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Saponin glycosides and the biders of caralluma, and selenium are disclosed.



W

10

15

20

25

30

35

WO 2005/102371 PCT/IN2005/000131

USES OF THE PREGNANE GLYCOSIDES IN THE
TREATMENT/MANAGEMENT OF OBESITY, OBESITY-RELATED
AND OTHER DISORDERS

This invention relates to the uses of the pregnane glycoside(s), and the saponins and bitters of caralluma
species of plants, in the treatment and management of symptoms/disorders such as obesity, overweight,
high BMI(Body Mass Index), low BMR (Basal Metabolic Rate), hypertension, hyperglycaemia,
hypercholesterolemia, ostec-arthritis, migraine, clinical depression, loss of hearing, sexual dysfunction, low
stamina, endurance and energy levels, reduced cognitive and memory functions, capillary degeneration,
joint inflammation/degeneration, circulation disorder, aging syndrome, menopausal syndrome and others;
in the alteration/ improvement/ regulation of conditions/parameters/functions such as appetite level, weight,
BMI, BMR, waist , arm and hip circumferences, fat levels, lean body mass, blood sugar, blood
pressure(bp), total blood cholesterol, blood HDL/LDL ratio, stamina, energy and endurance levels,
cognitive and memory function, hearing, aging, joint mobility, mood, sexual stamina and power, capillary
health and others and in skin ;murishmer.xt and as an anti-oxidant, anti-inflammation and anti-depressant
agent. This invention further relates to metheds of said treatment/inanagement ard of said
alteration/improvement/ regulation and to pregnane glycoside compositions therefor, said compositions
optionally further comprising additional therapeutical, nutraceutical or nutrition components. This

invention also provides for processes for admixture for miaking said compositions.

Obesity is a major public health problem the world over in view of the direct and indirect ecouomic and
social costs of obesity. One of the major causes of obesity is the siressful and sedentary lifestyles of
my ‘ern life and the widespread adoption of diets that contain large amounts of high calorie processed

foou.. The problem is particularly acute and widespread in some industrialised countries.

Obesity is a direct causal contributor to the pathophysiology of a number of diseases and causes
exacerbation in several others.  Some of said disorders/symptoms are: diabetes, hypertension, cardio-

vascular disease, atherosclerosis, stroke and others.

Obesity is being increasingly combated medically by providing weatments for weight-reduction and for
coping with, and management of associated svinptoms/disorders such 2s high blood sugar, b.p., joirit pains

and others.

Weight reduciion and related treatmeris such as regulation of BMI(Body Mass Index), increasing lean

mass, increasing BMR(Basal Metabolic Rate), are 2lso being increasingly adopted by people who are not
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strictly clinically obese but do so for personal or social reascens suckh as the desire to feel and look good.

. The uses/methods/cempositions of this invention are also relevant to said people.

These inventors have worked extensively on said problems/disorders and have developed novel uses of said
pregnane glycoside(s) n} the treatment and management of obesity and obesity-related disorders/syr=ptoms
and other disorders/symptoms.  According to the invention, the pregnane glycosides for said uses. may
be caratuberside or bouceroside or others or mixtures thereof or may be one of the extracts of caraltisna
plants containing said pregnane glycoside(s) and may include therein the saponin glycoside(s), and/ar the
bitters, of caralluma. ' Said glycosides include their various isomers. Similarly, this invention provides for
methods of treatment and management of obesity and said obesity related symptoms/disorders and for said
alteration/improvement/regulation by the administration of effective doses of said pregnane glycosigza(s) or
said mixtures or said extracts. Further, this invention provides for pregnane glycoside compositions for
said uses and methods. . Still further, this invention provides for processes for making said compositions by
the admixture of the constituents thereof. The uses, methods, compositions and processes of this imwention

relate also to disorders/symptoms and conditions/parameters/functions cther than those related to obesity.

It is the observation of these inventors that the pregnane glycosides and other constituents of carallianz are
highly effective for treatment and management of obesity and obesity-related disorders/symptoms and
other.said disorders. Said glycosides have been iested to be non-toxic and generally free of side effects.

In cases where side effects were observed during the tests they were only gastro-intestinal(GI) in natzre and
were niinimal and transient.  Said side effects were generally found to cease within about 2 week of the

commencement of treatment.

The principles of caralluma relevant to said uses and methods of this invention are said pregnane
glycosides ﬂlereoﬁ Preferably, said glycosides are caratuberside and/or bouceroside or mixmures thereof
and includes the isomers thereof. More preferably, said compositions are mixtures of caratuberside amd
bouceroside which are found to exhibit strong synergy effects particularly with respect to their applications
for treatment and manageinent of obesiiy and obesity-related disorders/symptoms. Preferably, the r=gio of
caratuberside and bouceroside in compositions for said uses and said methods of the invention is from 9:1
to 19:1 by wt. Some compositions of this invention further comprise the saponin glycoside(s) and thz

bitters of caralluma and/or other additional therapeutical, nutxaceuti_dal or nufritional components.

The i)regnane glycosides for said uses and methods may be isolated from materials of plant crigin sach as
for example, the caralluma species of plants or they may have been prifduced by as yet appareatly urknown
chemical synthesis methods. Or they may be one of the extracts of the caralluma species of plants.  As
the caratuberside-bouceroside ratio(CBR) found in nature in the caraliuma species of plants is almost aqual

to the value at which said synergy is a maximum it is advantageous to directly employ a caralluma pkant
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extract in said uses/methods of the invention. These inventors have developed said caralluma plant
extracts and processes of making the same by the extraction of caralluma plant matter. This forms the
subject-matter of their application for Indian patent No. 451/MAS/2003 dated 4% June 2003.

Thus, this invention provides for said {reatment and management and said alteration/improvement/
regulation by the use of, that fs, administration of said pregnane glycosides, preferably caratuberside and
bouceroside. This invention, therefore, focuses on said caratuberside-bouceroside mixtures that offer
considerable synergy and in particular, mixtures having caratuberside content from about 90% to about

95% wiw. for said uses, methods and compositions of the invention.

Caralluma plants also contain some saponin glycoside compounds which are present in small quantities and
which are precursors of a number of useful products. However, their role in said uses and methods of the .
invention is insignificant except for one application discussed hereinbelow and could therefore be left
substantially unextracted when preparing said carallumna pregnane glycoside exiracts for the uses/
methods/compositions of the invention. The term ‘glycoside(s)’ in the further specification hereinbelow,

therefore, generally refers to said pregnane glycosides unless otherwise required by the context.

Caralluma plant matter also contains bitters which are also of significance medically and healthwise and

some novel applications thereof are provided hereinbelow wherein said prchiane glycéside(s) includes

" some amounts of said saponin glycoside(s) and/or said hitfers.

It would be possible to isolate any of the caralluma glycosides in pure form and then use them either singly
or as mixtures in the said uses/methods/compositions of the invention. Alternatively, said glvcosides could
be obtained by synthesis methods. A still further altermative is to obtain a mixture of caratuberside and
bouceroside by extraction of caralluma plant matter(or any other plant matter con. vining pregnane -
glycosides). References to glycosides also mean reference to their isomers. Two wsomers of caratuberside
and ten of bouceroside are known to be. present in caralivma. Within the scope of the invention, said
glycosides in the uses/methods/compositions of the invention may be in their unconverted forms or in the
form of any of the phanna;:euﬁcally accepted salts thereof.  Any of the pharmaceutically acceptat le
carriers may be used with the giycosides which may be in their converted or unconveried forms.

‘;\s menthned, this invention preferably provides for the use of the caralluma extracts wherein. by carefully
conducting the extraction process substantially the entire caratubeiside and bouceroside content in the plant
material is extracted and the said CBR value in the plant material substantially preserved in the extract.

The said earlier application for patent by these inventors provides both a liquid form extract of glycosides
in aq. ethanol solution and solid form extract wherein the extracted glycosides are adsorbed or a suitable

excipient. These extracts are casily convertible into any of the pharmaceutically acceptabie forms for
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administration to subjects, such as for example, tablets, capsules, suspensions and injections. Conversion
of the glycosides in the extractsinto the form of any of the pharmaceutically acceptable salts may also be
easily carried out if required and said salts are within the scope of the invention.  Said conversions may

be carried out by any of the known processes.

Known pharmaceutical options for treatment of obesity, that is, for weight reduction are: thermogenesis,

lipase inhibitors and compounds that suppress appetite and/or stimulate the central nervous system(CNS).

The thermogenesis method invelves the raising of the body core temperature slightlv.  This increases the
metabolism of deposited lipids in the body. Thermogenesis drugs act on the brain and the thyroid gland

resulting in said increase of body core temperature.

Lipase inhibitors work by reducing absorption of fat in the intestine system. T'nus; when a lipase inhibitor
is administered to a subject, the fat portion of the food consumed by the subject passes through his

intestinal system unabsorbed and is eliminated in the stools.

Appetite suppressants/CNS stimulators act by modifying the levels of neurotransmitters such as

catecholamine and serotonin i the blood leading to decreased feeling of hunger.

All three abovementioned approaches to obesity ireatmeni-and management have been found to have strong

to unacceptable side effects.

Thermogenesis, by its nature, carries risk of side effects such as overstimuiation of vital functions such as
cardiac thythm, blood pressure, neurotransmitter levels and the endocrine system. Subjects experience

nervousness, anxiety, hypersensitivity to stimulii, inso.wnia and irregular heartbeats.

The side effects associated with known lipase inhibitors are Gl in nature. Patients report oily and fatty
stools and increased bowel movement. They also complain of urgency of bowel movement and sometimes
inubility to control the same. Qily spotting may also occur between bowel movements. A yet another
side effeci is the loss of fat soluble vitanins present in the food. They are carried away by the unabsorbed
fat into the stools. For thesc reasons, patient compliance is found to be a problem in lipase inhibitor

treatments.

When appetite suppressants and CNS stimulators are used, side eifects arise from the altered
neurotransmitter function. These include increased heart rate, hypertension, anxiety, mood alterations,

diaphoresis, dizziness, swelling of extremities, dryness of mouth, ~onstipation and insomnia.
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Said khown obesity treatments are, furthermore, contraindicated in many clinical situations such as
hypertensive obese patients or patients suffering from coronary artery disease, cardiomegaly and some
chronic GI disorders such as Trritable Bowel Syndrome.

In contrast, as observed by these inventors, pregnane glycosides act without interfering with the digestion
process or thermogenesis or neurotransmitter levels. A caralluma extract(containing the pregnane
glycosides thereof) acts on the Kreb’s cycle(citric acid cycle) at critical points thereof such as to inhibit fat
synthesis i the liver and other cells of the subject and enhance fat burning(fat metabolism).

These inventors believe that pregnane glycosides also act on the hunger centres in the brain and r:educe the
feelixig of appetite. Remarkably, this action occurs in the case of pregnane glycosides without any side
effects arising, as was first observed by these inventors. Pregnane glycosides seem to suppress appetite
without causing any significant disturbance in the neurotransmitter ﬁmctioning unlike as in the case of the
known appetite-suppressants. These inventors have further found that pregnane glycosides also
apparently increase thermogenesis without manifestation of any side effects observed with the known
thermogenesis enhancers.

Caralluma is indeed a food item that has been consumed in the past, and still consumed as a food by some
population groups in India. Its non-toxicity, and that of the pregaans glycosides thereof, is therefore well
established and further verified by clinical tests conducted bty these inventors.  This invention, thercfore,
provides for caralluma pregnane glycosides(and said extracts) not only as a medicinal product but also as a
health-giving and health-casuring food supplement. Thus, this invention offers caralluma pregnane
glycosides and other caralluma constituents also as nutraceutical products for consuinption €ither by
themselves or in conjunction or mixture with a variety of other food supplements, energy enhancers and
other health products.

Caralluma is a group of succulent species foﬁnd wild in India, Afghanistan, Arabia, Southern Europe, Sri
Lanka and others. ~Caralluma plants are small, erect and fleshy although some species have recumbent
stems. The stems are 4-grooved and are from 10-40 mru thick(1/2” to 1-1/27). The spines of the stems
are actually the leaves of the plant. Carallema plants bear star-shaped, fleshy flowers in a range of dark
colours from purple and black to red and dark brown. Well over two hundred caralluma species are
known. Sormue of the caralluma species investigated by these inventors are: C. indica, C. fimbriata, C.
attenuata, C. tuberculata, C,. edulis, C. adscenderns, C. stalagmifera, C. umbeliata, C. lasiantha and C.
penicillata.  Althongh some limited and non-conclusive tests and animal trials appear to have been done in
the past on some medicinal properties of caralluma, no tests, animal trials or human clinical trials appear to

have been conducted on the appetite-suppression property or on weight reduction and other obesity

a
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symptoms related properties of pregnane glycosides. This also applies to the properties of said glycosides

reiated to the cther disorders/symptoms mentioned hereinabove.

This invention therefore, is apparently first to establish the appetite-suppression, weight reduction and
related properties of caralluma extracts relevant to treatment and management of obesity and obesity-
related disorders/symptoms and other said disorders/symptoms and also the properties relevant to said
alteration/regulation/iraprovement of said conditions/parameters/functions.  The properties have been
established by carefully designed and conducted animal trials and subsequently clinical trials on human
subjects.  This invention is also first in correlating said properties to the pregnane glycosides contained in
the caralluma species of plants and to otlier mernbers of the pregnane glycosides group.

Thus, this invention provides for novel uses of caralluma glycosides and/or said carallwma extracts in the
treatment and management of obesity and obesity related disorders/symptoms and other
disorders/symptoms wherein said glycosides and/or extracts are administered to achieve weight reduction,
reduction of BMI, reduction of fat, reduction in waist, hip and arm circumferences, reduction of blood
glucose, reduction of blood pressure, increase of lean body mass, increase of BMR, reduction in blood
cholesterc’, enhancement of the blood HDL/LDL ratio, appetite suppression, enhanced stamina, encrgy and
endurance levels, improved hearing, improved capillary health, improved cognitive and memory functica
and/or for treatment and management of clinical depression, migraine, osteo-arthritis, aging syndrome,
menopausal syndrome, mood elevation and joint inflammation and to improve/regulate these
parmnéters/condiﬁons/ﬁmctions.

According to the invention, therelore, there is provided the use of pregnane glycoside(s)(PG)

in the form of extracts of the caralluma species of plants or otherwise, either singly or as mixtures
thereof, in the treatment and management of symptoms/disorders such as obesity, migraine, osteo-
arthritis, overweight, clinical depression, hearing loss, sexual dysfunction, high BMI, low BMR,
hyperglycaemia, hypertension, hypercholesterolemia, low stamina, endurance and energy levels,
reduced cogritive and memory functions, capillary degeneration, joint inflammation/degeneration,
menopausal syndrome, aging syndrome, circulation syndrome and others; in the
aiteration/improvement/regulation of parameters/conditions/ functions such as appetite levels, weight,
BMI, BMR, waist, arm and hip circumferences, fat levels, lean body mass, blood sugar, blood
pressure(bp), ‘total b}ood cholesterol, blood HDL to LDL ratio, stamina. energy and endurance levels,
cognitive and memory function, mood, circulation, capillary health, hearing, aging, joint imobility,
sexual power, drive, stamina and libido; and in skin nourishment and as an anti-oxidant, anti-
inflammation and anti-depressant agent, said treatment and management and alteration/
improvement/regulation comprising the administration of an effective daily treatment(main)

dose(s) thereof to the subject over an adequate period of time followed optionally by a daily
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maiatenance dose(s) thereof to be taken optionally in a continuous or periodical(sequential) mode over
an extended period of time or indefinitely, the said PG content of said main and maintenance doses
being specified by the molecularly equivalent amount of calamberside(CTB) therein, said pregnane
ghveoside(s) optionally including the saponin glycoside(s) and/or the bitters of said caralluma species
and being optionally supplemented by one or more additional therapeutical, nutracenfical or nutritional

cornponents.

According to the invention, there is further provided methods for the treatment and management for said
disorders/symptoms and for the alteration/improvement/regulation of said parameters/functions/conditions
meationed hereinabove,

Still further, according to the invention, there is provided pharmaceutical compositions containing preguane
glvcoside(s) in the form of extraces of the caralluma species of plants or otherwise, for the treatment and
mamagement of said disorders/symptoms and for the alteration/improvement/regulation of said ‘
pazameters/functions/conditions, comprising said pregnane glycoside(s) and optionally including therein
the saponin glycoside(s) and/or the bitters of the caralluma species of plauts and furthermore, optionally
commprising one or more additional therapeutical, nutraceutical or nutritional components.

Stifl further, according to the invention, there is provided processes of admixture for making said
pharmaceutical compositions.

Thas invention also provides for novel food supplement compositions containing said glycosides and/or
said extracts for use in regulation of weight and other said obesity-related parameters and other '
parameters/functions/conditions. In addition to said glycosidss and/or extracts, said supplements may
comprise first, second and further additional components that enhance the performance of said glycosides
and/or extracts, synergistically or otherwise, or that complement said extracts/glycosides in terins of the
aczion thereof on one ot more of said symptoms/disorders or parameters/functions/conditions or in
providing additional nutrition. 'Chis invention provides for novel uses of said food supplement
compositions and for methods of use thereof.  Within the scope of the invention said supplements may
coatain one or more said additional components, that is, in addition to said pregnane glycoside(s).

The said uses and methods of this invention may be adopted for confrol/regulation of one or more said
p&rameters/conditions/ﬁxpctions to particular, or desired values and also to correct those that have aeviated
and require to be broughi in line with the said particular/desired values.

‘ \
This invention has fonnd that per day dosage of between 10 mg. to 1500 mg. of caratuberside or
caratuberside-bouceroside mixtures do not exhibit any toxicity or side effects except for said transient
effects experienced by some subjects.  In the clinical trials that are described further hereinbelow the
dosage followed was 300 my, per day of said caratuberside-bouceroside inixture, the ratio of the two said

components(CB Ratio) therein being from about 9:1 to abeut 19:1 by wt. Subsequently higher doses of
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about 450 mg. per:day per subject were adopted. Increased doses resulted correspondingly in increased
change in the parameter(s), all other things being equal indicating that the two were generally proportional.
These inventors observe that this proportionality of doses and effects extends upto at least 1500 mg. per
day doses. Thus, this invention provides for designing the said doses to obtain desired speeds of
transformation of said parameters/functions/conditions. ‘

Said doses may contain said glycosides in the unconverted forms or otherwise. Said glycosides, converted
or unconverted may be associated with any of the known pharmaceutically accepted carriers and excipients
and furthermore be in the form of any of the pharmaceutically accepted salts. The compositions may
include any pharmaceutically acceptable and/or edible colouring agents, flavouring agents and other
additives. .

The linkage between the pregnane glycosides and the effects thereof in said treatments and managemernit
and said alteration/improvement/regilation is established by the said animal tests and clinical trials
conducted by these inventors first in India and then in the USA. These provide statistical evidence
confirming said therapeutic and health effects thereof. )

Said tests/trials were conducted ai established and recognised medical institutions. In India, the trials were
dome at the St. John’s Medical College & Hospital at Bangalore, India uader the direction of Prof. Dr.
Anura V. Kurpad, M.D., Ph.D., Dean, Institute of Population Health & Clinical Research, Bangalore, India.
The US trials were under Dr. Ronald W. Lawrence and Dr. Suneeta Chaudhary of the Western Geriatric
Research Institute, Los Angeles, California, USA. At the complction of the test at Bangalore, India the
subjects expressed desire to continue with the caralluma extract doses.  Said tésts and the extended
Bangalorc tests and other tests have established the effectiveness of caralluma glycosides in
reducing/eliminating arthritic pains/aches, reducing blood sugar, rediicing BP and effecting changes in.
other parameters/functions/condition mentioned hereinabove.  Tti~v have established the efficacy of -
pregnane glycosides in the treatment/management of said obesity-relaied symptoms/disorders and other
said disorders/syinptoms and in .the said alferation/improvement/regulation of various parameters/

functions/ conditicns.

A mutagenicity study(Reverse Mutation Test on Caralluma extract) by Salmonella typhimurium was
conducted by M/s. Intox Private Ltd., of Dist. Pune, Mzharashtra, India under Dr, P.Y.Naik, Director and
Dr. N.S. Deshmukh, Study Director.  The study was in accordance with the OECD Principles of Good
Laboratory Practices(GECD, 1998) and OECD Gnuidelines for Testing of Chemicals, Section 4, No. 471
adopted 21 July 1997. The study concluded that Caralluma extract is Non-Mutageric in Salmonelia
typhimurium strains TA 1535, TA 97A, TA 98, TA 100 and TA 102, '

A report on the risks and efficacy of caralluma extracts based on the abovementioned animal and human

studies and other ¢vidence on caralluma was commissioited from Dr. Harry T. Preuss, MD., MA.CN,,
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C.N.S., Prof. Of Physiology, Medicine and Pathology, Georgetown Uriversity Medical Cenire, Washington
DC 20057, USA. Said report notes:
i the absence of any adverse event reports on caralluma from the Indizm subcontinental area where
i caralluma has been a part of the food chain for several population gramps over hundreds of years,
5 . the average daily intake by said population groups ranging from abous 100 gms. to about 400
gms. of caralluma plant matter, )
ii. that apparently no alteration of the chemical nature of the czralluma mrinciples occurs during the
] process of extraction of the plant matter by ag. ethanol,
i the heavy metal content of caralluma extracts was found to be quite low and well within limits
10 based on several separate investigations,

iv. that various tests indicate extremely low amounts(well within safe Iimiits) of hexane, methanol,
2-propanolol, chloroform, 1,4-dioxane, methylene chloride and trichftoroethylene in caralluma
extracts,

V. that the said 2 month long test programme at Bangalore, In¥ia referre to hereinabove is

15 suggestive of weight loss although the differences weze not significamt in magnitude. However,
that there was a significant drop in waist circmmferences saggesting that a part of the fat loss
must have been masked by muscle build-up,

vi. that tests on various categories of diabetic mice clearly show significamt lowering of blood
glucose levels through an “insulin-like” action, that is, by increased z=lease of insulin and/or

20 . sensitisation of the animal to lesser amounts of insulin, )

vii. that caralluma extracts have anti-nociceptive and anti~inflzmmatory action in a&dition to anti-

hypergiycaemic property.

25 - The mechanism of action of caralluma giycosides in producing said effects T not at present fully
understood and requires more work to ascertain and establish the same.  Homwever, the general outline of
the mechanism are proposed herein by these inventors and in this context these inventors make the
undermentioned cbservations. It may be noted that this is withom commitiment by this invention to any
specific mechanism or mode of action. It may be relevant to mertion agaim:at this point that the link

30 between said caralluma glycosides and said effects is conclusively established by the statistical evid|ence
provided by said tests/trials. '

The biochemical processes of carbohydrate, protein axd fat metabelism and eff the breakdown and
biosynthesis of fats relevant to the subject of this invention are summarised below.

35
i. Carbohydrates, proteins and fats are broken down in cells to generate enexgy in the form of energy
carrying molecules such as ATP(Adenosine triphosphate).  Said breakdown: :also produces pyruvic acid
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that diffuses into the mitochondria where a series of reactions produces, infer alia, acetyl coenzyme A and
oxaloacetate. Compounas NAD and FAD are also produced. They carry activated hydrogen atoms that
subsequently take part in fat synthesis reactions. A further reaction links acetyl coenzyme A and
oxaloacetate to give a molecule that is capable of diffusion across the mitochondrial wall into the cell
cytoplasm. The NAD and FAD also diffuse out into the cytoplasm where together with acetyl coenzyme

A they undergo various reactions ending with synthesis of fat molecules.

ﬁ. In the cytoplasm an enzyme called citrate lyase catalyses the breakdown of said combined molecule
into its constituent parts. oxaloacetate and acetyl coenzyme A. The action of citrate lyase is critical in that
blocking the action thereof would prevent formation of acetyl coenzyme A in the cytoplasm and thereby
disrupt the fat synthesis process in the cells.

-iii. The precursor(building block) of fat synthesis in the cells is malonyl coenzyme A which is produced

from acetyl coenzyme A. Malonyl coenzyme A is the key to fat synthesis in cells and if the production
thereof is either prevented or restricted, the fat synthesis is similarly affected.

iv. Both fat breakdown{fat metabokism) and fat synthesis occur simultaneously in cell cytoplasm
particularly in liver cells. The fat breakdown is promoted(catalysed) by an enzyme called carnitine
acyltransferase. Relative levels of camitine acyltransferase and malonyl coenzyme A determine the
balance between the twin reactions of fat synthésis and breakdown, more of one promoting one whiie more
of the other promoting the other.

V. Acetyl coenzyme A is also consumed in the mitochondria to generate/release energy. Only when
the energy requirements of a cell are met that excess acetyl coenzyme A gets formed that migrates to the

cytoplasm where it partakes in fat synthesis as' mentioned above.

vi.  Animportant factor is the feeling of satiety/hunger that arises in the hypothalamus. The
hypothalamus receives signals from the siomach conveying the position, that is, the fullness or otherwise of
the stomach.  This is translated into the appropriate feeling of hunger or satiety in the bram Via another
channel the brain also receives signals indicating the position about glucose and gl"yc‘ogen leveis in the

liver. If these levels are high, they generate a feeling of satiety in the k-ain and vice versa.

This invention observes that pregnane glycosides block the action of said enzyme citrate lyase and/or direct
its action away from splitting the combined acetyl coenzyme A-oxaloacetate structure. The resultant drop
of acetyl coenzyme A levels in the cytoplasm decreases fat synthesis. These inventors further believe that

pregnane glycosides inhibit the uction of malonyl coenzyme A in fat synthesis.  Thus, caralluma
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glycosides provide two-fold action in decreasing fat synthesis: one by decreasing the formation of malonyl

coenzyme A and the other by inhibiting the action of malonyl coenzyme A generated.

Decrease of malonyl coenzyme A levels shifts the malonyl coenzyme A-carnitine ac:ifltransferase balance
in favour increased fat breakdown as opposed to fat synthesis. Thus, under the effect of pregnane
glycosides a body not only decreases fat synthesis but speeds up fat breakdown(fat metabolism). The
effect is greater release of energy, that is an enhancement of BMR.  The latter effect is more significant
because the scope for decrease in fat synthesis is quite small in view of the fact that the amounts of fat
synthesised by a body in a day is, in any case, a small quantity. The increased fat metabolism and the
increase of BMR makes a subject feel more energetic unlike as in the case of the known appetite
suppressants and, as will be observed from the further description hereinbelow, these together with other
properties of the pregnane glycosides has a cascade effect on so many other body functions/conditions/
parameters and processes causing improvements thereof. ~ Pregnane glycosides are thus energy and
stamina enhancers and provide increased endurance. This mechanism of action of pregnane glycosides
has been first observed by these inventors.

