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ERRATA 

BASIC LEVEL VOLUME III LEARNER GUIDE (Pre 9th Edition) 

DISTRIBUTION SECTOR 

Dear Learner and Tutor,  

Please note that, due to more recent editions of guidelines published by the MCC being available and also to the 

amended minimum standards for procurement, storage and distribution of thermolabile pharmaceutical products 

published by the SAPC in Board Notice 50 of 2015, amendments were made to the following modules: 

IF YOUR TUTOR ARE HAVING DIFFICULTY MARKING THE RELEVANT LEARNING ACTIVITIES, HE/SHE CAN 

CONTACT THE ACADEMY FOR THE REVISED TUTOR MATERIAL 

Module 15: Interact with clients in a health and pharmaceutical environment 

Module 20: Receive, count and store pharmacy stock 

Module 21: Monitor, handle and dispatch pharmacy stock  
 

Please replace the relevant paragraphs and add the additional ones printed below. 

We apologize for any inconvenience. 

Thank you

 

MODULE 15: INTERACT WITH CLIENTS IN A HEALTH AND PHARMACEUTICAL ENVIRONMENT 
 

 Please replace Paragraph 3.3 with: 

3.3 The housekeeping standards of your pharmacy 

Certain standards, which must be met, are set for pharmaceutical facilities. Failure to meet these standards could form the basis of 
a complaint of misconduct. Inspectors appointed by Council will from time to time (approximately every three years) perform routine 
inspections of pharmacies and pharmacy departments. 
 

Let us see what these standards are.  

(You will find standards for community and institutional pharmacies on p. 10 – 26 of the document: Good Pharmacy Practice in 
South Africa (4th Ed. 2010). You can also access this document on the web site of the South African Pharmacy Council at: 
www.pharmcouncil.co.za/documents/GPP  
 

Manufacturing pharmacies, wholesale pharmacies and distributors must comply with standards as prescribed in the Guidance 
Document: Good Manufacturing Practice (GMP) published by the Medicines Control Council (MCC) (June 2010) and Good 
Wholesale Practice (GWP) for Wholesalers, Distributors and Bonded Warehouses (MCC July 2012) 
 

We all want to live in a clean, tidy house. We all want to work in a clean, tidy facility. All clients love to shop in a clean, tidy 
pharmacy. Therefore, our housekeeping is a very important part of our daily procedures. Please note that proper housekeeping is 
not intended for the cleaner, but for every employee.  
 

If we see something every day, it becomes part of our environment and after a few days, we won‟t notice it any more. For example: 
if you walk into the facility and there is a broken floor tile, you will notice it on the first day, on the second and third day possibly as 
well. But after two weeks, you won‟t even see it anymore – it is now part of the facility. Therefore, we need to have a daily check-
list, to enable us to maintain proper housekeeping. 
 

Each facility should have their own “Housekeeping SOP”, which adheres to all the GPP standards, as well as addressing their 
individual needs and which all the employees have to adhere to.  

Refer to the GPP; the GMP; and the GWP to complete learning activity 5. 

 
Module 20 amendments follow on next page. 
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MODULE 20: RECEIVE, COUNT AND STORE PHARMACY STOCK 

 

 Please replace Paragraph 2.2.2 with: 

2.2.2 Thermolabile products 

Thermolabile products are very sensitive to temperature and their quality, effectiveness and safety for use by humans depend on 
ensuring exposure of the products to temperatures outside of the temperature range required by the manufacturer of such product 
is prevented by correct handling, storage and distribution of these products. 

 

On 27 February 2015, amended minimum standards for implementation were published in the SAPC Board Notice 50 of 2015 
(Government Gazette No. 38511). 

These standards describe the “Minimum standards for the procurement, storage and distribution of thermolabile pharmaceutical 
products” and replace the previous Paragraph 2.3.5 Cold storage of pharmaceuticals in the GPP. 

The different minimum standards will be addressed in the applicable paragraphs following in this module as well as in Module 21: 
Monitor, handle and dispatch pharmacy products. 

 

Storage, supply and distribution are processes which form part of the supply chain management of thermolabile products. 

All pharmacists must ensure effective, sufficient and safe handling, storage and distribution of these products by ensuring the 
published minimum standards are adhered to in their pharmacies. 

 

***************************************************************** 

 

 Please replace Paragraph 3.2.4 with: 

3.2.4 Daily temperature Record of Refrigerator 

Thermolabile products are extremely sensitive to temperature changes and are damaged very quickly if storage conditions are not 
kept within temperatures of 2°C – 8°C. Any defects in the cold chain can cause serious problems. The temperature of the inside of 
the refrigerator must be measured twice a day, at least 7 hours apart so that deviations can be identified and addressed before 
the thermolabile products get damaged. 

A daily temperature record of the refrigerator must be kept. 

 

Any deviation should be reported to the pharmacist immediately so that it can be addressed without delay. 

