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Annex 1 2023 Update Par�cle Counter Loca�on Survey Report 

 
Survey Date:   26-Jun-2023 

Report Number:  37111-01     

 
Location Name: Line 1 Filling 

Instrument Tag: CPC01 

Counter Model: 6015 

 Orientation 
 

Condition 

Sampling Probe Particle Counter 
 Sampling Probe Sample Tubing 

^ 
^ 

 
Good 

Bad 

 
Risk Assessment 

The location will be assigned a risk rating based on the length of the tubing between the sampling 

probe and the counter, the number of bends in the sample path and the radii of those bends. The 

risk rating has been determined based on the adherence of these parameters to those 

recommended in the latest Annex 1 update. 

 

Bend Radii 

Bend R<100mm 
3 

6 
9 

Bend R<150mm 
2 

4 
6 

No bends 
1 

2 
3 

 
< 500mm 500-3000mm > 3000mm 

Sample Tubing Length 

 
 

 
Tubing Length 

(mm) 
Tubing Type Tubing Diameter Risk Rating 

Value 
500 

S. Steel 
1/4" 

1 

 
 

Bend Radii (mm) 
Risk 

Rating 

 Bend 1 Bend 2 Bend 3 Bend 4 Bend 5 Bend 6 

Value 100-150 100-150 <100 <100  
 

3 

 Comments / Recommendations 
 Overall Risk Rating 

Replace full length of tubing due to poor condition or 

degradation. 

Location deemed to be medium risk, recommend 

improving sampling path if possible. 

 3 

 
 

 
 
Test Engineer: Paul Halsey    Signature:  
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Annex 1 2023 Update Par�cle Counter Loca�on Survey Report 
 
Survey Date:   26-Jun-2023 Report Number:  37111-03     
 
Location Name: Line 1 Mousehole Instrument Tag: CPC03 Counter Model: 6015  

Orientation 
 

Condition 

Sampling Probe Particle Counter  Sampling Probe Sample Tubing 
> ^>  Good Good 

 
Risk Assessment The location will be assigned a risk rating based on the length of the tubing between the sampling 

probe and the counter, the number of bends in the sample path and the radii of those bends. The 

risk rating has been determined based on the adherence of these parameters to those 

recommended in the latest Annex 1 update.  

Bend Radii 

Bend R<100mm 3 
6 

9 
Bend R<150mm 2 

4 
6 

No bends 1 
2 

3 
 < 500mm 500-3000mm > 3000mm Sample Tubing Length 

 
 

 Tubing Length 
(mm) Tubing Type Tubing Diameter Risk Rating 

Value 1500 Bev-a-line 1/4" 2 

 
 

Bend Radii (mm) 
Risk 

Rating 

 Bend 1 Bend 2 Bend 3 Bend 4 Bend 5 Bend 6 
Value 100-150 100-150 100-150 100-150 100-150 >150 2 

 

Comments / Recommendations 
 Overall Risk Rating 

 

 
4 

  
 
 
Test Engineer: Paul Halsey    Signature:  
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Annex 1 2023 Update Par�cle Counter Loca�on Survey Report 

 
Survey Date:   26-Jun-2023 

Report Number:  37111-02     

 
Location Name: Line 1 Stoppering 

Instrument Tag: CPC02 

Counter Model: 6015 

 
Orientation 

 
Condition 

Sampling Probe Particle Counter  Sampling Probe Sample Tubing 

^ ^  Good Good 

 
Risk Assessment 

The location will be assigned a risk rating based on the length of the tubing between the sampling 

probe and the counter, the number of bends in the sample path and the radii of those bends. The 

risk rating has been determined based on the adherence of these parameters to those 

recommended in the latest Annex 1 update. 

