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Description

FIELD OF INVENTION

[0001] The present invention refers to pharmaceutical compositions for the treatment of fibromyalgia, rheumatoid
arthritis, systemic lupus erythematosus and diseases autoimmunedisorders associatedwith pain and inflammation of the
musclesand joints,moreparticularly to apharmaceutical formulationobtained fromnatural plant extracts for the treatment
of fibromyalgia and autoimmune diseases associated with pain and inflammation of the muscles and the joints as well as
the method of obtaining said composition.

BACKGROUND

[0002] Autoimmune diseases are disorders in which the immune system attacks the body, they are very complex
diseases and their causes are multiple, they can be associated with environmental and genetic conditions. They are
presented in about 5%of thepopulationand if theyarenot detectedand treated in time, they canseriously compromise the
health of those who suffer from them, with loss of quality of life and high costs for health services. The diseases
Autoimmune diseases are part of a group known as non-chronic diseases. communicable and the most common are
rheumatoid arthritis and lupus erythematosus systemic, where one of its most common and important episodes is pain
associated with inflammatory processes of muscles and joints. For its part, fibromyalgia is one of the most common
rheumatological diseases. frequentwithmanifestations of pain; of unknowncauseanddifficult to diagnose. There is some
evidence about this diseasemechanisms that can lead to fibromyalgia, the data suggest that the symptomsof the disease
are probably caused by a central alteration, at the cerebral level, of sensitivity to pain, rather than by a dysfunction in the
peripheral tissuesof the body. Thesemismatchesmake thepatient experiences great pain in the tissues,with noapparent
damage in them. It is also recognized that psychological factors have a great influence on the symptoms of fibromyalgia
and associated problems, although they are not considered within the common mental disorders.
[0003] Recent research has found a close relationship between predisposition to this disease as a result of factors such
as an accident, a trauma, surgery, exposure to toxic substances or viral infections, also with altered levels of certain
substances in the body as serotonin, tryptophan, substance P, glutamic acid, which They intervene in neurochemical
processes, producing greater susceptibility to pain.Researchers havealso recognized that theymaybe factors triggers of
fibromyalgia chronic infections, viral infections, inflammatory processes, or muscle diseases. It has recently been
discovered a retrovirus, XMRV, which could be involved in the appearance of the fibromyalgia.
[0004] More recent studieshaveshown that patientswith fibromyalgiahavealterations in thenociceptivesystem, that is,
in the structures of the nervous systems that regulate the perception and response to pain, this system also aims to detect
any possible threat or damage that occurs in the body, in its normal functioning and in its relationshipwith the environment.
Therefore, this system is responsible for the detection and analysis of all those potentially noxious stimuli. Another recent
finding is that70%ofnervefibersof typeC, responsible for conducting thepainful stimulus fromPeripheral tissuesup to the
spinal cord are injured in most these patients with fibromyalgia, concluding that this factor could be considered key to
explaining pain and other sensory symptoms, as well as mechanisms of induction and maintenance of the disease.
[0005] To date there is no specific drug, effectively recognized for the treatment of this ailment, only treatments with
analgesicsor classic anti-inflammatoriesor painmodulatingdrugsare incorporated; antidepressants andanticonvulsants
are also applied mainly, with the goal of improving sleep, fatigue, depression, muscle spasms, and pain presented to the
patient. In this regard, for example, the FDA has proposed for the treatment of this condition, Pregablin, used for the
treatment of neuropathy, which has been shown to reduce pain and improve function in people with fibromyalgia. The
substance Duloxetine, another antidepressant that is commonly used to treat fibromyalgia.
[0006] More recently and since the decriminalization of its use and consumption for therapeutic, the application of
medical cannabis is strongly valued to combat chronic pain in different types of ailments, including fibromyalgia Some
statistics report that between30and40%of peoplewith fibromyalgia should stopworkingand this is aworrying factor from
the point of view of point of view of health and evenmore so when it is estimated that most of the People with fibromyalgia
will be hospitalized at least once every 3 years, which indicating that it is a serious problem for public health systems.
According to statistics, for example 3.7millionAmericans, approximately 1 of every 73 people have fibromyalgia.Of these
people, between 80 and 90%, approximately 1 in 50 people are women according to statistics published in 2018 by the
AmericanCollege of Rheumatology, thismakes it the secondmost common ailment of themusculoskeletal systemwhere
osteoarthritis ranks first. It is recognized that women of childbearing age are mainly affected by fibromyalgia. In fact, it is
claimed that between 80 to 90% of those diagnosed with fibromyalgia are women. It is recognized that most of these
womenhavea familymemberwith fibromyalgia, sosuchasother rheumatic conditions, suchas rheumatoidarthritis, lupus
systemic erythematosus, ankylosing spondylitis.
[0007] Some boys and men are also known to be affected with this ailment, even in the case of children are often
diagnosedmistakenly despite havinggrowingpains or problemswith behavior and ineffective treatments are applied. The
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symptoms of fibromyalgia are often difficult to diagnose because they are like symptoms of other disorders, such as
chronic fatigue. other reasons formisdiagnosis is basedon the fact that there is currentlyno tests for fibromyalgia, although
research is being carried out for this; to Fibromyalgia is often not accepted as a legitimate disorder by some doctors and in
others the symptoms confuse it with depression. The most common symptoms identified in patients with fibromyalgia
disable them occupationally, for example according to statistics from the American College of Rheumatology are the
following:

• 90% of people have sensitivity in the jaw or face.
• 50% of people are sensitive to smells, noise, bright lights, medicines and various foods.
• 50% of people with fibromyalgia also suffer from headaches or migraines.
• 83% of people with fibromyalgia suffer from emotional distress.
• 80% of people with fibromyalgia do not handle changes well climatic.
• 79% of people with fibromyalgia have trouble sleeping.
• 70% of people with fibromyalgia cannot perform an activity strenuous.
• 50% of people with fibromyalgia are physically inactive.
• People with fibromyalgia are 3.4 times more likely to have of major depression.

[0008] So far, no drug has been shown to be effective enough to treat fibromyalgia. The drugs anti-inflammatories, such
as nonsteroidal anti-inflammatory drugs (NSAIDs), are not effective for fibromyalgia in most cases and are generally at
high risk of gastrolesivity, and antidepressant medications are often prescribed, but they also have side effects. Some
popular home remedies fromnatural plants are recognized for relieve some symptoms, includingDandelion, which is said
to help strengthen the connective tissue and reduce pain and for this it is recommended to take it in infusion twice a day for
four to six weeks. They also suggest the blueberry and radish smoothie for its antioxidant properties for patients with
fibromyalgia.Turmeric is also recommended for havingpropertiesmedicinal andantiseptic and it is suggested to consume
powder mixed with milk or water to calm muscle pain and help in the treatment of fibromyalgia.
[0009] Ginger is also known to improve joint mobility and has anti-inflammatory and analgesic properties, so its
consumption is recommended I stop patients with fibromyalgia, for which they suggest consuming dissolved powder in
water and drink this solution twice a day.
[0010] Theplant called horsetail is also recommended, which has properties analgesics, so it is a remedy for pain and is
recognized as a good infusion to treat fibromyalgia, starting from a decoction for 30 minutes of 100 grams of horsetail for
every liter of water and take one or two glasses a day.
[0011] Other treatment alternatives are known in the patent literature for fibromyalgia from medicinal plant extracts,
including the patent US2018344796 from the title Method for treating fibromyalgia published in 2018, where HURSKY
MARGERY teaches a treatment to alleviate the symptoms of fibromyalgia by daily administration of a regimen comprising
a combination of natural ingredients selected fromagroup consistingof turmeric extract, boswellia extract, dandelion root,
grape seed, green tea, a complex of bioflavonoids, acetyl L-carnitine and vitaminB12.Such ingredients are generally safe
for humanconsumption. This patent refers that like theother ingredients, dandelion is aherb that hasbeenusedasasalad
green and in soups, wines, and teas for many years. Dandelion root contains chemicals that decrease swelling and
inflammation. As such, the daily regimen of the present the inventionmay include the administration of 1500mg of ground
dandelion root.
[0012] In patent WO8808711 under the title Pharmaceutical substance, published in 1988, BADMAJEW VLADIMIR
shows a pharmaceutical composition composed exclusively by vegetable components that is suitable for the treatment of
abdominal pain in particular in women, for example, of the syndrome premenstrual This pharmaceutical substance is
composed of the following substances dehydrated and compressed in powder form: Trichosantes palmata (radix), of the
Cucurbitaceae family; Polygonum aviculare (herba), of the Polygonaceae family; Tribulus terrestris (radix), from the
Zygophylae family, Taraxacum officinale (radix), from the Compositae family.
[0013] In patent ES2395418 entitled: "Compositions for herbal teas, enriched with dried herbal extracts", published in
2005, MERCATI VALENTINO teaches compositions for herbal teas, which have awide stability capacity for storage; This
composition includes at least one plant material for conventional herbal teas, and one of the following mixtures of dry
extracts, obtained by lyophilization techniques and in form of a water-dispensable granule as dry extract of cohosh root
black inapercentageof50%+dryextract of passionflower inapercentage50%;dryextract of broomroots inapercentage
of 21.8% + extract dry red vine leaves in a percentage of 31.3% + mint powder in a percentage of 46.9%; dry extract of
dandelion roots in a percentage of 68% + dry extract of milk thistle seeds in a percentage of 10% +dry extract of java tea
leaves in a percentage of 22%; dry extract of 80% chamomile flowers + powdered lemon balm leaves in a percentage of
20%.