 

Example: Daily temperature record of refrigerator  
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

******************************************************************* 

Daily temperature record of refrigerator 

 

Pharmacy:___________________________ 

Month:______________________________ 

Year:_______________________________ 

 

Record temperatures daily at 08:00 and 16:00 

 

Safe Temp:    Unsafe Temp: 

+2°C to +8°C   -10°C to +2°C 

+8°C to +22°C 

 

Date 
Temperature °C 

First Reading 

Temperature °C 

Second Reading 
Defrost? 

1    

2    

3    

4    
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 Please replace Learning Activity 5 with: 

 

Complete Learning Activity 5 before you continue. 

 
Learning Activity 5 

 

(a) When should the temperature of the inside of the refrigerator be measured? 

(b) Include in your Portfolio, a copy of the Temperature Record of the Refrigerator in your facility, for the previous week. 

 

******************************************************************** 

 

 Please replace Paragraph 6.1.1 and add a new Learning Activity 11: 

6.1.1  Receiving of thermolabile pharmaceutical products 

 

Should the Delivery Note reflect the delivery of thermolabile products (e.g. vaccine), you must make sure that the correct storage 
conditions are maintained. Always deal with these deliveries first, because thermolabile products need to be stored at specific 
temperatures stipulated by the manufacturer of the products. 

The contents of the cold boxes in which the thermolabile products are delivered should be checked to ensure that the cold-chain is 
not broken.  

 

Packages containing thermolabile products can be identified with ease as they differ from ordinary containers. On the outside of 
these containers it is clearly indicated that the products packaged in them need to be stored in a refrigerator (or freezer, if 
applicable) immediately after receipt. Normally, a label in a bright neon colour is attached on the outside with the words: „FRIDGE 
ITEM‟. These containers (cold boxes) are normally made from polystyrene and ice packs are inserted with the thermolabile 
products. This ensures that the correct storage temperature is maintained during the transport and delivery process.  

 

Should you find that thermolabile products are not delivered in a cold box, or that the temperature in the cold box is not within the 
2°-8°C range, the products should not be received, but the pharmacist should be informed and the items returned to the supplier. 
These items will not be safe for use by humans. 

 

It is important to ensure that the cold chain is not broken and that these products are not exposed to temperatures below or above 
those required (mostly between 2°C-8°C, as indicated on the packaging of each product) You therefore need to deal with these 
packages first and directly after delivery.  After receipt, pack them in the refrigerator immediately.  

If the label on the product specifies that it should be stored between 2ºC and 8ºC, it should be packed in the refrigerator 
immediately after arrival. 

Certain vaccines require storage temperatures below O°C. These items need to be stored in a freezer in which the temperature 
can be kept at the desired level, sometimes as low as -20°C. 

 

The cold chain consists of people and equipment. Only well trained personnel will contribute towards ensuring the cold chain 
requirements are met. They must also be motivated to provide a reliable service. The equipment should be appropriate for the task 
and maintained in good working order. 

Minimum standards pertaining to these persons are therefore discussed prior to requirements pertaining to receiving of the 
thermolabile pharmaceuticals. 

 

6.1.1.1  Minimum standards according to SAPC Board Notice 50 of 2015: Personnel 

In this SAPC Board Notice, a separate section stipulates the requirements for personnel involved in handling of thermolabile 
pharmaceutical products. It entails the following: 

 The education, training, experience or combination of these of all persons involved in procurement, storage and 
distribution of thermolabile pharmaceuticals must be on such a level that they will be able to effectively discharge this 
responsibility and be able to meet these requirements. Training must be documented. 
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 The possibility that these pharmaceutical products may be in possession of unauthorised persons must be minimised by 
designing and managing procedures and conditions of work for employees and other persons who have access to the 
products. 

 To ensure that thermolabile pharmaceuticals are handled, stored and distributed consistent with the required minimum 
standard by all persons involved in the procurement, storage and distribution of these products, they must have the 
ability/skill to appropriately practice their responsibility. 

 An adequate number of competent persons involved in all stages of the distribution of thermolabile pharmaceuticals must 
be ensured so that maintenance of the quality of these products is guaranteed. 

 All persons involved in the handling of thermolabile pharmaceuticals must be supplied with appropriate personal 
protective equipment and specialised protective garments that are suitable for the activities they perform. 

 Any staff member that requires the information must have access to material safety data sheets. A Spillage Handling 
Standard Operating Procedure must be available in accordance with the National Environment Management Act (1978) 
and other related prescripts. 

 Appropriate procedures regarding personal hygiene and sanitation as relevant to the activities to be carried out, must be 
created and observed. The hygiene, health and clothing of personnel, among other things, must be covered in these 
procedures. 

 

6.1.1.2  Minimum standards according to SAPC Board Notice 50 of 2015: Receiving 

In this document, the following is stipulated with regard to the receiving of thermolabile pharmaceutical products in a 
pharmacy/facility: 

 It is important that thermolabile pharmaceuticals be identified on receipt and stored according to written instructions for 
purposes of stock management within the shortest time possible after offloading. 

