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Origins in South Africa

• dagga (Afrikaans pronunciation: 

[/ˈdaχa/]) is commonly used for 

cannabis; it derives from the Khoikhoi 

word dacha or dachab in 17th century.



Legislation - Global
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Legislation
Global



Legislation - South Africa
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▪ The Medicines and Related Substances Act

▪ South Africa is a signatory to various international conventions :-

▪ (United Nations Office on Drugs and Crime (UNODC)

▪ International Narcotics Control Board (INCB)

▪ United Nations Single Convention on Narcotic Drugs (1961)

▪ SAHPRA – control of Medical Cannabis

▪ Cannabis is classified as a Schedule 7 substance in South Africa

Legislation

Legal status of CANNABIS
Legislation

Cannabis is NOT Legal in SA, in ANY Form, yet
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• The Drugs And Drug Trafficking Act. NO. 140 OF 1992: 

Cannabis is listed under "Undesirable Dependence-Producing Substances" and states that 

"Cannabis (Dagga) (S7), the whole plant or any portion thereof, except dronabinol (S6), is illegal’.

Legislation

Legal status of CANNABIS
Legislation

“Dagga still illegal in SA” – SAPS

• The legislative framework:

– Authorisation of Cannabis cultivation 

– The Single Convention

– Aligning the access of Cannabis-containing products for 

medicinal purposes with that of other controlled medicines

• Under this Act, medical practitioners can apply to the Council for 

permission to access and prescribe unregistered medicines 

Cannabis Legislation is still pending
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The down-scheduling cannabis-oil (CBD) from Schedule 6 to 

Schedule 4  (9.99_Rescheduling_cannabidiol_Jul17_v2)

Legislation

Legal status of CANNABIS
Legislation
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• MCC Guideline -

• CULTIVATION OF CANNABIS AND MANUFACTURE OF 

CANNABIS-RELATED PHARMACEUTICAL PRODUCTS 

FOR MEDICINAL AND RESEARCH PURPOSES 

(2.44_Cannabis_growth_Feb2017_v1_for_comment.doc 

March 2017)

• APPLICATIONS FOR CULTIVATION OF CANNABIS FOR 

MEDICINAL PURPOSES published -

2.44_Cannabis_cultivation_Sept17_v2.doc November 2017

Legislation

Cultivation of cannabis for medicinal use
Guidelines

Cultivation of Cannabis 
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• An applicant may apply to the MCC for a licence in terms of the 

provisions of Section 22C(1)(b) of the Medicines Act for any or all of

the following activities:

• Cultivate/grow and produce Cannabis and Cannabis resin;

• Extract and test Cannabis, Cannabis resin and/or cannabinoids;

• Manufacture a Cannabis-containing or cannabinoid-containing 

medicine;

• Import a Cannabis-containing medicine;

• Export a Cannabis-containing medicine;

• Distribute a Cannabis-containing medicine.

Legislation

Cultivation of cannabis for medicinal use
Guidelines

Cultivation of Cannabis 



Cannabis Cultivation
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Cultivation Methods
Cannabis Grow medium and lifecycle
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Plant Life Cycle
Cannabis cultivation
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Seedling Cultivation
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Plant Cultivation
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Processing
Cannabis cultivation

Drying Ground Plant Material



Cannabis Extraction
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Difference between Hemp seed and Cannabis
Cannabis extraction
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Cannabis Extraction Methods
Cannabis extraction

Supercritical C02

Solvent Extraction

Oil Extraction
Extraction 

methods

• butane, isopropyl alcohol, hexane, or ethanol

› Trace impurities

• olive oil

• olive oil cannot be evaporated away after the 

processes

• Carbon Dioxide (C02) is a unique molecule that 

can function as any state of matter
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Processing of cannabis for medicinal use – SUPERCRITICAL CO2
Cannabis extraction – SUPERCRITICAL EXTRACTION PROCESS

Product

1. CO2 Storage

2. Cooling

3. Pressurization

4. Reheating

5. Extraction

6. Relaxation

7. Reheating

8. Separation

9. Decompression

10.Cyclonic separation

11.Liquefaction
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Separation Collection 1 & 2

Separation & Collection
General processing steps

Cannabis extraction

Terpene Collection
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• Dried & milled hemp plant material received as feedstock;

• Verify quality including moisture, CBD &THC content;

• Extract delivers raw hemp oil, including Cannabis resin and/or 

cannabinoids; may be a product as is.