These inventors also found that pregnane glycosides also act on the hypotha{lamus to generate a feeling of
satiety and well-being and reduce the feeling of hunger. This occurs without any side effects such as
those associated with known appetite-suppressants.  Pregnane glycosides also act in the liver to direct the
lipids towards glycogen production. Incrcased glycogen level also contributes towards the reduction in
the feeling of hunger felt by a subject.

This mechanism of the action of pregnane glycosides in relation to obesity and obesity-related
symptoms/disorders and parameters/conditions/functions has apparently not been known/presented before
in the prior art. The descn ‘tion given hereinabove establishes the said effects of the pregnane glycosides
in relation to the various symptoms/disorders/functions/parameters/conditions associated with obesity.
The basis of said effects in relation to obesity and obesity-related symptoms/disorders is the appetite-
reducing, the fat synthesis disruption, the fat metabolism increase and other propetties of the pregnane
glycosides. Specifically, the obesity and obr sity related functions/parameters/conditions/disorders/
symptoms that are affected by pregnanc glycosides are: weight, obesity, BMR, BMI, blood sugar, BP,
blood lipids, appetite, lean body 1nass, waist, arm and hip circumferences, joints and others. Other
properties of pregnane glycosides that come into action are: improving capillaty health, anti-inflammatory,
anti-oxidant and others. '

The further description given hereinbelow establishes the said effects of the pregnane glycosides as' regards

several other non-obesity disorders/symptoms/functions/conditions/parameters.  With regard to osteo-
arthritis and joint degeneration/inflammatior, these inventors observe that the action of pregnane

11



10

15

20

30

(5
(9]}

WO 2005/102371 PCT/IN2005/000131

glycosides is very significant as it provides not only reduction/elimination of said inflammation but also
improvement in the health of the joints by reducing/reversing the degeneration of the bone and synovial
tissue. Pregnane glycosides have both anti-arthritic and anti-inflammation properties. ~Caralluma
extracts, furthermore, cause increased sécreﬁon of the synovial fluid which increases joint efficiency and
mobility. With pregnane glycosides, morning stiffness is either reduced or eliminated and the joints feel
stronger and are able to take up greater loads.

With regard to clinical depression and mood elevation, these inventors observe that pregnane glycosides act
through intervention in the neurotransmitter levels. This has not been observed/reported in prior art.

The connection between pregnane glycésides and clinical depression and in mood elevation was first
observed by these inventors during said clinical trials on the appetite-suppression and weight reducing
properties of caralluma extracts. It was obseived that subjects taking the extracts experienced an
increased feeling of well- bemg, enhanced energy levels, mood elevation and increased tolerance to pain
and siress. Clinical depressica is characterised by pathological changes in neurotransmitter function,
especially catecholamine levels. Significantly, low levels of serotonin(5 hydroxytryptamine, 5HT) bave
been demonstrated in neurochemical disorders like clinical depression, obsessive-compulsive disorders,
social phobia and hypochondria. Serotonin is also apparently involved in the sensation of hunger. These
inventors believe that through its effect on the nenrotransmitter serotonin and others in the suppressior of
-appetite, pregnane glycoside(s) is able to simultaneously provide mood elevation, increased ability fo cope
with stress and greater social interests.  Unlike the kinown anti-depresssants of the SSRI class(Selective
Serotonin Reuptake Inhibitors). pregnane glycosides do not have cardiovascular side effects or others suc!
as dysrhythmia and hypertension. Adopticn of SSRI’s often results in serotonin intoxication unlike in the
case of pregnane glycosides. Serotonin intoxication can cause aggressive/violent or erratic behaviour,
insomnia and hyperactive state in subjects. '

One of the most common form of sexnal dysfunction is primary impotence, that is, erectile
dysfunction(ED). ED is caused by various psycho-physiological factors including depression the effect of
which is to restrict or decrease blood flow to thé, erectile tissue in the penis which is known as the corpus
cavernosum. While nitric oxide in blood relaxes the muscles in the penis to let more blood flow in, a
phosphodiesterase enzyme called PDES inhibits the action of the nitric oxide. ", 7. Known treatments of ED
are based on administering PDES inhibitors. However, the action of PDES mhxbrter= is quite slow and
furthermore has adverse cardiological effects. Itis conira—mdmated( in cardiovascular patients afid for
people suffering from low or high BP particularly those on mtmte-based vasodilators. PDES inhibitors are
also known to induce depression, which itself is a known causél factor in ED. The tests conducted:by
these inventors have demonstrated that pregnane glycosides mctqasggénergy levels in subjects: cause mood
elevation and a feeling of well-being. The anti-depressant pmperﬁ'éé of the pregnane glycosides are also
relevant in this context. These inventors observe that while: px:egnaﬁéglycosmes are not kno\\n to caunse
directly increased blood flow to the penile tissue, they may be' camx@‘»ghe same to happen by virtue of the
mood-elevation, energy-enhancing. capillary health restoring and antzvkiepressant properties thereof as the
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said tests confirm improvement in sexual function in subjects suffering from ED. Increased fluid
secretion in the male and female reproductive organs was also observed by the inventors.
In female subjects, particularly those suffering from age and/or menopausal syndrome, these inventors

found that pregnane glycosides generated resurgence of sexual interest and increased Libido.

Memory impairment and reduced retention are related to the neurotrasmitter levels in the brain, in
particular serotonin levels. Pregnane glycosides, as observed by these inventors, cause enhancement of
energy levels, libido and gastro-intestinal motility. They also cause mood elevation. ~ The resultant
increase in serotonin levels generates a feeling of well-being, increased perception of pain and stress,

increased memory recall and retention, increased speed of retrieval and augmented cognitive function.

This invention has observed that pregn;me glycosides cause a reduction of total cholesterol in subjects and
also an increase in the HDL/LDL ratio. 'The mechanism for this action is not understood but the effect
mentioned has been demonstrated by the clinical tests described hereinabove.

In the case of migraine attacks, these inventors have found that pregnane glycosides decrease inflammation
and pain and increases tolerance to stress and pain. This invention has found that pregnane glycosides
increase capillary elasticity and in general ensure capiillary health. The anti-depressant and mood
elevation property of pregnane glycosides gives a psychological boost to the subject and the higher
serotonin levels generated by the glycosides increase the confidence level of the subject in facing upto the
migiaine attack.

These inventors report that pregnane glycosides enhance energy levels, endarance levels and increase

stamina as outlined in the description hereinabove. This action of pregnane glycosides together with

_ teduced fat synthesis and increased fat burning helps build up muscle tissue. ~ Thus, this invention

provides for admiristration of pregnane glycosides for building up the lean Gody mass. Pregnane
giycosides and their formulations are therefore, good diet adjuncts/supplements in sports and athlev s
training schedules.

As regards diabetes, these inventors observe that pregnane glycosides exhibit dual action: reduction of
weight and effect on the lipid metabolism and redncing/regulating blood sugar as established by the said
fests/trials. The clinical trials have also established the anti-hypertensive and anti-cholesterolemic
p”x’opex:txe# of caralluma exiracts.

These infentors observe that in view of the ener gy, stamina and endurancc enhancing properties of
Carafﬁmfzfand its property of restoring elasticity to capillaries and its anti-oxidation action is relevant for its
ﬁse in thé& treatment of the aging syndrome.

The role of pregnane glycosides in capillary regeneration and protection has been mentioned hereinabove.
Thisforms the basis for the novel use thereof in treating capillary degeneration and maintaining capillary
lieafth as provided by this iuvention.
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The role of pregnane glycosides in regenerating capillary walls 15 also the basis for the novel use of
pregnane glycosides in treating loss of hearing as provided by this invention.  Pregnane glycosides
restores capillary health in the ear region which leads to improvement in the hearing function.

Said regeneration of capillary walls helps increase/testore blood flow to the various functional zones in the
body. Thus, pregnane glycosides are effective in treatment of sexual dysfunction in men and women as
they enhance blood flow to the various genital and reproductive organs. Pregnane glycosides also enhance
the flow of lubricant and other fluids in the reprocfucﬁve organs and prevents vaginal dryness. Hence, this
invention provides for the novel use pregnane glycosides in treatment of sexual dysfunction, reproductive
dysfunction, hearing loss, aging syndrome and others.

The connection between pregnane glycosides and capillary health is also the basis of the novel use thereof
in skin nourishment as provided by this invention. ~ Thus, pregnane glycosides can restore and mainfain
skin healih such as of the face, arms and other parts of the body.

The intake of caralluma glycosides by population groups that consume caralluma as a food may be
anywhere upto 1500 mg. per day. Further, an intensive LIy 50 safety pharmacological study conducted at
the St. John’s Medical College and Hospital, Bangalore, India according to the OECD guidelines for testing
of chemicals(Acute Oral Toxicity-Fixed Dose Method) showed no mortality in rats upon adminisization of
a very high dose of 5 gms. per kg. body weight of caralluma fimbriata extract containing about 50% w/w of
pregnane glycosides. No fatalities or adverse effects were noted. These data indicate that the toxicity limit
if any of pregunane glycosides is quite high and mé.y te well above 5000 mg,. per day for bumans.  This
also establishes that accidental overdoses of pregnane glycesides(or caralluma extracts) do not pose any
risk. '

The clinical trials programme Adone at the St. John’s Medical College and Hospital, Bangalore, Inuia was
double-blind, controlled and randomised and followed the gridelines of the Indian Council of Medical
Research, New Delhi, Iudia with regard to methodology and ethical coasiderations and other factors.
Sixty-two obese subjects were selected at random for the test, fifty of who complete.! the test, the rest -
having dropped out during the test. Half of the subjects who completed were on acti = medicine and the N

rest were on placebo.

Each subject was examined a the commencement of the trials and then at the end of the first and second
months. The examination included anﬂxropcmetric parametezs of 'body weight, waist circumference,
I\II'AC, hip circumference, Fat%, BIA Fat% and lean% and a series of biochemical measurements including
blood sugar. lipid profile and others. The subjects were questioned about hunger level, urge to eat,

fullness and thougiits on food and their responses recorded.
Both parametric(paired ‘t’ test) and non-parametric tests such.as Wilcoxon Signed Rank test(paired -

analysis) and Mann-Whitney test(for unpaired analysis) were used to look for significant changcs between
time points and between the groups. Both parametric and non-parametric tests gave similar results.
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In groupwise analysis, the Wilcoxon-Signed Rk Test was used to check differences between time points
separately in each group. The significant values were based on p <0.0016.  Paired “t’ test analysis were
used whare differences were looked for in mean walues between time points separately in each group.
Significant differences were based on p<0.016{ a value of 0.05 corrected with Bonferroni correction for

three multiple comparisons for each analysis).

In the inter-group analysis, differences in change in each parameter were compared between the groups

using Mann-Whitney test for independent compwrisons. Significant differences were taken where p<0.05.

The overall conclusions from the trials are that statistically significant differences between time points were
seen in the active group for the parameters of bady weight, BMI, waist circumivrence, hip circumference,
fat Ioss, blood pressure and hunger levels while blood sugar and lipid profile did not show any significant

Tesuits.

The doses administered to the subjects consisted of an extract of caralluma fimbriata. The aerial parts of
the plant were extracted with 30% v/v ag. ethamol. Resin removal was done with n-hexane solvent. This
yielded the caralluma glycosides in ag. ethancE solution.  This was concentzated and adsorbed on a
suitable excipient. The material was then dried and filled in hard gelatine capsules. The dried, adsorbed
material contained either about 25% o1 50% wiw glycosides. Each capsule contained 500 mg. of the said
excipient adsorbed extract containing either 25% or 50% w/w pregnane glycosides giving capsules of two
strengths, single and double. The subjects took iwo capsules a day, one before cach meal. The capsules
given io the placebo group did not comain the =xtract  For some tests involving low value doses, capsules

containing 250 mg. of said extract comaiiﬁng 25% and 50% w/w pregnane giycosides were used.

The adverse effects observed were GI{gastro-immestinal) in pature and were reported in both the groups,
active and placebo. The effects were moderat= acidity, mild constipation and mild to moderafe flatulence
and subsided within a week of commencement of trials.  No adverse effects were noted in other systemic

functions, No changes in ECG were cbserved.  No sympathomimetic effects were found.

The American study by Dr. Ronald Lawrence znd Dr. Suneeta Chaudhary at the Western Geriatric
Research Institute, Los Angeles, California, USA was done on 26 randomly selec?\ed overweight patients of
whom 19 werc placed in the active group while 7 were on placebo. The trials were dono over a 4-week

period.
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The subjects were taken from two active practices in the Los Angeles area and randomiix assigned to the
two groups. The age profile varied from 31 to 73. Two subjects dropped out during the trials leaving 24
to complete the test. :

i
The following parameters were measured before and at the end of the tests: weight, height, hip and waist
circumference and b.p.  All the subjects were advised to pursue normal pattern of activizy, exercise and
food intake and not to alter their diets during the test.

The active group were given gelatine capsules containing an extract of Caralluma fimbrista.  The capsules
for the placebo did not contain the extract. The subjects were asked to take two capsules a day one prior to
each meal. The active capsuies contained 500 mg. of the extract each, said extract contzining about 50%
w/w of pregnane glycosides.

The extract incorporated in the capsules admiristered in the US study was prepared as foflows.  Aerial
parts of Carailuma fimbriata were extracted with aq ethanci ard then the extract was safbjected to resin
removal. The extract was then concentrated, adsorbed on a suitable excipient and the mmaterial dried and
then incorporated in gelative capéules.

The American study concludes that administration of Caralluma fimbriata extracts used #a the weight
reduction programme coupled with no change in daily activity pattern and diet of the subjects resulted ina
statistically sigrificant weight loss over a period of culy four weeks. The study noted the lack of toxicity
and the absence of any side effects. The study recommends further trials and states that there arc few, if
any over-the-counter natural substances which can producc such a weight reduction efiect,

At e conclusion of the Indian study, the subjects expressed a voluntary desire to contizme with the
caralluma glycosides doses. The study was therefore extended and has already run over 12 months and is
continuing. This has proved advantageous as the period of the earlier study was only two months. In the
continuation study, the dosage has been increased to three capsules a day tn a two-plus-one system. The
increased dosage and the longer period have given some important insights that were nast apparent easlier.
Thus, while the earlier test did not show statistically significant effects as regards the blood sugar of the
subjects, the link was clearly evident from the resulis of the extended study. The extended tests have
established that administration of pregnane glycosides dces lead to reduction of blood smgar levels,
reduction of BP, reduction of serum cholesterol and reduction of LDL together with enfancement of HDL

cholesterol in blood.

This invention has considered several said additional componerts that may be added te or talen in
conjunction with the pregnane glycosides. These are described bereinbelow,
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Garcinia(Garcinia cambogia) extract is a known weigit reducing agent. It hias been used as a food
supplement in India and China over hundreds of years and its non-toxic nature is well established. The
active principle of Garcinia cambogia is (-)-hydroxycitrate, or HCA.

HCA suppresses appetite and inhibits absorption and biosynthesis of fats, cholesterols and triglycerides. A
dose of 3 mg. of HCA per kg. body weight is known to cause about 43% reduction in appetite at 6.5 hours
and about 29% at 24 hours and is preferably taken 30 to 60 minutes before meals. The appetite reduction

effect is dose dependent and no rebound eating is observed upon stopping of the dose.

The effect of HCA on the brain and the neurotransmitter system in reduction of appetite does not appear to
have any side effects. HCA also acts in the upper digestive tract in reducing fat absorption and during the
Kreb’s cycle to reduce fat biosynthesis. HCA also acts in the liver and diverts carbohydrates from lipid
biosynthesis to hepatic glycogen synthesis that also contributes to the feeling of reduced appetite.

Tt will be observed that there are considerable similarities in the action of the pregnane glycosides and HCA
in appetite suppression aIIId weight reduction. This invention therefore, provides for mixtures of pregnane
glycosides(or caralluma extracts) and Garcinia extract(or HCA). Said mixtures have been observed by
these inventors to exhibit syiergy in the treatment and management of obesity and obesity related
symptoms and disorders and in said alteration/improvement/regulation of the obesity related
parameters/conditions/functions such as weight, BMIL, BMR, waist, hip and arm circumferences, lean body
mass, appéilte suppression and others. Said mixtures increase lean body mass by stimulating
thermogenesis without any side effects. Said mixtures also mildly reduce systolic and diastolic pressures
and reduce cholesterol by inhibiting its production in the liver.

Slucosamine is known to be used for treatment and relief in arthritis. It gives strength to the cartilage and
rigidity to the joints.  These inventors found that mixtures of glucosamine with pregnane glycosides(or
caralluma extracts) is synergistic in the treatment and maintenance of joint health. Said mixtures enhance
the synthesis of new cartilage and inhibit the action of the cartilage desiroying enzymes. The combination
is far more effective in reducing joint pain and inflammation and in enhancing joint mobility than the sum
of the actions obtainatle individually by the two components. Glucosamine may be in the form of the

suiphate or any of the other pharmaceutically accepted salts in the compositions disclesed herein.

Rutin is a bioflavonoid that has been used in the treatment of arthritic pain. Rutin is a capillary protectant
in that it restores elasticity to capillary walls. Application of Rutin restores blood flow to joints and
thereby enhances secretion of the synovial fluid. ~ One of the other bioflavonoids may also be vsed:
Hesperidin, Diosmin or others. This inventior found synergy in mixtures of pregnane glycosides and

Glucosasine aud Rutin, mixtures of PG and glucosamine and in mixtures of pregnane glycoside and rutin
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and pro{/ides such mixtures for the treatment and management of-osteo-arthritis and in the
reduction/elimination of joint inflammation and pains. Said mixtures may also include Chondroitin.
Both Glucosamine sulphate and Chondroitin sulphate are acidic and therefore mixtures thereof with
pregnane glycosides are problematic for subjects who suffer from gastric acidity. For such subjects, this
invention provides for mixtures of pregnane glycosides and Rutin or one of the other bioﬂavonoidst
Green Tea extract has been known for use as an anti-oxidant, anti-aging, anti-microbial, anti-viral, anti-
fungal and an anii-cancer agent. It has been also used in plasma cholesterol control and for control of
blocd glucose and insulin levels. Green tea extract also inhibits the accumulation of fat in the body and
the liver in particular. Its pre-eminent use is as an anti-aging agent. Pregnane glycosides are also anti-
oxidation agents in their own right. Pregnane glycosides provide energy boost, prevent/minimise joint
pains and ensure capillary health. Green tea contains polyphenols that are also referred to as catechins.
The msjor catechins in green tea extracts are: ‘Epicatechin, Epigallocatechin, Epigallocatechin
gallate(EGCG) and Epicatechin gailate. EGCG is the strongest anti-oxidant of the four and is known to
cure free radical damage, prevent bacterial infection and reduce cholesterol. These inventors have found
that mixiares of pregnane glycosides together with the saponin glycosides found in caralluma and green tea
extract are synergistic with regard to treating and fighting the aging syndrome, maintaining youthful
elasticity in tissues, in slowing down or preventing cataract formation and for increase of stamina, energy
and endurance and BMR. - Said mixtures are excellent anti-oxidant and anti-aging agents.

Ashwagandha(Withania somrifera) is known as an aphrodisiac and sexual potency enhancer. These
inventors cbserve that piegnane glycosides are steroidél in nature with close resemblance to sex hormones
and believe that pregnane glycosides may be the precursor or a link in the synthesis of vital sex hormones
in the body. This invention has discovered that combinations of pregnane glycosides and the withanolides
of Ashwagandha ars synergistic in respec: of their application as aphrodisiacs and enhancers of sexual
power and potency. Said application as apurodisiacs and for mcrea;éiug sexual potency and power relates
to both sexes. This invention, therefore, provides for said combinations for enhancing sexual power and
potency, as aphrodisiacs, for improvements in the functioning of reproductive organs in both sexes and for
treatment of ED. These inventors observe that compositicns of pregnane glycosides and Ashwagéndha
are anti-depressants and are provided by this invention for treatment and ménagement of clinical

depression.

Shilajith, also known as Asphaltum or Mineral pitch, is a strong aphrodisiac and sex drive enhancer. This
invention reports that mixtures-of Shilajith and pregnane glycosides. also exhibit synergy. This is in
respect of application of the combination as an aphrodisiaé; for curing primary impotency and for
increasing sex drive and hibido. Mixtures of Shilajith and pregnane glycosides are provided by this

invention for said application. . . s
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Fenugreek extract is known to be effective in reducing blood sugar and is used in anti-diabetic formulas.
The component therein which is active in this respect is 4-ltydroxy-iso-leucine. This invention explored
mixtures of fenugreek extract and pregnane glycosides together with the bitteis of caralluma for
application in reducing blood sugar, in pa;ticular FBS(Fasting blood'sugar) and found that such mixtures
exhibit synergy and are highly effective iri reducing and controlling blood sugar. Said mixtures are very
relevant for Type 2 diabetic subjects and for those desiring reduction and/or regulation of blood sugar. A
Both the components are consumed as food products and are therefore, totally noﬁ-toxic and safe even at
very high doses. These inventors have found that as the dosages are increased the FBS reaches a floor
level of about 70-80 mg./dL and does not fall below the said level. A combination of about 250 mg, of
caralluma extract containing about 125 mg. of PG together with 250 mg. of Fenugreek extract containing
40% 4-hydroxy-iso-leucine taken over a period of about 6 months brought the FBS down from about 160
mg./dL to about 80 mg./dL. This invention therefore, provides a mixture of pregnane glycosides,
fenugreek extract containing 4-hydroxy-iso-leucine, Coccinia extract containing about 10% terpenes, Bitier
gourd extract containing about 8% bitters and Cinnamon extract containing about 15% polyphenols for
reduction of blood sugar. : ‘

Fenugreek also contains Protodioscin that is a precursor tc many sex hormones including Androgen that
stimulates sex urge in men. The role of pregnane glycosides in treaﬁﬁg sexual dysfunction and for
increasing sex drive, power and stamina and enhancement of libido ‘has been discussed hereinabove. This
invention finds that combinations of pregnane glycosides and protodioscin are synergistic in treating the

' aspects of sexual dysfunction mentioned hereinabove.  Thus, this invention provides for mixtures of

pregnane glycosides and ferngreek extract containing about 50% protodioscin for said treatment for sexual
dysfunction symptoms and/or for enhancing sex drive, power, stamina and libido.
This invention provides for an anti-cancer composition that neutralises certain carcinogens and comprises

pregnane glycosides with Zinc monomethionine, Citrus bioflavonoids with selenium as selenium chelate.

- Said mixture exhibits synergy.

Another novel composition comprising the same components, namely, pregnane glycosides together with

~ Ziac monomethionine and Citrus bioflavonoids and Selenium as selenium chelate is provided by this

invention for the treatment and management of the menopausal syndromé; Said composition, which is
also synergistic, provides relief from hot flushes and menopausal distress.

A yet another novel composition comprising pregnane glycosides along with Zinc monomethionine, Citeus
bioflavonoids and Selenium as selenium chelate is provided by this invention for skin nourishment. Said
composition exhibits synergy and protects cell membranes and tissues and ensures capillary health. It is
helpful in maintaining youthful elasticity in tissues by preventing the hardening thereof. ~ Itisan

-

19



10

15

30

35

WO 2005/102371 PCT/IN2005/000131

excellent anti-aging and anti-oxidant composition. It also slows/prevents formation of cataract. The

selenium in {he abovementioned mixtures may also be as sodium selenate or selenomethionine.

A few other said additional components incorporated in compositions provided by this invention are:
Coccinia extract corntaining about 10% terpenes, Bitter gourd extract containing about 8% bitters, Hibiscus
Subdarifa extract containing about 25% polyphenols, Cinnamon extract containing about 25% polyphenols.
and Commiphora Mukul extract containing about 3% gugulsterones.

A few plant extracts contain components that supplement or enhance estrogen levels in women and are
therefore suitable for treatment of menopausal syndrome wherein women suffer hot flushes, depression,
night sweat, irritability emotional changes and other symptoms. Combinations of these plant extracts and
pregnane glycosides were found by the present inventors to offer synergy in treatment of menopausal'
problems and in lowering the risk of cardiovascular disease and osteoporosis in post-menopausal women.
Said plant extracts are: Liquorice extract containing about 5% Triphytoestrogen, Red clover extract
containing about 8% isoflavones, Hop’s flower extract containing about 5% triphytoestrogen and
Pomegranate extract containing about 10% Ellagic acid.

Bamboo silica is known to help in osteo-arthritis. This invention has also investigated mixtures of
pregnane glycosicdes with Rutin and bamboo silic and finds them synergical and beneficial in the treatment
and management of joint degeneration and inflammation. A mixture of said pregnane glycosides together
with glucosamine and Rutin and furthermore containing bamboo silica is also provided by this invention
for the treatment and management of joint problems and for mmntaunng joints health and flexibility.

With regard to the various treatments referred to herein, the following clarifications are made.
i The pregnane glycosides content of the doses mentioned herein has been specified in terms of the
weights of the molecularly equivalent amounts of the pregnane glycoside, caratuberside:

il The Glucosamine content of the various doses mentioned herein has bee; specified in terms of the
weighi of the sulpbate sait thereof. '

i, All the compositions defined and claimed herein have been found by the inventors to exhibit
synergy.

iv. Where plant extracts having a certain concentration of the active principles thereof have teen

specified as components of said doses, it may be noted that other said concenirations are within
 the scope of the inventicn as the same can be adapted for the dose by simple adjustment of the
wuantities going into the doses. For example, 70% bamboo silica has been specified. Any other
concentration may be used and the amount of the component in the dose adjusted to take into
account the concentiation difference.
\2 This also applies also to non-plant components, if any.
Vi Unless otherwise specified, the maintenance doses, wherc the dosage period is indefinite, may be

taken daily on a continuing basis(continuous mode) or alternatively, on periodical(sequential)
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mode wherein the doses are taken for = certain length of timae and then stopped for a time. In
such an on-off arrangement the said or=pericds may be from about 2 to 7 months énd the off-
periods may also be of a similar extent.

Vil The term ‘main dose’ has been used herein at some places to refer to treatment doses as opposed
to the maintenance doses. The terms “rnain dose’ and ‘treatment dosz” are, therefore, vsed
interchangeably in this specification. '

viii. The doses may be taken in the form of zablets, capsules, syrups, suspensions and other forms. The
doses are also easily incorporated in bewerages and foods.

ix. Some doses comprise the saponin glycssides of caralluma species of plants. Similarly, some
doses include the bitters of caralluma. These components have been stated to be included in the
pregnane glycosides. If the pregnane glycosides in the doses are derived from caralluma it is
convenient to extract out said saponiz glycosides and the bitters as well along withi it. However,
said saponin glycosides and bitters magbc separate components within the scope of the invention
and added to the pregnane giycosides to form the composition.

