QC 21 Non Conformance Report
	Date
	25 October 2024

	Viamed / VST* Issue id
unique identifier 
*delete as appropriate
	345017 Software Validation Document Control (802)

	BSI Ref (if applicable) 
unique identifier 
	N/A

	Responsibility
Person Overall responsible 
	Derek Lamb

	Non-Conformance
statement of the problem 
	Out of date documents not fully getting flagged up for review,

 

	Investigation By:
Person responsible 
	Derek Lamb

	Investigation
Root Cause Analysis 
Issue id (if applicable)

	Get out of date documents :
June to 24 Sep 2024 af1b92b8750a4a22c599189c5bd60742 updated report to be able to limit to company_id, so can use from the crm pages

was updated to be able to filter to show in supplier orders , contact records when a document is out of date.
highlights to the users to request new versions,

the update caused non contact linked documents to be hidden form view, on the main report screen,

Issue was caught in the Software validation task 802

documents hidden from view:


31 Dec 2023
124161
CERT
Weee Viamed Certificate

26 May 2024
58366
DOC
EC Declaration of Conformity - Envitec T-Adapter 0120399
4348
26 May 2024
84256
DOC
MaxBlend Blender (MaxBlend2 MaxBlend Lite) Family EC Declaration of Conformance
4614
26 May 2024
85388
DOC
Maxtec BlenderBuddy EC Declaration of Conformance
4614
26 May 2024
103251
DOC
Maxtec EC Declaration of Conformity - G1 045041 00 25
4614
26 May 2024
77062
DOC
Maxtec MicroMax Blenders - EC Declaration of Conformance
4614
26 May 2024
74218
DOC
Maxtec Oxygen Monitors / Sensors EC Declaration of Conformance MAXO2 Series
4614
26 May 2024
77056
DOC
Maxtec Oxygen Monitors / Sensors EC Declaration of Conformance MAXO2ME
4614
26 May 2024
26531
DOC
Maxtec Oxygen Monitors / Sensors EC Declaration of Conformance TF0005 2017-01-23
4614
26 May 2024
96228
CERT
Muffled 2-in-1 Adapter EC Declaration of Conformance
4614
24 May 2024
124193
DOC
Bluepoint Versastream EU Declaration of Conformance Class I
4864
24 May 2024
124195
DOC
EC Declaration of Conformance Class I Sampling Line H & S
4864
03 Jan 2024
95906
cont
Mastermed Equipment Trading - Authorisation Letter
4908
26 Nov 2023
68908
CERT
Intersurgical EN ISO 13485:2016 Certification EXPIRED
4920
05 Aug 2024
96348
CERT
Instrumentation Industries Inc - ISO 13485 Certificate
5050
03 Nov 2023
25668
cont
Therapy Equipment Ltd - CE Marking
5620
30 Aug 2024
95988
CERT
Radiall Ltd - ISO 9001 Certificate
6348
24 May 2024
65636
CERT
LHI Technology Ltd. 13485
7084
17 Jun 2023
66000
CERT
SOS electronic s.r.o ISO9001:2015
11615
16 Sep 2024
114819
CERT
EN ISO 13485-2016 Certificate - IT Dr. Gambert GmbH IT GAMBERT GMBH - ISO13485:2016
11934
24 May 2023
95996
suppr
MEC Medical Limited - Brochure Price List 2020
13722
06 May 2024
95994
CERT
EC Certificate Envisen EC Certificate
18328
26 May 2024
72183
DOC
Envisen EC Declaration of Conformance - Disposable SpO2 Sensors
18328
26 May 2024
95946
DOC
Envisen EC Declaration of Conformance - Reusable SpO2 Sensors
18328
27 May 2024
132748
CERT
Shenzhen Viatom Technology Co., Ltd - CE Certificate
26105
27 May 2024
24232
ART
SpiroTrue Flowsensors (high)

27 May 2024
24234
ART
SpiroTrue Flowsensors (5mm bleed)

27 May 2024
95922
CEFILE
Therapy Equipment EC Certificate - Full Quality Assurance System

27 May 2024
124205
CERT
Unimed CE Certificate

27 May 2024
132343
TECH
software validation testitem for document Control

27 May 2024
132683
DOC
Declaration of Conformity - Honeywell OOM111-M Oxygen Sensor





	Corrective Action By:
Person responsible 
	Derek Lamb

	Corrective Action 
Issue ID (if applicable):
Relevant Immediate Corrective action (if applicable) 
	The filter needs updating to include the out of date documents
The above documents need review to either link to a contact or update as required.

	Time Scale for Immediate Corrective Action
Time for completion of all identified actions 
	Filter has already been fixed, and is now showing the full list, including the test item,



	Corrective Action:
Relevant and Proportionate Corrective Action
	To link any documents that should be linked to contacts,
they will then be reviewed as we go forwards,
non contact documents to be reviewed and replaced / updated or expire date shifted as required,
the page has been fixed so no further action required on that.


	Time Scale for Corrective Action
Time for completion of all identified actions 
	30 Days

	Risk Review 
Confirm action does not have negative affects and/or risks to any other part of the ISO system 
	Does not risk other parts of the ISO system,
some of our copies of documents are out of date, risk is limited, as we obviously have not been requested a copy of these documents as the user will still see the document is out of date.




	Follow-up future issue id
(Effectiveness verification)
	Rolling Issue as shown highlights the system is working as intended.



	Effectiveness verification
	Verified for past 3 months, seems to be working as intended.

	Closed By:
	Derek Lamb

	Closed on
	13th March 2025