 The receiving area must protect deliveries from bad weather during unloading and the area must also be separated from 
the storage area. 

 When thermolabile pharmaceuticals arrive at the facility/pharmacy, spot checks and inspection of the delivery vehicle 
must be done by receiving personnel to ensure product integrity regarding product security, that product has not been 
tampered with and no containers are damaged, that products were protected from weather and that no risk existed for 
contamination of products. 

 Reviewing of the delivery document must provide evidence that transport requirements, e.g. temperature control, have 
been met. 

 Ensure the temperature history of the transport and the thermolabile pharmaceuticals being transported was maintained 
within limits by checking temperature data loggers, refrigeration tags, freezer tags, log tags or cold chain monitoring cards. 

 Any discrepancies identified must be documented, it must be reported to the pharmacist, the supplier must be notified 
immediately and the thermolabile pharmaceuticals must be identified and segregated.  

 A standard operating procedure for receiving of thermolabile pharmaceuticals must be available and strictly followed to 
ensure these products are within manufacturer specific temperature range during the receiving process. 

 Quality assessment sampling requiring observation for damaged products must be done for the received thermolabile 
pharmaceutical products within a distribution, pharmacy before they are taken to the main store facility.  

 Delivery documents must be signed off on temperature data and condition of other control devices used. 

 All received thermolabile pharmaceuticals must be removed from the transportation container or cooler bag before 
storage in the main store area (i.e. cold room, freezer or refrigerator) to prevent temperature deviation. 

 

Hand in hand with receiving of thermolabile pharmaceuticals, goes the documentation of the supply chain. 

 

6.1.1.3  Minimum standards according to SAPC Board Notice 50 of 2015: Documentation 

As far as documentation is concerned, the following is stated: 

(a) “Documentation is critical. Each step of the supply chain must follow established protocols in order to maintain 
proper records. 

(b) Customs delays may occur due to inaccurate or incomplete customs documentation, therefore guidelines for creating 
a commercial invoice must be followed to ensure the proper verbiage, number of copies, and other details. 

(c) Each time the process does not conform to the procedure, the event must be properly documented, investigated and 
corrected so that the deviations do not occur on future transportation.”  
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Do Learning Activity 11. 

 
Learning Activity 11  

 

(a) Why is it important that personnel involved in the cold chain should be trained well? 

(b) Write down the minimum standards for personnel who are involved with handling thermolabile pharmaceutical 
products. 

(c) Write down the minimum standards to be adhered to during receiving of thermolabile pharmaceutical products.  

 

**************************************************************** 

 

 Please change the number of the following Learning Activity: 
 

Complete the next Learning Activity, no. 12. 

 
Learning Activity 12 

 

Compile an SOP for the acceptance of a delivery of a Schedule 6 Substance in your facility. 

 

***************************************************** 
 
 

 Please replace Paragraph 6.1.4 with: 

6.1.4  How to handle discrepancies. 

As stated in SAPC Board Notice 50 of 2015 with reference to receiving of thermolabile pharmaceuticals, any discrepancies 
identified must be documented, the supplier must be notified immediately and the thermolabile pharmaceuticals must be identified 
and segregated.  
Should it be found that a container was missing or damaged, or that the cold-chain was broken, the discrepancy should clearly be 
noted on the delivery note.  Both the receiver and the delivery person must sign the delivery note.  If a form is available for the 
recording of discrepancies and damages, this form should also be completed and signed by both the receiver and the delivery 
person.  

The discrepancy should be reported to the pharmacist, who will decide what additional action, if any, should be taken. 

 

***************************************************************** 
 

 Please change the number of each of the following Learning Activities: 
 

Do Learning Activity 13. 

 
Learning Activity 13 

 

What would the procedure be if a thermolabile item is delivered, without a cooler box & ice packs? (If the cold chain has been 
broken) 
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Complete Learning Activity 14. 

 
Learning Activity 14   

 

File a copy of The Goods Received Note, after you have checked and captured the stock that has been delivered in Learning 
Activity 4. (If you are not working on a computerised system, include an example of a stock card on which you have entered 
new stock and have calculated the quantity of stock on hand).  

 

Complete Learning Activity 15. 

 
Learning Activity 15  

 

Reconcile Invoices and a Statement in your facility.   

 

******************************************************* 
 

 Please add Paragraph 7.2.3 (including 7.2.3.1 – 7.2.3.6) and Learning Activity 16: 

7.2.3  Minimum  standards for procurement, storage and distribution of thermolabile pharmaceutical products 

(Refer also to the GPP (Good Pharmacy Practice Document); 2010 Ed; Chapter 2, for minimum standards that need to be adhered 
to when thermolabile medicines and scheduled substances are procured, stored and distributed. The following paragraphs are 
relevant: 

2.3.5 Minimum  standards for procurement, storage and distribution of thermolabile pharmaceutical products  (amended by 
SAPC Board Notice 50 of 2015)  

2.3.6 Maintenance of the refrigerator 

2.3.7 Storage of vaccines 

Each of the above sections will be addressed in this module as well as in Module 21: Monitor, handle and dispatch pharmacy 
stock. 