[0014] US-A‑2018/0344796disclosesa regiment for treatingfibromyalgia comprisingdaily administrationof at least five
ingredients, each of said ingredients selected from a group consisting of: turmeric extract, boswellia extract, dandelion
root, grape seed extract, green tea, a bioflavonoid complex, acetyl L-carnitine, and vitamin B12. It requires 5 ingredients
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selected from a group of 8 components. Out of these components, only one, i.e., dandelion, is in common with the
ingredients of the composition of the invention, wherein the latter requires the "natural active ingredients" to be "in the form
of lyophilized powders of aqueous extracts". Arthritis rheumatoid, lupus erythematosus, and autoimmune diseases
associated with pain and inflammation are not mentioned.
[0015] CN-A‑110090 284 refers to a traditional Chinesemedicine compositionwithmore than 50 different components,
wherein only 2 of 6 components are in common with the ingredients of the composition of the invention. Natural active
ingredientswhichare in the formof lyophilizedpowders of aqueousextracts arenotmentioned.Arthritis rheumatoid, lupus
erythematosus, and autoimmune diseases associated with pain and inflammation are not cited.
[0016] CN-A‑104 996 991 refers to a lupus erythematosus medical science formula food with more than 50 different
components,wherein only 3of 6 componentsare in commonwith the compositionof thepresent invention.Fibromyalgia is
not mentioned.
[0017] CN-B‑104 146 267 refers to edible and medicinal herbs class formula and food technology field requiring more
than 50 different components, wherein only 3 of 6 components are in common with the composition of the present
invention. Fibromyalgia and rheumatoid arthritis are not mentioned.
[0018] CN-B‑103 585 589 refers to a medicine for chronic rheumatoid arthritis requiring 30 different components,
wherein only 3 of 6 components are in common with the composition of present invention. In addition, natural active
ingredients in the form of lyophilized powders of aqueous extracts are not mentioned. Fibromyalgia and lupus erythe-
matosus are not cited.
[0019] CN-A‑101 675 967 refers to a medicine for the treatment of lupus erythematosus requiring 13 different
components, wherein only 2 of 6 components are in common with the composition of present invention. In addition,
natural active ingredients in the form of lyophilized powders of aqueous extracts are not disclosed. Fibromyalgia, arthritis
rheumatoid and autoimmune diseases associated with pain and inflammation are not cited.
[0020] GALLO LOREANA ET AL. in Chemical Engineering Research and Design, Elsevier, Vol. 104, pp. 681‑694,
entitled "A comparative study of spray-dried medicinal plant aqueous extracts. Drying performance and product quality",
disclosespraydryingas thepreferredmethod,while freezedrying is citedasoneof several options.No information isgiven
that freeze-dried ingredientswould be beneficial in treatments. Specifically, the claimed treatments, aswell as the specific
natural active ingredients required according to the present invention, are not disclosed.
[0021] EROGLU EMRAH ETAL. In Journal of food processing and preservation, Vol. 42, No 6, page e13643, entitled
"Optimization of aqueous extraction and spray drying conditions for efficient processing of hibiscus blended rosehip tea
powder", disclose optimization of aqueous extraction and spray drying conditions for efficient processing of hibiscus
blended rosehip tea powder. Freeze drying, the claimed treatments, as well as the specific natural active ingredients
required, are not mentioned.
[0022] US-B‑6 541 045 refers to - among others - the treatment of rheumatioid arthritis and lupus erythematosus but is
silent about fibromyalgia and autoimmune diseases associated with pain and inflammation. Natural active ingredients
which are in the form of lyophilized powders of aqueous extracts are not cited. Suitable compositions for combating
inflammation contain 16 different components, wherein only 2 of 6 components are in commonwith the composition of the
present invention.
[0023] BAHARE SALEHI ET AL. in Iranian Journal of Pharmaceutical Research, 2019‑01‑01, pp. 68‑89, entitled
"Dioscorea Plants: A Genus Rich in Vital Nutrapharmaceuticals - A Review" disclose dioscorea trifid to have anti-
inflammatory activity, and anti-arthritic effects are attributed to dioscorea zingiberensis, wherein the plant extracts are
alcoholic extracts. Aqueous extracts of natural active ingredients in the formof lyophilized powers, aswell as fibromyalgia,
lupus erythematosus and diseases associated with pain and inflammation are not disclosed.