X. Where the component of a dose compaesition is a plant chemical, the component may be

incorporated in said composition in the Form of an extract of the plant or otherwise.

The said uses, methods and com?osiﬁo&s and-fommmlations provided by this invention are described
hereinbelow. - ‘ :

1. Obesity: )

1.1 For subjects of either gender suffering from clinical 'obesiqr with an BMI of about 25 to 30, Type

2 diabetes or normal, normotensive or mild to mrpderais by pertension with no systemic dysfunction, the

* subject being preferably on controlled diet andiios moderate physical activity, otherwise no restriction.

Main Dose:  From about 250 to 5300 mg. of castubsrside(CTB) per day aver a period of 3 to 4 months
followed by an optional maintenance dose of fisen about 125 to 250 mg. CTB per day for about six to
eight months. Said maintenance dose may be t=ken over an extended period or indefiniiely without any
adverse effects as caralluma pregnane glycosides are good anti-oxidarts, non-toxic ané well-tolerated
nutritional supplements.

1.2 For subjects of either gender suffering firvm clinical obesity with an BMI of about 30 to 50; T@e 2
diabetes or normal, normotensive or mild to moderate hypertension with no systemic dysfunction, the '
subiect being preferably on controlled diet andfor moderate physical aciivity, ctherwise no restriclion, a
treatment dose double that provided above for the lower BMI category of 'snbjects and optional
maintenance dosage the same as for the lower BMI category is provided, all other parameters including the
period for the doses being the same as for the Fzwer BMI category. .

13 An alternative schedule for the maintemance dose is to take the same for a period of about 4-5
months and then stop the same for a period of about 6 months.  The maintenance dose may be again
started at the end of the said 6 month peried am® confinied for about three months.  The maintenance
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course 2y be continued under this sequence of six and threc moniiis for an indefinite period. The water
intake should be double of the normal during the treatment.  During the treatment one-half hour brisk
walks iz the morning and evening, and diet.control, are advised.

By about the fifth week, subjects start feeling the lessening of appetite and of the thoughts of food and
simultameously feel more energetic. Appetite is experienced by the subjects at appropriate times but is
satisfied with lesser amounts of food. From this point onwards, weight loss aiso begins io become quite
appareni. By the ninth week, the eﬂ’eéts will be clearly apparent in weight loss; appetite reduction,
reduction of waist, hip and arm circumferences and other parameters. The waist circumference would be
down by atleast about 50 mm(two inches ) and the weight by at least 3-4 kgs.

1.4 Au alternative treatment for obesity provided by this invention com;irises a mixture of PG and
HCA. .

Main dase: From about 120 to 240 mg. of CTB with from about 150 to 300 mg. of HCA per day over a
period of about six months. Optional Maintenance dose: same as the main dose. Period: extended period
to indefmitely.

Garcinia extract may be used in place of HCA. .

In the case of subjects where the gelatine of the capsules causes adverse GI reactions, the dose may be
mcorporzted in a beverage and consumed in the liquid form. This applies to alt of the treatments
mentioned in this specification. -This invention provides for a number of health-ensuring and nutraceutical
compos#ions containing PG and other components, the compositions being provided in both solid and

beverage forms. '
2. BME:
2.1 For subjects undergoing moderate physical activity and desiring iucrease in BMR and energy, .-

enduiance and stamina levels,

Main Dose:  From about 250 to 500 mg. of CTB per day over a period of about 3 to 4 moxnths.
Optionat maintenance dose: From abuut 125 {o 250 mg. CTB per day over ar extended period or
indefinitely. :

2.2 For subjects ungertaking heavy physical activify such as sportspersens and desiring increase in
BMR, ¢omzrgy, endurance and stamina levels:

Main Dese: From about 500 to 1000 mg. CTB per day for a period of about 3 to 4 months.

Optionaf maintenance dose: From about 250 to 500 mg. CTR per day'for an extended peried or
indefinitely.

23 An alternative treatment for subjects des.ring moderate increased BME, stamina, euergy and
endurancs levels:

Main Dose:  From about 90 to 150 mg, of CTB containing about 2 mg, to 15 mg. of saponin glycosides of
caralluma together with from about 100 t6 200 mg. of Green tea catechins per day.

Optional maintenance dose: Same as the main dose. Period: extended to indefinite.
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2.4 A vet another course of treatment for subjecis desiring wacrease m BME, energy, endurance and
stamina:

Main Dose: From about 100 to 200 mg. of CTB containing about 2 mg. to 15 mg, of saponin glycosides of
caralluma together with from about 100 to 200 mg. of the catechins of green tea and from abcut 100 to 200
mg. of the withanolides of Ashwagandha per day.

Period: About 6-9 months.

Optional Maintenance dose: Same as the main dose Period : extended to indefinite.

At the end of week two, the feeling of fatigue during exercise and workouts comes down and the sﬁbject
will feel more energetic and capable of more excrcise. At week four, male subjects on exercise
programmes such as weight training will notice an upward trend in bicep circumference, chest
circumference and increase in muscle sizes. Female snbjects on weight training will see clear signs of loss
of fai surrounding rauscle groups. The treatment is suitable for housewives whose encrgy levels tend to
sag afier the morning round of work.

3. TYean Body Mass:

3.1 For subjects undertaking moderate physical activity and desiring increase in iean body mass:
Main Dose: From about 250 to 500 mg. CTB per day over a period of about 3 to 4 months followed by an
optional maintenance dose (l)f from about 125 to 250'mg. (YE‘B’pervday over an extended period or
indefinitely. - S o B | n SR R ®

3.2 - TFor subjects undertaking heavy physical activxty and desmng increase in- 1ea11 hody mass the main
dose provided by the invention is from about 500 to 1000 mm oftCTB per day over a yermd of3to4 .
months followed by an optional muintenance dose of from auout 250 to 500 mg. CTB per day overan.
extended penod or indefinitely. L ‘

4, Osteo-arthritis: T

4.1 For subjects having early to middle stage osteo-arthriiis of weight-bearing joints with mild to moderate

radiological symptomatology and desiring relisf from joint pains and inflammation:-Main Dose: From
about 250 to 500 mg. CTB per day over a period of abont 410 5 months followed by an optional
maintenance dose of from about 125 to 250 mg. CTB per day over an extended peiiod or indefinitely.
4.2 For subjecis suffering from severe osteo-arthritis of weight-bearing joints with mild to moderate
radiological symptnmatology and desiring relief from joint pams and inflammation:
Main Dose: From about 500 to 1000 mg. CTB per day over aperiod of about 4 to 5 months foilowed by an
optional maintenance dose of from about 250 to 500 mg. CTB per day over an extended period or
indetinitely. .
Six: alternative courses of treatment for subjects suffering from osteo-arﬂmhs and/or desiring rejuvenation
of the weight bearing joints and/or relief from joint pains are provided hereinbelow.
43 . I\<Ia.m Dose: From about 120 to 300 mg. CIB together with from about 400 to 1000 mg. of
Glucosaming sulphate per day for a period qf ahout 6 to 8 months followed by an optibnal maintenance
dgse samg as the main dose for a period of ab%u; 6 months or indefinitely.
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44 Main Dose:  From aboqt 90 1o 270 mg. of CTB together with from about 230 to 734 mg. of
Glucosamine sulphate and from about 75 to 250 mg. of Rutin per day over a period o< about & %o 8 months
followed by an optional maintenance dose same as the main dose for an extended peried or indi=finitely.
4.5 Main Dose: From about 120 to 300 mg. CTZ together with from aboet 300 to 900 mze. Rutin per
day over a period (;f about 6 to 8 months followed by an optional maintenance dose same as tizmmain dose
over an extended périod or indefinitely. The maintenance dose may be adopted when the arthzitic
condition comes under control and the same may be taken in two parts, one moﬁning znd one evening.
46 Main Dose: From about 100 to 200 mg. CTB togeﬂxer with from abouf 600 to 750 nzs.
glucosamine sulphate per day to be taken in two parts. This dose is provided by the inventioiz 2s a dietary
supplement for subjects over forty years of age and desiring to prevent fhe onset of osteo-arihriis by the
joints going into a degenerative process. This dose ensures adequate syrovial finid secretion zmd
rejuvenates the ligaments. In the hereinmnentioned doses the bioflavonoid Rutin may be substitated by one
of the other bioflavonoids and the glucosamine sulphate may be either as the sodium or potassizm salt or
other. The doses that exclude glucosamine sulphate are advised for subjects that have gastricacidity
problem as glucosamine sulphate hias an acidic reaction in the stomach. Peried: Over an extended period
or indefinitely. ’ o . ‘
47 Main dose: ‘From ahout 120 to 300 mg. of CTB together with from abe.mt 300 to 90 g Rutin
and from about 50 to 100 mg. ot bamboo silica(70%)(or equivalent amount of another concenfrafion) per
day over a period of about six to eight months foliowed by an'optional maintenance duse same s the main -
dose to be taken over an extended period or indefinitely. The main dose may be stopped andithe
maintenance dose adopted as soon as the arthritic conditicn is under control.
43 Main dose: From about 90 to 270 mg. of CTB together with fiom abowt 256 to 750 zag. of
Glucosamine sulphate, from about 75 te 250 mg, of Rutin and from about 50 to 10¢=mg. of
Bamboo silica(70%)( or equivalent amount of another concemration) per day over 2 paviod of
about six to eight months followed by an optional maintenance dose same as the maim Jose for a
period of about six months or indefinitely. ' )
The pregnane glycosides in the abovementioned doses for‘osteo-aﬁiu'iﬁs provide e znii-tnfiemmatory
action and regenerative action. This is important as both glucosamine salphate and chondro#n de not
possess anti-inflammation properties. The subjects may be on NSAID therapy and/or physicihierapy
treatment. Caralluma extracts are well-tolerated and exhibit no side effects onpmloﬁged comsvampiion.
Preferably the doses may be taken after the meals. SR
At week three, gradual alleviation of pain occurs ‘ogether with an increase in joint mobility ami increased -
tolerance to physical stress. At week five, the subjects experience rear-normakcy in joint moweinents and
cessation of pain, significant reduction in morming siiffness, increased tolerance o exercise and quicker
recovery from exercise. At week 13, further bone degradation ceases alinost totally as estabZished by
radiclogical investigations.
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Where combination main doses have been provided, the same may be discontinued when the arthritic
condition comes under control. From that point, 2 maintenance dose of from about 250 to 300 mg. of CTB
per day may be adopted for a period of six to eight months.  The said maintenance dose may be
preferably taken in two stages after the two main meals of the day.  For severe cases, the combination
doses may preferably be contirued indefiniiely.

5. Blood Sugar:

5.1 The treatment provided by this invention for subjects having Type 2 diabetes and FBS(Fasting
Blood Sugar) of about 120-150 mg./dL

Main Dose: From about 500 to 1000 mg. CTB perday Period : prolonged to indefinite

52 For subjects having Type 2 diabetes and FBS exceeding about 150 mg/dL

Main Dose: From about 1000101500 mg. CTB per day over a prolonged period or indefinitely.

The following two alternative courses of treatment are provided .by the invention.

5.3  For subjects having Type 2 diabetes and/ot desiring control/regulation of blood sugar: .

Main Dose: From about 100 to 250 mg. CTR together with from about 100 to 200 mg. of 4-hydroxy-iso-
leucine(or as Fenugreek extract) per day, the PG containing about 2-3% bitters of the caralluma species of
plants. Pericd: 6 to 8 months. -

Optional maintenance dose same as the main dose.  Period: over an extended period or indéﬁnitely.

5.4 For subjects having Type 2 diabetes.

‘Main Dose:  From aboui 108 to 200 mg. of CTB together. with from about 100 to 200 mg. of Coccinia

extract confaining abouit 10% terpenes, from about 100 to 200 mg. of Bitter gourd extract containing about
8% bitters, from about 100 to 20¢ mg. of Cinnamon extract containing at;out 15% polyphenols and from
about 100 to 200 mg, Fenugreck extract coniaining about 40% 4-hydroxy-isc-ieucine per day for a period
of about 6-7 months followed by an optional maintenance dose, same as the main dose, preferably for an
indefinite pericd.

Preferably the doses are taken 30 min. after reals. - The dose may be taken in one stage or intwo. At week
two the subject would experignce a reduction of about 10% in FBS .nd PPBS(Post-prandial blood sugar).
At week four onwards, weight loss will be observed and also increased physical stamina. Blood sugar
levels drop further.  About 20% reduction ia FBS and PPBS can be expected at this period. At week 16,
reduction in giycosylgted haemoglobin will be obscrved.  Subjects may stop their main dose after the
stipulated period for a period of about 6-8 months. They may ﬂigm revive the main dose fer about 2-3
months after a gap of about 2-3 months. This sequence may be continued indefinitely., For subjects over
forty years of age, it is preferable that the said sequence is centinued mdefinitely. For subjects over fifty,
prefcrably the main dose should be continned indefinitely.  Regular exeicise in the form of a brisk walk
of 45 min. morning and evening is advised and it is suggested that subjects avoid refined carbohydrate
foods.

6. Blood Pressure:
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6.1 For subjects suffering from mild to moderate hypertension the main dose provided by ihe
invention comprises from about 250 to 500 mg. of CTB per day to be taken over a period of aboui 3 to 4
months followed by an optional maintenance dose of from about 125 to 250 mg. of CTB per day for an
extended period or indefinitely.

6.2 For subjects having severe hypertension the treatment provided by the invention comprises: Main
Dose:  From about 500 to 1000 mg. of CTB per day for a period of about 3 to 4 months followed bya
maintenance dose of from about 250 to 500 mg. of CTB per day for an extended period or indefinitely.

6.3 An alteinative course is provided by the invention for subjects having mild to moderate
hypertension wherein the main dose is from about 125 to 250 mg. of CTB together with from about 125 to
250 mg. of HCA(Garcinia extract) per day to be taken over an indefinite period.

6.4 A still another alternative course of treatment and management for this condition provided by the
invention comprises a main dose of from about 125 to 230 mg. of CTB together with from about 125 to 250

mg. of Commiphora Mukul extract containing about 3% gugulsterones per day to be taken over an

-indefinite period
-The tests have established that pregnane glycoside(s) reduce blood pressure, both systolic and diastolic.

Another related effect is that of reducing serum LDL(Low density lipoprotein) and enhancing the HDL.
(High density lipoprotein). The dose may be taken in one stage or two and is preferably. taken after meals
At week three, increased energy and exercise endurance were observed. This brings down the LDL- levels.
Physical training is ddvised during the treatment. At week five, increase in the HDL level and further -
isicreases in energy and endurance are observed. |

7 Appetite Reduction:

7.1 For subjects desiring mild to moderate redpcﬁ()‘n in appetite, this invention provides: Main Dose:

from about 250 to 500 mg. of CTB per day over a prolonged period or indefinitely. ‘

7.2 For subjects desiring heavy reductica in appetite: Main Dose: From about 500 to 1000 mg. of
CTB per day over a prolonged period or ine “finitely.

73 This invention provides an aliernan. 3 course comprising pregnane glycosides and HCA.  Main -
dose: From about 120 to 240 mg. of CTB with frem about 156 1o 300 mg. of HCA per day over a peﬁbd of

about six months. Optional Maintenance dose: same 25 the maiu dose. Period: extended period to

_indefinitely.

Garcinia extract may be used in place of HCA.

8. Weight reduction:

8.1 For subjects desiring slow/gradual reduction in weighi: Maiu Dose: From about 250 to 500 mg. of
CTB per day over 2 period of about 3 to 4 months followed by an optional maintenance dose of from about
125 to 250 mg. CTB per day taken over an extended period or indefinitely.

8.2 For subjects desiring rapid reduction in weight: Main Dose: From about 500 to 1000 mg. CTB per
day over a period of about 3 to 4 wonths followed by an optional maintenance dose of from about 250 to
500 mg. CTB per day over an extended period or indefinitely.
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8.3 This invention provides an alternatixe course comprising pregnane glycosides and HCA. Main
dose: From about 120 to 240 mg. of CTB with from about 150 to 300 mg. of HCA per day over a period of
about six months. Optional Maintenance dexse: same as the main dose. Period: extended period to
indefinitely.

Garcinia extract may be used in place of HCA.

9. Waist, arm and hip drcumferences: ‘
9.1 For subjects desiring reduction in waist, hip and arm circumferences: Main Dose: From about 250

to 500 mg. of CTB per day over a period of albout 3 to 4 months followed by an optional maintenance dose

of from about 125 to 250 mg. CTB per day ewer an extended period or indefinitely.

9.2 This invention provides an alternative course comprising preguane glycosides and HCA. Main

dose: From about 120 to 240 mg. of CTB with from about 150 to 300 mg. 0*HCA per day over a period of

abont six months. Optional Maintenance dise: same as the main dose. - Period: extended period to

indefinitely.

Garcinia extract may be used in place of HCA.

10, Migraine:

10.1  For a subject desiring relief from wme' Main Dose From about 500 to 1000 mg. of CTB per

day over a period of about 3 to 4 months, szad dose to be doubled during the periods of attack.

The'daily dose may be preferably taken in-two parts one after each meal. ‘At week five, the subject will

notice decreased frequency of 2ttacks. Thepmgnane giycosides exerts its anti—inﬂammatory propetties

and also restores elasticity to the ca;xﬂlanesw “The anti-depressant property of pregnane glycos;des gives a
psychological boost to the subject. His confidence level increases due to increased secretion of serotonin.

At week nine, the subject expesiences significantly reduced frequency of attacks and mcreas.‘ed tolerance to

physical stress. At week thirteen, the ﬂe@ancy of attacks can be expected to be down to Izss than 10%.

A maintenance dose of from about 125 to 230 mg. of CTB per day may preferably be continued

indefinitely '

i1, Clinical depression:

11.1  For a subject suffering from mild cEnical depression: Main Dose From about 125 to 250 mg. of

CTB per day to be taken till the ceasing of the symptoms.

112 For subjects suffering from severe clinical depression: Main Dose: From about 250 to 1000 mg. -

CTB per day to be taken till the ceasing of the symptoms.

113 Anaiternative course provided by #he invention for a subject suffering\ from clinical depression or
desiring mood elcvation comprises a main dnse of from about 250 to 500 mg. CTB per day iogether with
from about 100 to 200 mg. of the withanokides of Ashwagandha over a period of about 12 to 18 months
followed by an optional maintenance dose of from about 125 1o 250 mg, of CTB per day together with
from about 50 to 100 mg. of the withanolides of Ashwagandha over an extended period or indefinitely.
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Depressions ar associated vith abnormal lcvels of serotonin reuptake. Preguane glycosides cause
increase in serotonin levels without the adverse effects such as serotonin intoxication of known anti-
depressants such as¢he SSRI's. With pregnane glycosides, subjects experience increased feeling of well-
being, tacreased energy levels, increase tolerance to stress and a general improvement in mood infer alia
through its effect om serotonin fevels. Adverse effects, if any, are of a milder form than with said SSRI’s.
The subjects begin ¥ experience increased energy levels, reduced fatigue and tiredness and general well-
being at week three. At week four, there is further all-round improvement in the abovementioned
parameters aud the subjects experience increased social interests.

12. Sexual dwsfunction:

12.1 For a subject suffering from primary impotence and/or decreased libido and/or desiring increased . - ¢
libido and sexual éxive, power and stamina: Main Dose: From about 500 to 1600 mg. of CTB per day over
the period of existemce of dysfunction and decrea,ed Iibido or as desired by the subject.

122  Analternztive course provided by the invention for 2 subject suffering from sexual dysfunction
such as primary impotency and/or reduced libido or desiring increased sex drive, power and stamina: Main
Dose: From about 250 to 500 mg. of CTB per day together with from about 100 to 200 mg. of the ‘
withanolides of Astrwagandha over a period of about 6 to 12 months followed by an optional mamt»amauce
dose of from about 125 to 250 mg.-of CTB per day together with from about 50 to 160 mg. of the
withanolides of Astrwagandha as long as necessary or 2s long as increase in sex power is desired.

123 A yet another alternative course provided by the invention for a subject suffering from sexnal
dysﬁmcﬁon suck as ynmary impotence and/or loss of, or reduced libide and/or desiring increased sex
power,, Staminz and rive COMPTIses:

Main Dosv From zbout 250 to 500 mg. of CTB per day together with from about 100 to 200 mg. of ‘
Shilajith over a pexiod of about 6 to 12 monihs followed by an optional maintenance dose of about 125-250
mg. CTB per day together with about 50-100 mg. of Shilajith for 45 long as necessary or as long as
increased sex drive is desired.

12.4 A vet ascther course of treatment provided by the invention for a subject suffering from sexual
dysfurction such as primary impotence and/or loss of, o reduced libido and/or desiring increased sex
power/drive and sizznira. Main dosc: From about 250 to 500 mg. of C1B per day together with fram
about 230 500 mg. of Fenugreek extract contiining about 50% Protodicscin to be taken over a period of
about 3-4 months followed by an opuonal -naintenance dose of from ahout 125 to 250 mg. of CTB together
with from about 125 to 250 mg. of said fenugreek extract per day for as long as necessazy or as long as
increased sex drive 3s desired.

The effects of pregmane glycosides relevat to its applicaticu in treatment of seanal dysfunction are:
increase in energy, endurance and stamina, beneficial effect on capillaries and through that on circutation,
feeling of increased well-being, increased tolerance to siress, elevation of mood and others. Together these
effects appear to produce increased blood flow in the region of the reproductive organs and cause
resurgence of sexuzl interest and increase of Jibido which has been clearly established by the tests/trials.
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Caralluma extracts also appear to be beneficial for women in the posi-menopausai phase when they
experience reduced sexual desire, painful intercourse, diminished sexual respoixsivcness, difficulty in
achieving orgasm and decreased genital sensation. Pregnane glycosides do not have the cardio-vascular
and cther side effects exhibited by the known compounds for ireatment of sexual dysfunction, such as, for
example, the PDES inhibitoss.

13. Cognitive and memory function:

13.1  For a subject suffering from diminished cognitive and memory function or desiring increass
thereof: Main Dose: From about 250 to 500 mg. of CTB per day over a period of about 3 to 4
mounths. :

Caralluma extracts have a beneficial effect on neurotransmitter levels and functioning and, in particular, on

serotonin levels. It appears that the multiple effects of pregnane glycosides on a subject has a cascade

type effect causing an all-round improvement in body functions including cognitive and memory function,
memory recall and retention and speed of retrieval.  This has been established by said tests/trials. The
dose may be taken in a s*qgle stage or two and is preferably taken afier meals. -

14. Aging syndrome: ' i g

14.1  For subjects desiring treatment/management of the aging syndrome; this invention provides for a

main dose of from about 250 to{ 500 mg. of CTB per duy.over a prolonged to indefinite period. . "

142 Analternative course provided by the invention comprises a dose of from about 10@}200_ mg. of

CTR per day together with from about 100 to 200 mg. of the catechins of green teéa and from about 100 to

200 mg. of the saponin giycosides of caralluma followed byan’ﬂvoptiona_ ! maintenance dose of from about

100 to 200 mg. of CTB per day together with from about 50 to 100 mg. of said catechins and from about

120 10 300 mg. ot said saponin glycosides over an mdeﬁmte penocL

4.3  Thisinvention also provides a dietary suppiement for fighting the aging syndromie-comprising a

dose of from about 100 to 200 mg. of CTB per day together with from about 250 to 350 g, of Greeri Tea

extrs ~t containing about 40% catechins to be taken indefinitely.

144 Ayet another composition provided by this invention for a subject desiring reduction in the aging

syndxoﬁxe comprises a main dose of from about 50 to 100 mg. of CYB per day-together with from about’

100 to 150 mg: of Zinc monomethionine, from abeut 150 to 250 mg. of Citrus bioflavonoids and selenium

chelate equivalent to ‘rom about 2 to 8mg, of selenium to be taken over an indefinite period.

The properties of pregnane glycosides relevant to its application as an anti-oxidant and in combating aging

are: 1 Reduction of fat  ii. Increase of energy levels and stamina levels iii. Increased physical activity

iv. lowered stress and mood elevation  v. increased jointmobility vi. increasing capiliary elasiicity

and others, These benefits are obtained with substantiatly nil side effects.

15, X.oss of Hearing:

15.1  For a subject suffering from hearing loss: Main Dose: From about 250 to 500 mg. of CTB per day

over a period of about 3 to 4 months foliowed by an optiqnal maintenance dose of from about 125 to 250

mg. of CTB per day taken over an extended period or indefinitely.
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16.1 For a subject suffering from a circulation disorder: Main Dose: From about 500 to 1000 mg. of
CTB per day over a period of about 3 to 4 months followed by an optional maintenance doss of from
about 250 to 500 mg. per day of CTB over an indefinite period.-  The invention provides for the
maintenance dose to be taken indefinitely in case of severe circulation disorder and where the disorder
is mild and the maintenance dose is not adopted then the main dose should be commenced wpon re-
occurrence of the disorder/symptom. The main dose must be revived if the circulation p@lem e-
occurs and in cases of severe circulation problems the main dose should preferably be continued
wndefinitely. :

17._Capillary Degeneration; - ,

17.1For a subject desiring restoration or maintenance of capillary elasticity: Main Dose: From about 300 to -
1000 mg. of CTB per day for a penod of about 3 {o 4 months followed by a maintenance dose of from
about 250 to 500 mg of CTB per day to be taken over an indefinite period.

It has been observed that caralluma extracts enhance/restore capillary elasticity. . Together withi the other :

effects of pregnane glycosides, the subject experiences an all-round improvement of body functions '

mcludmg hearing, sexual function, skin health, mental functions; circulation and others. The dosagemay .

be taken in one stage or two and is. preferably taken in two stages after the two main meals of the day. -

18. - Skin Nourishment: . o

18.1 For asubject desinn_gﬁskin nourishment and skin elasﬁéity. and ealth : Main Dose: From aboit 50

" to 100 mg. of CTB per day together with from about 106 to,iSO mg. of Zinc monomethiosine, from .
about 150 to 250 mg. of Cifrus bioflavonoids and from dbout 2 to 8 mg. of selenium as selenh,;n‘ :
chelate or other compound, to be taken over an exiended period of indefinitely.