 

7.2.3.1  Introduction  

„Thermolabile pharmaceutical products’ or „Cold chain products’ are all products that require constant cold storage at product-
specific temperatures below room temperature. Also included are vaccines which are normally stored between 2°C and not 
exceeding 8°C. Some vaccines are stored at or below 0°C in a freezer. 

Thermolabile products only remain stable if they are kept at constant, specified temperatures. If these products are not kept at the 
constant, specified temperature, they will start to deteriorate and become not fit or safe for use by humans anymore. 

 

Procedures for handling and storage must be designed to prevent contamination, deterioration of goods and damage to packs 
and\or confusion of products. It is of utmost importance that the manufacturer‟s instructions be followed.  

 

7.2.3.2  Procurement of thermolabile pharmaceutical products 

(Refer GPP paragraph 2.3.1: Responsibility for procurement – relevant to all medicinal products, including thermolabile 
pharmaceuticals) 

The pharmacist is responsible for the pharmaceutical aspects of the purchase of all medicinal products and related materials. Each 
pharmacy must have written policies for the procurement, storage and distribution of medicines and schedules substances. 

The policies must assist in ensuring: 

 products are available when required; 

 the procurement and distribution process is fully documented; 

 effective batch recall of medicines when necessary; 

 that optimal storage conditions are monitored (including during transport); 

 the safety of medicines; and 

 that patients receive stock that has been suitably stored and has an expiry date that allows sufficient time for usage by the 
patient before the expiry date. 

(Refer to paragraph 6.1.1 Receiving of thermolabile pharmaceuticals) 
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7.2.3.3 Sources of supply 

(Refer GPP paragraph 2.3.2: Sources of supply – relevant to all medicinal products, including thermolabile pharmaceuticals) 

The pharmacist is responsible to exercise control over all medicinal and related products which are purchased and supplied. The 
purchasing policy must ensure the safety of medicines and no medicinal product may be purchased, sold or supplied if the 
pharmacist has any reason to doubt the safety, quality or efficacy of the product. Suppliers must be selected with care by applying 
quality parameters, in line with the MCC‟s standards if Good Manufacturing Practice (GMP), must be reputable and recorded with 
Council and proper consideration must be given to their storage conditions before purchase, to labels, leaflets, appearance, origin 
and subsequent chain of supply of the specific medicine. Also important is the appearance of a MCC registration number on the 
original container of every medicine purchased.  

Stock rotation must be done on „First in – First out‟ (FIFO)  or „First expiry – First out‟ (FEFO) basis. 

Patients must receive medicines that have been correctly stored and have an appropriate expiry date. 

 

7.2.3.4  Safe systems of work 

(Refer GPP paragraph 2.3.3: Safe systems of work – relevant to all medicinal products, including thermolabile pharmaceuticals) 

The GPP stipulates the following with regard to safe systems of work: 

The pharmacist is responsible for ensuring that working conditions are arranged so as to protect the safety of the public and people 
working in the pharmacy and in doing so, must consider the following: 

 Errors in any component of the pharmaceutical service must be eliminated as far as possible by establishing and 
maintaining safe systems of work. 

 Storage for medicines must be secure in all premises and approved store-keeping procedures and adequate stock control 
systems must be maintained. 

 Within a multidisciplinary system the pharmacist is responsible for providing advice as needed on the pharmaceutical 
element of the procurement of surgical dressings. 

 

7.2.3.5  Cold storage of thermolabile pharmaceuticals 

The potency or strength of vaccines, blood products, test kits and a many more thermolabile items depends on the efficacy of the 
cold storage system management, i.e. the „cold chain‟ management.   

 

Storage areas in community, institutional, distribution/wholesale and manufacturing pharmacies will differ, depending on the size of 
the pharmacy and quantity of thermolabile products to be stored in the different types of storage areas, which may include, among 
other things, cold rooms, refrigerators and freezers. (Discuss the specific storage areas available in your pharmacy/facility with 
your tutor) 

 

As thermolabile pharmaceutical products require controlled temperature storage, all these products must be identified on receipt 
and stored according to written instructions/procedures of the pharmacy/facility. The temperature in these areas must be monitored 
and recorded twice a day and these records must be reviewed regularly. Temperature recorders must be installed in these storage 
areas and control must be adequate to maintain all parts of the area within the specified temperature range to ensure the quality of 
the thermolabile pharmaceutical products is maintained and the end user is protected from ineffective products as a result of 
ineffective/insufficient control.  

 The manufacturer‟s product label indicates which temperature must be maintained at all times and the storage area, 
refrigerator or cold room must ensure storage according to these requirements. 

 It must also be large enough so that these products can be stored in an orderly arrangement, proper air circulation can 
take place between shelving and for proper stock rotation. If the area is filled to capacity, the effect thereof on temperature 
distribution must be investigated.  

