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Abstract

Cannabis (Cannabis sativa sub sp. indica) is one of ingredients in several Thai traditional
medicines. Since it has been classified as a narcotic plant in the fifth category of the Narcotic Act
B.E. 2522, cannabis was not used as medicine. On February 19, 2562, Thailand had approved the
modification of this Narcotic Act and allow the medical uses of cannabis. Then the department
of traditional and alternative medicines (DTAM) had supported the Pra-Ajarn-Fan Ajaro (PAFA)
hospital to produce the category 1 Thai herbal preparations containing cannabis (Can-TH-P) for
the treatment by trained Thai traditional practitioners. Under the collaboration of PAFA hospital
with the researchers of the Center for Research and Development of Herbal Health Products,
Faculty of Pharmaceutical Sciences, Khon Kaen University, this research aimed to investigate the
quality of herbal raw materials and the stability of the_s€an-TH-P. 15 recipes include
Ukkiniwakana, Suksaiyat, Kaelom-nauwanari-wayo, Kaelom-kaen-paengsoong, Fai-awut, Kaenon-
mailab/kaekaipomleung, Kaesatakat-klonhang, Amalit-Osos, Apaisali, Kaelom-kaesen, Kaerokjit,
Paisali, Ridsiduang-tawannak/Rokpewnung, Tamlai-prasumain, and Tapayatikun from total 16 Can-
TH-P were studiedsaccording to one recipe (Sanan-Tripop),mitist be freshly prepared before being
used.

The results'were divided into three parts as followed:

1.) The quality imvestigation of 88 raw materials of the Can-TH-P*was done to include 84
plants and 3*ahimal” samples from three different sources (Charéensuk, Wetchapong and
Thongtong) and “¢annabis Samplefrom the plantation in Sakolnakarh proyinée. Some selected
items of Thai Herbal ,Pharmacopoeia’ (FHP) suidelines, wereyperformed,.The results of physical
and macroscopic examinatien showed the similarity of the testedfnaterials. All samples were
dried forms with differences in'color apd size, Most ofiithé *plant raw materials had low ash
values, with total ash of 2.05+0.09-4.74+0.04 %, acid insoluble ash of 0.01+0.91-0.66+0.32% and
water insoluble ash of 0.01+0.01-0.54+0.06%, suggesting the low contamination of inorganic
matter from stones and sands. The moisture contents of these raw materials were relatively low
(0.01+0.01-1.63+0.06%) without differences among the three sources. In term of chemical
analysis, the Thin Layer chromatographic (TLC) finger print of each sample was unique. The
samples from these three sources showed similar band patterns, but different band intensities,
suggesting the different amount of their chemical constituents. The volatile oil contents were

different among these raw materials (0-8.99%). The contamination of three heavy metals



Q|
including arsenic, cadmium and lead were within the accepted limits, which were 4, 0.3 and 10
ppm, respectively. All data demonstrated the good quality of raw materials used in the Can-TH-P
of PAFA hospital. With this first report of Thailand, the data may be used as reference standards
of the raw materials for the preparation of Can-TH-P.

2.) The quality investigation of the 15 Can-TH-P was carried on. Physical appearance of
the products showed different enveloped package with different color, label and information
according to their uses. The Can-TH-P samples had low ash content with total ash of 3.18+0.35-
3.89+0.21%, acid insoluble ash of 0.13+0.01-0.74+0.02% and water insoluble ash of 0.08+0.01-
0.23+0.05%. Their moisture contents were within the limit (4.39+0.51-6.89+0.04%). The patterns
of TLC finger print of each recipe was unique and showed some bands with the same R values
as found in cannabis powder. The volatile oil contents of these recipes were varied (0.31-3.99%).
The data showed no contamination of 4 heavy metals (including arsenic, cadmium, lead and
mercury), no contamination of three pesticide.sfgroupss (including organochlorides,
organophosphates and pyrethroids) of all preparations. The microbial contaminations were within
the limit and there were no contamination of aflatoxins. Based on USP guideline, the weight
contents of nine-recipes of Can-TH-P*were within the accepted values andisix recipes showed
the above limit values and needed further development. The flowability insterm of Carr's index
of most of the Can=TH-P powders were fair to poor values. The major particle size distribution of
most recipes were”in»the ranges of 149-250 micron. However, sorme recipes were more
distributed at 420. micron.

3.) The stabilityttests/of "Can-TH-P at three conditions (30“dégree €&lsius, 75% relative
humidity; 40 degree™Celsius, 75% relative humidity; 4 degreeiCelsius, 17%'telative humidity) for 6
months were carried outf ftawas revealed that'the weight contentstwere not changed. Whereas
the moisture contents were ‘thangedy which were indréased or decreased varied on the
temperature and time of storage, but it was still within the 7 % limit. The flowability and particle
size distribution of these recipes were also changed based on the temperature and time of
storage. The five cannabinoid contents were varied among these Can-TH-P recipes, which were 0-
19.46+0.27; 0.27+0.01-6.06+0.91; 0.07+0.00-12.72+0.79; 0.01+0.00-0.67+0.00 and 0.02+0.09-
3.51+0.52% for THC, THCA, CBD, CBG and CBN, respectively. These values were changed,
especially the decrease of THCA and the increase or decrease of THC and CBD in the different

temperature and time of storage were noted.
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In conclusion, this study provided the data to demonstrate the good quality of physical
property as a whole of raw materials used in the preparation of 15 Can-TH-P based on some
selected items in THP guidelines. But the flowability and particle size distribution of the products
need further development. The cannabinoid contents of these preparations changed based on
temperature and time of storage. All data may be used as quality references for the future

production of the Can-TH-P.

Keywords : cannabis, stability, quality control, cannabis containing Thai medicine,

contamination, raw material, cannabinoids



