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Temperature
Mapping Process

Temperature mapping is to establish the tfemperature
distribution within a specific zone and to locate hot and cold
spofts. Please refer to the following guidelines for more details:

* World Health Organization Technical Report Series, No.961, 2011

* Health Sciences Authority, GUIDE-MQA-013-010

* Health Sciences Authority, GN-33: Guidance on the Application of SS 620: 2016
Singapore Standard for Good Distribution Practice for Medical Devices

- Requirements (SS GDPMDS)

- Or per customer's protocol/SOP

Considerations

* What is the tfotal duration of temperature mapping
processe

* What is the sampling interval of each data logger?

* What is the total number of data loggers required?

* What loading conditions are required to be tested?

* What are the documents required?

* What do the auditors want to see?

* What is the validity of the temperature mapping report?
* How often should you be doing temperature mapping?
* What are the recommended requirements for a
temperature and humidity monitoring system?

Mapping & Report Generation

We provide the following Reports upon successful mapping:

* Setup Report

* Detailed Report

* Graph Report

* Raw (CSV/Excel) Report

* Door Opening Test Report
* Power Failure Test Report
* Summary Report


https://www.allmeasure.com.sg/
http://www.hsa.gov.sg/content/dam/HSA/HPRG/Manufacturing_Importation_Distribution/Guidance%20documents%20for%20Industry/GUIDE-MQA-013-010.pdf
http://www.who.int/medicines/areas/quality_safety/quality_assurance/TS-mapping-storage-areas-final-sign-off-a.pdf
http://www.hsa.gov.sg/content/dam/HSA/HPRG/Medical_Devices/Overview_Framework_Policies/Guidances_for_Medical_Device_Registration/GN-33%20R1.2%20Guidance%20on%20the%20Application%20of%20Singapore%20Standard%20GDPMDS(18Jul-pub).pdf