DESCRIPTION OF THE INVENTION

[0024] The present invention aims to develop formulations from natural extracts from different plants as active
ingredients for the treatment of fibromyalgia, rheumatoid arthritis, systemic lupus erythematosus and autoimmune
diseases associated with pain and inflammation of the muscles and the joints. More particularly, the present invention
has as its object the formulation of different pharmaceutical forms such as capsules, tea, drinkable ampoules and
ampoules of injectable solution, comprising Dandelion powder extracts (Taraxacum officinale), Watermelon (Citrullus
lanatus), Mapuey or white yam, (Dioscorea trifid), licorice (Glycyrrhiza glabra), tomato (Solanum lycopersicum) and bay
leaves (Laurus nobilis), together with preservatives for treatment of patients suffering from fibromyalgia and autoimmune
diseases such as rheumatoid arthritis and systemic lupus erythematosus associated with pain and inflammation of the
muscles and joints, surprisingly obtaining a remarkable improvement of the patients affected with these diseases, in
treatment periods ranging from 1 to 7 days; after applying the regimen of administration; It has been found that the
improvement process is integral and significant in the symptomatology of the patient affected with fibromyalgia and
autoimmune diseases.
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DETAILED DESCRIPTION OF THE INVENTION

[0025] The qualitative and quantitative composition by weight of the active ingredients, solvents and preservatives that
are proposed in this formulation as well as their function within the composition is as follows:

Freeze-dried extract of Dandelion 10%‑ 50% Active Ingredient
Watermelon Extract 10%‑30% Active Ingredient
Mapuey Extract 4%‑ 15% Active Ingredient
Liquorice Extract 4%‑ 7% Active Ingredient
Tomato Extract 1%‑ 3% Active Ingredient
Laurel Extract 1%‑ 5% Active Ingredient
Sodium Benzoate Extract 0.25% Preservative
Potassium Sorbate Extract 0.25% Preservative
Treated Water (optionally) 15%‑19.5% Solvent

Procedure for making capsules:

[0026] The procedure developed for the manufacture of capsules consists of several stages that first go through a
classification and selection phase, then proceed tomixwith heat between 30 and 40°C, then lead to aqueous extraction of
the active ingredients at temperatures of 90 to 96 °Cwith stirring every fiveminutes, later this extract is filtered and add the
persevantes salts and proceed immediately to the spraying by dried in a Spray Dryer ADL 311, then the powder thus
obtained is taken to the encapsulation process in hard gelatin capsules.
[0027] The procedure for preparing these capsules includes several stages:

1. In the first stage of the process, the different rawmaterials are prepared,which entails the inspection, classification,
and approval of the raw material to be used in the production of the final product, which will reach a final product in
powder form which is introduced into hard gelatin capsules.

2.After the rawmaterialshavebeenapproved in the receivingareaof rawmaterials, theygo to thepre-productionarea
where they are prepared for entry into the production area, it is in this area where they are removed the shell to those
rawmaterials that require it, aswell as the seeds, they are cleanedand rinsedwith treatedwater coming from theplant
of treatment.

3. As the raw materials leave this area, they enter the production area where enter a stainless-steel mixer with
temperature control, which is fedwith steam fromapyro-tubular boiler, which allows achieving the temperature rise in
it. In thismixerweaddall the rawmaterials of the formulaminus thepreservatives, because thesemust bebeadded in
the final stage of the process at a temperature of 30oC to 40oC to prevent its degradation by temperature and then
damage the product through weather.
In this mixer the different raw materials all mixed inside the same, they are subjected to a temperature of 96oC
(205oF), followed by periods of agitation every 5 minutes, this with the aim that at that temperature the water can
absorb the properties and nutrients of each of the rawmaterials present in the mixer, this will allow us to obtain a well
charged liquid, rich of all the properties from the herbs, fruits and rawmaterials that were subjected in this part of the
production process.

4. The resulting liquid that comes out of themixer now goes to another piece of equipment called pressure filter, it is in
this equipment where even the smallest particle is separated solid that may be mixed with the liquid extract, the
objective in this part of the process is to obtain a liquid freeof solid particles. In this stageWewill take theopportunity to
add the Preservatives.