19._ Menopausal syndrome:

19.1  For a subject suffering from the menopausal syndrome and desiring alleviation from hot flushes
and menopausal disiress: Main Dose: From about 50 to 100 mg. of CTB per day together with from
about 100 to 150 mg. of Zinc monomethionine, from about 150 to.200 mg. of Citrus bioflavonoids and
from about 6 to10 mg. of selenium as selenium chelate or pther‘compaund to be taken as long as
necessary. | ‘

Four further courses of treatment and management for a subject suffering fron:i menopausal syndrome
ave indicated hereinbelow. | ‘

19.2 Main dose: From about 50 to 100 mg. of CTB together thh from about 100-200 mg Lmuonce

extract containing about 5% Triphytoestrogens per day to he take1 as long as necessary and as long as

symptoms last.

193  Maindose: From about 50 to 100 mg. of CTB together with from about 100 to 200 mg. of Red

clover extract containing about 8% isoflavones per day to be taken fof as’ﬁ‘lgé's neces&ary and as logg as

symptorms last. )
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194  MainDose: From about 50 te 100 mg. of CTB together with from about 100 to 200 mg. of Hops
flower extract containing about 5% tripliytoestrogens per day to be taken for as long as necessary and as
long as symptoms last. 4

19.5 Main dose:  From about 50 to 100 mg. of CIB together with from about 100 to 200 mg. of

Pomegranate extract containing about 10% Ellagic acid per day. Period: As Jong as the symptoms and as

long as necessary.

20._Cancer prevention/protection:

20.1 For a subject desiring the neutralisation of carcinogens and protection against cancer: Main Dose:

From about 50 to 100 mg. of CTB per day together with from about 100 to 150 mg. of Zinc

monomethionine, from about 150 to 200 mg. of Citrus biofiavonoids and from about 2 to 8 mg. of selenium

as selenium chelate or other conipound to be taken indefinitely.

21. Cholesterol: -

21.1 Fora subjeét desiring reduction of total bleod cholesterol: Main Dose:  From about 125 to 500 )
mg. of CTB per day together with from about 150 to 250 mg. of Hibiscus Subdarifa extract containing
about 25% polypienols and from about 100 to 260 mg. of Commiphora Mukul extract containing .
about 3% gugulsterones to be taken for an indefinite period. .

212 An alternative composition provided by the invention for a subject desiring reduction in blood ’

cholesterol: Main Dose: From about 120 io 240 mg. of CTB per day together with from about 150 to 300

mg. of HCA over a period of about six months followed by an optional maintenance dose same as the main
dose over an extended period or indefinitely preferably over an indefinite period.

213 Avyet another alternative composition provided by the invention for a subject desiring reductionin
blood cholesterol: Main Dose: From about 90 to 150 mg. of CTB containing about 2-163* saponin
glycosides, together with from 2bout 100 to 200 mg. of the catechins of green tea per day over an extended
period or indefinitely. ' '

22, BMI;

For a subject desirous of reducing BMI, the invention provides for the followit 4 courses of treatment and
management. '

22,1 For subjects of either gender having a BMI of about 25 to 30; Type 2 diabetes or normal,
normotensive or mild to moderate hypertension with no systeriic dysfunction, tiie subject being preferably
on controlled diet and/or moderate physical activity, atherwise no ;gstricﬁon “

Main Dose:  From about 250 to 500 mg. of caratubcrside(CTB) per day over a period of 3 to 4 months
folloi’\ged by an optional maintenance dose of from about 125 to 250 mg. CTB per day for about six o
cight months. Said inaintenance dose may be taken over an extended period or indefinitely without any
adverse effects as caralluma pregnane glycosides are good. anti-oxidants, non-toxic and well-tolerated
nutritional supplements.

22.2  For subjects of either gender having a BMI of about:30 to 50, Type 2 diabetes or normal,

normotensive or mild to moderate hypertensioen with no systemic dysfunction, the subject being preferably
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on controlied diet and/or moderate physical activity, otherwise no restriction, a treatment dose doublc that
provided above for the lower BMI category of subjects and optional maintenance dosage the same as for
the lower BMI category is provided, all other parameters including the period for the doses being the same
as for the lower BMI category, . .

22,3  An alternative schedule for the‘maintenance'dase is to take the same for a period of about 4-3

-months and then stop the same for a period of about 6 months.  The maintenance dose may be again

started at the end of the said 6 month period and continued for about three months.  The maintenance
course may be continued under this sequence of six and three months for an indefinite period. The water
intake should be double of the normal during the treatment. During the treatinent one-half hour brisk
walks morning and evening and diet control are advised.

By about the fifth week, subjects start feeling the lessening of appetite and of the thoughts of food and
simultaneously feel more gnergetic. Appetite is experienced by the subjects at appropriate times but is
satisfied with lesser amowmts of food. From this point onwards, lowering of mc BMI( weight loss) also -

. begins to become quite apparent.

224  -Anafiernative composition of this invention for increase of BMI comprises:  Main dose: From
about 120 to 240 mg. of CTB with from 150 to 300 mg. of HCA per day over a pericd of about six months. '
Optional Maintenance dose: same as the main dose. - Period: extended period to indefinitely.

Garcinia extract may be used inplace of HCA.
123, Anti-oxidation:

23.1  This invention provides for an anti-oxidatiou course for subjects desiring treatment/ A
management of the aging syndrome and/or for general fitoess and health, comprising a main dose of from
from about 250 to 500 mg. of CTB per day over a prolonged 1o indefinite period. 7

23.2  An alternative anti-oxidation course provided by the invention coraprises a dose of from about 1G0
to 200 mg. of CTB per day together with from about 100 to 200 mg. of the catechins of grsen tea and from
about 100 to 200 mg. of the saponin glycosides os ~aralluma followed by an optional maintenance dose of
from about 100 to 200 mg. of CTB per-day togethe. with from about 50 to 100 mg. of said catechins and
from about 120 to 300 mg. of said saponin glycosides dver an indefinite poriod.

233  This in%:ntion also provides an anti-oxidant dietary supplement for fighting the aging syndrome

" and/or provide general heatth and fitness comprising a dose of from about 100 to 200 mg. of CTB per day

togetlier with frem about 259 to 350 mg. of Green Tea extract containing about 40% catechins to be taken
indefinitely.

234 A yet another composition course provided by this invention for a subject desiring reduction in the
aging syndrome and/or ensuring gencral health and fitness comprises a main dose of from about 50 to 100
mg. of CTB per day together with from about 100 to 150 mg. of Zinc monomethienine, from about 150 to
250 mg. of Citrus bioflavonoids and selenium chelate equivalent to-from about 2 to 8 mg. of seienium to be
taken over an indefinite period. ’
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The properiics of pregnane glycosides tzlevant {0 its appiication as an anti-oxidant and in combating aging
are: i Reductionoffat  ii. Increase of energy levels and stamina levels iii. Increased pliysical activity
iv. lowered stress and mood elevation and v. increased joint mobility vi. improved circulation and
others.  These benefits are obtained with substantially nil side effects.

In all the trezzments described hereinabove, the dosages may-be taken before, during or after meals,
However, where the objective is to provide relief from one or more of tﬁe obesity—refated symptoms the
dosages may be preferably taken one-half to one hour before meals. A daily dose may be taken at one
time or in two stages.  If taken at one time, it may be preferably taken before, during or after the main
meal of the day.

The term ‘indefinitely’ used in relation to said freatment and maintenance doses is intended to mean that
the doses are to be taken substantially lifelc1g in a continnous mode wherein the doées are taken daily
without a break.  The scope of the said term-“indefinitely’ is intended to include the option of taking the
maintenance doses in a periodical(sequential) arrangement(mode) comprising taking the doses periodically

over periods of about two to seven months with the gaps also extending to about two to seven months.

In the applications related to obesity-related symptoms, the sequential formula for maintenance doses
described hemeinabove is recommended.
Various embodiments and variations other than described hereinabove that are within the art are within the

scope of the Fvention.
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e claim;

The use of pregnane glycoside(s)(PG) in the form of extracts of the caralluma species of plants or
otherwise, either singly or as mixtures thereof, in the treatinent and management of
symptoms/disorders such as obesity, migraine, osteo-arthritis, overweight, clinical depreséion, hearing
Joss, sexual dysfunction, high BMI, low BMR, hyperglycaemia, hypertension, hypercholeéterolenﬁa,
low stamina, endurance and energy levels, reduced cognitive and memory functions, capillary
degeneration, joint inflammation/degeneration, menopausal syndrome, aging syndrome, circulation
syndrome and others; in the alteration/improvement/regulaticn of parameters/conditions/ ,functions
such as appetite levels, weight, BMI, BMR, waist, arm and hip circumferences, fat levels, Iean body
mass, blood sugar, blood pressure(bp), twtal blood cholesterol, blood HDL to LDL ratio, stamina,
energy and endurance levels, cognitive and memory function, mood, circulation, capillary health,

_ hearing, aging, joint mobility, sexual power, drive, stamina and libido; and in skin nouﬂsl@eht and as
an anti-oxidant, anti-inflammation and anti-depressant agent. said treatment and management and
alteraﬁon/imp‘roveméut/regulaﬁon comprising the administration of an effective déily treatment(main)
dose(s) thereof to the subject over an adequate period of time followed optipnéﬂy by a daily . i
maintenance dose(s) thereof to be taken optionally in a continuous or peﬁoﬁ@(éqduenﬁﬂ) ﬁdde over
an extended period of time or indefinitely, the said PG content of sa1dmamand mamtenance doses
being specified by the moleciﬂarly eqiivalent amount of caratabefside(CT;Bj"*ﬂ;é:reﬁgléaid pre'g;lane

. glycoside(s) optionally including the saponin glycoside(s) and/or the bitters of said ‘Cé‘ttaﬂumglspecies
and being optionally supplemented by one or more additional therapeutical, nuuaééuﬁcél o nutritional

COmpOonests.

The use as clairﬁed in the preceding claim 1, wherein said treatment dose for 2 subjéct suffering froim
obesity and having a BMI from ~bout 25 to 30, with or without Type 2 diabetes and/or mild to
moderate hypertension, with no s, stemic dysfunction is from about 250 mg. fo 500 mg. of CTB per
day, said treatment period is from about three to four months and said optional xﬁaiﬁtenmice dose is
from about 125 mg. to 250 mg. of CTB per day to be taken for about six to eight months or '
.indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering from
obesity and having a BMI of about’ 3 0'to 50, with or without Type 2 diabetes and/or miid to moderate
hypertension, with no systemi¢-dysfunction 1s from about 500 mg. t 1000 mg. of CTB per day, said
treatment period is from ah'd;it“ three to forr months and said optional maintenance dose is from about
125 mg. to 250 mg. of C’PE’ i)er day to .be taken for about six to eight months or indefinitely.
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4.

The use as claiined in the preceding claim 1, wherein said treatment dose for g subject sufferiig from
obesity comprises a combination of about 120mg to 240 mg. of CTB and about 150 mg. to 300 mg. of
{-)-hydroxycitrate(HCA)(as Garcinia cambogia extract or otherwise) per day, said treatment period is
from about six to eight months and said optional maintenance dose is the same as the said treatment

dose to be taken over an extended period or indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject undertaking
moderate physical activity and desiring increase in BMR and/or said increase in stamina, energy and
endurance levels is from about 250 mg. to 500 mg. of CTB per day, said treatment period is from about
three to four months and said optional maintenance dose is from about 125 mg. to 250 mg. of CTB per

day to be taken over an extended period or indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject undertaking
heavy physical activity such as sports and desiring increase in BMR and/or said increase in stamina,
gnergy and endurance ievels >is from about 500 mg. to 1000 mg. of CTB per day, said treatment period
is from about three to four months and said optional maintenance dose is from about 250 mg. to 500.

- mg. of CTB per day to be taken over an extended period or indefinitely.

The use as claimed 1'11’ the preceding claim 1, wherein said treatment dose for a subject desiring a
noderate i increase in BMR and/or in staming, endurance and energy levels comprises a combination of
=bout 90 mg. to 150 mg. of CTB containing from about Zm(g 10 15 mg. of the said saponm glycosides,
#nd from about 100 mg. to 200 mg. of Green Tea catechins per day, said treatment penod is from
about six io eight wonths and said optional maintenance dosg is the same as the treatment dose, to be

taken over an extendsd period or indefinitely.

The use as claimed in the preceding claim 1, wherein said treatinent dose for a subject desiring.an '
ncrease in BMR and/or in stamina, endurance and energy-levels cbmprises a combination of about 100
g, to 200 mg. of CTB containing from about 2 mg.10.20 mg. of the said saponin glycosides, with
From about 100 mg. to 200 mg. of Green Tea catechins and about 100 mg. to 200 mg,. of the
withanolides of Ashwrgandha per day, said treatment: period is from about six to nine months and said
optional maintenance dose is the ~ame as the treatment dose, to be taken over an exiended period or
imdeﬁniiely;

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject undertaking

moderate physical activity and desiring increase ofdean body mass{muscle mass) is from about 250

mg. {0 500 mg. of CTB per day, said treatment period is from about three to four months and said-
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12.

13.

optional maintenance.dose is from about 125 mg. 10 250 mg. of CTB per day to be taken over an

extended period to indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject undertaking
heavy physical activity and desiring increase of lean body mass(muscle mass) is from about 500 mg. to
1000 mg. of CTB per day, said treatment period is from about three to four months and said optional
maintenance dose is from about 250 mg. to 500 mg. of CTB per day to be taken over an extended

period to indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment does for a subject suffering from
early to middle stage osteo-arthritis of weighi-bearing joints with mild to moderate radiological
symptomalogy and/or desiring relief from joint pains and inflammation is from about 250mg. to 500
mg. of CTB per day, said treatment period is from four to five months and said optional maintenance
dose is from about 125 mg. to 250 mg. of CTB per day to be taken over an extended period to
indefinitely.

The vse as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering from
severe osteo-arthritis of weight-bearing joints with mild to moderate radiological symptomalogy and/or
desiring rekief from joint pains and inflammation is from about‘SO(‘) mg t0 1000 mg. of CTB per day,
said treatment period is from about four to five months and said'épﬁona} mainienance does is from

about 250 mg. to 500 mag. of CTB per day tc be taken over an exiended period to indefinitely.

The use as claimeq in the preceding claim 1, wherein éaid treatment dose for a subject suffering from
osteo-arihritis of weight-bearing joints and desiring relief from joint pains and inflammation is a
combination of from about 120 mg. to 300 mg. of CTB with about ~ %0 mg. to 1000 mg. of
Glucosamine (as sulphate or otherwise) per day, said treatment perioc 1s from about six to eight
months and said optional maintenance dose is the same as said treaiment dose, or alternatively
comprises about 250-300 mg. of CTB, to be taken over a period of about si_X-,m@nﬂls to indefinitely,

said glucosamine amount specified herein being as the sulphate salt thereof.

The use as claimed in the preceding claim i, wherein said treatment dose for a subject suffering from
ostec-arthritis of weight-bearing joints and desiring relicf from joint pains and inflammation is a
coiubination of from about 90 mg. to 270 mg. of CTB with about 250 mg. to 750 mg. of
Glucosaming(as sulphate or otherwise) and about 75 mg. to 250 mg. of Rutin(or other bioflavonoid)
per day, said treatment period is from about six to eight months and said optional maintenance dose is
the same as said treatment dose, or alternatively comprisss 250-300 mg. of CTB, to be taken over a

period of about six months to indefinitely, said glucosamine amount specified herein being as the
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16.

17.

sulphate salt thereof.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering from
osteo-arthritis of weight-bearing joints and desiring relief from joint pains and inflammation is a
combinatior: of from about 120mg. to 300 mg. of CTB with about 300 mg. to 600 mg. of Rutin(or
other bioflavonoid), per day, said treatment period is from about 51x to eight m.onths and said optional
maintenance dose is the same as said treatment dose, or comprises about 250-300 mg. of CTB, to be

taken over a period of about six months to indefinitely.

'The use as claimed in the preceding claim 1, wherein said treatment dose constitutes a dietary -
supplement for subjects{particuiarly over forty years of age), suffering from osteo-arthritis of weight-
bearing joints and desiring relief from joint pains and inflammation and the rejuvenation of the joints is
a combination of from about 100mg. to 200 mg. of CTB with about 600 mg. to 750 mg, of
Glucosamine(as sulphate or otherwise) per day, and said treatment period is from prolonged to
indefinitely, said glucosamine amount specified herein being as the sulphate salt thereof.

1

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering from

~ osteo-arthritis of weight-bearing joints and desiring relief from joint pains and inflammation is &

18.

combiration of from about 120mg. to 300 mg. of CTB with about 300 mg. to 900 mg. of Rutin(or
other bioflavonoid) and from about 50 mg. to 100 mg. of Bamboo silica{70% concentration or other) -
per day, said treatment period is from about six to eight months or till the arthritic condition is brought
under control whichever is carlier and said opﬁonal maintenance dose is the same as said treatment
dose, or comprises about 250-30C mg. of CTB, to be taken over an extended period or indefinitely.

The use as claimed in *he preceding claim 1, wherein said treatment dose for a subject suffering from
osteo-arthritis of weigh. bearing joints and desiring relief from joint pains and inflamumnaiion is a
combination of from about 90 mg. to 270 mg. of CTB with about 250 mg. to 750 mg. of
Glucosamine(as sulphate or oﬂleﬁ“ise), from aboilt 75 nig. to 250 mg. of Rutin(or other bioflavonoid)
and from about 50 mg, to 100 mg. of Bzmboo silica(70% concn. or other ) per day, said treatment
period is from about six to cight months and said optionél maintenance dose is the same as said
{reatment dose, or comprises about 250-300 mg. of CTB, to be taken over a period of atout six months
to indefinitely, said glucosamine amount specified herein beiug as the sulphate salt thereof.

. The use as claimed in the preceding claim 1, wherein said treatinent dose for a subject suffering from

Type 2 diabetes and having a fasting blood sugar(FBS) level of from about 120-150 mg./dL and/oxj
desiring control/regulation of blood sugar is from about 560 mg. tc 1000 mg. of CTB per day, to be
taken over a prolonged period or indefinitely.
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23.

24,

23.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering from
Type 2 diabetes and having a fasting blood sugar(FBS) level exceeding about 150 mg./dL and/or
desiring control/regulation of blood sugar is from about 1000 mg. to 1500 mg. of CTB per day, to be
taken over aprolonged period or indefinitely.

The use as claim-ed in the preceding claim 1, wherein said treatment dose for a subject suffering from
elevated blood sugar levels or Type 2 diabetes and/or desiring control/regulation of blood sugar is a
combination of from about 100 mg. to 250 mg. of CTB containing about 2mg. io 8 mg. of the bitters of
the caralluma species of plants with from about 100 mg. to 200 mg. of 4-hydroxy-isoleucine(as
Fenugreek extract or otherwise), said treatment period is from about six to eight months and the said
optional maintenance dose is the same as the said treaiment dose, to be taken for an extended period or
indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering from
Type 2 diabetes and/or desmng conirol/regulation of blood sngar is a combination of from about 100
mg. to 250 mg. of CTB with from about 100 mg. to 200 mg. of Coccinia extr:i.wt containing about 10%
terpenes, from about 100 mg. to 200 mg. of Bitter gourd extract contz;ming about 8% bitters thereof,
from about 100 mg. to 208 mg. of Ciznamon exiract containing about 15% polyphenols thereof and
from about 100 mg. to 208 mg. of Fenugreek extract containing about 40% 4-hydroxy-isoleucine per
day, said treatment period is from about six to seven months and the said optional maintenance dose is
the same as the said treatment dose, o be taken for an extended“pexiod or preferably indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject having mild to
moderate hypertension is from about 250mg. to 5™ mg. of CTB per day, said treatment period is from
about three to four months and said optional mainte. ance dose is from about 125 mg, to 250 mg. of
CTB per day to be taken over an extended period or indéﬁnitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject having severe
hyperfension is fiom about 500 mg. to 1000 mg. of CTB per day , said treatment period is from about
three months to four months and said optional maintenance dose is from about 250 mg. to 500 mg. of
CTB per day to be taken aver an extended peiiod or indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject having mild to
moderate hypertension is a combination of from about 125 mg. to 250 mg. of CTB with from about
125 mg. to 250 mg. of HCA(in the form cf Garcinia extract or otherwise) per day, to be taken over an
extended period or indefinitely.
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29.

. The use as claimed in the preceding claim 1, wherein said treatment dose for a subject having mild to

moderate hypertension is a combination of from about 125 mg. to 250 mg. of CTB with from about
125 mg. to 250 mg. of Commiphora Mulkul extract contammg about 3% gugulsterones per day to be
taken over an extended period or indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring mild to
moderate reduction in appetite is from about 250 mg. to 500 mg. of CTB per day, to be taken over an
extended period or indefinitely. '

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring heavy
reduction in appetite is from about 500 mg. to 1000 mg. of CTB per day, to be taken over an extended
period or indefinitely.

reduction in appetite is a combination of from about 120 mg® to 240 mg. of CTB with from about 150
mg. to 300 mg. of HCA(as Garcinia extract or otherwise) per day, said treatment period is about six to

eight months and said optional maintenance dose is sames 2§ the sa1d treatment doseg, to be taken overa

. piolenged period or indefinitely.

30.

31.

32.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
slow/gmdual reduction in weight is from about 250mg. to-500 mg. of CTB per day, said treatment
period is from about three to four montiis and said optional maintenance dose is from about 125mg. to
250 mg. of CTB to be taken over an extended period or indefinitely.

The use as claimed i m the precedmg claim 1, wherein said treatment dose for a subject desiring rapid
reaucuon in weight i 1s trom zbout 500 mg. to 1000 mg, of CTBper day, said treatment period is from
three to :our months and said optional maintenance dose is from aboat 250 mg, to 500 mg. of CTB to
be taken over an extended period or indefinitely.

The use as claimkid in the preceding claim 1, wherein said treatment dose for a subject desiring
reduction in weight is a combination of from about 120mg,. to 240 mg. of CTB with from about 150
mg. to 300 mg. of HCA(as Garcinia extract or oftierwise) per day, said treatment period is from about
six to eight months and said optional maintenance dose is the same as said treatment dose, to be taken
for an extended period or indefinitely.
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The use as claimed in the preceding claim 1, wherein said treatment dose for a subjizct desiring
reduction in waist, hip and arm cizcumferences is from about 250 mg. 1o 500 mg. of CTB per day, said
treatment period is about three to four months and said opticnal maintenance dose &s from about 125
mg. to: 250 mg. of CTB to be taken over an extended period or indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subgect desiring
reduction in waist, hip and arm circumféerences is a combination of from about 120 mg. to 240 mg. of
CTB with from about 150 mg. to 300 mg. of HCA(as Garcinia extract or otherwise} per day, said
treatment period is about six to eight months and said optional maintenance dose is the same as said
treatment dose, to be taken over an extended period or indefinitely.-

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering from
migraine is from about 500 mg. to 1000 mg. of CTB per day and said treatment peziind is about three to
four months and said treatment dose is to be doubled during the period(s) the migr=sne attack(s) last.

The use as claimed in the preceding claim 1, wherein said tr@nnentdo&, for a subject suffering from
mild chmcd depression is from about 125 mg. to 250 mg. of CTB pem day said tremiment period
extending upto the ceasing of the symptoms thereof.

The use as claimed in the preceding claim 1, wherein said trestment dose for a sobject suffering from
severe clinical depression is from.about 250 mg. to 1000 mg. of CTB wday, said treatment period

extending upto the ceasing of the symptoms thereof.

The use as claimed in the preceding claim 1, wherein said treaiment dose for a subjert suffering from
clinical depression or desiring mood elevation is a corebinagion of from about 250 mg. to 500 mg. of
CTB with from about 100 mg. to 200 mg. of the withanolides of Astiwagandha, said wreatment period
is from about twelve months to eighteen months and said opu'oiiéi ‘maintenance dose 3s a combination
of from about 125 mg. to 250 mg. of CTB with from about 50 mg. to 100 mg. of the said withanolides,
to be taken over an extended pericd or indefinitely.

The use as claimed in the preceding claim 1, wherein said treaimeﬁt dose for a subject suffering from
sexual dysfunction such as primary impotence and/or decreesed libido andfor desirimg increased libido
and sexual, power, drive and stamina is iTom abont 500 mg. to 1000 mg. of CTB pexrday, said
treatment period extending over the period of existence of said dysfumction and of decreased libido or
as long as enhanced sexual drive, power and stamina is desired by the subject.
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The use as claimed in the preceding claim 1, wherein said treatmers dose for a subject suffering from
sexual dysfunction such as primary impctence and/or decreased libido and/or desiring increased libido
and sexual, power, drive and stamina is a combination of from abowt 250 mg. to 500 mg. of CTB with
from about 100 mg. to 20C mg. of the withanolides of Ashwagandis per day, said treatment period
extending over a period of about sixto twelve months and said optesnal maintenance dose is a
combination of from about 125 mg. 250 mg. of CTB with from abost 50 mg. to 100 mg. of said
withanolides to be taken over the period of existence of said dysfurction or decreased libido or as long
as enhanced sexual drive, powér and stamina is desired by the subgect.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering from
sexual dysfunction such as primary impotence and/or decreased libigo and/or desiring increased libido
and sexual, power, drive and stamina is 2 combination of from abcet 250 mg. to 500 mg. of CTB with
from -about 100 mg. to 200 mg. of Shilajith per day, said treatment period extending from about six to
twelve months and said optional maintenance dose is 2 combinatiom of from about 125 mg. to 250 mg.
of CTB with from about 50 mg, to 100 mg. of Shilajith to be taken over the period of existence of said. -
dysfunction and decreased hbzdo or as long as enhanced sexnal drive, power and stamina is desired by
the subject. P ST S T ‘ :

The use as claimed in the precedmg claim 1, wherem said treatment dose for a subject SLﬁermg from =
sexual dysfunction such as primary impotence and/or decreased lib#do and/or desmng increased libido ‘ ‘.
and sexual, power, drive and stamina is a combination of from abomt 250 mg. to 500 mg. of CTB with
from about 250 mg. to 500 mg. of Fenugreek extract containing abamt 50% Protodioscin per day, said
treatment period extending over a period of about three to ‘ém mourhs and said optional maintenancé
dose is a combination of from abmt 125.mg 0250 mg. of CTB wizh from about 125 mg. to 250 mg,

of said fenugreek extract to be taken over the period of existence of suid dysfunction and of decreased
libido or as long as enhanced sexual drive, power and stamina is desired by the subject.

