


Translation of requirements of GSK
Goal : Perform the automation of the validation procedure of equipments( incubators and freezers mainly) installed  in differents business unit of Glaxo Smith Kline Rixensart.

Information needed for each validation :

Clock ( auto date and time in comparison with an clock master)  

Calibrated recorder

An file with the definition of the equipment ( tag ,department,label,room area, sensor position,an required value which will be used for the correlation calculation
Validation procedure

Perform the connection of the 3 sensors of T° plus  one reference temperature on the equipment ( one of the 3 sensors is physically assembled with the reference temperature sensor)

Close the door

Swith the power -on on the recorder

Enter  the technician code plus the password

Scan the bar code of the equipment

Enter the file number  generated by the GSK system , the room area number, the department and the required value  which will be used for the correlation calculation .
Start the recording 

Wait the stabilisation of the values ( When the t° value in the equipment  reach the value of the reference sensor at an accuracy of < 0,5°C , the correlation calculation is considered as good and the system can proceed with the validation procedure.

Nota :

1 ) The automatic start- up of validation after the correlation test could be by- pass manually in case of  non conformity of the correlation calculation. (It could be made by the technician by entering his identification code.

For that manually operation , he must enter his identification code and enter an value or operate an comparison with an receive signal.

After that , the conformity test will always be done.

2) If after an time period which will be defined by the customer the correlation calculation is never good , an alarm relay contact will inform that there is probably an problem on that installation.

Validation time

The duration time of validation must be at minimum 4 hours.

Events 

We must manage the followings events :

Door opening

Low temperature alarm

High temperature alarm

Time duration of the opening of door.

If the door is opened , we must proceed with the validation time (the extra time is calculated as follows : an coefficient x duration time of the opening door.

At the end of validation time , an correlation is requested .

End of validation procedure.

What’s the report must contain (The report must be printed automatically after the selection of an specific icon available in the software Trend Manager Pro)

· Average temperature

· Minimum temperature

· Maximum temperature

· Time of validation

· The correlation result

· Maximum deviation

· The time of opening door

· Maximum temperature measured  during the time of opening door

· Conformity = result of an calculation

· The file number

· The tag number

· The number of the room area

· Start date

· End date

· Department 

· Name of the equipment

See example in file 1

The report must also contained an list with all the events.