5. Thealreadyfiltered liquid is passed toapulverizingequipment or dryer by sprayingof theSprayDryerADL311 type,
at this stage of the process what is achieve is that the liquid from the pressure filter turns into dust. The feed of the
concentrated and filtered liquid is fed by means of a pump peristaltic with silicone hose, this spray equipment has a
temperaturesystem, spraysystemat the tipof thenozzleoutlet, blower, heater, suctionfilter andexhaust filter, through
the which performs the drying and subsequent spraying of the liquid, managing to convert it into dust.

6. Dust obtained from Spray equipment now passes through to a Machine Encapsulator NJP 1200D, which is an
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automatic machine that allows encapsulate the powder product in Gelatin Capsules, which can be Capsules of #0
Gelatin, for example in Red/Black #0 hard gelatin capsules, from the company ACG Associated Capsules Pvt Ltd.

7. Once the product is encapsulated, these capsules are now going to pass through a piece of equipment called SP-
G100 Capsule Packing Machine, the goal to be achieved in this equipment is to place the capsules in the final
packaging, which will serve as vehicle to deliver the product to the final consumer.
The capsules thus obtained according to the process described have a stability 2-year storage environment.

Example 1.

[0028] With the capsules obtained according to example 1, theywere subjected to treatment of patients diagnosedwith
fibromyalgia, rheumatoid arthritis and lupus erythematosus systemic and autoimmune diseases associatedwith pain and
inflammation of muscles and joints for a period of one month with a dosage of two capsules a day with a composition of
ingredients of:

Lion Teeth 40%
Watermelon 27.5%
Mapuey 15%
Licorice 7%
Tomato 5%
Bay 5%
Sodium Benzoate 0.25%
Potassium sorbate 0.25%

Procedure for making tea bags:

[0029] The homogeneous powder obtained according to steps 1 to 5 described in the procedure for obtaining the
capsules is now packed in bags or sacks of porous paper, silk or nylon, similar to those used in tea bags or similar from
which an infusion is prepared with hot water useful in the treatment of fibromyalgia and autoimmune diseases.
[0030] The bags thus obtained according to the described process have an ambient stability 2-year storage.

Example 2.

[0031] Patients diagnosed with fibromyalgia, arthritis rheumatoid and systemic lupus erythematosus and associated
autoimmune diseases with pain and swelling of the muscles and joints for a period of a month with a dosage of four to six
cups of tea per day, with a composition of ingredients per bag:

Lion Teeth 50%
Watermelon 29.5%
Mapuey 8%
Licorice 7%
Tomato 3%
Bay 2%
Sodium Benzoate 0.25%
Potassium sorbate 0.25%

Procedure for the preparation of a bag of drinkable ampoules:

[0032] The procedure for the preparation of drinkable ampoules consists of the following Steps:

1. In the first stage of the process, the different rawmaterials are received in the plant, whichwill go through a process
of inspection, classification, and approval to be used in the production of our final product, which will be ampoules
drinkable.

2.After the rawmaterialshavebeenapproved in the receivingareaof rawmaterials, theygo to thepre-productionarea
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where they are prepared for entry into the production area, it is in this area where they are removed the shell to those
rawmaterials that require it, aswell as the seeds, they are cleanedand rinsedwith treatedwater coming from theplant
of treatment.

3. As the raw materials leave this area, they enter the production area where the first piece of equipment or unit
operation they enter is a steel mixer stainless steel with temperature control, which is fed with steam, which allows to
achieve the temperature increase in it. in this mixer we add all the raw materials of our formula except the
Preservatives, because these must be added at a temperature of 30oC to 40oC to avoid its degradation due to
high temperatures and that later the product cannot be supplied expected effect on the final product.

4. In this mixer the different raw materials all mixed inside the same, they are subjected to a temperature of 96oC
(205oF), followed by periods of agitation every 5 minutes, this with the aim that at that temperature the water can
absorb the properties and nutrients of each of the rawmaterials present in the mixer, this will allow us to obtain a well
charged liquid, rich of all the properties from the herbs, fruits and rawmaterials that were subjected in this part of our
production process.

5. The resulting solution that comes out of themixer nowgoes to another piece of equipment called pressure filter, it is
in this equipment that even the smallest particle is separated solid that can bemixedwith our solution, the objective in
thispart of theprocess is toobtainasolution freeof solid particles. In this stagewewill take theopportunity toadd those
pending products thatwe did not add in the previous stage due to high temperatures, these areSodiumBenzoate and
Potassium Sorbate.

