Page 1 of 15

Company logo CHANGE MANAGEMENT
Company name Revision #: 0
pany SP-MMS-002 Date (mm/dd/yyyy):
DOCUMENT CONTROL
Superseded document:
Effective date (mm/dd/yyyy):
DOCUMENT APPROVAL
Name and Title Signature Date
(mm/dd/yyyy)
Author
Reviewer
Approver

© 2007 by www.hispaniaservices.com




Company logo CHANGE MANAGEMENT Page 2 of 15
Revision #: 0
Date (mm/dd/yyyy):

Company name SP-MMS-002

Table of Contents

TPURPOSE. ...ttt e e e et e e e e e e e e e e e e 3
2GS COPE . ... e e e e e e e e e e e e e e e e e e e e 3
STERMS AND DEFINITIONS. ... e e e e e e e e s 3
4RESPONSIBILITY AND AUTHORITY ..ottt 4
4 AORIGINATOR ..ttt e e e e e e e e e e e e e e b e e e e e e e e e ab e e e e e e e e e e innnaaenes 4
4.2DOCUMENTATION DEPARTMENT ... 5

4. 3QUALITY DEPARTMENT ...t e e e 5

4. 4REGULATORY AFFAIRS DEPARTMENT ....oiiiiiii e 6
4.5VALIDATION DEPARTMENT ... .ot e e e e e ennaaneees 6
4.6FINANCIAL DEPARTMENT ...t e e e e 6

4. 7RESPONSABILITIES FOR REVIEW AND APPROVAL.......otitiiiiiiiieee e 7
4.7.1REVIEW AN APPROVAL ON MINOR CHANGES..........oiiiiiiiie e 7
4.7.2REVIEW AND APPROVAL OF MAJOR CHANGES.........cooiiiieiiie e 7
SDESCRIPTION OF ACTIVITIES. ...ttt et e e e e e ennenneeee 8
5. TCHANGE CONTROL PROGCESS....... .t a e 8
S5.2MAJOR CHANGES. ... . ettt e e e e e e e e e e e e e e e e e e e e e eee s 9
5.3MINOR CHANGES. ... e e e 10

5. 4CHANGE REQUEST SUBMISSION. ...t 11
5.5CHANGE REQUEST REVIEW..... ..ot 11
5.6CHANGE REQUEST ASSESSMENT ..o 12

5. 7CHANGE REQUEST REVIEW ... 12
5.8CHANGE REQUEST APPROVAL ..ot 12
5.9CHANGE IMPLEMENTATION. ... .ottt 13

5. TOCHANGE VALIDATION. ...ttt ettt e e e e et e e e e e e et e eeeeeeennnnnes 13
S.TTCHANGE VERIFICATION. ..ottt e e e e e e e e e e e e e e e e e eeeenneees 13
5.12CHANGE COMMUNICATION. ... ..ttt e e e e e e 13
5.13CHANGE COMMUNICATION VERIFICATION. .....coiiiieiiiiie e 14
S5.T4EMERGENCY CHANGES.......coiiiiiiiii e a e e e nnnees 14
BREFERENCES . ... et s e e e e e e e e e e e e e e e e e e e e e aaaeaes 14
TEORMS ettt e e e e e e e e e e e e e e e e e e e e e e e nnne e e e 14
BAT TACHMENT S ..t e e e e e e e e e s e e e e e e e e e e e e e e e e e e e aaannes 14
ODOCUMENT CHANGES. ... .. 15
9.1DOCUMENT CHANGES IDENTIFICATION. .....ccoiiiiii e 15
9.2REASON FOR CHANGES....... .o 15

© 2007 by www.hispaniaservices.com




Company logo

CHANGE MANAGEMENT

Page 14 of 15

Company name

SP-MMS-002

Revision #: 0
Date (mm/dd/yyyy):

5.13 CHANGE COMMUNICATION VERIFICATION

The Quality Department assigns a responsible for verifying that the

communicated to all listed in the "Change Communication List".

5.14 EMERGENCY CHANGES

Emergency changes are associated at nonconformities.

All emergency changes go through the change control process.

change has been

In order to implement an emergency change it is required the review and approval of the

Quality Department Manager.
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