The use as claimed in the preceding claim 1, wherein said treatment: dlosc for a subject suffering from
decreased cognitive and memory function and/or desiring increased cognitive and meniory function is
from about 250 mg. to 500 mg. of CTB per day and said freatment peried is from about three to four

months.
The use as claimed in the preceding claim 1, wherein said treatmerz dose for a subject desiring

treatment of the aging syndrome is from about 250 mg. to 500 mg. of CTB per day said treatment
period-heing from prolonged to indefinite.
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The use as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
treatment 6f the aging syndrome is a combination of from about 100 mg. to 200 mg. of CTB with from
about 100 mg. to 200 mg. of the catechins of green tea and from about 100 mg. to 200 mg. of the
saponin glycosides of caralluma per day, and said optional maintenance dose is a combination of from
about 100 mg. to 200 mg. of CTB with from about 50 mg. to 100 mg. of said catechins and from about
120 mg. to 300 mg. of said saponin glycosides to be taken over amextended period or indefinitely.

. The use as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring

treatment of the aging syndrome is a combination of from about 160 mg. to 200 mg, of CTB with from
about 250 mg. to 350 mg. of Green tea extract containing about 46% catechins, said treatment period
being from prolonged to indefinite, said combination being also an anti-oxidant dietary supplement for
fighting the aging syndromie.

The use as claimed in the preceding claim 1, wherein szid ireaﬁnent dose; for a subject desiring
treatment of the aging syndrome is a combination of from about 50 mg. to 100 mg. of CTB with from
about 100 mg. to 150 mg. of Zinc monomethionine, from about 150 mg: to 250 mg. of Citrus
bioflavonoids aud from about 2 mg. to 8 mg. of selenium(as chelats or ‘otherwise) to be taken over a
prolonged to indefinite pericd. '

The use as claimed in the preceding élaim 1, wherein said treatment dose for a subject suffering from
loss of hearing is from about 250 mg. to 500 mg. of CTB per day, said ireatment period is from about
three to four months and said optionai maintenance dose is ﬁomébout 125 mg. to 250 mg. of CTB per
day to be taken over an extended period or indefinitely.

The use as claimed in the preceding claim 1. wherein said treatment dose for a subject suffering fron 2
circulation disorder is frcm about 500 mg. to 1000 mg. of CTB per day, said treatment period is

from about three to four months and said optional maintenance dose ‘is from about 250 mg. to 500 mg.
of CTB per day to be taken over an extended.period or indeﬁﬁitely. ’

The vse as clainzd in the preceding claim I, wherein said ﬁeénnznt dose for & subject suffering from
capillary degeneration suc:: as Ioss of capillary elasticity, aiid/or desiring restoration or maintenance of
capiilary elasticity is from ;bout 500 mg. to 1000 mg. of CTB per day, said treatment period is from
about three to four months and said maintenance dose is from about 230 mg. to 50C mg. of CTB per
day to be taken over an extended period to indefinitely.

. The use as claimed in the preceding ciaim 1, wherein said treatment dose for a subject desiring skin

nourishment, elasticity and health is a combination of from about 50 mg. to 100 mg, of CTR with from
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52.

53.

about 100 mg. to 150 mg. of Zinc monomethionine, from about 150 mg. to 200 mg. of Citrus
bioflavonoids and from about 2 mg to 8 mg of selenium(as chelate or otherwise), said treatment period

being from prolonged fo indefinite.

The use as claimed in the preceding ciaim 1, wherein said treatment dose for a subject suffering from
the menopausal syndrome, or desiring alleviation from hot flushes and menopausal distress is a
combination of fiom about 50 mg. te 100 mg. of CTB with from about 100 mg. to 150 mg. of Zinc
monomethionine, from about 150 mg. to 200 mg. of Citrus bioflavonoids and from about 6 mg. to 10
mg. of selenium(as chelate or otherwise) per day, said treatment period being as long as symptoms last

OF as necessary.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering from
the menopausal syndrome or desiring alleviation from hot flushes and menopausal distress is a

" combination of from abgut 50 mg. fo 100 mg. of CTB with from about 100 mg. to 200 mg. of

55.

56.

57.

Liquorice extract containing about 5% Triphytoestrogens per day, said treatment period being as long
as the symptoms last or as Iong as desired.

{
ot

. The use as claimed in the preceding claim 1, wherein said treatment dose for 2 subject suffering from

the menopausal syndrome or desiring alleviation from hot flushes and megopansal disiress is a
combination of from about 50 mg. to 100 mg. of CTB with from about 100 mg. to 200 mg. of Red
clover extract containing about 8% isoflavones per day, said treafment period being as long as

symptoms last or as long as desired.

The use as claimed in the preceding claim 1, wherein said treamment dose fora subject suffering from
the menopausal syndrome or desiring alleviation from hot flu: hes aud menopausal distress is a
combination of from about 50 mg. to 100 mg. of CTB with fromn about 100 mg. to 200 mg. of Hops
flower extract containing about 5% teiphytoestrogens per day; sald treatment period being as iong as

sympioms lust or as long as desired-

The uvse as claimed in the preceding clzim 1, wherein s2id treatinent dose for a subject sufiering from
the menopausal syndrome or desiring alleviation from hot ﬂushés and menopausal disiress is a
combination. of from about 50 mg. to 100 mg. of CTB with from-about 106 mg. to 200 mg. of
Pomegranate extract containing about 10% Ellagic acid per day, said treatment period being as long as

symptoms last or as long as desired.

The use as claimed in the preceding ¢laim 1, wherein said treatment dose for a subject desiring cancer
prevention/protection is 2 combinatiort of from about 50 mg. to 100 mg. of CTB with from about 100
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58.

59.

60.

61.

62.

63.

mg. to 150 mg. of Zinc monomethionine, from about 150 mg. to 200 mg. of Citrus bioflavonoids and
from about 2 mg. to 8 mg of seicnium(as chelate or otherwise) per day, said treatment period being of
indefinite duration.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
reduction of blood cholesterol is a combination of frorn about 125 mg. to 500 mg. of CTB with from
about 150 mg. to 250 mg. of Hibiscus Subdarifa extract containing about 25% polyphenols and from
about 100 mg. to 200 mg. of Commiphora Mukul extract containing about 3% gugulsterones and said
treatment period is a nrolonged one to indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
reduction of blood cholesterol is a combiﬁation of from about 120 mg. to 240 mg. of CTB with from
about 150 mg. 10 300 mg. of HCA(as Garcinia extract or otherwise) per day, said treatment period is
from about six months to eight months and said optional main:enance dose is the same as the said
treatment dose to be taken over an extended period preferably indefinitely.

The use as claimed in the preceding claira 1, wherein said treatment dose for a subject desiting
reduction of blood cholesterol i$ a combination of from about.90 mg. to 150 mg. of CTB containing
about 2 mg. to 15 mg. of the saponin glycosides of caralluma. wuh from about 100 mg. to 200 mg. of
the catechins of Green tea per day and said treatment is over an extended period to indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject having a BMI
from about 25 to 20, diabetic or normal, normotensive or haﬁﬁg~mﬁd to medérate hypertension with
no systemic dysfunction, preferabiy on a controlled diet and/or moderate physical activity and desiring
a reduction in BMI is from about 250 mg. to 500 mg. of CTB per day, said treatment period is from
about three te f. :r months and said optional maintenance dose is from about 125 mg. to 250 mg. of
CTB per day to be taken for about six to eight inonths, i)referably for an indefinite period.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject having a BMI of
about 30-50 diabefic or normal; normotensive or having mild té, moderate hypertension with no
systemic dysfunction, preferably on a controiled diet andfor moderate physical activity and desiring
reduction in BMI is from about 500 mg. to 1000 mg. of CTB per day, said treatment period is from
about three to four months and said optional maintenance dese is from about 125 mg. to 250 mg. of
CTB to be taken for about six to eight months, preferably for an indefinite period.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
reduction of BMI comprises a combination of about 120mg to 240 mg. of CTB with about 150 mg. to
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65.
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67.

68.

69.

70.

300 mg. of (-)-hydroxycitrate(HCA)(as Garcinia extract or otherwise) per day, said treatmuent period is
from about six to eight months and said optional maintenance dose is the same as the said treatment

dose and is to be taken over an extended period or indefinitely.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring anti-
oxidant action and/or ensuring general health and fitness cmﬁprises from about 250 mg. to 500 mg. of
CTB per day and said treatment period is a prolonged to an indefinite one.

The use as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring anti-
oxidant action and/or ensuring general health ind fituess comprises a combination of from about 100
mg. to 200 mg. of CTB per day with from about 100 mg. to 200 mg. of the catechins of Green teaas
Green tea extract or otherwise) and about 100 mg. to 200 mg. of the saponin glycosides of caralluma
and said treatment period is a prolonged one to mdeﬁmte '

The use as claimed in the precedmg claim 1, wherein said treatment dose for a subject dssiring ann—
oxidant action aud/or ensurmg general health and fitness comprises a combination from about 100 mg
t0 200 mg. of CTB with fromabout 250 mg. to 350 mg: of Green tea extract coniaining about 40%:-
catechins per day and said tzeannent penod is a prolonged one to indefinite, said treaiment doSe bemg o
also an anti-oxidant dletary supp ement to fight the: agmg syndrome. ‘ -
The use as ciaimed in the pljec[eding claim 1, wherein said treatment dose for a subject desiring anti-
oxidant action and/or ensun';lg general heaith and fitness comprises a combination of from about 50
mg. to 100 mg. of CTB with ﬁom about 100 mg. to 150 mg. of Zinc monomethionine, from about 150
mg. to 200 mg. of Citrus bioflavonoids and from about.2 mg. to 8 mg. of selenium(as cheiate or
otu>rwise) per day, said treatmment period being of indefinite doration.

The use as claimied in the preceding claim 1 for the treatment of a subject suffering from Type 2
digbetes wherein said treatment dose is a combination of from about 100 mg. to 250 mg. of CTB, from
about 100 mg. to 200 mg. of said 4-hydroxy-leucine and the bitters of caralluma to the extent of from
about 2 mg. to about 8 mg, said period is from about six to eight months, said optional maintenance
dose being the same as the said treatment dose, to be taken over an extended period or indefinitely.

The use as claimed in any of the preceding claims 110 68 wherem said combmatlon is administered in

the form of a mixture or the components thereof or sequenua]ly

"The use as claimed in any of the preceding claims 1 to 69, whereir: said treatment dose is divided into
parts, each to be administercd separately preferably at mealtimes.
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31,

The use as claimed in any of the preceding claims I @ 70, wherein said pregnane glycoside(s)

comprise principally caratuberside and bouceroside fcluding the isomers thereof.

The vse as claimed in the preceding claim 71, whereim said caratubersides and boucerosides comprise

99% or more by weight of said glycosides.

The use as claimed in the preceding claim 72, wherein the ratio of said caratubersides to boucerosides
is from about 9:1 to 19:1 by weight.

The use as claimed in any of the preceding claims 1 to 73, wherein said pregnane glycoside(s) are of
plant origin and comprise the extract(s) of one or more of the caraliuma species of plunts.

The use as claimed in the preceding claims 74, wherein said pregnane glycoside(s) comprise the
extract of the species caralluma fimbrizta. - .

. The use as claimed in any of the preceding claims 1% 75, wherein said pregnaue glycoside(s) are in

the unconverted form.

. The use as claimed in any of the preceding claims if&w‘%, wherein said pregnane glycoside(s) are in

the form of an aqueous ethanolic extrast the said pregnane glycoside(s) content therein being
preferably either from abaut 5% to 15% w/w or excesding about 15% wiw.

The use as claimed in any of the preceiiﬂgdaiins 1 tp 76, whercin said glycoside(s) are in the
adsorbed form over a suitable excipiena said glycosigie(s) content therein being preferably either from

about 25% to 30% w/w or exceeding about 20% wiww, preferably either abont 25% w/w or 50% wiw.

The use as claimed in the preceding clzim 78, wherefa said excipient is either Malto Dextrin or

Magnesium Carbonate.

The use as claimed in any of the preceding claims I to 75, wherein said pregnane glycoside(s) are in
the form of any of the pharmaceutically acvepted sakzs znd/or on any of the phaﬁnaceutivally accepted

carriers.
The use as claimea in any of the preceding claims 1 to 80, wherein said treatment and maintenance

doses are in any of the pharmaceuticalty accepted foems such as capsules, tablets, syrups, sprays and

others.
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82. The use as claimed the preceding claim 81; wherein said treatment and maintenance doses are in
the form of soft or har gelatine capsules wherein the said pregnane glycoside(s) content thereof is
preferably either about 25% by wt. or 50% by wt.

83. A method of treatment/management for a subject suffering from disorders/symptoms such as obesity,
migraine, osteo-arthritis, overweight, clinical depression, hearing loss, sexual dysfunction, high BMI,
low BMR, hyperglycaerzia, hypertension, hypercholesterolemia, low stamina, endurance and energy
levels, reduced cognitive and memory functions, capillary degeneration, joint inflammation/
degeneration, menopauss1 syndrome, aging syndrome, circulation syndrome or others; or desiring
alteration/irzprovementiregulation of parameters/condiﬁons/ functions such as appetite levels, weight,
BMI, BMR, waist, arm znd hip circumferences, fat leves, lean body mass, blood sugar, blood
pressure(bp), total blqbé cholesterol, blood HDL to LDL ratio, stamina, energy and endurance Ievels,
cognitive and memory fimction, mood, circulation, capillary health, skin health, hearing, aging, joint
mobility or sexual stamxima, power, drive and libido, comprising the administration to the subjeci of an
effective daify treatmeni@fmain} dose(s) of pregnane glycoside(s)(PG) in the form of extracts of the

. caralluma spacies of plazts or otherwise, either: smgly or-as mixtures thereof, over an adequate pericd
of time followed optmnﬂy by a daily maintenance dose(s) ﬂ'ereo‘ to be taken optlonally ina
continuous m:cde or a pemodxcal(sequenﬂal) mode over an extended period of time or indcfinitely, the ‘
said PG c,omant of said ymain and maintenance doses bemg specxﬁed by the molecularly equivalent
amount of camubemde{m) therein, and said pregnane giycoside(s) optionally including the saponin
glycoside(s} and/or the EEtters of said caralluma.spemes and being optionally supplemented by one or
meore additional therapentical, nutraceutical or nutritional componerits.

84. The method as claimed = the preceding claim 1, wherein said treatment dose for a subject suffering
from obesity and having:a BMI from about 25 to 30, with or without Type 2 diabetes and/or mild to
moderate hypertension, wth no systemic dysfunction is from about 250 mg. to 500 mg. of CTB per
day, said treatment pericel is from about three to four months and said optional maintenance dose is
from about 25 mg. to 250 mg. of CTB per day to be taken for about six to eight months or indefinitely
or pedodlcally with aborz six 10 seven months off and about four to five months on said maintenance
dose, said dases to be preferably 1aken in two staoes within about one to two hours before the two main
meals of the day.

85. The method as claimed iz the preceding claim 1, wherein said treatment dose for a subject suffering
from obesity and having @2 BMI of about 30 to 50, with or without Type 2 diabetes and/or mild to
moderate hypertension, with no systemic dysfunction is from about 560 mg. to 1000 mg. of CTB per
day, said treatment period is from about three to four months and said optional maintenance dose is
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86.

from about 123 mg. to 250 mg. of CTB per day to be taken for about six io eight months or indefinitely
or periodicaily with about six to seven months off and about four to five months on said maintenance
dose, said doses to be preferably taken in two stages withiz about one to two hours before the two main
meals of the day.

The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from obesity comprises a combination of about 120mg to 240 mg. of CTB and about 150 mg. to 300
mg. of (-)-hydroxycitiate(l—lCA)(as Garcinia extract or otherwise) per day, said treatment period is

from about six to eight months and said optional maintenance dose is the same as the said treatment

. dose to'be taken over an extended period or indefinitely or periodically with about six to seven months

87.

off and about four to five months on said maintenance dose, said doses to be preferably taken in two
stages within abou. one to two hours before the two main meals of the day.

The method as claimed in the preceding clalm 1, wherein said treatment dose for a subject undertaking

- moderate physical activity and desiring increase in BMR and/or said increase in stamina, energy and

. endurance levels is from about 250 mg. to 500 mg. of CTB per day, said treatment period is from about

- three to four months and said optional maintenance dose is from about 125 mg. to 250 mg. of CTB per

88.

89.

90.

day to be taken over an extended period or indefinitely, said doses to be preferably taken in two stages

- within about one hour afier the two main meals of the day. :

The method as claimed in the preceding claim 1, wherein said treatment dose for a subject undertaking
heavy physical activity such as sports and desiring increase in BMR and/or said increase in stamina,
energy and endurance Ievels is from about 500 mg. to 1000.mg. of CIB per day, said treatment period
is from about threc to four months and said optional maimenémce dose is from about 250 fng. to 500
mg. of CTB per day to be taken over an extended period or indefinitely said doses to be prel>tably
taken in two stages within about one lour after the two main meals of the day. -

The method as claired in the preceding claim 1, wherein said treatment dose for a subject desiring a
moderate increase in BMR and/or in staraina, enduranée and energy levels coraprises a combination of
about 90 mg. to 150 mg. of CTB containing from about 2 mg; to,15 mg, of the said saponin glycosides
and from "about 100 mg. to 200 mg. of Green Tea catechins per day, said treatment period is from
about six to eight rﬁe\nﬂm and said optional maintenance dose is the same as the treatment dose, o be
taken over an extended period or indefinitely said doses to-be preferably taken in iwe stages within
about one hour after the iwo main meals of the day.

The method as clained in the preceding claim 1, wherein said treatment dose for a subject desiring an
increase in BMR and/or in stamina, endurance and energy levels comprises a combination of about 100
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mg. io 200 mg. of CTB containing from about 2 mg. to 20 mg. of the said saponin glycosides with
from about 100 mg. to 200 ing. of Green Tea catechins and about 100 mg. to 200 mg. of the
withanolides of Ashwagandha per day, said treatment period is from about six to nine months and said
optional maintenance dose is the same as the treatment dose, to be taken over an extended period or
indefinitely said doses to be preferably taken in two stages within about one hour after the two main
meals of the day.

The method as claimed in the preceding claim 1, wherein said treatment dose for a subject undertaking
moderate physical activity and desiring increase of lean body mass(muscle mass) is froin about 250
mg. to 500 mg. of CTB per day, said treatment period is from about three to four months and said
optional maintenance dose is from about 125 mg. to 250 mg. of CTB per day to be taken over an
extended period to indefinitely said doses to be preferably taken in two stages within about one hour
after the two main meals of the day. ‘

The method as claimed in the preceding claim 1, wherein said treatment dose for a subject undertaking
heavy physical activity and deéiring increase of lean body mass(muscle mass) is from about 500 mg. to
1000 mg. of CTB per day,’ saldtreamlent period is from about three to four months an'd said optional
maintenance dose is from about 250 mg.-to 500 mg. of CTB per day to be taken over an extended
period to indefinitely said doses to be preferably taken in two stages within about one heur afier the
two main meais of the day. '

The Ipqﬁlod as claimed in the preceding claim 1, wherein said lreaunenf does for a subject suffering
from early to middle stage osteo-arthritis of weight-bearing joints with mild to moderate radiological
symﬁtomalogy and/or desiring relief from joint pains and inflammation is from about 250 mg. to 500
mg. of CTB per day, said treatment period is from four to 1.~¢ months and said optional maintenance
dose is from about 125 mg. to 250 mg. of CTB per day to be :aken over an extended period to ‘
indefinitely, said doses to be preferably taken in two stages within about one hour after the two niain
meals of the day. ( ‘

The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from sevete osteo-arthritis of weight-bearing jeints with mild to moderate radiological symptomalogy
and/or desiring relief fiom joint pains and inflammation is from about 560 mg. to 1060 mg. of CTB per
déy, said treatment period is from zbout four 1o five months and said optional maintenance does is
from about 250 mg. to 500 mg. of CTB per day to be taken over an ¢xtended period to indefinitely,
said doses to be preferably taken in two stages within about one hour after the two main meals of the
day.
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The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from osteo-arthritis of weight-bearing joints and desiring relief from joint‘pains and inflammation is a
combination of from about 120 mg. to 300 mg. of CTB with about 400 mg. to 1000 mg. of
Glucosamine(as sulphate or otherwise) per day, said treatment period‘is from about six to eight months
and said optional maintenance dose is the same as said treatment dose, or alternatively comprises about
250-300 mg. of CTB, to be taken over a period of about six months to indefinitely, said doses to be
preferably taken in two stages within about one hour after the two main meals of the day, and said
glucosamine amount specified herein being as the sulphate salt thereof. "

The method as claimed in the preceding claim 1, whereiﬁ said treatment dose for a subject suffeting
from osteo-arthritis of weight-bearing joints and desiring relief from joint pains and inflammation is a
combination of from about 90 mg. to 270 mg. of CTB with about 250 mg. to 750 mg. of
Glucosamine(as sulphate o£ otherwisc) and about 75 mg. to 250 mg. of Rutin(or other bioflavonoid)
per day, said treatment period is from about six to eight months and said optional maintenance dose is
the same as said treatment dose, or alternatively comprises 250-300 mg‘. of CTB, to be taken over a
period of about six months to indefinitely, said doses to be pr'éferably taken in two stages within about
one hour after the two malm meals of the day and said glucqsainjne amount specified herein being as
the sulphate salt thereof. ' ’

. The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering

from ostco-arthritis of weight-bearing joints and desiring relief from joint pains and inflamination is a
combination of from about 120mg. to 300 mg. of CTB wiih about 300 mg. to 900 mg, of Rutin(or
other bioflavonoid), per day, said treatment perio& is from about six'to eight months and said optional
maintenance dose is the same as said treatment dose, or g:oﬁxpﬁs&; aboﬁt 250-300 mg. of CTB, to be
taken over a period of about six months to indefinitely, said doses to be preferably taken in two stages .

vithin about one hour after the two main meals of the day.

The method as claimed in the preceding claim 1, wherein said treatment dose constitutes a dietary
supplement for cubjects(particularly over forty years of age), suffering from osteo-arthritis of weight-
bearing joints and desiring relief from joint pains and inflammation aﬁd the rejuvenation of the joints is
a combination of from about 100mg. to 200 mg. of CTB Av;ri'th'al-)out 660 mg, to 750 mg. of
Glucosamine{as sulphate or otherwise) per day, and said treatment period is from prolonged to
indefinitely, said doses to be preferably taken in two stages within about one hour after the two main
meals of the day and said glucosamine amount: specified herein being as the sulphate salt thereof.

The methud as claimed in the nreceding claim 1, wherein said treatment dose for a subject suffering
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from osteo-arthritis of weight-bearing joints and desiring relief from joint pains and fnflammatioz £sa
combination of from about 120mg. to 300 mg. of CTB with about 300 mg. to0 900 mg. of Rutin(or
other bioflavonoid) and from about 50 mg. to 100 mg. of Bamboo silica(70%%) per day, said treatm==at
period is from about six‘to eight months or till the arthritic condition is brought under control
whichever is earlier and said optional maintenance dose is the same as said treatment dosz, or
comprises about 250-300 mg. of CTB, to be taken over an extended period or indefiritely, said doszs
to be preferably taken in two stages within about one hour after the two main meals of the day.

100. The method as claiméd in the preceding claim 1, wherein said treatment dose for a subject sufferims
from osteo-arthritis of weight-bearing joints and desiring relief from joint pains and inflammation E52
combination of from about 9C mg, to 27¢ mg, of CTB with about 250 mg. to 750 mg. of

tucosamine(as sulphéte or otherwise), from about 75 mg. to 250 mg. of Rufin{or other bioflavonaid)
and from about 50 mg. 10 100 mg. of Bamboo silica(70%) per day, said treatment pesiod is from afout
six to eight months and said optional maintenance dose is the same as said treatment dose, or
comprises about 250-30Q mg. of CTB, to be taken over a period of about six months o zndeﬁnueiy,
said doses to be preferably taken in two stages wiﬁﬁn about one hour after the two m=ain meals of the
day and said glucosamine amount specified herembemg as the sulphate salt thereof. o

101.The method as claimed in the preceaing claim 1; wherein said freatment dose for a sabject sufferimg
from Type 2 diabetes and having a fasting blood sugar(FBS) level of from about 128-150 mg./dL.
and/or desiring control/regulation of blood sugar is from about 500 mg. to 1000 mg ef CTB per ézw,
to be taken over a prolonged period or indefinitely, said doses fo be preferably taken in two stageé
within about one-half to one hour after the two main meals of the day.

102.The method as claimed in the preceding claim 1, wherein said treatment dose for a suhject suffering
| from Type 2 diabetes and having a fasting blood sugar(FBS) level exceeding about 50 mg./dL andifor
desiring control/regulation of blood sugar is from about 1000 mg. to 1500 mg. of CIB per day, tobe
taken over a prolonged period or indefinitely, said doses to be preferably taken in two stages withim
about one-half to one hour after the two main meals of the day.’

103.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from elevated blood sugar levels or Type 2 diabetes and/or desiring control/regulation of bicod sugar is
a combination of from about 100 mg. to 250 r.ng.;of CTB containing about 2mg. to 8 mg of the bittizrs
of the caralluma species of plants with from about 100 mg. to 200 mg. of 4-hvdroxy-isolencine(as.
Fenugreek extract or otherwise), said treatment period is from about six 1o eight months and the sand
optional maintenance dosc is the same as the said treatment dose, to be taken for an extended period or

&
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indefinitely, said doses to be preferably takez in two stages within about one-half to one hour after the
two main meals of the day.

104.The .nethod as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from Type 2 diabetes and/or desiring contro¥iregutation of blood sugar is a combination of from about
100 mg. to 250 mg. of CTB with from abosz 100 mg. to 200 mg. of Coccinia extract containing about
10% terpenes, from about 100 mg. to 200 mg. of Bitter gourd extract containing about 8% bitters
thereof, from about 100 mg. io 200 mg. of Cinnamon extract containing about 15% polyphenols
thereof and from about 100 mg. to 200 mg. of Fenngreek extract containing about 40% 4-hydroxy-
isoleucine per day, said treatment period is from about six to seven months and the said optional
maintenance dose is the same 2s the said trezment dose, to be taken for an extended period or
A preferably indefinitely, said deses to be prefezably taken in two stages within about one-half to one
hour after the two main meals of the day. : C
i | . . '
105.The method as claimed in the preceding clai=n 1, wherejn said treatment dose for a subject having mild
to moderate hypertension is fcem about 25%g. to 500 mg. of CTB per day, said treatment period is
from about three 1o four months and said ontSonal maintenance dose is from about 125 mg. to 250 mg.
of CTB per day to bc taken over an extended period or indcﬁhitely, said doses to be préferably taken in
two stages within about one-half to one howr after the two main meals of the day. . |

106. The method as claimed in the preceding clafa 1, wherein said treatment dose for a subject having
severe hypertension is from about 500 mg. t 1000 mg. of CTB per day, said treatment period is from
about three months to four mosths znd said sptional maintenance dose is from about 250 mg. to 500
mg. of CTB per day to be taken over an extended period or indefinitely, said doses to be preferably
taken in two stages within about one-half to one hour afier the two main meals of the day.

