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Licensees who meet one of Licensees who perform 1. Licensees who perform distribution for the following

the following criteria distribution activities on their products.

- Do not perform distribution own for the products that - Products requiring cold chain system (2-8°C or lower); or
activities by their own; or require any specific storage or - Products being distributed with special storage or

. Perform distribution activities on transportation conditions, but transport conditions.
their own for the products that not special condition, for 2. Licensees who meet at Ie_ast.2 of the following criteria
do not require any special or example, room temperature. will be defined as a Large Distributor

o ) - Providing distribution services for more than 10 clients;
specific storage or transportation - Having a storage area larger than 3,500 square meters;

conditions - Operating more than 3 of distribution hubs around the
country;

- Operating transportation vehicles more than 20 units; or
 Sub-contracting for the outsourced transportation company
more than 3 companies.

Desktop Assessment [& On-site Inspection
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Content requirement _ USP (GDP and GSP)
GSP GDP GDP

1. Organization and management 1. Responsibilities
2. Personnel v
3. Quality system

AN
\B B B B B B \B \l <

2. Label consideration
3. Quality management system

4. Premises, warehousing and storage v Storage locations and process

5. Vehicles and equipment Storage in building and facilities
3.1 Storage management system

6. Containers and container labelling Receiving and transferring drug products

$S

7. Dispatch and receipt Refrigerators and freezer

8. Transportation and products in transit Packaging for the distribution and

9. Documentation transportation process
3.2 Distribution management system

10. Repackaging and labelling Validation and thermal performance
11. Complaints

12. Recalls

qualification for transport systems

Temperature Monitoring

N

13. Returned products Temperature Mapping
3.3 Environmental management

14. Counterfeit pharmaceutical products Excursion
system

15. Importation Mean kinetic temperature (MKT)

16. Contract activities MKT during storage and distribution
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17. Self-inspection 3.4 Risk management system -
4. Good documentation practices
5. Vehicle, automobiles and van transportation

6. Mail order pharmacy distribution
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Chapter 3 Premises and equipment

3.3 Temperature and Environment Control
3.3.1 Suitable equipment and procedures should be
In place to check the environment where medicinal
Products are stored. Environmental factors to be
Considered include temperature, light, humidity
And cleanliness of the premises.
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AHEIAIIDINTIN Temperature Mapping

Figure 1 - Typical location of data loggers in a pallet racking storage area
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Chapter 3 Premises and equipment

3.3 Temperature and Environment Control

3.3.2 An initial temperature mapping exercise should be
carried out on the storage area before use, under
representative conditions. Temperature monitoring
equipment should be located according to the results of
the mapping exercise, ensuring that monitoring devices
are positioned in the areas that experience the
extremes of fluctuations. The mapping exercise should
be repeated for significant changes according to the
results of a risk assessment exercise. For small premises
of a few square meters which are at room temperature,
an assessment of potential risks (e.g., heater / air-
conditioner) should be conducted and temperature
monitors placed accordingly.
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