method you would like to use by selecting the appropriate box.
|:| Pay by credit card: D American Express
|:| Diners Club

|:| Master Card

|:| Visa

Cardholder's Name

Cardholder's Signature

Expiry Date

Card Number

CVV Number

Issue Date

(for Diners Club only)

|:| Pay by check: Please post the check, accompanied by this form, to:

Research and Markets,
Guinness Center,
Taylors Lane,

Dublin 8,

Ireland.

D Pay by wire transfer: Please transfer funds to:

Account number 83313083
Sort code 98-53-30
Swift code ULSBIE2D
IBAN number IE78ULSB98533083313083
Bank Address Ulster Bank,
27-35 Main Street,
Blackrock,
Co. Dublin,
Ireland.

If you have a Marketing Code please enter it below:

Marketing Code:

Please note that by ordering from Research and Markets you are agreeing to our Terms and Conditions at
http://www.researchandmarkets.com/info/terms.asp

S
Please fax this form to:
(646) 607-1907 or (646) 964-6609 - From USA
+353-1-481-1716 or +353-1-653-1571 - From Rest of World