107.The method as claimed in the preceding clagmn 1, wherein said treatment dose for a subject having mild
to moderate hypertension is a c;ombimﬁon af from about 125 mg. to 250 mg. of CTB with from about
125 mg. to 250 mg. of HCA(in the form of Garcinia extract or otherwise) per day, to be taken over an
extended period or indefinitely, said doses tode preferably téken in two stages within about one-half to
one hour after the two main meals of the day. :

108.The method as claimed in the preceding clafm 1, wherein said treatment dose for a subject having mild
to moderate hypertension is a combination of from about 125 mg. to 250 mg. of CTB with from about
125 mg. to 250 mg. of Commiphora Mukul extract containing about 3% gugulsterones per day to be
taken over an extended period or indefinitetv, said doses to be preferably taken in two stages within
about one-half to one hour aftes the two main meals of the day.
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109.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
mild to moderate reduction in appetite is from about 250 mg. to 500 mg. of CTB per day, to be taken
over an extended period or indefinitely, said doses to be preferably taken in two stages within about
cne to two hours before the two main meals of the day.

110.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
heavy reduction in appetite is from about 500 mg. to 1000 mg. of CTB per day, tv be taken over an
extended period or iﬁdeﬁnitely, said doses to be preferably taken in two stages within about one to two
Bours before the two niain meals of the day.

111.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
reduction in appetite is a combination of from about 120 mg. to 240 mg. of CTB with from about 150
m®g. to 300 mg. of HCA(as Garcinia exiract or otﬁerwise) per day, said treatinent period is about six to
ight months and said optional maintenance dose is same as the said treatment dose, t0 be taken  over a
- peolonged period-or indéﬁnitely,‘f said doses to be preferably taken in two sta gés within about‘ one to
“tavo hours before the two mai ineals of the day:

112 The method as claimed in the precedmg claim 1; wherein said treatment dose fora subjeét desiring
: s&ow/gmdilal reduction in weighf is from about 250mg. to 500 mg. of CTB per day, said treatment
period is froxﬁ about three to four months and said optional mainterance dose is from about 125 mg. to
250 mg. of CTB to be taken over an extended period or indefiritely, said doses to be preferably taken

in two stages within one to two outs before the two main meals of the day.

113.The method as claimed in the preceding claim 1, wherein said ireatment dose for a subject desiring
=pid reduction in weight is from about 500 mg. to 1000 mg. of CTB per day, said tzeaiment period is
from three to four months and said optional maintenance dose is from about 250 mg. to 500 mg. of
CTB to be taken over an extended period or indefinitely, said doses to be preferably taken in two
stages within about one to two hours before the two main meals of the day.

114.The method as claimed in the prc. «ding claim 1, wherein said treatment dose for a subject desiring
reduction in iveight is a combinatic'a of from about 120mg. to 240 mg. of CTB with from about 150
~ mg. to 300 mg. of HCA(as Garcinia extract or otherwise) per day, said treatment period is from about
six to eight months and said optional maintenance dose is the same as said treatment dose, to be taken
for an extended period or indefinitely, said doses to be preferably taken in two stages within about one

o two hours before the two main meals of the day.

£
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115.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
reduction in waist, hip and arm circumferences is from about 250 mg. to 500 mg. of CTB per day, said
treatment period is about three to four months and said optional maintenance dose is from about 125
mg. to 250 mg. of CTB to be taken over an extended period or indefinitely, said doses to be preferably
taken in two stages within about one to two hoursbefore the two main meals of the day.

116.The method as claimed in the preceding c:,laim 1, wherein said treatment dose for a subject desiring
reduction in waist, hip and arm circumferences is 2 combination of from about 120 mg. to 240 mg. of
CTB with from about 150 mg. to 300 mg. of HCA(as Carcinia extract or otherwise) per day. said
treatment period is about six to eight months and said optional maintenance dose is the same as said
treatment dose, to be taken over an extended period or indefinitely, said doses 10 be preferably taken in
1wo stages within about one to two hours before the two main meals of the day.

117.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from migraine is from about 500 mg. to 1000 mg. of CTB per day and said treatment period is about
three to four months and said treatment dose is to be doubled duzing the period(s) the migraine
attack(s) last. said doses to be preferably taken in two stages within about one-half to cne hour after the
two main meals of the day.

118.The method as clé.imed in the preceding claim 1, wherein said treatment dose ior a subject suffering
from mild clinical depression is from about 125 mg. to 250 mg. of CTB per day, said treatment period
extending upto the ceasing of the symptoms thereof, said doses to be preferably taken in two stages
within about one-half to one hour after the two main meals of the dajn

119.The method as claimed in the preceding claim 1, wherein said treatment do. for a subject suffering
from severe clinical depression is from about 250 mg. to 1000 mg. of CTB p.r day, said treatment
period extending upto the ceasing of the symptoms thereof, said doses 1o be preferably taker in two
stages within about one-half to one hour afier the twe main meais of the day. .

120.The method as claimed in the ;Sreceding claim 1, wherein said treatment dose for a svbject suffering
from clinical depression or desiring mood elevation is a combination of from about 250 mg. to 500 mg.
of CTR with from about 100 mg. to 200 mg. of the withanolides of Ashwagandha, said treatraent
period is from about twelve months to eighteen months and said opiional maintenance dose isa
combination of from about 125 mg. te 250 mg. of CTB with from about 50 mg. to 100 mc. of the said
withanolides, to be taken over an extended period or indefinitely, said doses to be preferably taken in

two stages wititin about one-half to one hour after the two main neals of the day.
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121.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from sexual dysfunction such as primary impotence and/or decreased libido and/or desiring increased
libido and sexual, power, drive and stamipa is from about 500 mg. to 1000 mg. of CTB per day, said
treatment period extending over the period of existence of said dysfunction am} of decreased libido or
as long as enhanced sexual drive, power and stamina is desized by the subject, said doses to be
preferably taken in two stages within about one-haif to one hour after the two main meals of the day.

122.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from sexual dysfunction such as primary impotence and/or decreased libido and/or desiring increased
fibido and sexual, power, drive and stamina is a combination of from about 250 mg. to 500 mg. of
CTB with from about 100 mg. to 200 mg. of the withanolides of Ashwagandha per day, said treatment
period extending over a period of about six to twelve months and said optional mainienance dose isa
combination of from about 125 mg. 250 mg. of CTB with from about 50 mg. to 100 mg. of said
‘withanolides 1o be taken over the period of existence of said dysfunction or decreased libido or as long
as enhanced sexual drive, power and stamina is desired by the subject, said doses to be preferably
taken in two stages within about-one-half to one, hour after the two main meals of the day.

123.The method as claimed-in the preceding claim 1, wherein said treatment dose for a subject suffering
from sexual dysfunction such as primary impotence and/or decreased libido and/or desiring increased
libido and sexufﬂ, i)ower, drive and stamina is a combination of from 250 mg. to 500 mg. of CTB with
from about 100'mg. 10 200 mgf of ‘Shilajiﬁl per day, said treatment period extending from about six to
twelve months and said optional maintenance dose is a combination of from about 125 mg. to 250 mg.
of CTB with from about 50 mg, 1o 100 mg. of Shilajith to be taken over the period of existence of said
dysfunction and decreased libido or as long as enhanced sexual drive, power and stamina is desired by
the subject, sa1d doses ‘o be preferably taken in two stages within about one-ha]f to one hour after the

Lwo main meals of the aqy.

124.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from sexual dysfunction such as primary impotence and/or decreased libido and/or desiring increased
libido and sexual, power, drive and stamina is & combination of from about 250 mg. to 500 mg. of
CTB w1th from about 250 mg. to 560 mg. of Fenugreek extract oontanung about 50% Frotodioscin per
day, said treatment period extending over a period of about three to four months and said optional
maintenance dose is a combination of from about 125 mg. to 250 mg. of CTIB with from about 125 mg.
to 250 mg. of said fenugreek extract to be taken over the pericd of existence of said dysfunction and of
decreased libido or as long as enhanced sexual drive, power and stamina is desired by the subject, said
doses tv be preferably taken in two stages within about one-half to one hour after the two main meals
of the day.
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125.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from decreased cognitive and memmory finction and/or desiring increased cognitive and memory
function is from about 250 mg. to 300 mg. of CTB per day and said treatment period is from about
{hree to four months, said doses to be preferably taken in two stages within about oue;half to ong hour
after the two main meals of the day.

126.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
treatment of the aging syndrome fs from about 250 mg. to 500 mg. of CTB per day said treatment
period being from prolonged to indizfinite, said doses to be preferably taken in two stages withit about
one-half to one hour after the two main meals of the day. -

127.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring

treatiment of the aging syndrome s a combination of from about 100 mg. to 200 mg. of CTB with from
‘about 100 rag. to 208 mg. of the mchms of green tea and from about 100 mg. to 200 mg. of the
saponin glycosides of caralluma pezday, and said optional maintenance dose is a combination of from
about 100 mg. to 20 mg- mCTB wmhfrom about 50 mg it0-100 mg. of said catechins and from about
120 mg. to 300 mg. of said saporniz glycosmles to be taken over an extended period or indefinitely, said

dosestobe preferab[y taken in mstages thhm about one-half to one hour aftter the two main meals
of the day.

128.The method as claimed m the preceding claim 1, wherein said treatment dese for a subject desiring
treatment of the aging syndrome i= @ combination of from about 100 mg. to 200 mg. of CTB with from
about 250 mg, to 350 mg. of Green %ea extraci containing about 40% catechins, said treatiment penod
being from prolonged to indefinite, said doses to be preferably taken in two stages within about one—
half to one hour after the two main meals of the day. ' ‘

' 129.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
treatment of the aging sgndtome is = combination of from about 50 mg. to 100 mg. of CTB with from
about 100 mg. to 150 mg. of Zinc mnnomethmnme from about 150 mg. t0 250 mg. of Citrus- .
bioflavoneids and from about 2 mz 10 8 mg. of selemum(as chelate or otherwise) to be taken over a
protonged to indefinite period, said doses to be preferably, taken in twa, stages within about one-half to
one haour after the twe main meais ef the day. -

130, The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering

from loss of hearing is from about 230 mg. to 500 mg, of CTB per day, said treatment period is from
about three to four months and said optional maintenance dose is from about 125 mg, to 250 mg. of
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CTR per day to be taken over an extended period or indefinitely, said doses to be preferably taken in
two stages within about one-half to one hour after the two main meals of the day.

131.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from a circulation disorder is from about 500 mg. to 1000 mg. of CTB per day, said treatment perioda
is from about three to four months and said optional maintenance dose is from about 250 mg. to 500
mg. of CTB per day to be taken over an extended p;zriod or indefinitely, said doses to be preferably
taken in two stages within about one-half to one hour after the two main meals of the day. -

132.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from capillary degeneration such as loss of capillary elasticity, and/or desiring restoration or
maintenanc 3 of capillaty elasticity is from about 560 mg. to 2000 mg. of CTB per day, said treatment
period is from about three to four months and said maintenance dose is from about 250 mg. to 500 mg.
- of CTB per day to be taken over an extended period to indefinitely, said doses to be preferably taken in
two stages within about one-half to one hour after the two main meals of the day.

133.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
skin nourishmem,‘; eias‘;icity and health is'a combination of from about 50 mg. to 100 mg..of CTB with
from about 100-mg. to 150 mg. of Zinc monomethionine; from abdut 150 mg.to 200 ‘mg. of Citrus
bioflavonoids and from about 2 g, to 8 mg of selenium(as chéiate or otherwise), sajd treatment perod
being from prolonged to indefinite, said doses to be preferably taken in two stages within abéut one-
half to one hour after the two main meals of the day. ’ .

134.The method as claimed in the preceding claim 1, wherein said treatment dose for aA subject suffering
from the menopausal syndromue or desiring alleviation from hot flushes and menopausai Yistressisa
combination of from about 50 mg. to 100 mg. of CTB with from about 100 mg. to 150 my. of Zinc
monomethionine, from about 150 mg. to 200 mg, of Citrus bioflavoncids and from about 6 mg. to 10 )
mg. of selenium(as chelate or otherwise) per day, said treatment geﬁod being as long as necessary, said
doses to be preferably taken in two, stages within about one-half'to one hour after the two main meals
of the day. . V

135.The method as c{;aimed in the preceding claim 1, wherein said {reatment dose for a svbject suffering
from the menopausal sy ndrome or desiring alleviation from hot flushes and menopausal distress is a
combination of from about 50 mg. to 100 mg. of CTB with from about 100 mg. to 200 mg. of
Liquorice extract containing about 5% Triphytoestrogens per day, said treatment period being as long
as the symptoms last or as long as desired, said doses to be preferably taken in 1w6 stages within about
one-half to one hour after the two main meals of the day.
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136.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject suffering
from the menopausal syndrome or desiring alleviation from hot flushes and menopausal distress is a
combination of from about 50 mg. to 100 mg. of CTB with from about 100 mg. to 200 mg. of Red .
clover extract containing about 8% isoflavones per day, said treatment period being as long as
symptoms last or as long as desired, said doses to be preferably taken in two stages within about one-
half to one hour after the two main meals of the day.

137.The method as claimed in the preceding claim I, wherein said treatment dose for a subject suffeting
from the menopansal syndrome or desiring alleviation from hot flushes and menopausal distress is a
combination of from about 50 mg. to 100 mg. of CTB with from about 100 mg. to 200 mg. of Hops
flower extract containing about 5% triphytoestrogens per day, said treztment peried being as long as
symptcias Iast oras long as desired, said doses to be praferably taken in two stages withir about one-
half to one hour after the two main meals of the day. ' ‘

138.The method as claimed in the preceding claim 1, wherein said treatmment dose for a subject suffering
from the menopausal syndrotne or desiring alleviation from hot flushes and menopausal distress is a
combination of from about 50-mg. to 100 mg. of CTB with from abbut 100 mg. to 200 mg. of,
Pomegranate extract containing about 10% Ellagic acid per day, said treatment period being as long as
symptoms last o as long as desired, said doses to be preferably taken in two stages within about one-
half to one hour after the two main meals of the day. '

139.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
cancer prevention/protection is a combination of from about 50 mg. to'100 mg. of CTB with from
about 100 mg. to 159 mg. of Zinc monome “ionine, from about 150 mg. to 200 mg. of Citrus
bioflavonoids and from about 2 mg. to 8 mg. of selenium(as chelate or otherwise) per day; said
treatment period being of indefinite duration, said doses to be preferably taken in two stages within
about one-half to one hour after the two main meals of the day.

140.The method as claimed in the preceding claim 1, wherein'said treatment dose for a subject desiring
reduction of blood cholesterol is a combination of from about 125 mg. to 500 mg. of CTB with from.
about 150 mg. to 250 mg. of Hibiscus Subdarifa extract containing about 25% polyphenols and from
about 100 mg. to 200 mg. of Commiphora Mukul extract containing about 3% gugulsterones and said
treatment period is a prolonged one to indefinitely.

141.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
reduction: of blood cholesterol is a combination of from about 120 mg, to 240 mg. of CTB with from
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about 150 mg. to 300 mg. of HCA(as Garcinia extract or otherwise) per day, said treatment period is
from about six months to eight months and said optional maintenance dos:a is the same as the said
treatment dose to be taken over an extended period preferably indefinitely, said doses to be preferably
taken in two stages within about one-half to one hour afier the two main meals of the day.-

142, The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
reduction of blood cholesterol is a combination of from about 90 mg. to 150 mg. of CTB containing
about 2 mg. to 15 mg. of the saponin glycosides of caralluma with from about 100 mg. to 200 mg. of
the catechins of Green tea per day and said treatment is over an extended period to indefinitely, said
doses to be preferably taken in two stages within about one-half to one hour after the two main meals
of the day.

143.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject having a
BMT from about 25 to 30, diabetic or normal, normotensive or having mild to moderate hypertension
with no systemic dysfimction, preferably on a controlled diet and/or modcrate physical activity and-
desiring a reduction in BMI is from about 250 mg. to 500 mg. of CTB per day, said treatment period is
from about three to four mlonths and said optionai maintenance dose is from about 125 mg: to 250 mg.
of CTB per day to be taken for about six to eight months, -preferably for.an indefinite period, or
pericdically with about six tc seven months off and about four to five months on said maintenance |
dose, said doses to be preferably taken in two stages within about one to two houss befoie the two main
meals of the day.

144.The method as claimed in the preceding claim 1, ;wherein said treatment dose for a subject having a
BMI of about 30-50 diabetic or ncrmal, normotensive or having ﬁlild to moderate hypertension with no
~ystemic dysfunction, preferably on a controlled diet and/or moderate physical activity and desiring
1 Juction in BMI is from about 500 mg. to 1000 mg. of CTB per day, s2id treatment period is from
about three to four monihs and said optional maintenance dose is from about 125 mg. {0 250 mg, of
CTB to be taken for about six to eight months, preferably for.an indefinite period, or periodically with
about six to seven months cff and about four to five months qﬁ said naintenance dose, said doses to be

preferably taken in two stages within about one to two hours béfore the two main meals of the day.

145, The method &s cizimed in the preceding claim 1, wherein saidimalment dose for a subject desiring
reduction of BMI comprises a combination of about 120mg to.240 mg. of CTB with about 150 mg. to
300 mg. of {-)-hydroxycitrate(HCA)(as Garcinia extract or otherwise) per day, said treatment period is
from about six to eight months and said optional maintenance dose is the same as the said treatment
dose and is to be taken over an extended period or indefinitely, or periodically with about six to seven
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months off and about four to five months on said maintenance dose, said doszs to be preferably taken

in two stages within about one to two hours before the two main meals of the day.

146.T1:i1e method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
anti-oxidant action and/or ensuring general health and fitness comprises from gbout 230 mg. to 500
mg. of CTB per day and said treatment period is a prolonged to an indzfinite one, said doses to be
preferably taken in two stages within about one-half to one hour after the twe main meals of the day.

147.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desiring
anti-oxidation treatment and/or ensuring general health and fitness comprises a combination of from
about 100 mg. to 209 mg. of CTB per day with from about 100 mg. {0 200 me. of the catechins of
Green tea(as Green tea extract or otherwise) and about 100 mg. to 200 mg. of the saponin glycosides of
caralluma, said treatment period is a prolonged one to indefinite, said doses to be preferably taken in
two stages within about one-half to one hour after the two main meals of the day.

148.The method as claimed in the preceding claim 1, wherein said treatment dose for a subject desin'ﬁg
anti-oxidation treatment and/or ensuring general health and fitness comprisesa combination from
about 100 mg, to 200 mg. of CTB with from about 250 mg. to 350 mgof Green tea extract containing
about 40% catechins per day and said treatment period isa pré!enged one to indefinite, said treatment
dose being a dietary snppiement to fight the aging syndmmé,‘ seid doses to bepreferabl}; taken m two
stages within about one-half to one hour after the two main mezls of the day.

149.The method as claimed in the preceding claim 1, wherein said treatutent dose for a subject desiring
anti-oxidation treatment and/or ensuring general health and fitmess comprises a combination of from
about 50 mg. to 100 mg. of CTB with from about 100 mg. to 150 mg. of Zine monomethionine, from
about 150 mg. to 200 mg. of Citrus— bioflavonoids and from about 2 mg. to 8 mg. of selenium(as
chelate or otherwise) per day, said treatment perie being of indefinite dma‘ﬁm, said doses {0 be
preferably taken in two stages within about one-lialf to one howr afier the two main meals of the day.

150.The method as claimed in the preceding claim 1 for the treatiment of a subject suffering from Type 2
diabetes wherein said treatrfient dose is a combination of from: about 100 mg to 250 mg. of CTB, from
about 100 mg, to 200 mg. of said 4-hydroxy-leucine and the titters of caralfnma to the extent of from l
about 2 mg. to about 8 mg, said period is from about six to eight months, szid optional maintenance

dose being the same as the said treatinent dose, to be taken over an extended period or indefinitely.

151.The method as claimed in any of the preceding claims 83 to 150 wherein s2id combination is
administered in the form of a mixture of the components thereof or sequentially.
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152.The method as claimed in any of the preceding claims 83 to 151, wherein said treatment dose is
divided into parts, each to be adminisiered separately preferably at mealtimes.

153.The method as claitned in any of the preceding claims 83 to 152, wherein said pregnane glycoside(s)
comprise principally caratuberside and bouceraside including the isomers thereof.

154.The method as claimed in the preceding clainr 153, wherein said caratubersides and boucerosides
comprise 99% or more by weight of said glycesides.

155.The method as claimed in the preceding clainz 154, wherein the ratio of said caratubersides to
boucerosides is from about 9:1to 19:1 by weigh.

156.The method as claimed inanybf the preceding €laims 83 to 155, wherein said pregnane glycoside(s)
are of plant origin and comprise the extract(s) &f one or mere of the caralluma species of plants,

157.The method as claimed in the. precedmo claims 156, wherein said pregnane glycoside(s) compnse the
‘extract of the species caralvlumaﬁmbnma.

158 The method as claimed in any of the preceding claims 83 fo 157, wherein said pregnane egcos1de(s)
are in the unconverted form.

159.The method as claimed in any of the preceding claims 83 to 158, wherein said pregnane glycoside(s)
are in the form of an aqueous etharolic extract the said pregnane glycoside(s) content therein being
preferably either from about 5% to 13% w/w or exceeding about 15% wiw.

160.The method as claimed in any of the preceding ciaims 83 to 158, wherein said glycoside(s) are in the
adsorbed form over a suitable excipiert, said givcoside(s) content therein being preferably either from )
about 25% to 30% w/w or exceeding about 30%a w/w, preferably either about 25% w/w or 50% wiw.

161.The method as claimed in the preceding claim 150, wherein said excipient 1s either Malto Dextrin or
Magnesinm Carbonate.

162. The method as claimed in any of the preceding c2aims 83 to 157, wherein said pregnane glycoside(s)

are in the form of any of the pharmaceutically accepted salts and/or on any of the pharmaceutically

accepted carriers.
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163.The method as claimed in any of the nreceding claims 83 to 162, whercin said ireatment and
maintenance doses are in any of the pharmaceutically accepted forms such as capsules, tablets, syrups,
" sprays and others.

164. The methoed as claimed the preceding claim 163, wherein said freatment and maintenance doses are in
the form of'soft or hard gelatine capsules wherein the said pregnane glycoside(s) content thereof is

preferably <ither about 25% by wt. or 50% by wt,

165.A pharmacemtical composition, for use as a treatment dose and/or a maintenance dose in:

i treatment/management of obesity;

il reducing appetite levels;

iii, zeducing waist, arm and hip ¢ ircumferences;
v weight-rednction;,

V. zeduction of blood cholesterol; and

VL reduction of BMI,

ofa subjec* comprising first and second components, said first compnsmg any of the pregnane
glycosxdes, @r mixtures thereof, and the said second comprising (-)-lydroxycitrate(HCA)(in the form
of Garcinia cambogia extract or otherwise), the.amount of said first being to the extent of from about
four to eight parts by weight while that of said second being to the extent of from about five ta ten
parts by wt the amount of said first being spef':ﬁed herr*m in terms of the molecularlv equivatent”
amount of the pregnane glycoside, caratuberside.-

166.A pharmacestical composition for use as a treatment dose and/or a maintenance dose in:

1 #eatment/management of the aging syndrome:

ii. skin nourishment and maintaining skin elasticity and health;
iii protection from and prevention 6f cancer; and -

iv. auti-oxidant action and ensuring general health and fitness,

of a subject. comprising first, second, third and fourth components; said first comprising any of the
pregnane ghwoosides, or mixtures thereof, said second comprising Zinc monomethionine, said third
comprising Citrus bioflavonoids aiid said fourth comprising selenium(as chelate or in another form),
the amount of said first being to the extent of f-om about 25 to 50 parts by weight, of said second from
about 50 to 73 parts by wt., of said third from :\ibout_ 75 to 125 parts by wt. and of said fourth from
about one o four parts by wt., the amount of said first being specified herein in terms of the
molecularly equivalent amount of the pregnane glycoside, caratuberside,
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167 .Aiphannaceuﬁcal composition for use as a treatment dose and/or a maintenance dose in the treatment
of a subject sufferiug from the menopausal syndrome and/or desiring alleviation from hot flushes and
menopausal distress, comprising first, second, third and fourth components, said first comprising any
of the pregnane glycosides, or mixtures thereof; said second comprising Zinc monomethionine, said
third comprising Citras bioflavonoids and said fourth comprising selenizm(as chelate or in another
form), the amount of said first being to the extent of from about 25 to 50 parts by weight, of said
second from about 50 to 75 paris by wt., of said third from about 75 to 100 parts by wt. and of said
fourth from about three to five parts by wt., the amount of said first being specified herein in terms of
the molecularly equivalent amount of the pregnane glycoside, caratuberside.

168. A pharmaceutical composition for use as a treatment dose and/or a maintenance dose in the treatment
of a subject desiring a moderate increase in BMR and/or in stamina, endurance and energy levels,
comprising first and second components, said first comprising any of the pregnane glycosides, or
mixtures thereof and including therein the sapenin glycosides of the caralluma species of plants, and
the said second comprising the catechins of Green tea(as Green tea extract or otherwise), the amount of
said first being to the extent of from about 45 to 75 parts by wt., that of said second be;ing to the extent
of from about fifty to one hnndred parts by wt. and of said saponin glycesides being to the extent from
about one to seven and half parts by wt., the amount of said first being specified herein in terms of the

- molecularly equivalent amount of the pregnane glycoside, caratuberside.

