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It is the responsibility of the supplying
wholesale distributor to protect medicinal
products against breakage, adulteration,
theft, and to ensure that temperature
conditions are maintained within
acceptable limits during transport.
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Regardless of the mode of transport, it
should be possible to demonstrate that
the medicines have not been exposed to
conditions that may compromise their
quality and integrity. A risk-based
approach should be utilised when
planning transportation.
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Deep freeze: Below -15°C

In a refrigerator: +2 to +8°C

Cold or Cool: +8 to +15°C

Room Temperature: +15 to +25°C

Ambient: The required storage
temperature of non refrigerated
medicinal product; usually stated on
the product as “store below 25°C"
or "store below 30°C".
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B R ESTHEN(WHO TRS No. 961, Annex 9)

e QOutside ambient temperatures around the external surfaces;

e Air delivery of the refrigeration unit;

Figure A1.1 - Example layout for monitoring a part loaded trailer Air return of the refrigeration unit;

* Product close to the delivery air of the refrigeration unit;
e Productin any areas likely to be deprived of airflow;
¢ Product close to the walls;

Product close to the door.

Inside packages against
wall, center-top and bottom,
left and right

(Y= |

Bracketed numbers are thermocouple
locations in centre-centre of each pallet
door at top and bottom,
left and right

Source: Cambridge Refrigeration Technologies
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