(TECHNICAL DOCUMENTATION)

PRESTO GEL RECTAL SUPPOSITORIES
FOR TREATMENT OF HAEMORRHOIDS.



Presto Gel Rectal Suppositories’ bacterial blocking capacity is mechanical in nature.



Presto Gel Rectal Suppositories provide fast relief from pain and anal discomforts caused by
Haemorrhoids and anal fissures, such as: burning, itching, swelling, irritation and sensitivity.

Contents:



What are Haemorrhoids and anal fissures



Localization of Haemorrhoids and anal fissures



Formulation and preparation procedure + principal intended purpose of ingredients



Action of Aloe Barbadensis in the Formulation (including summery)



Bacterial Blocking Mechanism - ILLUSTRATION



Pogostemon Cablin – Natural Preservative (including summery)



Geranium Thunbergii – Skin Conditioning Agent (including summery)



C10-18 Triglycerides – Emollient & Excipient



References

What are Haemorrhoids and anal fissures?

Haemorrhoids are large and very painful clusters of blood vessels located in the interior and exterior areas of
the anal canal which has an intricate system of veins that are supposed to drain blood from it.
The factors increasing vein congestion are usually those increasing the pressure, such as increased intraabdominal pressure or exertion during defecation. Prolonged sitting may also accelerate the formation of
Haemorrhoids.
Haemorrhoids are very common in industrialized countries. The first symptoms typically appear in the early
20's of a person's life, but these symptoms are not clear until the 40's. According to some estimations,
approximately 70% of the population from their 50's onwards, suffer to some extent from symptomatic
Haemorrhoids. Females suffer from Haemorrhoids more frequently than males. One of the assumptions is that
pregnancy and delivery produce increased pressure on the anal area.
Haemorrhoids are divided into two main groups: External (a bulge on the side of anus) and Internal (inside the
anal canal). Many patients suffer from pain caused by anal fissure which in turn is caused by Haemorrhoids.
An anal fissure is a cut or tear occurring in the anus (the opening through which stool passes out of the body)
that extends upwards into the anal canal. They affect men and women equally and both the young and the old.
Fissures usually cause pain during bowel movements that often is severe. Anal fissure is the most common
cause of rectal bleeding. Bacterial infections in the anal area cause inflammation which in turn, causes pain
and anal discomforts.

Figure 1:

Localization of Haemorrhoids and anal fissures
Anal fissures and Haemorrhoids (internal and external) occur in the specialized tissue that lines the anus and
anal canal, called anoderm (squamouse epithelium). The anal canal is the terminal part of the large intestine.
It is divided into three parts. The zona columnaris is the upper half of the canal and is lined by simple columnar
epithelium. The lower half of the anal canal, below the pectinate line, is divided into two zones separated by
Hilton's white line. The two parts are the zona hemorrhagica and zona cutanea (skin). In humans it is
approximately up to 4.5 cm long (till the Pectinate line). It is directed downwards and backwards. It is
differentiated from the rectum by the transition of the internal surface from endodermal to skin-like ectodermal
tissue.

Figure 2:

Presto Gel Rectal Suppositories ingredients:
The formulation contains the ingredients described in table 1:
Table 1: contents of Presto Gel Rectal Suppositories:
Ingredient

Percentage in Presto Gel
Rectal Suppositories

Principal intended purpose in
formulation

(% by weight)
C10-18 Triglycerides

96.08 %

Emollient & Excipient

Aloe Barbadensis Leaf Juice Powder

3.00 %

Physical blocker for bacteria

Pogostemon Cablin Leaf Extract

0.70 %

Natural preservative

Geranium Thunbergii Extract

0.22 %

Natural preservative



Presto Gel Rectal Suppositories does not contain Alcohol or any sort of synthetic or chemical
preservatives.

Raw materials and substances quality and specification
Aloe Barbadensis leaf juice powder: Freshly harvested leaves of A. Barbadensis Mill are washed
with tap water, then with distilled water. The inner gel (fillet) is carefully removed to minimize disruption
of the Aloin layer. The gel is then further processed to remove the pulp and fiber. The resultant gel is
then pasteurized to maintain its efficacy. The gel (which is mainly composed of polysaccharides,
containing glucose, mannose and other important components, such as: phytosterols, vitamins,
enzymes, phosphorylated monosaccharides, amino acids and minerals) is then concentrated utilizing
low temperature evaporation to produce a liquid concentrate ready for spray drying, afterwhich a highly
concentrated (X200) spray dried powder is obtained.
Geranium Thunbergii extract: Using “Counter-Current” extraction method, rehydrated dried leaves of
Geranium Thunbergii are pulverized using toothed disc disintegrators to produce fine slurry. The
material is then moved in one direction within a cylindrical extractor where it comes in contact with ultrapure, type-1 MiliQ water. Flow rates are synchronized for optimal extraction and after the process is
finished, concentrated extract comes out at one end of the extractor while the marc (practically free of
visible solvent) falls out from the other end.
Pogostemon cablin leaf extracts: Using “Counter-Current” extraction method, rehydrated dried
leaves of Pogostemon are pulverized using toothed disc disintegrators to produce fine slurry. The
material is then moved in one direction within a cylindrical extractor where it comes in contact with
ultra-pure, type-1 MiliQ water. Flow rates are synchronized for optimal extraction and after the process
is finished, concentrated extract comes out at one end of the extractor while the marc (practically free
of visible solvent) falls out from the other end.

