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	5.      BUILDINGS/FACILITIES AND TOOLS/EQUIPMENT
5.1. The building and equipment should be suitable and adequate to ensure that the investigational products are properly stored and distributed. 

5.2. Necessary measures should be taken against fire and natural disasters and adequate number of fire-extinguishing tubes and powder should be available.

5.3. Floors, walls and ceilings of the storage area should be water-resistant, easily-cleanable and of durable material.

5.4. The circumstances stipulated for the storage of the investigational products under suitable conditions should be monitored with appropriate instruments and devices and all relevant records should be kept accordingly.

5.5. The storage area should have an administrative division, goods acceptance and shipment division, storage division, refused goods division, quarantine division as main parts and other necessary divisions

5.6. The storage area should be designed to have enough space to allow easy acceptance and shipment processes and ensure the storage and distribution of all investigational products in the warehouse under suitable and safe manner and conditions.

5.7. The area for receiving and shipping of the goods should be separated from the areas where the investigational products are stored.

5.8. The investigational products should be protected from bad weather conditions during loading and unloading processes.

5.9. All instruments and equipment in the warehouse should be in operable conditions. 

5.10. All monitoring instruments in the warehouse should be regularly calibrated and the relevant records should be kept.

 

6.      ACCEPTANCE
6.1. Acceptance area should be separated from storage area.

6.2. Acceptance area should be designed to protect the investigational products from bad weather conditions during unloading process.

6.3. During acceptance, whether the investigational products have been damaged, the received goods are the same with the ordered goods and the shelf life should be checked and the relevant records should be kept.

6.4. The products which require special storage conditions should be immediately identified during acceptance and stored in accordance with the written standard operating procedures and the relevant legislation.

7.      STORAGE

7.1. The investigational product should be stored under conditions suitable for its quality.

7.2. Temperature and humidity amount of the storage area should be monitored and recorded electronically 7 days/24 hours in a manner that the data cannot be changed, and the data should be reviewed regularly. In these systems, there should be a system which gives alarm when temperatures and humidity amounts are out of the expected values, and intervention systems should be developed in a manner to protect the quality of the storage products.

7.3. Temperature distribution map should be generated for the storage area.

7.4. Storage areas should be clean and free from pests. Adequate and effective methods should be implemented to prevent breaks, spillage, contamination with microorganisms and cross-contamination.

7.5. Persons other than those in charge and who are authorized should not be allowed to enter the storage areas. Entries and exits should be recorded.

7.6. Investigational products of which the shelf life is expired should be immediately separated from the available stock, necessary measures should be taken and their distribution should not be done in any way.

7.7. Necessary measures should be taken for the investigational products which should be stored under cold chain conditions.

7.8. There should be a quarantine area.

7.9. Places where narcotic, psychotropic products, products containing live microorganisms and toxic products should be as a separate section and locked up.

7.10. Instruments or systems that can run on alternative energy resources should be held in reserve against power outage.

 8.     SHIPMENT

 8.1. The products that are shipped should be secured, and protected from unacceptable levels of heat, cold, light, moisture or other undesired affects or damages.

8.2. During the shipment of the products subject to cold chain, necessary measures should absolutely be taken to ensure the products are stored within the specified temperature ranges.

 

9.      RECORDS

 9.1.  An emergency plan should be determined in writing. Any practices should be recorded and records should be kept.

9.2. Any return or rejection processes should be recorded.

9.3. Records should be kept in a manner to monitor all activities and events during each process.

9.4. The records should be legible, clear and easily accessible when necessary.

9.5. Records kept on computer system should be secured through a backup system and systems should be validated.

9.6. A self-inspection (auto-control) system should be established, regularly performed and its records should be kept for control of compliance with the relevant legislation.

9.7. Training records should be kept and regularly performed.

9.8. Destruction processes should be performed in accordance with the relevant legislation and destruction records should be kept.

 

10.  OTHER PROVISIONS

 This Guideline does not cover labeling activities for investigational products and the required permissions should be obtained in accordance with the relevant legislation if such activities to be performed.

 

11.  SUPERSEDED REGULATIONS

 The Guideline on Storage and Distribution of Investigational Products Used in Clinical Trials entered into force upon the Approval dated 16.02.2011 and numbered 1408 has been superseded.

 12.  ENFORCEMENT

           This guideline shall enter into force on the date of approval.