6. The container chosen to store the final product is the container: Ampoules Specials For Drinkable Solutions.

7. These containers are subjected to an automatic washing process in amachine that provides pressurized water jet,
this water is totally purified.

8.Once thesecontainers leave thewashingprocess, theyenter amachinesterilizationor dryer thatwill be responsible
for sterilizing and drying the containers by the action of high temperatures.

9. Upon leaving the sterilization machine or dryer, these containers enter a SCT Pharma oven, where the depyr-
ogenation processwill be carried out, which is nothingmore than that process that will allow us the total or almost total
reduction of bacterial endotoxins (pyrogens), in other words what we are looking for is to obtain ampoules free of all
microorganisms and undesirable pathogenic substances, this we achieve this through processes that use high
temperatures, such as those that have been previously exposed.

10. The resulting solutionobtained in step5, coming from thefilter,will nowpass to apieceof equipment called theVial
Filling and Sealing Machine, the objective in this step is to dose the filtered solution as quickly as possible into the
ampoule’s drinkable, always taking care not to wet the neck of the blisters. This machine is will later be in charge of
sealing the valves, since it has a system of sealing for this type of blisters.

11. The next stage is the stage called labeling, stage in which the label is placed label to the product including
elementary information such as: Number of Lot, Dosage, Manufacture Date, Expiration Date, etc.

12. In the final stage of our process, we find ourselves storing our finished product, under favorable conditions of
temperature and humidity, characteristic of this type of product. The drinkable ampoules thus obtained according to
the process described have a stability 2-year storage environment.

Example 3.

[0033] Patients diagnosed with fibromyalgia, arthritis rheumatoid, systemic lupus erythematosus and associated
autoimmune diseases with pain and swelling of the muscles and joints, for a period of a month with a dosage of four
to six drinkable ampoules per day, with a composition of ingredients per ampoule of:

Properly Treated Water 19.5%
Dandelion lyophilized extract 30%
Watermelon extract 30%
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(continued)
Mapue extract 8%
Licorice Extract 7%
Tomato Extract 3%
Laurel extract 2%
Sodium Benzoate 0.25%
Potassium sorbate 0.25%

Procedure for the preparation of an intramuscular injectable solution.

[0034] The procedure for the preparation of an intramuscular injectable solution, consists of the following steps:

1. In the first stage of the processwe receive the different rawmaterials in the plant, which will go through a process of
inspection, classification, and approval to be used in the production of our final product, which will be a intramuscular
injectable solution.

2.After the rawmaterialshavebeenapproved in the receivingareaof rawmaterials, theygo to thepre-productionarea
where they are prepared for entry into the production area, it is in this area where they are removed the shell to those
rawmaterials that require it, aswell as the seeds, they are cleanedand rinsedwith treatedwater coming from theplant
of treatment.

3. As the raw materials leave this area, they enter the production area where the first piece of equipment or unit
operation they enter is a steel mixer stainless steel with temperature control, which is fed with steam, which allows to
achieve the temperature increase in it. in thismixerweaddall the rawmaterialsof our formulaexcept thePreservative,
the Lidocaine and Ascorbic Acid, because these must be added to a temperature from 30oC to 40oC to avoid its
degradation due to high temperatures and that later they cannot have the expected effect in the final product.

4. In this mixer the different raw materials all mixed inside the same, they are subjected to a temperature of 96oC
(205oF), followed by periods of agitation every 5 minutes, this with the aim that at that temperature the water can
absorb the properties and nutrients of each of the rawmaterials present in the mixer, this will allow us to obtain a well
charged liquid, rich of all the properties from the herbs, fruits and rawmaterials that were subjected in this part of our
production process.

5. The resulting solution that comes out of themixer nowgoes to another piece of equipment called pressure filter, it is
in this equipment where we are going to separate even the smallest solid particle that can bemixed with our solution,
the objective in this part of the process is to obtain a solution free of solid particles. In this stage we will take the
opportunity to add those pending products that we did not add in the previous stage due to the high temperatures,
these are the Preservative, the Lidocaine and Ascorbic Acid.

6. The container chosen to store the final product is the container: Ampoule of Glass for injectable solutions.

7. Once these containers leave the washing process, they enter until a sterilizationmachine or dryer that will oversee
sterilizing and drying the containers through the action of high temperatures.

8. Upon leaving the sterilization machine or dryer, these containers enter a SCT Pharma oven, where the depyr-
ogenation processwill be carried out, which is nothingmore than that process that will allow us the total or almost total
reduction of bacterial endotoxins (pyrogens), in other words what we are looking for is to obtain ampoules free of all
microorganisms and undesirable pathogenic substances, this we achieve this through processes that use high
temperatures, such as those that have been previously exposed.