Table 2: test profile preformed for Presto Gel Rectal Suppositories:
TEST

LIMITS

Color

White

Odor

Slightly Pungent

Appearance

Hard Waxy

Ingredients
A Aloe Barbadensis:
Aloe barbadensis(1-3) (also known as Aloe Vera) is an ancient plant which is a member of the Liliaceae
family. This species is native to the Mediterranean region but is now widely spread in North America, Europe
and Asia. The virtues of Aloe vera have been recorded for thousands of years by many ancient civilizations,
including Egypt, Persia, Greece, India and other African tribes. In 1500 B.C. Egyptians recorded use of the
herbal plant in treating burns, infections and parasites (4-6) and since it was used as perfume or incense (the
fresh gel was used by Cleopatra to keep her skin soft and young).
Aloe vera then traveled to various parts of the globe and in the last century became a commonly available
household medicinal plant, as many housewives are reported to grow Aloe vera as kitchen plants. Today, over
a hundred thousand plants are grown in Florida, Texas and Mexico for marketing and annual sales are
estimated in millions and millions of dollars (8). More recent reviews show cumulative evidence supporting the
topical and/or oral use of the Aloe Vera extracts as highly effective in treatment of wounds and first or second
degree burns, by promoting the rates of healing(8), as well as acting as fresh foods preservative(9) or as a water
conserving agent (10). Aloe vera also have an antibacterial and antifungal activity which could help treat minor
skin infections such as boils and benign skin cysts and may inhibit growth of fungi and bacteria(11). It is now
also widely used on face tissues, as moisturizer and/or anti-irritant, to reduce chafing of the nose (12). Aloe Vera
is also being used for soothing the skin and keeping it moist to help avoid flakiness and harshness during dry
weather.
Due to all of the positive effects of Aloe Vera mentioned above, it is commonly used in the cosmetic and
alternative medicine industries as an ingredient in commercially available lotions, yogurts, beverages and
some deserts (13-15). It is common practice for cosmetic companies to add sap or other Aloe vera derivatives to
products such as makeup, tissue moisturizers, soaps, sunscreens, shaving creams and shampoos.
As reported in literature, the extracted gel consists of 99.3% water and the remaining 0.7% is made of glucose
and mannose as a major part among other ingredients such as aloesin, anthraquinons, gel polysaccharides
such as aloemannan and acemannan, lectin, vitamins and Minerals.
Topical and oral use of Aloe vera is non toxic with no side effects. Toxicity(16) of the crude extract from aloe
vera was measured and results show that the aloe barbadensis derived ingredients were non toxic in acute
oral studies using mice and rats. (Further information about its non-toxicity is also available in the Aloe
Barbadensis MSDS - Material safety data sheet, attached.)

Action of the Aloe Barbadensis Extract in this formulation:
As mentioned above, Aloe Barbadensis contains mainly polysaccharides, therefore, the most common
mechanism for the Aloe Barbadensis action as an antibacterial is by sticking to cell tissues so that bacteria

cannot enter the infected system. The exact mechanism mentioned was described by Randey.(17) and his
coworkers in 2010. They have demonstrated in their research that A. Barbadensis holds excellent potential as
an antibacterial agent and described the mechanism as follows: A. Barbadensis contains acemannan (acylated
mannose) which makes a mucilaginous layer around the infected system. This layer traps the microbial flora,
making them unable to invade the system.

In our contribution we describe the mechanism as follows:
Microorganisms are equipped with their own binding, self-adhering mechanism on the surface of their cellmembrane. The chains of polysaccharide molecules of aloe barbadensis, which consists of mannose
molecules, proceed in the Mannan-binding lectin pathway (also known as the Ali/Krueger Pathway). In this
pathway, mannose-binding lectin binds to mannose residues on carbohydrate or glycoprotein components of
microorganisms including bacteria.
Lectins are sugar-binding proteins or glycoproteins that are highly specific for their sugar moieties. They play a
role in biological recognition phenomena involving cells and proteins. Microorganisms use lectins to attach
themselves to the cells of the host organism during infection. Lectins are disabled by the Bacterial Blocking
Ability of Aloe Barbadensis polyssacharides, which bind to them. As a consequence, they prevent their
attachment to cell membranes thus providing a safe physical barrier against microbial invasion for each cell
and prevents contact with faecal acids and toxins which are the main cause of anal discomforts. The bacteria
is not killed, but it is prevented from penetrating the host cell. The infection mechanism and bacterial
development are blocked with the result that inflammation is controlled and Haemorrhoid pain and anal
discomforts are relieved. The right conditions are now created for the body's natural biological mechanisms
responsible for wound healing to take over and the natural process of cell generation is accelerated.