 The size of the refrigerator used in a smaller pharmacy/facility should ensure enough space to pack thermolabile products 
without overloading it. 

 The storage area must be kept clean. The internal air temperature distribution must be mapped on installation of the 
storage area while it is still empty and must thereafter be fully stocked; this must be done every year under conditions of 
normal use. Areas shown by temperature mapping to present a risk, e.g. in the airflow from the refrigeration unit, must not 
be used for storage of thermolabile pharmaceutical products. 

 Maintenance of all storage areas is very imported to ensure the maintenance of the factory standard for such storage 
areas and proof thereof must be provided. 

 Condensation from chillers must not be collected inside the storage area and no condensation from chillers may collect or 
drip onto the products. 
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 A suitable number of temperature recording instruments, complying with or meeting WHO specifications (at least a 
logging device),  must be installed to record temperatures and to provide temperature and profiles as per the temperature 
mapping of the storage area. Monitors that meet WHO specifications must be sufficient to monitor and record temperature 
ranges in all parts of the area within the specified temperature range. 

 Temperatures must be monitored and recorded at least twice daily, with a minimum of seven hour interval and these 
records must be reviewed every day. 

 Large commercial refrigerators and walk-in cold rooms must be monitored with an electronic temperature-recording device 
that measures load temperature in one or more location, depending on the size of the unit. 

 Portable data-loggers that can be downloaded onto a computer may be used instead of a fixed device for monitoring of 
large commercial refrigerators and walk-in cold rooms. 

 It is important that the refrigerator, cold room or freezer is connected to a standby generator or other emergency power 
system to ensure the power supply is not interrupted in the event of a power failure. 

 The refrigerator, cold room or freezer must also be connected to an alarm system and/or warning system in the event of a 
power failure or if the storage area temperature limits are exceeded. 

 It is important that all recording devices or instruments are calibrated against a certificated standard every year. 

 The thermolabile pharmaceutical product storage areas (refrigerator/cold room/freezer must be clearly designated and 
appropriately signed to store exclusively thermolabile pharmaceutical products. It is important that the refrigerator in 
smaller pharmacies be used only for storing of pharmaceuticals. No food or drinks may be stored with the medicines, 
because blood products may be contaminated for example, but equally important, is the fact that the frequent opening of 
the door of the refrigerator in which medicines are stored, will result in a fluctuation and eventual rise in the temperature 
inside the refrigerator, jeopardising the potency of the thermolabile products. 

 

 

7.2.3.6  Disruption in the procurement, storage and distribution of thermolabile pharmaceutical products (cold chain) 

The following information pertaining to disruption during handling of thermolabile pharmaceutical products was published in the 
SAPC Board Notice 50 of 2015 for implementation in the pharmacy/facility: 

Should a disruption occur, or be reasonably expected: 

(a) The designated responsible person must be informed and appropriate steps taken to manage the situation. 

(b) Actions must comply with manufacturer‟s documented advice, where possible and available. 

(c) An incident report and root cause analysis investigation must be completed to ensure lessons are learned to prevent 
reoccurrence. 

(d) Pharmacies and authorised healthcare professionals must have business continuity plans for storing thermolabile 
pharmaceutical products in the event of refrigerator breakdown, loss of electricity supply, defrosting, or other disruptions 
to the cold chain. These continuity plans must be implemented immediately to prevent loss. 

(e) Refrigerator temperature must be recorded by noting the current reading and recording the maximum and minimum 
temperatures. 

(f) If the temperature of the storage area has deviated from the product specific temperature requirement, stock must be 
moved to an alternative cold storage area. 

(g) In the event of moving stock, the stock so moved must be segregated by packing separately and marked, indicating 
“Batch Number(s) involved in a potential incident  -  “do not use until authorised” and dated to make sure the implicated 
stock can be identified and kept separate. 

(h) Where immediate removal is not possible, the storage area must be kept closed to maximize temperature control. 

(i) Monitoring of the temperature must be maintained on at least an hourly basis and recorded up until the point of restoration 
to working order of the storage area or removal and transfer to another cold store. 

(j) Check for evidence of exposure of the thermolabile pharmaceutical products for deviations in temperature and establish 
how long the products have been stored outside of the specified temperature requirements. 

(k) Refer to the manufacturer for advice on stability as a result of temperature deviation and report the occurrence on an 
incident report form. 

(l) Where necessary, record and quarantine the thermolabile pharmaceutical product(s) for destruction in line with the 
minimum standards for destruction and disposal of medicines and scheduled substances. 

(m) If advised that the products are safe for use, then mark as “Use first” and record the date. Such products must then be 
used before any other stock of the same product.  
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Material addressing the following sections in SAPC Board Notice 50 of 2015 is included in Module 21: Monitor, handle and 

dispatch pharmacy products: 

“2.3.5.5 Transportation”, and  

“2.3.5.9 Disruption in the procurement, storage and distribution of thermolabile pharmaceutical products (cold chain) 

Unless thermolabile products are stored and transported at the correct, specified temperatures, their potency cannot be ensured. 
Defects in the cold chain can, for example, cause problems for immunization programs resulting in ineffective immunization.  It is 
imperative that vaccines be kept at precisely controlled temperatures from manufacturing up until administration to the patient. The 
loss of potency of a vaccine which has not been stored at the correct temperature is determined by the actual temperature of the 
vaccine and the period of time exposed to the incorrect temperature.  