9. The resulting solution we got in step 5, coming from the filter, is now will go to a piece of equipment called the Vial
Filling and Sealing Machine, the goal in this step is to dose the filtered solution as quickly as possible into the glass
ampoules, always taking care not to wet the neck of the ampoules. This stage will end with the injection of inert gas.
Thismachinewill handle after sealing thevalves, since it hasasealing system toglass-typeampoules,whichwere the
types of packaging chosen in our process.

10.Oncewehave theglassampoules ready, containing theproduct insideandproperly sealed, theyaresterilized, this
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with the aim of eliminating all possible microorganism or contamination that has remained on the outside of the
container during the process, forwhich sterilization equipment is used called autoclave, the process that is carried out
in this equipment isSterilizationByMoistHeat, inwhich this equipment usessaturatedwater vapor, at apressureof 15
poundswhichallows the chamber to reach a temperature of 121°C, in this equipment the ampouleswill last around 15
minutes crossing the sterilization process.

11. The next stage is the stage called Labeling, stage in which the label is placed label to the product including
elementary information such as: Number of batch, dose, route of administration,manufacturing date, expiration date,
etc.
The ampoules of injectable solution thus obtained according to the described process have ambient storage stability
of 2 years.

Example 4.

[0035] Patients diagnosed with fibromyalgia, arthritis rheumatoid, systemic lupus erythematosus and associated
autoimmune diseases with pain and swelling of the muscles and joints for a period of one month with a dosage of two
to four ampoules of solution for injection intramuscular daily, with a composition of ingredients per ampoule of:

Properly Treated Water 18.01%
Dandelion lyophilized extract 30%
Watermelon extract 30%
Mapue extract 8%
Licorice Extract 7%
Tomato Extract 3%
Laurel extract 2%
Lidocaine 1.8% Anesthetic
Sodium Benzoate 0.17% Intramuscular Preservative
Ascorbic Acid 0.02% 0.02% Antioxidant

[0036] At the end of the treatment period, a high efficacy of these pharmaceuticals’ formswas demonstrated - capsules,
tea, drinkable ampoules and ampoules of injectable solution - in improving the comprehensive picture of patients
diagnosed with fibromyalgia, arthritis rheumatoid, systemic lupus erythematosus and associated autoimmune diseases
with pain and inflammation of muscles and joints headaches and muscular, as well as insomnia and depressive states.
[0037] During the tests, a group of 20 patients were taken and evaluated through of a self-assessment of your condition
before starting theplan andafter 30 days of treatment, for this assessment theywere asked to rate their improvement from
1 to 5 Regarding their situation at the start of treatment, the parameters to be assessed were headaches, muscle aches,
joint pains, insomnia and depression. The following table shows the results of the self-assessment of their improvement
with treatment.
[0038] TableNo. 1Tabulation of the self-assessment of a sample of 20patients in the improvement of his individual state
of fibromyalgia in this case, with the treatment by a month with the capsules object of the present invention, evaluation of
the improvement with a weighting from 1 to 5

