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Abstract

Cannabis is a historic, multidimensional and sometimes controversial plant. Its versatility and utility has

fueled all kinds of industries and products, especially medicinal applications.

Medicinal cannabis is a therapy that has gained much national attention in recent years. Controversies

surrounding the legal, ethical and social implications associated with use; safe application, packaging

and dispensing; positive and negative health outcomes attributed to the use of cannabis, as well as

therapeutic indications based on limited clinical data, are part of the complexity associated with this

treatment. In North Macedonia, the production and application of cannabis for medicinal use was

approved in year 2016.

Cannabis consists of more than 120 components, the most well-known and with therapeutic application

are the cannabinoids. Cannabidiol (CBD) and tetrahydrocannabinol (THC) are the two most well-known

and researched cannabinoids. THC is responsible for the psychoactivity, which many people associate

with cannabis, while CBD is a non-intoxicating, non-euphoric component that can be found in oils,

gums, drinks and other products for consumption and medicinal purposes.

The production and processing of cannabis for medicinal purposes in North Macedonia, as well as in

Europe, are subject to the rules and principles of Good Manufacturing Practice (GMP). For its

production and processing, it is necessary to apply the guidelines according to Annex 7 Production of

herbal medicines (EudraLex, 2009).

The purpose of this study is the validation and evaluation of the production processes, i.e. the

processing of cannabis flower for medicinal purposes from the harvesting process to its packaging in a

bulk product, which will determine and establish norms and parameters, that are further considered as
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repeatable and established for any subsequent production, and processing of cannabis for medicinal

purposes. These processes include: harvesting, trimming, drying and bulk packing, as well as analysis

of the bulk product.

For the realization of the study, three validation batches of the production and processing processes

were carried out, in the production premises of the HAPA pharm subsidiary, located in the village

Spanchevo, Cheshinovo - Obleshevo.

The results of the performed validation showed that the production and processing processes were

achieved, according to the previously set theoretical expectations and yields, established according to

the Technological File. The whole compact flowers were obtained, from which the "sugar leaves" were

removed by the trimming process, then dried in the stipulated period of time, at a temperature of 35 -

40oC, properly packed in 1000 g balk bags. The results of the performed analyzes are in accordance

with the product specification, without OOS deviations.

The process of production and processing of cannabis flower for medicinal purposes is a complex work

for which additional and new approaches and changes can be worked on in the long term, on the

already established basis, in order to further improve and simplify the process, and with one goal, to

obtain a quality, efficient and safe product, both for direct application and for further processing.
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