COMPANY OPERATING PROCEDURES

Post Market surveillance

Post Market Surveillance

VM3/CcOP/18

This is obtained and monitored by many methods and is a continuous process.
will be represented and the following subjects discussed and progress monitored.

Item Subject Meeting Meeting No. Recurring Issue
1 Quality Management 23.2
Meeting
2 Production Stock Meeting  |2.3
3 Supplier Management 11.1
problems Meeting
4 Review of Stock |Stock Meeting |2.1
to order
5 Review of Stock Meeting | 2.1
supplier orders
6 Review of Stock Meeting 2.2
customers orders
7 Complaints File | All Meetings 75
monitoring
8 Repair File Stock Meeting | 11.2
monitoring
9 Goods returned | Stock Meeting | 8.1 69
File
10 Goods returns to | Stock Meeting | 9.1 69
customers
11 Goods returns to | Stock Meeting | 8.1 69
suppliers
12 Staff resources | Management 26.0
and requirements | Meeting
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13 Physical Stock Meeting  |2.3
resources space,
equipment,
procedures
14 Post surveillance | Sale Marketing | 1.6
enquiry cards Meeting
15 Sales Warnings | Monthly Review 55/56/57/58
Lost sales
16 Yearly Technical 50
File PMS / Risk
Review

2. Intrastats : Yearly PMS / Risk Assessment

ISO
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Scroll down the Page,
Stock references
check Stock references are up to date and current,

Check via, searching

Production Statistics, Find last Production run, Confirm Stock scanned to end Unit
Search Stock File for main Keywords (e.g. APGAR)

Fill in any Comments on Stock References, Should a further action be required tick the
Further Action Box,
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Suppliers
All suppliers of the above Stock references

Supplier Information Main and Component Parts

Comments on Suppliers
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Further Action Required I”

Each supplier should have a Rating, Click account number to see recent activity, Click the
Rating to update / change the supplier Rating, (DO NOT refresh the page as above
comments will be lost.)

Sales Information
All sales of related stock references will be shown since 2001,

Note high sales of component parts can indicated a possible problem with the products.
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New Countrys

New Countrys
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Green squares indicate that product has been sold into the related country,
Comments can be made on sales

a separate box is provided to comment on any potential risks selling to the newer countries
may pose.
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Returns Information

Returns Information

Comments on Returns
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Further Action Required ™

Returns / New Re-Work Risks?

All returns of related stock references will be show, separated into fault codes,
2 input boxes provided,

1. Comment on the returns in general
2. comment on any risks that may be associated with Re-working the repairs

Design Changes

Design Changes | Product Changes
Showing Documents Filed inY 14 Design Changes Red lines are New Since last review : 25/01/11

From the Technical Files all documents from section Y 14 highlighted in RED have been
added or updated since the last review, all blue files were in place prior to the last review.

2 input boxes provided,

1 Comment on the documents in general
2 Comment on any risks that may be associated with the new documents
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All other Documentation

From the Technical Files all documents highlighted in RED have been added or updated
since the last review, all blue files were in place prior to the last review.

2 input boxes provided,
1 Comment on the documents in general
2 Comment on any risks that may be associated with the new documents

Issues

Any Issues from the Intrastats Issue system that contains any of the relevant stock refrences,
will be high-lighted.

This list can be Huge as all day to day Issues will be shown,

Sign off the Review
Action Required ™
Sign off review Derek Lamb

The review is stored,

To print out the review Click back into the PMS screen and Click the Last review button

Last Reviewed by Derek Lamb on 16/03/11
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