169.A pharmaceutical composition for use as a tredtment dose and/or a maintenance dose in the treatment
of a subject desiring an increase in BMR and/er in stamina, endurance and energy levels, comprising
first, second and third components, said first comprising any of the pregnane glycosides, or mixiures
thereof and including therein the saponin glycosides of the caralluma species of plants, said second
comprising the catechins of Green tea(as Green tea extract v~ otherwise) and said third comprising
withanolides of Ashwagandha(in the form of Withania sommn. ™ 2ra extract or otherwise). the amount of
said first, second and third each being to the extent of from aboit 50 to 100 parts by wi., and of said
saponin glycosides being to the extert ffom aboui one 10 ten parts by wt the amount of said first being
specified herein in terms of the molecularly equivalent amount of the pregran : glycoside,
caratuberside. :

170. A pharmaceutical composition for use’as a treatnent dose and/or a maintenance dose in the treatment
of a subject suffering from osteo-arthritis of weight-bearing jeints and/or desiring relief from joint
pains and inﬂaxﬁmation comprises first, second and third components, said first comprising any of the
pregnane glycosides, or mixtures thereof, said second comprising Glucosamine(as sulphate or
otherwise), and said third comprising Rutin(or other bioflavoneid), the aanount of said first being to the
extent of from about 45 to 135 parts by, wt.. of said second being to the extent of from about 125 to 375
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parts by wi. and of said third being to the extent of from about 35 to 125 parts by wt., the amount of
said first being specified herein in terms of the molecularly equivalent amount of the pregnane ‘
glycoside, caratuberside and the said glucosamine amount specified herein being as the sulphate salt
thereof.

171. A pharmaceutical composition for use as a treatment dose and/or a maintenance dose in the treatment
of a subject suffering from osteo-arthritis of weight-bearing joints and/or desiring relief from joint
pains and inflammation comprises first and second components, said first comprising any of the
preguane glycosides, or mixtures thereof and said secoad comprising Rutin(or other bioflavonoid), the
amount of said first being to the extent of from about 4 to 10 parts by wt. and of said second being to
the extent of from about 10 to 30 parts by wt., the amount of said first being specified herein in terms
of the molecularly equivalent amount of the pregnane glycoside, caratuberside.

172. A pharmaceutical composition, and dietary supplement, for use as a freatment dose and/or a
maintenance dose in the treatment of a subject suffering from osteo-arthritis of weight-bearing joints
and/or desiring relief from joint pains and inflammation and the rejuvenation of the joints comprises
first and second components, said first comprising ar{y of the pregnane glycosides, or mixtures thercof,
said second comprising GIucosamin;(as sulphate or otherwise), the amount of said first being to the"
extent of fror: about one to twe-parts by wt. and of said second being to the extent of from about 6 to
7.5 parts by wi., the amount of said first being specified herein in terms of the molecularly equ'ivalcht
amount of the pregnane glycoside, caratuberside and the said glucosamine amount specified herein
being as the sulphate salt thercof. ‘

173. A pharmaceutical composition for use as a treatment dose and/or 2 maintenance dose in the treatment
of a subject suffering fron: osteo-arthritis of weight-bearing joints and/or desiring relief from joint
pains and inﬂanﬁnation con.prises first, second and third components, said first comprising any of the”
pregnane glycosides, or mixtures thereof, said second comprising Rutin(or other bioflavonoid) and said
third comprising Bamboo Silica(of 70% concentration or other), the amount of said first being to the
extent of fiom about 12 to 30 parts by wi., cf said secend being to the extent of from about 30 to 90
parts by wt. and of said third being to the extent of from about 5 to 10 parts by wt., the amount of said
first being specified herein in terms of the molecularly equivalent amount of the pregnane glycoside,
caratuberside.

174. A pharmaceutical composition for use as a treatment dose and/or a maintenance dose in the treatment
of a subject suffering from osteo-arthritis of weight-bearing joints and/or desiring relief from Jjoint
pains and inflammation comprises first, second third and fourth components, said first comprising any
of the pregnane glycosides, or mixtures thereof, said second comprising Glucosamine(as sulphate or
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otherwise), said third comprising Rutin{or other bioflavonoid) and said fourth comprising Bamboo
Silica(of 70% concentration or other), the amount of said first being to the extent of from about 9 to 27
parts by wt., of said second being to the extent of from about 25 to 75 parts by wt., of said third being
to the extent of from about 7.5 to 25 parts by wt., and of said fourth being to the extent of from about 5
to 10 parts by wt., the amount'of said first being specified herein in terms of the molecnlarly equivatent
amouﬁt of the pregnane glycoéide, caratuberside and the said glucosamine amount specified herein
being as the sulphate salt thereof,

175. A pharmaceutical composition for use as a treatment dose and/or a maintenance dose in the treatment
of a subject suffering from elevated blood sugar levels or Type 2 diabetes and/or desiring
control/regulation of biood sugar comprises first and second components, said first comprising any of
the pregnane glycosides, or mixtures thereof and including therein the bitters of the carallumz. species
of plants, and said second comprising 4-hydroxy-iso-leucine(as Fenugreek extract or otherwise , the
amount of said first being to the extent of from about 100 to250 parts by wt. and of said second being
to the extent of from about 100 to 200 parts by wt., the amounts of said bitters being to the extent of
from about 2 to 8 parts by wt. and the amount of said first being specified herein in terms of the
Ilnolecularly equivalent amount of the pregnane glycoside, caratuberside. -

176.A pharmaceutical composition for use as a treatment dose and/or 2 maintenance dose in the treatment
of a subject suifering from elevated blood sugar lévels or Type 2 diabetes and/or desiring
control/regulation of blood sugar comprises first, second, third, fourth and fifih components, szid first
comprising any of the pregnane glycosides, or mixtures thereof, said second comprising Coccinia
extract containing aboout 10% terpenes, said third comprising Bitter gourd extract containing zhout .
8% bitters thereof, said fourth comprising Cinnamon extract containing about 15% polypheniols thereof
and said fifth comprisiné Femugreek extract containing about 40% 4-hydroxy-iso-leucine, the amount '
of said first being to the extent of from about 100 to 250 parts by wt. and of said second, third, fomh
and fifth each being to the extent of from about 100 to 200 patts by wt., the arount of said first being
specified herein in terms of the molecularly equivalent amourit of the pregnane giycoside,
caratuberside.

177. A pharmaceutical composition for use as a treatment dose and/or a maintenance dose in the treztment
of a subject having mild to moderate hypertension, comprising first and second components, said first
comprising any of the pregnane glycosides, or mixtures thereof and the said second comprising
Commiphora mukul extract contgining about 3% gugulsterones, the amount of both said first and
second components each being to the extent of from about 125 to 250 parts by wt., the amount of said
first being specified herein in terms of the molecularly equivalent amount of the ﬁ!rég‘ngne glyceside,
caratuberside.
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178.A pharmaceutical composition for use as a treatment dose 2axifor 2 maintenance dose in the treatment
of a subject suffering from clinical depression or desiring mood elevation, comprising first and second
components, said first comprising any of the pregnane glycc&dﬁ ot mixtures thereof, and the said
second comprising the withanolides of Ashwagandha(as the extract of Withania somnifera or
otherwise), the amount of said first being to the extent of fraen about 10 to 25 parts by wt. and that of
said second ‘being to the extent of from about 4 to 8 parts by wt., the amount of said first being
specified herein in terms of the molecularly equivalent amowmt of the pregnane glycoside,
caratyberside.

179.A pharmé;egﬁcal composition for use as a treatment dose a=d/or a maintenance dose in the treatment

of a subject sufferiﬁg from quual dysfimction such as primasy impotence and/or decreased iibido - -
vand/or desiring incieased libido and sexnal, power drive and stamina, comprising first and second

v components sa1d first compnsmg any of the pregrane glycesides or mixtures thereof, and the sald

‘ second compn sing the withanolides of Ashwagandha(as the extract of Withania somnifera or _
otherwise), thg amount of said first being to the extent of froen about 10 to 20 parts by wt. aud that of
-said second i)éing to the extent of from about 4 to 8 parts by wit., the amount of said first being
specified herem in terms of the molerzﬂarly eqmvaientmnﬂm of the pregnane glycoside, o
,‘caratunersu‘iy

180.A pharmaceutical composition for use asa tmiméuf dose anvi/or a maintenance dose in the treatment
of a subject suffering from sexual dysfunction such as primzzy impotence and/or decreased libido
and/or desiring increased libido and sexnal power, érivc and stamina, comprising first and secend
components, said first comérising any of the pregnane glycosides or ixtures thereof, and the said
second comprising Shilajith, the amount of said first being tm the extent of from about 10 to 20 parts by
wt. and that of said second being to the extent of from about 4 to S parts by wt., the amount of said first
being specified herein in terms of the molecularly equivalent amouat of the pregnane glycoside,
caratuberside. : .

181, A pharmaceutical composition for use as a treannénzdose azmti/or a maintenance dose in the treatment
of a subject suffering from sexual dysfunction such as primzzy impotence and/or deé:reased libido
and/or desiring increased libidc and sexual, power drive and stamina, comprising first and secend
components, said first comprising any of the pregnane glycasides or mixtures thereof, and the said
second comprising Fenugreck extract containing about 50% Protodioscin, the amount of said first
being to the extent of from about 10 to 20 parts by wt. and =t of said second being to the extent of
from abo% k(l {0 20 parts by wt., the amount of said first befzig specified herein in terins of the
molecularly equivalent amount of the pregnane glycoside, caratuberside.
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182, A pharmaceutical conposition for use as a treatment dose and/or 2 maintenance dose for a subject
desiring treatment of the aging syre¥rome, comprising first and second components, said first
comprising any of the pregnane giyoosides or mixtures thereof, and including therein the saponin
glycosides of the carallzma speciss of plants, and the said second comprising the catechins of Green
tea, the amount of said first and the said second components and of said saponin glycosides each being
to the extent of from about 4 to 8 parts by wt., the amount of said first being specified herein in terms
of the molecularly equivalent amoxmt of the pregnane glycoside, caratuberside. A

183, A pharmaceutical composition for mse as a treatment dose and/or a maintenance dose for a subject
desiring treatment of the aging syncrome, comprising first and second components, said first
comprising any of the pregnane giycosides or mixtures thereof, and the said second comprising Green

_tea extract containing about 40% catechins, the amount of said first being to the extent of from about 4 -
to 8 parts by wt. and of the said sesond being to the extent of from about 10 to 14 parts by wt., ‘the
amount of said ﬁIst bemfr specmeé herein in terms of the molecularly equivalent amount of the
pregnane glycoside, cazambermde.

184. A pharmaceutical comzposition forme asa treatment dose and/or 4 maintenance dose in a subject
suffering from the mencpausal symi‘mme or dPsmng allewaﬁon from hot flushes and menopausal
distzess, comprising fixrst-and seconsd components, said first comprising any of the pregnane glycosides
or mixtures thereof, and the said semnd comprising Red clover exiract contax.mo about 8% A
isoflavones, the amount of said firsz being to the extent of from about 2 to 4 parts by wt. and of the
said second being to the extent of from about 4 to 8 paris by wt., the amnount of said first being
specified herein in terms of the mo¥zcularly equivalent aniount of the pregnane glycoside,

caratuberside.

185. A pharmaceutical composition for rse as a treatment dose and/or a maintenance dose for a subjéct
suffering from the menopausal syndrome or desiring alleviation from hot flushes and menopausal
distress, comprising first and secord components, said first.comprising any of the pregnane glycosides
or mixtures thereof, and the said second comprising Hops. £ywer extract containing about 5%
triphytoestrogens, the aznouant of said first being to the exteat of from «bout 2 te 4 paris by wt. and of

. the said second being to the extent ef from about 4 1o 3 parts by wt., ﬂx\a amount of said‘ﬁrst being
specified herein in terms of the moleculatly equivalent amount of the pregnane glycoside,
caratuberside.

186. A pharmaceutical composition for rse as a treatment dose and/or a maintenance dose for a subject
suffering from the mencpausal syndrome or desiring alleviation from hot flushes and menopausal
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distress, comprising first and second componeﬁts, said first comprising any of the pregnane glycosides
or mixtures thereof, and the said second comprising Pomegranate extract containing about 10% Ellagic
acid, the amount of said first being to the extent of from about 2 to 4 parts by wt. and of the said
second being to the extent of from about 4 to 8 parts by wt., the amount of said first being specified

+  herein in terms of the molecularly equivalent amount of the pregnane glycoside, caratuberside.

187.A pharmaceutical composition for use as a treatment dosz and/or a maintenance dose for a subject
suffering from the menopausal syndrofne or desiring alleviation from hot flushes and menopausal
distress, comprising first and second components, said first comprising any of the pregnane glycosides
or mixtures theteof, and the said sccond comprising Liqwoﬂg:e extract containing about 5%
Triphvtoestrogens, tite amount of said first being to the extent of from about 2 to 4 parts by wi. and of
the said second being to the extent of from about 4 to 8 parts by wt., the amount of said first bemg

specified herein in terms of the molecularly eguivalent amount of the pregnane glycoside,
caratuberside.

188.A pharmaceutical composition for use as a treatment dose and/or a maintenance dose in the treatment
of a subject suffering from hypercholesterolemiz and /or desiring reduction of blood cholesterol,
comprising first, second and third components, said ﬂrst comprising any of the pregnane glycosides or
mixtures thereof, the said second comprising Hibiscus subdarifa ex(raci containing about 25%
polyphenols and the said third comprising Commiphora mukul extract containing about 3%
gugulsterones, the amount of said first being to the extent of from about 5 to 20 parts by wt. and of the
said second being to the extent of from about 6 to 10 pasts by wi. and the amount of said third being to
the extent of from about 4 to 8 parts by wt., amount of said first being spec:ﬁed herein in terras of the

molecularly equivalent amount of the pregnane glvcoside, caratuberside. -

189. A pharmaceutical composition for use as a treatment dose and/or a maintenance dose in the treatment
of a subject suffering from hypercholesteroleniia and /or desiring reduction of blood cholesterol,
comprising first z;nd second components, said first compeising any of the pregnane g@ycosides or
mixtures thereof, and including therein the saponin glycosides of the caralluma species of plants aad
the said second comprising the catechins of Green tea, the amount of said fivst beiﬁg to the extent of
from & out 90 to 150 parts by wt., that of the said second being to the extent of from about 100 to 200
parts bv wt.and the amount of said saponin glycosides being to the extent of from about 2 to 13 parts
by wt., the amount of said first being specified hercin in terms of the molecularly equivalent amount of
the pregnane glycoside, caratuberside.

190. A pharmaceutical composition for use as a treatment dose and/or a maintenance dose for a subject
desiring anti~oxidant action and/or ensuring general health and fitness, comprising first and second
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components, said first comprising any of the pregnane glycosides or mixtures thereof and including
therein the saponin glycosides of the caralluma species of plants, and the said second comprising the
catechins of Green tea(as Green tea extract or otherwise), the amount of said first and second
components and said saponin glycosides being each to the extent of from about 4 to 8 parts by wt., the
amount of said first being specified herein in terms of the molecularly equivalent amount of ithe

pregnane glycoside, caratuberside.

191. A pharmaceutical composition for use as a treatment dose and/or a maintenance dose for a subject
desiring anti-oxidant action and/or ensuring general health and ritness, comprising first and second
components, said first comprising any of the pregnane glycosides or mixtures thereof, and the said
second comprising Green tea extract containing about 40% catechins, the amount of said first
component being to the extent of from about 4 to 8 parts by wt. and the amount of said second being to
the extent of from about 10 to 14 parts by wt., the amount of said first being specified herein in terms

of the molecularly equivalent amount of the pregnane glycoside, caratuberside.

192.A pharmaceutical composition for use as a maintenance dose 1111 the treatment of a subject suffering
from: clinical depression or desiring mood elevation, comprising first and second components, said first
comprising any of the pregrane glycosides or mixtures ﬂléfeéf,‘*énd the said second comprising the
withanolides of Ashwagandha(as the extiact of Withania somnifera or otherwise), the amount of said
first being to the extent of from about > to 10 parts by wi. and that of said second being to the extent of
from about 2 to 4 parts by wt., the amount of said first being specxﬁed herein in terms of the

molecuiarly equivalent amount of the pregnane g&ycoside, ca.rétuberside-

193. A pharmaceutical composition for use as a maintenance dose in the treatment of a subject suffering
sexual dysfunction such as primary . mpotence and/or decreased libido and/or desiring increased libido
and sexual, power drive and stamina, ~omprising first and second components, said first comprising
any of the pregnane glycosides or xmxtures thereof, and the said secoz;d comprising the vsdﬁranoli&es of
Ashwagandha(as the.extract of thama sqmﬁifera or otherwise), the amount of said first being to the
extent of from about 5 to 20 parts by wt. and that of scid second being to the extent of from about 2 to
4 parts by wt., the amount of said first being specified herein in terms of the molecularly equivalent
amount of the pregnane glycoside, caratuberside.

194. A pharmacenutical composition for.usc as a inaifitenance dose in the treatment of a subject suffering
sexual dysfunction such as primary ii?ﬁ:jl)ott.agce and/or decféased libido and/or desiring increased libido
and sexual power, drive and s“tamina,’?éémpﬁsing first and second components, said first comprising
any of the pregnane glycosides or mixtures thercof, and the said second compris;‘zig Shilajith, the
amount of said first being to the extent,of from about 5 to 10 parts by wt. and that of said second being
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to the extent of from about 2 to 4 parts by wi., the amount of said first being specificd herein in terms

of the molecularly equivalent amount of the pregnanc glycoside, caratuberside.

195. A pharmaceutical composition for use as a maintenance dose in the treatment of a subject suffering
sexual dysfunction such as primary impotence and/or decreased libido and/or desiring increased libide
and sexual, power drive and stamina, comprising first and second components, said first comprising
any of the pregnane glycosides or mixtures thereof, and the said second comprising Fenugreek extract
containing about 50% Protodioscin, the amount of said first being to the extent of from about 5 to 10
parts by wt. and that of said second being also to the extent of from about 5 to 10 parts by wt., the
amountt of said first being specified herein in terms of the molécularly equivalent amount of the
pregnane glycoside, caratuberside. ‘ ‘

196. A pharmaceutical composition for use as a maintenance dose for a subject desiring treatment/
managemént of the aging syndrome and/or ¢nsming general health and fitnéss, comprising first and
second components, said first comprising any of the pregnane glycosides or mixtures thereof and
including therein he saponin glycosides of the caralluma species of plants, and the said second ‘
comprising the catechins of Green tea(as Green tea extract ér bﬂ;emise), the amount of said first

~ component being to the extent of from about 10 to 20 parts by wi. and of said seopnd being t6 the
extent of from about 5to 10 parts by wt. and of said sapqni:i giy’coslide.s. from abb'ut‘ 1210 30 parts by
wt., the amousit of said first being specified herein in terms of the mbleéulaﬂy equivalenf amount of
the pregnane glycoside, caratuberside. ' : | T

197. A pharmaceutical composition for use as a treatment dose and/or a maintenance dose in the treatment
of a subject suffering from: osteo-arthritis of weight-bearing joints ai:ﬂ_/or‘ desiring relief from joint
pair.” and inflammation and the rejuvenation of the joints comprises firsi and second components, said
first ¢ .mprising any of the pregnane glycosides, or mixtures thereof, said second comprising
Glucosamine(as sulphate or otherwise), the amonnt of said first being to the extent of from about

" twelve to thirty parts by wt. and of said second being to the extent of from about 40 to 100 parts by wt.,

- the amount of said first being specified herein in terms of the moleculariy equivalent amoust of the
pregnane glycoside, caratuberside and the said glucosamine qxilount specified herein being as the
sulphate salt thereof,

198. A pharmaceutical composition for use as a treatment dose and/or a maintenance dose in the treatruent
of a subject sufiering from Type 2 diabetes and/or desiring control/regulation of blood sugar comprises
first and second components, said first comprising any of the pregnane glycosides, or mixtures thereof
and inclnding therein the bitters of the caraltuma species of plants, and said second comprising 4~
hydroxy-iso-leucine(as Fenugreek e’xhacfor otherwise), the amount of said first being io the extent of
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from about 100 to 256 paris by wt. and of said second being to the exient of from about 100 1o 200
parts by wt., the amounts of said bitters being to the extent of from about 2 to 8 parts by wt. and the
amount of said first being speciﬁeci herein in terms of the molecularly-equivalent a=ount of the
pregnane glycoside, caratuberside.

~ 199.A pharinaceutical composition for use as a treatment dose and/or a maintenance doss in the treatment
of a subject suffering from mild to moderate hypertension, comprising first aud secemd components,
said first comprising any of the pregnane glycosides, or mixtures thereof and the sa&d second
comprising (-)-hydroxycitrate(HCA)(in the form of Garcinia Cambogia extract or echerwise)
the axn(:)unt of both said first and second components each being to the extent of froen about 125 to 250
parts by wt., the amount of said first being specified herein in terms of the moleculasly equivalent
amount of theApregnane glycoside, caratuberside.

200.The pharmaceﬁtical composition as claimed in any of the preceding claims 165 to ¥99, wherein said
pregnane glycoside(s) comprise principally caratuberside and bouceroside including the isomers

thereof. .

201.The pharmaceutical composition as claimed in the preceding clannzw, wherein said caratubersides

and boucerosides comprise 99% or more by weight of said giycomdes. ’

202.The pharméceutical composition as claimed in the preceding claim 201, wherein the s2tio of said
caratubersides to boucerosides is from about 9:1 to 19:1 by weight.

203.The pharmaceutical composition as claimed in any of the preceding claims 165 to 2832, wherein said
pregnane glycoside(s) are of plant origin and comprise the extract(s) of one or more of the caralluma
species of plants.

204.The pharmaceutical composition as claimed in the preceding claim 203, wherein said pregnane
glycoside(s) comprise the extract of thie species caralluma fimbriaia.

205.The pharmaceutical composition as claimed in any of the preceding claims 165 to 24, wherein said

pregnane glycoside(s) are in the unconverted form.
206.The pharmaceutical composition as claimed in any of the preceding claims 165 to 223, wherein said

pregnane glycoside(s) are in the form of an aqueous ethanolic extract the said preguzme glycoside(s)
content therein being preferably either from about 5% to 15% w/w or exceeding abevat 15% w/w.
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207, The pharinaceutical composition as clzimed in any of the preceding claims 165 to 205, wherein said
glycoside(s) are in the adsorbed form over a suitable excipient,

20%. The pharmaceutical composition as cizimed in the preceding claim 207, wherein said excipient is
either Malto Dextrin or Magnesium Cagoonate.

209.The pharmaceutical coﬁxposiﬁon as clatmed in any of the preceding claims 165 to 208, wherein said
pregnane glycoside(s) and the other comaponents and constituents thereof are in the unconverted form
or in the form of any of the pharmaceutically accepted salts and/or on any of the pharmaceutically
accepted carriers and comprise any of the pharmaceutically accepted flavours and/or colours.

210.The pharmaceutical composition as clzimed in any of the preceding cluims 165 to 209, wherein said
treatment and maintenance doses are inany of the pharmaceutically accepted forms such as capsules,
tablets, syrups, sprays and others. . - ‘ ' '

.. 211.A process of admixture for making a pharmaceutical composition for use as a treatment and/or a
- maintenance dose in: S e a ' ‘
' 1 . treatment/management of obesity; .
ii. reducing appetiie levels;, =
reducing waist, arm and Bip circumfereices;
iv. weight-reduction; . g
V. reduction of blood cholesterol; and
Vi reduction of BMI,

of a subject, wherein said compositior: comprisss first and second componeﬂts, said first being any of
the pregnane glycosides, or mixtures thereof, and the said second being (-)-hydroxycitrate(HCA)(in the
form of Garcinia cambogia extract or otherwise), and wherein from about four to eight parts by wt. of
said first are admixed with from abowt five to ten parts by Wi.isbf said second, the amount .of said first
being specified herein in terms of the molecularly eqqivaléﬁt:aﬁmunt of the pregnane glycoside,
caratuberside. -

212, A process of admixture for making a pharmaceutical composiﬁdn for uszasa treatment dose and/or a

maintenance dose in:
i treatment/management af the aging syndrome:
ii. skin nourishment and m=intaining skin elasticity and health;
iii. protection from and prewention of cancer; and
iv. anti-oxidant action ané ensuring general health and fitness,
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of a subject, wherein said composition comprises first, second, third and fourth components, said first
being any of the pregnane glycosides, or mixtures thereof, said second being Zinc monomethionine,
said third being Citrus bioflavonoids and said fourth being seleaium(as chelate or in another form), and

wherein the undermentioned are admixed together:

i from about 25 to 50 parts by weight of said first component.

ii. from about 50 tc 75 parts by wt.,of said second coxhponent. .
ii. from about 75 to 125 parts by wt. of said third component. and

iv. from about one to four parts by wt. of said fourth component,

the amount of said first being specified herein in terms of the molecularly equivalent amount of the
pregnane ghycoside, caratuberside.

213.A process of admixture for making a pharmaceutical composition for.use as a treatment dose and/or a
maintenance dose in the treatment of a subject suffering from the menopausal syndrome and/or
desiring alleviation from hot flushes and menopausal distress, wherein said composition comprises
first, second, third and fourth components, szid first being any of the pregnane glycosides, or mixtures
thereof, said second beiﬁg Zinc monomethionire, said third being Citrus bioflavonoids and said fourth
being selemimn{as chelate or in another form), and wherein the belowmentioned are admixed together:

i from about 25 to 50 parts by weight. Of said first component.
ii.  _  from about 50 to 75 parts by wt. of said second component.

iii. from about 75 to 100 parts by wt. of said third component, and
iv. from about three to five parts by wt. of said fourth component,

the amourt of said first being specified horein in terms of the molecularly equivalent amount of the

pregnane glycoside, caratuberside.

214. A process of admixture for. making a pharmaceutical composition for use as a treatiment dose and/or a
maintenance dose in the uéauneut of a subject desiring a moderate increase in BMR and/or ia stamina,
endurance znd energy Ie\rels:?, wherein said composition comprises first and-second components, said -
first being zmy of the pregﬂane glycosides, or mixtures thereof and including therein the saponin
glycosides of the carailuma specizs of plants, and the said second being the catechins of Green tea(as
Green tea extiact or other;&ise), and where’~ the following are admixed:

i from about 45 to 75 parts by w'., of said first componcnt,

ii. from about fifty io one hundred parts by wt. of said second comaponent,
the amount of said saponin glycosides being from about one to seven and a half parts by wt., and
the amount of said first being specified herein in terms of the molecularly equivalent amount of the
pregnane giycoside, carami)e‘rside.
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215.A process of admixture for making a pharmaceutical composition for use as ;':Ltreatment dose and/or a
maintenance dose in the treatment of a subject desiring an increase in BMR and/or in stamina,
endurance and energy levels, wherein said composition comprises first, second and third components,
said first being any of the pregnane glycosides, or mixtures thereof and including therein the saponin
glycosides of the caralluma species of plants, said second being the catechins of Green tea(as Green tea
extract or 6therwise) and said third being the withanolides of Ashwagandha(in the form of Withania
somnifera extract or otherwise) and wherein from about 50 to 100 parts by wt., of each of said first,
second components are admixed together, the amount of said saponin glycosides being to the extent
from about one to ten parts by wt., and the amount of said first being specified herein in icrms of the
molecularly equivalent amount of the pregnane glycoside, caratuberside.

