Procedure
Lot Control and Traceability P7.5.3
Rev. E

Approved By: Mike Orsini, Quality Manager

Purpose:
Scope:

Authority:

To document procedure for lot control, traceability and inspection and test status.

All product requiring traceability. If customer requires different method we will follow
their request.

The Plant Manager has the authority to change or modify this procedure.

Reference Documents and Records
e Policy Element 7.5.3 Identification and Traceability
e Quality Records Procedure P4.2.4

Change History

Date Change Rev By
06/13/96 Modified paragraph 1. Removed & B MO
Start Project Planning form paragraph.
12/10/96 Revised step 1 — added verbally notify C MO
Q.M.
Revised responsibility column.
02/09/99 Revised paragraph 3 to include the use D MO

of a manual method of recording and
tracking customer lot numbers. Revise
Paragraph 6 to show all personnel who
could be responsible for generating the
actual certification.

10/21/2002 Updated procedure to ISO 9001:2000 E MO
Requirements to include inspection/test
status and Flowcharted
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Lot Control and Traceability P7.5.3 Rev E.

Notify purchasing to order unique Ensure SMPs are updated that
material and verbally notifies the Traceability is required. Document all
Quality Manager of traceability customer specific traceability
requirements . requirements on the SMP.
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|
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Provide traceability for lot numbers assigned to the particular product. Typically the
information will be placed into an access database file that will contain raw material lot
numbers and the matching QCI lot numbers. This information may also be maintained
in the Customer File in the Q.A. Manager's office instead of in an access database.

In either case the information will pertain specifically to that individual customer.
Forward this information to applicable personnel which can include any or all of the
following: customer service, shipping, packaging, allocation, department or plant.

Quality Manager
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Upon
completion
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production
assign
product a
QCI Lot
Number and
produce a
cert. for
Packaging
Department.
The
information
needed for
the cert will
be provided
by the Q.A.
Manager.

Ensure all receiving
documents for raw materials
and QCI shipping documents
are filed according to Quality
Records Procedure (P4.2.4).

1 End

A

|

3 = Y y

o 0 . Store or ship product
£® Pull unique Ensurs Cert. Is o | according to Material
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Read SMPs notify all employees working with the material
that traceability is required for the job. Ensure that any
requested material information is passed onto the next
department with the lot of product.

Production
Sups.
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