The temperature of the room and the inside of the refrigerator should be checked on a daily basis.   

(Refer to Paragraph 3.2.4. for more information and an example of a Temperature record of a refrigerator.) 

 

It is important that the refrigerator is used only for storing of pharmaceuticals. No food or drinks may be stored with the 
medicines, because blood products may be contaminated for example, but equally important, is the fact that the frequent opening 
of the door of the refrigerator in which medicines are stored, will result in a fluctuation and eventual rise in the temperature inside 
the refrigerator, jeopardising the potency of the thermolabile products. 

 

The size of the refrigerator should ensure enough space to pack thermolabile products without overloading it. 

 

Complete Learning Activity 16 before moving on. 

 
Learning Activity 16  

 

Consider the SAPC Board Notice 50 of 2015: 

(a) Give the definition of “Thermolabile pharmaceutical products” 

(b) Discuss the minimum standards for storage of thermolabile pharmaceutical products with your tutor. After your 
discussion, choose three of the minimum standards you think to be specifically important in the pharmacy where you 
work. Discuss each of these selected minimum standards and file in your portfolio. 

(c) Study the possible disruptions listed in Board Notice 50 of 2015. What are the important minimum standards to be 
implemented if stock needs to be moved to an alternative storage area after the temperature of the storage area has 
deviated from the product specific temperature requirement?  

 

HOW IS THE COLD CHAIN MANAGED? 

Correct storage of thermolabile products (including vaccine) is all about ensuring that the temperature in the refrigerator or freezer 
always stays within set limits. 

In the refrigerator the temperature must be maintained between 2ºC and 8ºC and in a freezer used for the storage of vaccines, 
the required temperature may be as low as -20ºC. 

****************************************************************** 

 

 Please change the number of each of the following Learning Activities: 

It is time to do Learning Activity 17. 

 
Learning Activity 17 

 

Explain the procedure that you would follow if you discovered that the fridge you use for storage of your thermo-labile products is 

off, the power supply seems to be faulty and the temperature inside the refrigerator has risen to 10°C. 
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Now do the next Learning Activity. 

 
Learning Activity 18  

 

Take two products in the facility and arrange one, using the FEFO principle and the other, using the FIFO principle. Be sure to 
write down the expiry date, receiving date and the position on the shelf where they were placed. 

 

Complete Learning Activities 19 and 20. 

 
Learning Activity 19 

 

Take 10 different products in your facility - including different dosage forms, a thermolabile product, a S6 product, a hazardous 
product and a surgical product – and state the packing criteria in your facility: 

1. Where in your facility/facility it would be stored;  

2. Would you use FEFO or FIFO when packing it on the shelf, and  

3. Discuss the specific storage requirements of each product. 

 

 
Learning Activity 20   

 

Explain the procedure in your facility to ensure that batch traceability is maintained throughout the process. 

 

Complete Learning Activity 21. 

 
Learning Activity 21 

 

Why is it important to do stock take; in other words, what does stock take help you to determine? 

 

 

Complete Learning Activities 22 & 23. 

 
Learning Activity 22 

 

 

Compile an SOP for the “Binning of Stock” and file it in your portfolio 

 

 

 
Learning Activity  23 

 

Give the definition for: 

1. A Bin Number and  

2. A Department Code 

 

Do Learning Activity 24. 

 
Learning Activity 24 

 

Note all the information that should appear on a stock take sheet. 
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Complete Learning Activities 25; 26 & 27. 

 
Learning Activity 25  

 

Explain the difference between cycle counts and annual stock take. 

 

 
Learning Activity 26 

 

File a copy of a completed stock take sheet for a specific bin or department, in your portfolio. 

 

 

 
Learning Activity 27 

 

What procedure will you follow if you are busy capturing stock after a stock take and you discover that there are 2 packets of an 
item on the shelf, but 20 packets are indicated on the computer? 

 

 
 

Module 21 amendments follow on next page. 
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MODULE 21: MONITOR, HANDLE AND DISPATCH PHARMACY STOCK  

 

 Please replace the section between Learning Activity 2 and paragraph 2.1  Routine 

checking of drugs, with: 
 

As stated in the beginning of this module, you need to have completed the following three core modules successfully before 
studying this module: 

Module 14: Apply ethical and legally compliant behaviour in the pharmaceutical and health environments; 

Module 12: Explain pharmaceutical concepts and terms; and 

Module 20: Receive count and store pharmacy stock. 