 

Bend Radii 

Bend R<100mm 3 
6 

9 

Bend R<150mm 2 
4 

6 

No bends 1 
2 

3 

 < 500mm 500-3000mm > 3000mm 

Sample Tubing Length 

 
 

 
Tubing Length 

(mm) 
Tubing Type Tubing Diameter Risk Rating 

Value 3200 Tygon 1/4" 3 

 
 

Bend Radii (mm) 
Risk 

Rating 

 Bend 1 Bend 2 Bend 3 Bend 4 Bend 5 Bend 6 

Value 100-150 100-150     2 

 Comments / Recommendations 
 Overall Risk Rating 

 

 6 

  

 
 
Test Engineer: Paul Halsey    Signature:  
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Annex 1 2023 Update Par�cle Counter Loca�on Survey Report 

 
Survey Date:   26-Jun-2023 
Report Number:  37111-04     

 
Location Name: Room P201 Background 
Instrument Tag: CPC04 Counter Model: 6015  

Orientation 
 

Condition 

Sampling Probe Particle Counter  Sampling Probe Sample Tubing 

˅> 
˅ 

 
Bad 

Good 

 
Risk Assessment The location will be assigned a risk rating based on the length of the tubing between the sampling 

probe and the counter, the number of bends in the sample path and the radii of those bends. The 

risk rating has been determined based on the adherence of these parameters to those 

recommended in the latest Annex 1 update. 
 

Bend Radii 

Bend R<100mm 
3 

6 
9 

Bend R<150mm 
2 

4 
6 

No bends 
1 

2 
3 

 
< 500mm 500-3000mm > 3000mm 

Sample Tubing Length 

 
 

 Tubing Length (mm) Tubing Type Tubing Diameter Risk Rating 

Value 
70 

Bev-a-line 
3/8" 

1 

 

 

Bend Radii (mm) 

Risk 
Rating 

 Bend 1 Bend 2 Bend 3 Bend 4 Bend 5 Bend 6 

Value  
 

 
 

 
 

1 

 

Comments / Recommendations 
 Overall Risk Rating 

Replace isokinetic probe due to poor condition. 

 

 
1 

 
 

 
 
Test Engineer: Paul Halsey    Signature:  

“Tube length should 
typically be no longer 

than 1m unless justified 
and the number of bends 
should be minimized.”†

Pharmagraph is a division of Acquisition Systems Ltd. © Acquisition Systems Ltd 2023

The new version of EU GMP Annex 1 comes 
into force on 25 August 2023 and could have 
a major impact on existing Environment 
Monitoring System installations. With this date 
fast approaching it is important to assess your 
current EMS installation and ensure a robust 
plan is in place to move to compliance.

Some areas of particular concern are the new 
requirement to ensure that particle count tube length 
should be no longer than 1m unless justified, and the 
number of bends should be minimized. The new revision 
also introduces the need for a contamination control 
strategy (CCS) in which the monitoring programme and 
associated data plays a key role.

To assist our customers in achieving Annex 1 readiness, 
Pharmagraph are offering an Annex 1 Site Survey by 
one of our expert EMS engineers.

This survey covers a documented procedure which reviews 
both key hardware and software status, with the findings 
and key risk areas published in a summary report 
within 5 days of our visit.

Contact your local Sales Manager or  
sales@pharmagraph.co.uk for a survey quote today.*

Is your Environmental 
Monitoring Annex 1 
Compliant?

“Review of ongoing 
monitoring data should 

be carried out to identify 
any adverse trend in 

system performance.”†

“The monitoring programme 
should be considered in  

the overall context of the 
trend analysis and the CCS 

for the site.”†

Key EMS Points from Annex 1

†  The Rules Governing Medicinal Products in the European Union Volume  
4 EU Guidelines for Good Manufacturing Practice for Medicinal Products  
for Human and Veterinary Use Annex 1.

*	 	Survey	chargeable	based	on	number	of	fixed	particle	count	locations.

Tel: +44 (0) 1252 861700 

sales@pharmagraph.co.uk

www.pharmagraph.co.uk

mailto:sales@pharmagraph.co.uk

