1	AUTHORITY


	The Managing Director only will decide when a Company Operating Procedure (COP) shall be 			written and by whom. V01 / 2.1


	1.1	The procedure will only be issued after the Managing Director's signed approval and will be circulated according to Section 4 of this procedure. 





2.	GENERAL


	2.1	All procedures are complementary to, but DO NOT, replace the requirements of the 	Viamed Quality Manual.


Company Operating Procedures are binding instructions and all members of staff 	are required to conform to the requirements therein. 


	2.3	Each procedure will be identified by the procedure number and the first release of 					each procedure will be "Issue" 1. V01 / 1.4





3.	AMENDMENT CONTROL


Minor amendments to a procedure requiring only a page or form to be revised will be                                                 authorised by the Managing Director who will ensure:- 


                        3.1.1    The new page or form is raised to the next higher revision number. 


		3.1.2	The new page or form is issued as per the circulation list in Section 4, and 	that the  lower Revision pages or forms are destroyed. 


		3.1.3	That the Amendment Control Sheet (Page 3) is brought up-to-date. 


	3.2	A major revision of a procedure can only be authorised by the Managing Director who will ensure the new procedure is circulated as per Section 4 with the issue number raised to the next higher number, the lower issue procedure destroyed and the control sheet brought up-to-date. 


	3.3	The Notified Body needs to be informed of any significant changes to the quality management system, e.g. New or major modifications to procedures or reduction in quality surveillance. 


	3.4	The Notified Body needs to be informed of any significant changes to CE marked products. e.g. changes to specification or substantial redesign. 


CIRCULATION





		Copies of all individual procedures are located as follows:-








		Copy No					Holder


	  1						Technical Library


							Electronic Document


	  


		








			