 

We are going to refer to Module 20: “Receive, Count and Store Pharmaceutical Stock”, in this module and suggest that 
you refresh your memory, specifically on the following sections: 

2: “Requirements Relating to Storage of Stock” 

2.1.1: “Legal Requirements for Receiving and Storage of Medicines and Scheduled Substances” 

2.2.1: “Schedule 6 medicines and substances” 

2.2.2: “Thermolabile Products”   

2.2.3: “Hazardous Substances”     

3: “Documents” 

3.1.3: “Delivery Note” 

3.1.4: “Waybill” 

3.1.5: “Invoice or Packaging List” 

3.1.6: “Goods Receive Note” 

3.1.7: “Stock card” 

3.1.8: “Credit Request Form” 

3.1.9: “Monthly Statement Form” 

3.2: “Documents used during Storage of Stock” 

3.2.1: “SOP for Storage of Stock” 

3.2.3: “Daily Temperature Record of Pharmacy and Store Room” 

3.2.4: “Daily Temperature Record of Refrigerator” 

3.3: “Documents used when Counting Stock”. 

3.3.7: “Record of Expired, Damaged or Obsolete Stock” 

6.1.1: “Receiving of thermolabile pharmaceutical products” 

6.3: “Identify and Report Discrepancies 

6.5: “Completion and Filing of Documents” 

7: “Storage of Stock” 

7.1: “Requirements for a Pharmaceutical Store” 

7.2: “Different Storage Conditions” 

7.2.1: “Normal Storage Conditions” 

7.2.2: “Uncontrolled and Controlled Room Temperature and Humidity” 

7.2.3: “Minimum standards for procurement, storage and distribution of thermolabile pharmaceutical products”  

7.2.4: “Secure Storage” 

7.2.5: “Flammable Substances” 

7.2.6: “Medical Gases” 

7.2.7: “Other factors Influence Storage” 

7.2.7.3: “FEFO and FIFO Principles” 

7.3: “Transfer, Pack and Store Stock” 

7.3.1: “Arrangement of Stock on the Shelves‟ 

7.4: “Monitor Storage Conditions” 

7.4.1: “Routine Checking of Stored Products” 

7.4.2: “Good and Correct Storage Conditions” 
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7.4.3: “Regular Stock Counts” 

7.5: “Maintain batch Traceability throughout Storage” 

8: “Stock Taking Procedures” 

8.2.1: “The Physical Counting Process” 

 

Monitoring and maintaining stock, also called Inventory Control, can only be done successfully if procedures for the following 
routines are followed: 

 

******************************************************* 

 

 Please replace paragraph 3.1.2 with: 
 

3.1.2  Hospital pharmacy related 

Refer to the GPP; 2010 Ed. Chapter 2; Paragraph 2.4.3, pages 56-57, for detail on the Distribution of Pharmaceuticals to Wards, 
Departments, Theatres, Clinics (WDTC) and Other Outlets in an Institutional Pharmacy. There are certain legal constraints in the 
provision of drugs to primary health care clinics.  It is important to have a good knowledge of the primary health care principles with 
respect to the Essential Drugs Program.  The Essential Medicines List (or better known as the EML) will mention all the medicines 
that may be issued to these facilities where the registered primary health care nurse may dispense to patients without a doctor‟s 
prescription.  

 

******************************************************* 

 

 Please replace paragraph 3.1.4 with: 

3.1.4 Wholesaler/Distributor related 

Additional minimum standards for wholesale pharmacies or Good Pharmaceutical Wholesale Practice (GPWP) are prescribed in 

the guidance document: Good Manufacturing Practice for medicine in South Africa. (June 2010), published by the MCC, as well as 

in Good Wholesale Practice for Wholesalers, Distributors and Bonded Warehouses (July 2012) 

 

******************************************************** 

 

 Please add the following information directly below the title of paragraph 3.3.3: 

3.3.3  Cold chain / thermolabile items 

In the SAPC Board Notice 50 of 2015, the following are the minimum standards with regard to Distribution and Transport of 
thermolabile pharmaceutical products. 

 

“A Distribution system must have in place: 

(a) a comprehensive quality system;  

(b) a process for continual quality improvement 

(c) an ambient and cold chain distribution strategy; and 

(d) a risk assessment programme”. 

 

Transportation of thermolabile pharmaceuticals must be done by appropriately specialised means in such a way that these 
products are secure and not subjected to unacceptable degrees of heat/cold. 

(a) “The packaging system of thermolabile pharmaceutical products, for purposes of distribution must be quality assured to 
ensure that it occurs within the cold room environment, fulfils the manufacturers’ specification requirements, is thermally 
designed and validated, and is related to  

Temperature Profile(s)/Logistic history 

(b) There must be clear, visible labelling on the packaging with instructions regarding storage conditions, special precautions 
and warnings for the shipment.” 

********************************************************** 
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 Please add paragraph 3.3.3.1: 

3.3.3.1  Transportation of thermolabile pharmaceutical products 

The requirements stipulated below pertain to transportation of thermolabile pharmaceuticals and were published in SAPC Board 
Notice 50 of 2015 for implementation. 