Finally, we can summarize that the crude extract of Aloe Barbadensis is non toxic and has no side effects, it is
widely available and commonly used in homes everywhere, being a non-prescription material, It's widely used
in the food and cosmetic industries and most important, it acts only as a blocker for bacteria and fungi,
preventing them from the infected system and in this way allowing the body's natural healing mechanisms to
take place without any microbial interruptions so the healing process duration shortens dramatically.

B. Pogostemon cablin
Pogostemon Cablin is a well known traditional medicinal plant called "Guang-Huo-Xiang" in China. As a native
species of the Philippines, Malaysia and India, it has been introduced into China and cultivated widely in
Guangdong, Hainan, Guangxi etc. The plant has been used against common colds and as anti-fungal and
antibacterial agent. As found in literature, water extract of Pogostemon Cablin leaf contains many
sesquiterpenoids and flavonoids(18). flavonoides(19) were found to be major polyphenols. flavonoids are
ubiquitously present in fruits and vegetables. As a group, flavonoids exhibit strong antioxidant capacities. The
mechanism of the antioxidant activity of flavonoids involves the direct scavenging or quenching of oxygen free
radicals or excited oxygen species as well as the inhibition of oxidative enzymes that generate these reactive
oxygen species (20) .
Mono-and sesquiterpenoids are commonly used as food and beverage sweeteners(22), they are also
associated with spicy or hoppy beer character. (23). This group of substances also show radical scavenging and
antimicrobial activities(24). More information about pogostemons can be found in references (25-26).
The presence of Pogostemon Cablin Leaf in the formulation serves only as preservative, based on its known
antioxidant and bacteriostatic properties as summarized above. It is important to note that pogostemon is also
being used in foods as spice and in cosmetics as preservative.
C. Geranium Thunbergii
Geranium Thunbergii(27) is a plant from the Geraniacae family. It is rich in Tannins(28) and is being used for a
long time as a remedy for intenstinal disorders in Japan. Tannins have polyphenol groups in their skeleton and
according to their skeleton they are separately classified as: Dehydroellagitannins, oligomeric hydrolysable
tannins and complex tannins. These tannins possess antiviral(29) and antioxidant activities which are
sometimes specific to the chemical structure of the tannins molecule.
Summary on Pogostemon Cablin Leaf and Geranium Thunbergii
The presence of small amounts of Pogostemon Cablin Leaf and Geranium Thunbergii extracts in low
concentrate ratios in the formulation serves only as a preservative, based on their known antioxidant and
bacteriostatic properties. They have a definite advantage over synthetically produced chemical preservatives,
whose safety is in serious doubt. Exposure of these chemicals to humans could be hazardous and may carry
serious health risks.

D. C10-18 Triglycerides
An emollient and excipient base, which serves as carrier for the active ingredient. It is produced by interesterification of fatty acids, exclusively obtained from vegetable origin. Consists a mixture of C10 – C18
triglycerides. Manufactured from raw materials of strictly vegetable origin. Has excellent safety and mucosal
tolerance due to non-toxicity and non-irritant properties.

The device (Presto Gel Rectal Suppositories) is invasive with respect to a natural body orifice, is not in contact
with the central circulatory or central nervous system, is for transient use (less than 60 minutes), but not
surgically invasive or implantable. It is not an active device and therefore, is classified as a Class I Medical
Device.
Presto Gel Rectal Suppositories is a Bacterial Blocker which provides a safe alternative to antiseptic and
antibiotic drugs.
●
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Presto Gel Rectal Suppositories does not contain harsh chemicals.
It does not contain any synthetic or chemical preservatives.
It does not contain alcohol.
The substances in the product are non-toxic, non-irritant to the skin and non-hazardous.
It does not kill bacteria, but physically blocks the ability of harmful bacteria from infiltrating host cells.
It does not affect friendly bacteria and has no negative impact on body's own cells.
It has no known negative side-effects.
It is not known to interfere with other medicines taken concurrently.
It supports and speeds up the natural healing process of damaged tissue.
It accelerates the natural regeneration of cells.
It provides fast relief from pain and anal discomforts caused by Haemorrhoids and anal fissures such
as: burning, itching, swelling, irritation and sensitivity.
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