Cop Nos�
Issue �
Date�
Rev�
 Amendment Paragraph/Page�
�
VM/COP/05�
1�
01/04/93�
1�
Page 1, para 1.3 Amended to include initialling  copy Purchase Order�
�
VM/COP/09   �
1�
01/04/93�
1�
Page 2, para 4.1.2 amended to include SRN No. in Repairs Book�
�
VM/COP/06�
1�
27/04/93�
1�
Page 1, section 2.2 amended Records kept in Supplier File�
�
VM/COP/09   �
1�
27/04/93�
2�
Page 4, Paras 4.3.1 and 4.3.2 amended on �
�
VM/COP/11  �
1�
24/05/93�
1�
Page 1, para numbering changed; para 2.2 includes Accept Criteria: para 3 includes colour coding status.�
�
 VM/COP/11  �
1�
24/05/93�
1�
Page 1, para numbering changed; para 2.2 �
�
VM/COP/09�
1�
01/08/93�
1�
QC09 Form upgraded Page 5 Para 6.3 amended�
�
VM/COP/08�
1�
02/11/93�
1�
Page 2 Para 3.1 Pink copy should be filed�
�
VM/COP/03�
1�
05/05/94�
1�
Addition of Para 4.1.2 . Page 3 Para 3.2 removed�
�
VM/COP/07�
1�
05/05/94�
1�
Page 2 addition of Para 3.6/3.7/3.8�
�
VM/COP/05�
1�
05/05/94�
2�
Page 2 addition of para 4�
�
VM/COP/06�
1�
05/05/94�
2�
Page 1 addition of para 2.3/2.4�
�
VM/COP/14�
1�
05/05/94�
1�
Page 1 addition of Para  4 Para 3 amended para 5 amended�
�
VM/COP/14�
1�
05/05/94�
1�
Page 5 para 3 amended�
�
VM/COP/09�
1�
05/05/94�
3�
Form QC10b added�
�
VM/COP/09�
1�
05/05/94�
3�
Page 5 Para 6.3 extended�
�
VM/COP/12�
1�
05/05/94�
1�
Para 7 amended�
�
VM/COP/02�
1�
05/05/94�
1�
Page 2 para 2.3 amended�
�
VM/COP/04�
1�
05/05/94�
1�
Page 1 para 1.5 added�
�
VM/COP/13�
1�
01/11/94�
1�
Sect. 11 & 12 added�
�
VM/COP/09�
1�
01/11/94�
2�
Computer printout  QC10b�
�
VM/COP/05�
1�
01/11/94�
3�
Rewritten to match procedure�
�
MANUAL�
2�
01/11/95�
�
Updated to BS EN ISO 9001/EN46001�
�
VMCOP/13�
2�
01/07/96�
1�
1.10 removed MD signing off audit�
�
VMCOP/07�
2 �
24/07/96�
1�
2.1.3Shelf life added�
�
VMCOP/10�
2�
24/07/96�
1�
8.0 Format of Advisory notice added�
�
VMCOP/14�
2�
24/07/96�
1�
6.0 Life of products�
�
VMCOP/14�
2�
24/07/96�
1�
7.0 Obsolete Documents added�
�
VMCOP/14�
2�
24/07/96�
1�
Obsolete products added�
�
VMCOP/17�
2�
15/9/95�
�
Procedure added �
�
VMCOP/17�
2�
19/01/98�
2�
Procedure updated �
�
MCOP/9�
2�
01/03/98�
�
SpO2 added�
�
VMCOP/05�
2�
01/3/98�
�
�
�
VMCOP/10�
2�
12/5/98�
2�
�
�
VMCOP/16�
2�
20/05/98�
1�
Design updated�
�
VM/COP/00�
2�
12/07/98�
2�
Index updated�
�
VM/COP/19�
2�
12/07/98�
�
Post market Surveillance  added�
�
VM/COP/14�
2�
12/07/98�
2�
Product Life addressed within CE Files�
�
VM/COP/13�
2�
12/07/98�
2�
Appendix A Vigilance system added�
�
VM/COP/13�
2�
12/07/98�
2�
Appendix A Changes to QA system�
�
VM/COP/13�
2�
12/07/98�
2�
Appendix A Changes to CE marked products�
�
VM/COP/13�
2�
12/07/98�
1�
Revision updated�
�
VM/COP/10�
2�
12/07/98�
2�
Competent Authority notification (5.1).�
�
VM/COP/10�
2�
12/07/98�
2�
MDD Incidents reported on Form Appendix 3�
�
VM/COP/14�
2�
12/07/98�
1�
Appendix A updated�
�
VM/COP/14�
2�
26/10/98�
26/10/98�
CE Files   added to document list�
�
VM/COP/14�
2�
26/10/98�
26/10/98�
MDD correspondence added to document list�
�
VM/COP/01�
2�
26/10/98�
26/10/98�
para 3.3 Notified body  to be informed of quality system changes�
�
VM/COP/01�
 2�
26/10/98�
26/10/98�
para 4.4 Notified body   informed of CE mark product changes�
�
VMCOP/11�
2�
09/09/99�
09/09/99�
Format updated No changes except layout.�
�
VM3/COP/30�
3�
09/09/99�
09/09/99�
Form QC27 added     �
�
VM3/COP16�
2�
15/02/01�
15/02/01�
Design form Specification QC22 expanded�
�
VM3/COP16�
3�
15/02/01�
15/02/01�
Design section reformatted into V3�
�
VM3/COP01�
3�
15/02/01�
15/02/01�
Format into V3�
�
VM3/COP02�
3�
15/02/01�
15/02/01�
Organisation chart updated�
�
VM3/COP11�
3�
15/02/01�
15/02/01�
Calibration one line removed  (EMARS)�
�
VM3/COP05�
3�
17/02/01�
�
Flow diagrams redrawn no major changes�
�
VM3COP10�
3�
10/07/01�
10/07/01�
Section 8 v:vi Reporting incident to MDA and Notified body Section added to form QC11�
�
VM3COP01�
�
10/07/01�
10/07/01�
Format into version 3�
�
VM3COP30�
�
10/07/01�
10/07/01�
COP30  SpO2 Procedures added�
�
VM3COP17�
�
21/08/01�
10/07/01�
Class 1 Imported Devices added�
�
VM3/COP20�
3�
03/11/02�
21/08/01�
Office procedures added�
�
VM3/COP03�
3�
03/11/02�
03/11/02�
1.1.3 : 1.2.3.:1.2.5: 1.6.1.:Goldmine added�
�
VM3/COP20�
3�
03/11/02�
03/11/02�
3.2 Quote authorisation�
�
VM3/COP03�
3�
03/11/02�
03/11/02�
4.5 removed�
�
VM3/COP/04�
3�
03/11/02�
03/11/02�
approval validation changed�
�
VM3/COP/04�
3�
03/11/02�
03/11/02�
3.ef Requirement for LOT/Batch/ serial number added�
�
VM3/COP/04�
3�
03/11/02�
03/11/02�
7.i.new locaatin for filing orders�
�
VM3/COP/05�
3�
03/11/02�
03/11/02�
1.6 Copy only distributed�
�
VM3/COP/06�
3�
03/11/02�
03/11/02�
2.iii Area designated Quaranteen�
�
VM3/COP/06�
3�
03/11/02�
03/11/02�
2.6  email added�
�
VM3/COP/07�
3�
03/11/02�
03/11/02�
1.iii added on decontamination�
�
VM3/COP/07�
3�
03/11/02�
03/11/02�
2.iii reference to shelflife�
�
VM3/COP/07�
3�
03/11/02�
03/11/02�
2.vii  Opera added  Goldmine added�
�
VM3/COP/07�
3�
03/11/02�
03/11/02�
3.i : 3.v : Opera added�
�
VM3/COP/08�
3�
03/11/02�
03/11/02�
2.ii Outgoing goods to be cleaned�
�
VM3/COP/09�
3�
03/11/02�
03/11/02�
1.i 3rd party equipment included�
�
VM3/COP/09�
3�
03/11/02�
03/11/02�
2.ii Goldmine added�
�
VM3/COP/09�
3�
03/11/02�
03/11/02�
4. rewritten�
�
VM3/COP/09�
3�
03/11/02�
03/11/02�
6 rewritten�
�
VM3/COP/09�
3�
03/11/02�
03/11/02�
8.vi destroyed changed to disposed�
�
VM3/COP/09�
3�
03/11/02�
03/11/02�
8.v  manager changed to engineer�
�
VM3/COP/09�
3�
03/11/02�
03/11/02�
8.vii extra labels added�
�
VM3/COP/09�
3�
03/11/02�
03/11/02�
Flow chart changed�
�
VM3/COP/10�
3�
03/11/02�
03/11/02�
8.iv.:8.v reference to MDD & CMDCAS�
�
VM3/COP/10�
3�
03/11/02�
03/11/02�
8.viii location of guidance documents�
�
VM3/COP/17�
3�
03/11/02�
03/11/02�
1.1 reference to CMDCAS�
�
VM3/COP/17�
3�
03/11/02�
03/11/02�
3. competent authorities on-line�
�
VM3/COP/17�
3�
03/11/02�
03/11/02�
4. Non UK registration and license�
�
VM3/COP/18�
3�
03/11/02�
03/11/02�
2. Regular meetings for post market surveillance�
�
VM3/COP/19�
3�
03/11/02�
03/11/02�
HSE added�
�
VM3/COP/29�
3�
03/11/02�
03/11/02�
Production procedures added�
�
VM3COP/50.01 to


VM3COP/50.04�
3�
16-Sep-03�
03/11/02�
Manometer Reference Altered from  (199.9 mbar) to (100.0 mbar)�
�
VM3COP/50.11 to


VM3COP/50.14�
3�
16-Sep-03�
16-Sep-03�
Manometer Reference Altered from  (199.9 mbar) to (100.0 mbar)�
�
VOP01-22�
1�
15/7/03�
�
Issued as new�
�
VOP 1-18 �
2�
21/02/05�
21/02/05�
Re-issued in process format-previous copies archived�
�
�
�
�
�
Total system re-vamp�
�
VM3/COP/01�
3�
20/05/06�
20/05/06�
Copies in Library & Electronically stored�
�
VM3/COP20.2�
3�
20/05/06�
20/05/06�
Export IRE removed�
�
�
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