 Transport must be in a way that it is secure and the temperature of these products is maintained according to product 
specifications. 

 Mode of transportation approved for transporting thermolabile pharmaceuticals include refrigerator trucks, cars, ships and 
containers that must be permanently enclosed and sealed. Open vehicles may not be permitted to transport thermolabile 
pharmaceuticals. 

 If the mode(s) of transport is not specific for the transportation of these products, the specialised packaging such as 
validated cooler bag packaging must be used. 

 The route must be planned and assessed and/or validated to ensure that delays and/or exposure to extreme 
temperatures are correctly assessed. Transportation between South Africa and other neighbouring countries and within 
South Africa, due to large geographical areas, must be considered as unique in terms of the range of temperatures that 
the thermolabile pharmaceuticals may experience. 

 Transport must be clean and free from all form of contamination, e.g. rats, vermin, birds, fungi and mites. 

 Thermolabile pharmaceuticals may not be packaged with non-pharmaceutical items or containerised with any other goods 
such as food and/or beverages, which may also require refrigeration transport as this could result in contamination. 

 The transport capacity must be sufficient to allow for orderly storage of thermolabile pharmaceuticals  during 
transportation. 

 The temperature of the loaded area of the transportation must be monitored throughout the trip by temperature data 
loggers, refrigeration tags, freezer tags, log tags or cold chain monitoring cards that comply with or meet WHO 
specification. Validated cooler box packaging must have at least a temperature monitoring device that complies with or 
meets WHO specifications. 

 Personnel, who transport thermolabile pharmaceuticals, must be appropriately trained in terms of an approved unit 
standard for cold chain management and shall provide the suitable documentation as proof for this function. They must 
ensure that correct procedures are followed to maintain the cold chain within the manufacturer‟s specification. 

 A delivery document must show evidence that the transport requirements, among other things, temperature control have 
been met. 

 Damage to containers or any other event or problem that occurs during transit must be reported to and recorded by the 
Responsible Pharmacist of the distribution/wholesale pharmacy. The person responsible for the transportation of the 
thermolabile pharmaceuticals must inform receiving personnel, pharmacists or other authorised healthcare professionals, 
that the package includes thermolabile pharmaceutical products that require immediate attention. 

 

********************************************************* 

 Please add Learning Activity 9 directly after the first paragraph in 3.3.7 and change the 

number of Learning Activity 10: 

Do Learning Activities 9 & 10  

 
Learning Activity  9    

 

A large order was received from a client for thermolabile pharmaceutical products. What are the minimum standards that need to 

be adhered to according to SAPC Board Notice 50 of 2015 to ensure the quality and efficacy of these thermolabile 

pharmaceutical products are, upon reaching their destination, the same as during storage in the pharmacy refrigerator/cold 

room/freezer. 



15 

 

 

 
Learning Activity 10  

 

After you picked the following order: 

 10 Glass Bottles of Eusol Antiseptic Solution 500ml; 

 40 Flu Vaccines; 

 3 Boxes of Lipitor 10mg Tabs 30‟s; and  

 6 Containers of Ethanol 5L; 

Explain how you would pack the order to get it ready for dispatch – include information about Security measures, Labelling, 
Safety and Documentation. 

 

**************************************** 

 Please change the number of each of the following Learning Activities 

Complete Learning Activity 11 

 
Learning Activity 11  

 

Explain how you would dispatch the order placed in Learning Activity 8 and packed in Learning Activity 9, by following your 
facility‟s SOP. Include the following: 

 Accurate & Timeous Dispatch; 

 Handling Procedure; 

 Delivery Information & Security; and  

 Documentation 

 

To conclude this module, complete Learning Activities 12; 13; 14 & 15  

 
Learning Activity 12 

 

What happens when a customer returns products to your facility, because they: 

 have expired or are short-dated; 

 are damaged, contaminated or deteriorated; 

 have been recalled by the pharmaceutical manufacturer or supplier; 

 have been supplied incorrectly by the facility; and/or 

 are in surplus. (In the manufacturing department due to over-ordering, over-supply or original package issued was more 
than what was required. They required and used only 3kg of a roll of labels of 30kg, etc. In a hospital, stock items may be 
in surplus in one of the wards/departments, also due to over-ordering, over-supply or treatment protocols being changed.)? 

 

 
Learning Activity 13  

 

If the responsible pharmacist found that a product that has been returned by a customer or found on a shelf in the facility during 
routine stock checks, has expired and needs to be destroyed:  

1. What procedure should you follow; and 

2. What documentation should be completed? 
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Learning Activity 14  

 

When a product returned by a customer or found on a shelf in the facility is very slow moving and needs to be returned to the 
supplier:  

1. What procedure should you follow; and 

2. What documentation should be completed? 

 

 
Learning Activity 15  

 

If the responsible pharmacist found that a product returned by a customer/ward/department may be returned to saleable stock 
for re-distribution:  

1. On what conditions may this be done; and 

2. What procedure should you follow? 

 

 

 

 


