
GxP compliant mapping
OUR SERVICE OFFER FOR QUALIFIED TEMPERATURE AND HUMIDITY MAPPING



Stay on top of 
things 

Comprehensive preliminary talk
Provision of calibrated ebro® rental loggers
Competent evaluation of the measurement results
Detailed final discussion

with our mapping service!

Our Service offer supports you in the planning and 
implementation of your mapping study. We will go 
through the following steps with you

Contact us directly or make an appointment.

Tel +49 841 954780

1.         Creating the mapping plan

Together with you, we create a mapping plan that 
can be perfectly adapted to the conditions in your 
company thanks to our variable templates. 

Benefit from our 
expertise

GxP compliant mapping of:

• Production rooms
• Refridgerators and freezers
• GxP-Warehouses

www.ebro.com/en/news

Further information about the GMP com-
pliant Mapping of storage rooms can 
be found on our website:
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Spatial distribution of the measuring points

Risk based distribution of the 
measurement points

The definition of the measuring points is based on 
the specifications of the WHO. In addition, we will 
identify potentially critical risk points with you during 
an on-site inspection and record them in the measur-
ing point overview. So no risk of your temperature 
distribution is overlooked.

Evaluating the mapping study 

Thanks to our user-friendly and 21 CFR part 11 compliant software, a single view of the results of all log-
gers and an accurate and detailed evaluation of the individual measuring points is possible. The following 
data can be clearly displayed in this way:

• Raw data, including time and date

• Calculated values such as maximum, mean and
Minimum values and the maximum fluctuation

• Temperature and relative humidity

• Graphic representation of all curves

• Calibration data

• Instrument settings

• Time and date of the study

Creating a valid report

The report will be prepared by our GMP and FDA 
experienced colleagues and the results will be sum-
marized in an comprehensible way. In doing so, the 
report provides an estimate for each measuring point 
as to whether there could be a possible risk for the 
product or whether areas of the warehouse should 
be modified or closed.

Selecting the correct data loggers

For the duration of the measurements, we provide you with our high-precision temperature and humidity data 
loggers with fast response times. This ensures high accuracy over the relevant measuring range, and even small 
fluctuations can be detected. All loggers used measure stably over the entire mapping period and are cali-
brated traceably to a national standard.

Graphical evaluation of the mapping study with the Winlog.pro software
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A successful mapping study is not only a prerequisite for operating 
a GMP warehouse. It is essential for operators if knowledge about the 
temperature distribution within the warehouse or the cold rooms is to be 
gained and the performance of the air conditioning is to be assessed. 
Ultimately, the ideal locations for installing the routine monitoring sensors 
can be identified in this way. If you have any questions about this, please 
contact us directly. 

Also read our white paper if you have further question on this topic!

You can order your copy free of charge at www.ebro.com/en/news

8 steps to GMP compliant 
Mapping of storage rooms

PRODUCT LOGO

Pharmaceutical finished and intermediate products have to be 
distributed and transported worldwide due to increasing globaliz-
ation. The global distribution of COVID-19 vaccines has shown the 
importance of maintaining the cold chain  for the quality and 
efficacy of pharmaceutical products.

This depends on a number of important factors, such as a qualified 
courier, the right packaging and a reliable logistics system, as well 
as optimal control and monitoring.

The requirements of the worldwide GMP (Good Manufacturing 
Practice) regulations regarding storage and logistics are unani-
mous in one point. 
When it comes to monitoring storage rooms and halls, it must 
be proven where the weak points are located with regard to 
temperature distribution.

WHO cites the following phrase in this regard: „Temperature 
mapping should show uniformity of the temperature across the 
storage facility. It is recommended that temperature monitors be 
located in areas that are most likely to show fluctuations.”[1] 

Especially with regard to increasingly temperature-critical          
pharmaceuticals, it is all the more important to be able to rely on 
qualified (intermediate) storage facilities and a proven uniform 
temperature distribution within these storage facilities.

„The requirements of the worldwide 
GMP regulations regarding storage 
and logistics are uni ted in one topic!“

Supporting the validation of the storage areas, a mapping has to 
be performed and a uniform and constant temperature and 
humidity distribution has to be proven. 

For this purpose, we have prepared a step-by-step guide to 
provide you with important aspects of mapping and an internatio-
nally recognized GMP compliant procedure for qualifying your 
storage areas.

Fig. 1: Typical high-bay warehouse. Can the uniform 
temperature distribution be guaranteed?

A step-by-step approach helps the success-
ful planning and execution of the mapping. 
It ensures that the most important aspects of 
the validation, especially the risk assessment 
with regard to weak points in the tempera-
ture and humidity distribution, are identi-
fied. 

This allows GMP compliance to be 
demonstrated during a regulatory audit.

If you would like to receive digital 
catalogue copies please send your 
request via e-mail to  
ebro@xylem.com

You can find catalogues 
on our website:

Professional Data Logger 
(Art. Nr. 1347-0112)

Professional Measurement Technology
(Art.Nr. 1347-0110)