• Purification to separate solids by filtration; THC isolated via 

chromatographic process;

• Process further to an Isolate product if required.

Processing of cannabis for medicinal use
General processing steps

Processing Cannabis 

Cannabis extraction
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Post Extraction Isolation
General processing steps

Cannabis extraction



Final Cannabis Products
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There are no finished product registered in the SA market, yet.

Although the industry is still new it is expanding very quickly and therefore many 

companies are working on developing these products.

Our reputation is backed by more than 20 years of scientific research into Botanical 

Extractions and final product development

• We have a state of the art Research & Development Department equipped with onsite 

microbiology & instrument laboratories

• In-house stability chambers to facilitate accelerated shelf life studies in order to provide 

client confidence with their products

• Nominated by CRI as their dedicated Cannabis Laboratory

Research and Development
Where we bring your product to life

Our professional team of experts with industry leading expertise

can provide excellent advice on a wide variety of products

What we do
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Cannabis Product Development

Discovery Scale-up
Formulation

development

Commercial scale 

supply fill / finish
Early development

Active 

pharmaceutical 

ingredient

Product
Mass 

production
Commercial packagingMedicineMolecule
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• There are currently no authorized or 

registered pure CBD products. 

However, there are several in development.

• Epidiolex® is a liquid oral formulation of pure plant-derived CBD

• Arvisol® is an oral tablet containing pure CBD. 

40th ECDD WHO Meeting

Marketing Authorizations (as a Medicinal Product)
Outcomes from 40th ECDD WHO Meeting

PHARMA CANNABIS
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• Zynerba® Pharmaceuticals is developing a CBD gel 

(ZYN002) that is designed for transdermal use. 

• Bionorica® (Germany) has developed a pure CBD 

product that is extracted from hemp plants through a 

multi-stage process into a crystalline powder 

(production completed by THC Pharm).

40th ECDD WHO Meeting

Marketing Authorizations (as a Medicinal Product)
Outcomes from 40th ECDD WHO Meeting

PHARMA CANNABIS
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Marketing Authorizations (as a Medicinal Product)

• STI Pharmaceuticals (Essex, United Kingdom) has 

developed a crystalline powder of pure synthetic CBD 

with multiple doses. 

• INSYS Pharmaceuticals (United States) has 

developed an oral solution of pure CBD. It is currently 

in Phase 2 trials for childhood absence seizures (20-

40 mg) and in a Phase 3 trial as an adjunctive therapy 

in conjunction with vigabatrin for infantile spasm-type 

seizures. 

Outcomes from 40th ECDD WHO Meeting

PHARMA CANNABIS
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Marketing Authorizations (as a Medicinal Product)
Outcomes from 40th ECDD WHO Meeting

PHARMA CANNABIS

• PhytoTech Therapeutics (Tel Aviv, Israel) is developing an 

oral formulation (PTL101) that contains purified CBD 

embedded in gelatine matrix pellets. 

• Ananda Scientific (Israel) is producing pure CBD for 

medicinal purposes and reports having their Phase 1 

pharmacokinetics studies underway presently in Israel, with 

numerous other trials planned in Israel and China. 



Cannabis Research Institure
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CRI Focus Points

The Cannabis Research Institute (CRI) is the first Centre of Excellence in the field of cannabis and cannabinoid 

therapy management in Africa. The SACRI incorporates the use of multidisciplinary approaches to further advance 

cannabis medicinal, veterinary and complementary drug development utilising clinical research and data analytical 

trials as well as developing cutting-edge methodology and utilizing state of the art equipment and technology.