216.A process of admixtuare for makmg a pharmaceutical ccmposition for use as a treatment dose and/or a
maintenance dose in the treatment of a subject suffering from ostes-arthritis of weight-bearing jeints
and/or desiring relief from joint pains and inflammation, wherein said composition comnprises first, .
second and third components, said first being any of the pregnane glycosides, or mixtures thereof, said
second being Glucosamine(as sulphate or otherwise) and said third being Rutin(or other bioflavonoid),
and wherein the following are admixed together: - s

i from about 45 to 135 parts by wt., of said ﬁrst comyouent,
. ii.  from about 125 to 375 parts by wi. of said second component, and

fii. from about 35 to 125 parts by wt., of said third coraponent,
the amount of said first being specified herein in terms of the molecularly equivalent amount of the
pregnane glycosidé, caratuberside and the said glucosamins amount spec‘iﬁed herein being that of
the sulphate salt thereof. ‘ '

217. A process of admixture for making a pharmaceutical compos tion for use as a treatment dose and/or a
maintenance dose in the treatment of a subject suffering from Usteo-arthritis of weight-bearing joints
and/or desiring relief from joint paizs and inflammation, wherein said composition coraprises first and
second components, said first being auy of the pregnane gl&cosides or mixtures thereof and éaid
second being Rutin(or other bioflavonoid), and wherein the follomng are adrrixed:

i from about 4 to 10 parts by wt. said first componem, and -

ii. from about 10 to 30 parts by wt., of seid second component,
the amount of said first being specified herein in teﬁns of the moiecularly eguivalent amourt of the
pregnane glycoside, caratuberside.

218.A process of admixture for making a pharmaceutical composition, and dietary supplement, for use as a

treatment dose and/or a maintenance dose in ihe treatment of a subject suffering from osteo-arthritis of

- weight-bearing joints and/or desiring relief from joint pains and inflammatior and the rejuvenation of
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the joints, wherein said composition comprises iirst and second components, said first being any of the
pregnane glycosides, or mixtures thereof, said secord being Glucosamine(as sulphate or otherwise),
and wherein the following are admixed: |

i. from about one to two parts by wt. of said first component, and
ii. from about 6-to 7.5 parts by wt., of said second.
the amount of said first being specified herein in terms of the molecularly equivaient athount of the
- pregnane glycoside, caratuberside and the said glucosamine amount specified herein being that of
" the sulphate salt thereof.

219.A process of admixture for making a pharmaceutical composition for use as a treatment dose and/or a
maintenance dose in the treatment of a subject suffering from osteo-arthritis of weight-bearing joints
and/or desiring relief from joint pains and inflammation, wherein said composition comprises first,
second and third components, said first being any of the pregnane glycosides, or mixtures thereof, said
second being Rutin(or other bioflavonoid) and said third being Bamboo Silica(of 70% concentration or
other), and wherein the following are admixed together:

i from about 12 to 30 parts by wt., of said firsi compenent,

il from about 30 to 90 parts by wt. of said seccnd component, aud

1ii. from about 5 to.10 parts by wt., of said thitd component, "~ ¢ v
the amount of said first being speciﬁ;d herein in terms of the molecularly equivalent amount of the
pregnane glycoside, caratuberside. ' e

220. A process of admixture for making a pharrirceutical composition for use as a treatment dose and/or 2
maintenance dose in the treatment of a subject suffering from osteo-arthritis of weight-bearing joints
and/or desiring relief from joint pains and inflammation, wherein said composition comprises first,
second third and fourth compenents, said first being any of the pregnane glycosides, or mixtures
thereof, said second being Clucc amine(as sulphate or otherwise), said third being Rutin(or other
bicflavonoid) and said fourth being Bamboo Silica(of 70% concentration or other), and wherein the
following are admixed togethér: ‘

i frora about 9 to 27 parts by wt., of said first component,
ii, from about 25 to 75 parts by wt., of said second component,
iii. from about 7.5 to 25 parts by wt., of said third component, and
iv. from about 5 fo 10 parts by wt., of said fourth component,
the amount of said first being specified herein in terms of the molecularly equivalent amount of the _

pregnane glycoside, caratuberside.

221.A process of admixture for making a pharmaceutical coniposition for use as a treatment dose and/or a
maintenance dose in the treatmeni of a subject suffering from clevaied blood sugar’levels or Type 2
f
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diabetes and/or desiring control/regulation of bicod sugar, wherein said composition compiises first
and second components, said first being any of the pregnane glycosides, or mixtures thereof and
including therein the bitters of the caralluma species of plants, and said second being 4-hydroxy-iso-
leucine(as Fenugreek extract: or otherwise), and wherein the follc.ving are admixed:

i. from about 100 to 250 paris by wt. of said first component, and

ii. from about 100-to 200 parts by wt., of said second component, the amounts of said bitters
being to the extent of from about 2 to 8 parts by wt. and the amount of said first being spéciﬁed herein

in terms of the molecularly equivalent amount of the pregnane glyébside, caratuberside.

222.A process of admixture for making a pharmaceutical compésiﬁon for use as a treaiment dose and/or a
maintenance dose in the treatment of a subject suffering from 'elevatedyblood sugar levels oz Typs 2
diabetes and/or desiring control/regulation of blood sugar, wherein said composition comprises first,
second, third, fourth and fifth components, said first being amy of the pregnane glycosides, or mixtures
thereof, said second being Coccinia extract containing about 10% terpenes; said third being Bitter
gourd extract containing about 8% bitters thereof, said fou.ff.h being Cinnamon extract containing about

15% polyphenols thereof and said fifth being Fenugreek extzact contammg about 40% 4-hydroxy-iso-
leucine, and wherein from about 100 to 250 parts by wt of sald first componeni and from about 100 to...
200 parts by wt. of each of said third, fourth and fifth components are admxxed tcf,emer ﬂxa amount of
said first bemg specified herein in terms of the molecularlyeqmvalent amoult of the pregnane

glycoside, caratuberside.

223.A process of admixture for making a pharmaceutical oomposmon fm use as a freatment dose and/ora
maintenance dose in the treatment of a subject having mxld to moderate hypertenmon, wherein said
composition comprising first and second comiponents, sald first being any of the pregnane siycosxdes
or mixtures thereof and the said second being Commlphora mukul exnact contaxmng about 3%
gugulsterones, and wherein from about 125 to 250 parts by wt. of each of said first and second
components are admixed together, the amount of said first coxrpanent being specified herein in terms
of the moleculatly equivalent amount of the pregnane glycosuie caratubemde

224. A process of admixture for making a pharmaceutical cpiﬁﬁggiﬁan fdf. use as a treatment dose and/or a
maintenance dose in the treatment of a subject suiferiﬁ'gfr’d;n chmcal depression or desiring moud
elcvation, wherein said composition comprises first and'sécond components, said first being any of the
pregnane glycosides or mixtures thereof, and the said s'eéoﬁti being the withanolides of
Ashwagandha(as the extract of Withania somnifzra or otherwise), and wherein from about 10 to 20
parts by wt. of said first component are admixed with from about 4 to 8 parts by wt of said second the
amiount of said first being specified herein in terms of tiie molecularly equivalent amomtt of the
pregnane glycoside, caratuberside.
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225.A process of admixture for making a pharmaceatical composition for use as a treatment dose and/or a
maintenance dose in the treatment of a subject suffering from sexuzt dysfunction such as primary
impotence and/or decreaseq libido and/or desiring increased libido and sexual, power drive and
stamina, wherein said composition comprises first and second compements, said first being any of the
pregnane glycosides or mixtures thereof, and the said second being the withanolides of
Ashwagandha(as the extract of Withania somnifera or otherwise), and wherein from about 10 to 20
parts by wt. of said first component are admixed with from about 4 o 8 parts by wt. of said second, the
amount of said first being specified herein in terms of the moleculardy equivalent amount of the
pregnane glycoside, caratuberside.

226.A process of admixture for making a pharmacentical composition for use as a treatment dose and/o. a

-maintenance dose in the treatment of a subject suffering from sexnzi dysﬁmcﬁcn such as primary
Impotence and/or decreased libido and/or desiring increased libide znd sexual power, drive and
. stamina, wherein said composiﬁbn comprises first andmnd companents, said first being any of the
pregnane. glycos1des or.mixtures thereof, and the saldseocmd being Shilajith, and wherein from about
+17 1 10 to 20 parts by wt ofsald ﬁrstare admaxedmﬂlﬁnmabout 4 tcsSparls by wit. of said second
' i component, the amount of said first being jzeaﬁed hﬁremm tenns af the molecularly eqmvalent
amount of the pregnane glycoside, caratuberside. .

227.A process of admixture for making a pharmacentical composition 5 use as a treatment dose and/or a
- maintenance dose in the treatment of 2 subject suffering from sexe= dysfunction such as primazy

impotence and/or decreased libido and/or desiring inczeassd Libide and sexual, power drive and
stamina, wherein said composition comprises ﬁrst and second components, said first being any of the
pregnane glycosides or mixtures thereof, and the said second being Fenugreek extract containing about
50% Protodioscin, and wherein from about 16 {0 20 parts by wt. of said first component are admixed
with from about 10 to 20 parts by wt. of said second, the amount a said first béing specified herein in
terms of the molecularly equivalent amount of thc pregnans glymﬁe caratuberside.

228. A process of admixture for making a phannaceuhcai oomposiﬁcin‘:ﬁrr use as a treatment dose and/or a
maintenance dose for a subject desiring treatment of the aging syﬁémme, wherein said coi.nposiﬁon'
comprises first and second components, said first being any of thepregnane glycosides or mixtures \
thereof, and including therein the saponin glycosides of the caralipena species of plants, and the said
second being the catechins of Green tea, and wherein from about £ o 8 parts by wt. of each of said
first and second components are admixed together, the amount of said saponin glycosides also being
from about 4 to 8 parts by wt. and the amouwut of said first being specified herein in terms of the
molecularly equivalent amount of the pregnane glycaside, caratuberside.
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229. A process of admixture fo= making a pharmaceutical composition for use as a treatment dose and/or a
maintenance dose for a sehject desiring treatment of the aging syndrome, wherein said composition
comprises first and second components, said first being any of the pregnane glycosides or mixiures
thereof, and the said secondbeing Green tea extract containing about 40% catechins, and whercin from
about 4 to 8 patis by wt. of said first component is admixed with from about 10 to 14 parts by wt. of
the said second componess, the amount of said first being specified herein in terms of the molecularly
squivalent amount of the pregnane glycoside, caratuberside. ‘

230.A process of admixture for making a pharmaceutical composition for use as a treatment dose and/or a
maintenance dose in a sufyject suffering from the menopausal syndrome or desiring alleviation from
hot flushes and menopauszl distress, wherein said composiﬁon comprises first and second components,
said first being any of the pregnane glycosides or mixtures thereof, and the said second being Red

. clover extract containing sbout 8% isoflavones, and wherein from about 2 to 4 parts by wt. of said first
- component is admixed with from about 4 to 8 parts by wt of the said second, the amount of sai¢ first
being spemﬁeé herein i t=rms of the molecularly equivaient amoun‘t‘of the pregmane glycoside,

" 231.A process of admixture for making a pharmaceutical oompbgiﬁ(;n'fdr' uise as a treatment dose and/or a
maintenance dose for a soibject suffering from the menopausal s&hdrome or desiring alleviation from
hot flushes and menopausal distress, wherein said composition comprises first and second components,
said {irst being any of the pregnane glycosides or mixtures thereof, aiud the said second being Hops
flower extract containing about 5% triphytoestrogens, and wherein from about 2 to 4 parts by wt. of
said first corrponent are afmixed with from about 4 to 8 parts by wt.:of the said second, the amount of
said first being specified Berein in terms of the moleculatly equivalent amount of the pregnane
glvcoside, caratuberside. LT

232. A process of admixture fior making a pharmaceutical composition jidr' use as a treatment dose and/or &
maintenance dose for a sehject suffering from the menopausal"syndrome or desiting alleviation from
hot flushes and menopausal diswress, wherein said composition oompnses first and second components,
said first being any of the pregnane giycosides oi." mixtures thered‘f,f and the said second being
Pomegranate cxtract contzining about 10% Ellagic acid, anr: wheféh from about 2 to 4 parts by wt of
said first corzponent are admixed with from about 4 to 8 parts by w1, of the said second, the amount of
said first being specified herein in terms of the molecularly equivalent amount of the pregnane
glycoside, caratuberside. '
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233.A process of admixture for msking a pharmaceutical composition for use as a treatment dose and/or a
maintenance dose for a subject suffering from the menopausat syndrome or desiring alleviation from
hot flushes and menopausal distress, wherein said compoéitian comprises first and second components,
said first being any of the pregnane glycosides or mixtures ‘thereot", and the said second being
Liquorice extract containing about 5% Triphytoestrogens, and wherein from aboui 2 o 4 parts by wt.
of said first component are admixed with from about 4 to 8 parts by wt. of the said second, the amount
of said first being specified herein in terms of the molecularly.- equivalent amount of the pregnane

glycoside, caratuberside.

234.A process of admixture for making a pharmaceutical composition for use as a treatment dose and/or a
‘maintenance dose in the treatment of a subject suffering from hypercholesterolemia and /ot desiring
- reduction of blood cholesterol, wherein said composition comprises first, second and third
compoﬁents, said first being any of the pregnane glycosides or mixtures thereof, the said second being
Hibiscus subdarifa extract containing about 25% polyphenols and the said third being Commiphora
mukul extract containing about 3% gugulsterones, and wherein the following are admixed together:
i from about S to 20 parts by wt. of said first component,
i, from about 6 to 10 parts by wt. of the said second component, and
id. from abéut 4 to 8 parts by wt., of said third component,
the amount of said first being speciﬁed herein in terms of the molecularly equivalent amount of the .
»pregnane giycoside, carétuberside. A '

235. A process of admixture for making a pharmaceutical composition for usc as a treatment dose and/or a
maintenance dose in the treatment of 2 subjeci: suffering from hypercholesterolemia and /or desiring
reduction of blocd cholesterol, wher‘e_ﬁﬁ said composition comprises first and second components, said
first being any of the pregnane giyét;éides or muctmes thereof, and including therein the saponn
glycosides of the caralluma spemes of plants and the said second being the catechins of Green t. », and
wherein from about 90 to 150 parts “oy)yt of saxd first is admixed with from about 100 to 200 parts by
wt. of the said second component, the mounf of said saponin glycosides being to the extent of from
about 2 to 15 parts by wt., and the amoxml of sa1d first being specified herein in terms of the -
molecularly equivalent amount of the pregnane °lyc051de caratuberside.

236.A process of admxturv for makmo a pharmauvuncal composition for use as a treaiment dose and/or a
maintenance dose for a subject dpsmng anti-oxident action and/or ensuring general health and fimess,
wherein said composition comprises first nd second components, said first being any of the pregnane
glycosides or mixtures thereof and 11{c11;dmg therein the saponin glycesides of the caralluma species of
plants, and the said second bemg the mtechms of Green tea{as Creen tea extract or otherwise), and
wherein from about 4 to 8 parts by wt ’of eac‘n of said first and second components are admixed with
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each ciher, the amount of said-saponin glycosides being also to the extent of from about 4 to 8 pats by

wt. and the amcunt of said first being specified herein in terms of the molecularly equivalent amount of

the pregnane glycoside, caratuberside.

237.A process of admixture for making a pharmaceutical composition for use as a treatment dose and/or a
maintenance dose for a subject desiring anti-oxidant action and/or ensuring general health and fitness,
wherein said composition comprises first and second components, said first being any of the pregnane
glycosides or mixtures thereof, and the said second being Green tea extract containing about 40%
catechins, and wherein from about 4 to 8 parts by wt. of said first component are admixed with from
about 10 to 14 parts by wt. of said second, the amount of said first being specified herein in terms of
the molécularly equivalent amount of the pregnane glycoside, caratuberside.

238.A process of admixture for making a pharmaceutical composition for use as a maintenance dose in the
treatment of 2 sui;ject suffering from clinical depression or desiring mood elevation, wherein said
composition comprises first and second components, said first being any of the pregnane glycosides or
mixtures thereof, and the said second being the withanolides of Ashwagandha(as the extract of
Withania somnifera or othézwise), and wherein from about 3 to 10 parts by wt.»f said first component
are admixed with from about 2 to 4 parts by wt. of said second, the amount of said first being specified '
herein in terms of the molecularly equivalent amount of the pregnane glycoside, caratuberside.

239. A process of admixture for making a pharmaceutical composiiion for use as a maintenance dose in the
treatment of a subject suffering sexual dysfunction such as primcry impotence and/or decreased libido
and/or desiring increased libido and sexual, power drivc and stamina, wherein said composition

" comprises first and second compunenté, said first being any of the pregnane glycosides or mixtures
thereof, and the said second being the withanolides of Ashwagandha(as the extract of Withania
sommifera or otherwise), and wherein from about 5t 20 parts by wt. of said first componient are
admixed with from about 2 to 4 parts by wt. of said second, the amount of said first being specified

herein in terms of the molecularly equivalent amount of the pregnane glycoside, caratuberside.

240. A procéss of admixture for making a pharmacentical composition for use as a maintenance dose in the
treatment of a subject suffering from sexual dysfunction such as pnmary impotence and/or decreased
libido and/or desiring increased libido and sexual power, drive and stamina, wherein said composition
comprises first and second components, said first being any of the pregnane glycosides or mixtures
thereof, and the said second being Shilajith, and wherein from about 5 to 10 parts by wt. of said first
component are admixed with from about 2 to 4 parés by wt. of said second, the amount of said first
being specified herein in terms of the molecularly equivalent amount of the pregnane glycoside,
caratuberside.
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241.A process of admixture for maiing a pharmaceutical composition for use as a maintenance dose in the
treatment of a subject suffering sexual dysfunction such as primary impotence and/or decreased libido
and/or desiring increased libido and sexual, power drive and stamina, wherein said composition
comprises first and second components, said first being any of the'pregnane glycosides or mixtures
thereof, and the said second being Fenugreek extract containing about 50% Protodioscin, and wherein
from about 5 to 10 parts by wt. of said first component are admixed with from about 5 to 10 parts by
wt. of said second, the amount of said first being specified herein in terms of the molecularly

equivalent amount of the pregnane glycoside, caratuberside.

242. A process of admixture for making a pharmaceutical composition for use as a maintenance dose for a
subject desiring treatment/ management of the aging syndrome and/or ensuring general health and
fitness, wherein said composition cofnprises first and second components, said first being any of the
pregnane glycosides or mixtures thereof and including therein the saponin glycosides of the caralluma
species of plants, and the said second being the catechins of Green tea(as Green tea extract or
otherwise), and where:n from about 10 to 20 parts by wt. of said first component are admixed with
from about 5 to 10 parts by wt. of said second, said saponir: glycosides being from about 12 to 30 parts
by wt. and the amount-of said first being specified herein it terms of the molecularly equivalent
amount of the nreguane glycoside, caramberside. . M

243.A process of admixture for making a pharmaceutical composition for use as a treatment dose and/or a
maintenance dose in ti.2 treatment of a subject suffering from osteo-arthritis of weight-bearing joints
and/or desiring relief from joint pains and inflammation and the rqiuv‘eﬁaﬁon of fhe joints, wherein said
composition comprises first and second components, said first being any of the pregnane glycosides, or
mixtures *hereof, said second being Glucosamine(as sufphate or otherwise), and wherein from about
twelve to t nrty parts by wt. of said first component are admixed with from about 40 to 100 parts by wi.
of said secoud, the amount of said first being specified herein il; terms of the mo!écularly equi‘}éient
amount of the pregnane glycoside, caratuberside and the said glucosamine amount specified herein
being that of the sulphate salt thereof. .

244, A process of admixture for making a pharmaceutical composition for use as a ireatment dose and/or a
maintenance dose in the treatment of a subject suffering from Type 2 diabetes and/or desiring
control/regulation of blood sugar, wherein said composition comprises first and second components.
said first being any of the pregnéne glycosides, or mixtures thereof and including therein the bitters of
the caralluma species of plants, and said second being 4-hydroxy-iso-leucine(as Fenugreek extract or
otherwise), and wherein from about 100 to 250 parts by wt. said first component are admixed with
from about 100 to 200 parts by wi. of said second, the amonnt of said bitters being to the extent of
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fronz about 2 to 8 parts by wt. and the amount of said first being specified herzin in terms of the
molecularly equivalent amount of the pregnane glycoside, caratuberside.

245, A process of admixture for making a pharmaceutical compcsition for use as a treatment dose and/ora
maintenance dose in thé treatment of a subject suffering from mild to moderate hypertension, said
composition comprises ﬁrst and second compongnts, said first being any of the preguane giycosi'des, or
mixtures thereof and the said second being (-)-hydroxycitrate(HCA)(in the form of Garcinia
Cambogia extract or otherwise), and wherein from about 125 to 250 parts by wt. of each of said first
and second components are admixed with each other, the amount of said first being specified hereim in
terms of the molecularly equivalent amount of the pregnane glycoside, caratuberside.

. 246.The process of admixture for making a pharmaceutical composition as claimed in any of the preceding
claims 211 to 245 wherein the components and constituenis of said composition comise other matzer
such as plant matter that is substantially non-therapeutic.

247 The process of admixture for making a pharmaceutical composition as claimed in any of the precedeng
claims 214, 215, 228, 235, 236 and 242 wherein said saponm "glycosides are not part of said first
component but an additional component that is admixed into the composition. -

248. The process of admixture for making a pharmaceutical compdéiﬁoﬁ as claimeq in any of the preceg"ﬁng
claims 221 and 244 wherein said bitters of caralluma are not part of said first component but an
additional component that is admixed into the composition. * .. < '

249.The process of admixture for making a pharmaceutical composition as clained in any of the precedEng
claims 211 to 248, wherein said pregnane glycoside(s) comprise prircipally caratuberside and
bouceroside inchuding the isomers thereof.

250.The process of admixture for making a pharmaceutical compoﬁﬁ&ﬁhs claimed ju the preceding claim
249, wherein said caratubersides and boucerosides comprise 99% or more by weight of said
glycosides. o

251.The process of admuxture for making a pharmaccutical compbsition as claimed in the preceding clarm
250, wherein the ratio of said caratubersides to boucerosides is:from about 9:1 to 19:1 by weight.

252 .The process of admixture for making a pharmaceutical composition as claimed in any of the preceding

claims 211 to 251, wherein. said pregnane glycoside(s) are of plant origin and compeise the extract(s) of
one or more of the caralluma species. of plants,
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253.The process of admixture for making » pharmaceutical composition as claimed in the preceding claim
252, wherein said pregnane glycoside(s) comprise the extract of the species caralluma fimbriata.

254.The process of admixture for making a pharmaceutical composition as claimed in any of the preceding
claims 211 to 253, wherein said pregnane glycoside(s) are in the unconverted form.

255. The process of admixture for making a pharmaceutical composition as claimed in any of the preceding
claims 211 to 254, wherein said pregnane glycoside(s) are in the form of an aqueous ethanolic extract
the said pregnane glycoside(s) content therein being preferably eitlier from about 5% to 15% w/w or
exceeding about 15% w/w.

256.The process of admixture for making a pharmaceutical composition as claimed in any of the preceding
claims 211 to 254, wherein said glycoside(s) are in the adsorbed form over a suitable excipient,

257.The process of admixture for-malding pharmacentical composition as claimed in the preceding claim
256, wherein said excipient is either Malto Dextrin or Magnesium Carbonate.

258.The process of admixture for maidng a pharmaceutical compositioi as claimed in any of the preceding
claims 211 to 253, wherein said pregnane glycoside(s) and the other components and constituents
thereof are in the form of any of the pharmaceutically accépted salts and/or on any of the
pharnmeaceutically accepted carriers and comprise any of the pharmaceutically accepted flavours and/or
colours.

259. The uses of the pregnane glycoside(s)(PG) in the form of extracts o1 *he caralluma species of plants or
otherwise, either singly or as mixtures thereof, in the treattﬁent and management of various
symptoms/disorders in subjects and in the aiteration/improvement/regulation of physiological
and other parameters/conditions/functions of subjects, said pregnane glycoside(s) optionaily including
the saponin glycoside(s) and/or the bitters of said caralluma species and being optionally supolemented
by one or more additional therapentical, nutzaceutical or nutritional components, substantially as
hereindescribed.

\.

260. The methods of treatment/management of variovs symptoms/disorders in snubjects aud in the
alteration/improvement/regulation of physiological and other parameters/conditions/functions of

subjects using the pregnane glycoside(s)(PG) in the form of extracts of the caralluma species of plants
or otherwise, either singly or as mixtures thereof, said pregnane glycoside(s) optionally including
the saponin glycoside(s) and/cr the bitters of said caralluma species and being optionally supplemented
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by one or more additional iherapeutival, nutraceutical or nutritional compenents, substantially as

hereindescribed.

261. The pharmaceutical compositions comprising the pregnane glycoside(s)(PG) in the form of exiracts of
the caralluma species of plants or otherwise, either singly or as mixtures thereof, 'for use in the
treatmeni/management of various symptoms/disorders in subjects and in the alteration/improvement/

- regulation of physiological and other parameters/conditions/functions of subjects, and in the methods
of said treatment/management or of said alteration/improvement/regulation, substantially as
hereindescribed, said pregnane glycoside(s) optionally including the saponin glycoside(s) and/or the
bitters of said caralluma species and being optionally supplemented by one or mére additional
therapeutical, nutraceutical or nutritional components.

262. The processes of admixture for making the pharmz’;ceuﬁcal compositions comprising the pregnane
glycoside(s)(PG) in the form of extracts of the caralluma species of planis or otherwise, either singly or -
as mixtures thereof, for use in the treatment/management of various symptoms/disorders in subjects
and in the alteration/improvement/rc gulation of physiological and other parameters/conditions/
fanctions of subjects, and in ihe methods of said téeaﬂnent/management cr of said alteration/

improvement/regulation, §ubstantiaﬂy as hereindescribed, said pregnane glycoside(s) opﬁonaliy‘
inclading the saponin glyéoside(s) and/or the bitters of said caralluma species and being optionally
supplemented by one or mre additional therapeutical, nutraceutical or muritional components.
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