The CRI is partnered with South African and international research organisations. The CRI works with universities, 

high-tech innovative companies and other corporations to provide research-based proven approaches to cannabis 

and cannabinoid therapy management. The combined services and capabilities of the CRI sets the industry 

standards for Southern African industries for the application of best practice and good governance in cannabis 

producing facilities. The CRI partners with government and other local and international regulatory bodies to 

develop and help implement policies pertaining to Good Agricultural and Cultivation Practice (GACP), Good 

Manufacturing Practice (GMP), Good Laboratory Practice (GLP) and Good Clinical Practice (GCP).

The CRI co-ordination of parties invested in cannabis production for medicinal use creates a synergy between: 

shareholders, trained and informed personnel, innovative research and development, LIMS and data analysis, and 

most importantly from the medical professional to the patient.

Services:

• Research and Development

• QC Testing and Compliance

• University partnerships

• Advisory Panel assistance, workshops and training

• Research projects
• Investments and expansion for the SA market

ESTABLISHING THE MEDICAL STANDARD FOR CANNABIS IN SOUTH AFRICA
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CRI Stakeholders



Cannabis Testing
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Cannabis Types
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Where do we test?



What is Quality?

• Goal to produce medicine that is consistent, batch to batch, lot to lot.

• Growers and processors encouraged to produce cannabis in a range of means and routes of administration

• Growers and processors to also produce varieties and products containing high CBD levels

• No batch or lot may be released unless it meets the specification set forth for it

• Producers must do stability testing

• Producers must retain samples sufficient for follow-up testing



Cannabinoid Testing



Extracts & Concentrates

Edible, Topical, Oil

Plant Material

COMPOUNDS 

TESTED

ANALYTICAL 

TECHNIQUE

HPLC and UPLCCannabinoids

LC/GC-MS/MSPesticides

GC-FID, GC-MSResidual Solvent

ICP, AA, TXRFHeavy Metals

LC, LC-MS, AffinityMycotoxins

Cultures, qPCRMicrobiological

Common Testing Requirements



Cannabinoid Test Markers

Every batch and lot must be analyzed and labeled with cannabinoid ingredients:

• CBD

• CBDA

• THC

• THCA

• Certain terpenes

• CBG

• CBN



Quality

Analysis must detect any microbiological impurity:

• Total aerobic microbial count (TAMC)

• Total yeast mold count (TYMC)

• P. aeruginosa

• Aspergillus spp.

• S. aureau

• Aflatoxin B1, B2, G1 & G2

• Ochratoxin A.

• Pesticide residue



Quality

PREVENTION OF CONTAMINATION

Analysis must look for:

• Heavy metals, mercury, lead, arsenic, cadmium

• Foreign matter (insects, hair, other adulterants)



Pesticide Testing



Solvent Testing



Testing Options



Test Results
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Importance of Testing

Protecting consumer safety

• Ensuring products are free from contaminants

• Ensuring products are labelled properly 

Product consistency and potency

• Monitoring extraction and manufacturing processes

• Optimization of cultivation practices

• Testing levels of CBD, THC etc

Patient confidence
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Remember … 



Afriplex — Source to Shelf 49Closing remarks

Copyright & Liability
Our intellectual property is key to your and our business success

We emphasize that the contents of this presentation constitute works subject to protection under the laws of copyright.

Any reproduction, dissemination, further processing or other use of the presentation, of the information and contents

thereof, or of corresponding excerpts thereof, shall be subject to our express consent.

The presentation was drawn up to the best of its authors knowledge and belief and is offered for information purposes.

Absent further agreement, any information or contents found therein shall serve as non-binding indications only and

shall represent no promise or pledge. The authors of the presentation cannot accept liability for damage that may arise

as a result of utilization of the information and contents of which the presentation consists, unless information and

contents of which the presentation consists have been made part of a concrete agreement as between our customer

and us.
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+27 (0) 84 232 7961

WayneR@afriplex.co.za

Wayne Robinson

Director: Business Development