Patient Headaches Muscular and joints
pains

Insomnia Depressive states

Before Assessment Before Assessment Before Assessment Before Assessment

1 Yes 4 Yes 5 Yes 5 Yes 4

2 No 0 Yes 5 Yes 5 Yes 4

3 Yes 4 Yes 5 No 0 Yes 4

4 Yes 5 Yes 5 No 0 Yes 4

5 Yes 3 Yes 3 No 0 Yes 5

6 Yes 2 Yes 4 Yes 5 Yes 5

7 Yes 5 Yes 4 Yes 5 Yes 5
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(continued)

Patient Headaches Muscular and joints
pains

Insomnia Depressive states

Before Assessment Before Assessment Before Assessment Before Assessment

8 Yes 5 Yes 4 Yes 5 Yes 5

9 Yes 5 Yes 5 Yes 4 Yes 3

10 Yes 4 Yes 5 Yes 4 Yes 4

11 No 0 Yes 5 Yes 4 Yes 4

12 Yes 4 Yes 5 Yes 4 Yes 4

13 No 0 Yes 3 Yes 4 Yes 5

14 Yes 4 Yes 3 No 0 Yes 5

15 Yes 3 Yes 4 Yes 4 Yes 5

16 Yes 3 Yes 4 Yes 4 No 0

17 Yes 4 Yes 4 No 0 No 0

18 Yes 3 Yes 4 Yes 5 Yes 5

19 Yes 5 Yes 4 Yes 5 Yes 5

20 Yes 5 Yes 4 Yes 5 Yes 5

Rating on
average Or
the improve-
ment

4 4,25 4,53 4,5

[0039] The results obtained from the self-assessment of each patient who underwent the treatment in the fundamental
aspects in which it is manifested diseases such as fibromyalgia, rheumatoid arthritis, systemic lupus erythematosus and
autoimmune diseases associated with pain and inflammation of the muscles and joints in just 30 days of treatment is a
sampleevident that themechanismof actionof theseactive ingredients is not only to theaspectsof relievingpain likeother
medications that are currently applied for the treatment of this disease as is the case of NSAIDs and opioid derivatives. In
the treatment it is verified that the mechanism of action of the quantitative and qualitative combination of active principles
not only acts on the nociceptive system but is also an effective anti-inflammatory. in none of the patients who applied the
treatment manifested collateral negative reactions.

Claims

1. A pharmaceutical composition for the treatment of fibromyalgia, arthritis rheumatoid, systemic lupus erythematosus
andautoimmunediseases associatedwith pain and inflammationof themuscles and joints that haveasnatural active
ingredients in the form of lyophilized powders of aqueous extracts characterized in that it comprises Dandelion
(Taraxacum officinale), Watermelon (Citrullus lanatus), Mapuey or white yam (Dioscorea trifid), Licorice (Glycyrrhiza
glabra), tomato (Solanum lycopersicum) and bay leaves (Laurus nobilis), together with preservatives.

2. The composition of claim 1, characterized by the following relationship of ingredients:

Dandelion lyophilized extract 10%‑ 50%
watermelon extract 10%‑30%
mapuey extract 4%‑ 15%
licorice extract 4%‑ 7%
tomato extract 1%‑ 3%
laurel extract 1%‑ 5%
sodium benzoate extract 0.25%
potassium sorbate extract 0.25%
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(continued)
treated water (optionally) 15%‑19.5%

3. The composition of claim 1, which for oral administration is formulated in hard gelatin capsules, comprising:

Dandelion 40%
watermelon 27.5%
mapuey 15%

licorice 7%
tomato 5%
laurel extract 5%
sodium benzoate 0.25%
potassium sorbate 0.25%

4. The composition of claim 1, that for its administration in the form of tea or infusion is formulated in a bag or sack of
porous paper, silk or nylon to be dissolved in a rate of hot water, comprising:

Dandelion 40%
watermelon 39.5%
mapuey 8%
licorice 7%
tomato 3%
laurel extract 2%
sodium benzoate 0.25%
potassium sorbate 0.25%

5. The composition of claim 1, which for oral administration is formulated in drinkable ampoules, comprising:

properly treated water 19.5%
dandelion lyophilized extract 30%
watermelon extract 30%
mapuey extract 8%
licorice extract 7%
tomato extract 3%
laurel extract 2%
sodium benzoate 0.25%
potassium sorbate 0.25%

6. The composition of claim 1, which for its administration is formulated in intramuscular injectable solution, comprising:

Properly Treated Water 18.01%
Dandelion extract 30%
Watermelon extract 30%
Mapue extract 8%
Licorice Extract 7%
Tomato Extract 3%
Laurel extract 2%
Lidocaine 1.8%
Benzoic Acid 0.17%
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(continued)
Ascorbic Acid 0.02%

7. Composition according to claim 3 for use in the treatment of fibromyalgia, arthritis rheumatoid, systemic lupus
erythematosus and autoimmune diseases associated with pain and inflammation of the muscles and joints, in
particular for oral administration in the form of capsules.

8. Composition according to claim 4 for use in the treatment of fibromyalgia, arthritis rheumatoid, systemic lupus
erythematosus and autoimmune diseases associated with pain and inflammation of the muscles and the joints, in
particular for oral medication in the form of a tea or infusion.

9. Composition according to claim 5 for use in the treatment of fibromyalgia, arthritis rheumatoid, systemic lupus
erythematosus and autoimmune diseases associated with pain and inflammation of the muscles and the joints, in
particular for oral administration in the form of drinkable ampoules.

10. Composition according to claim 6 for use in the treatment of fibromyalgia, arthritis rheumatoid, systemic lupus
erythematosus and autoimmune diseases associated with pain and inflammation of the muscles and joints, in
particular for intramuscular administration.

Patentansprüche

1. Pharmazeutische Zusammensetzung zur Behandlung von Fibromyalgie, rheumatoider Arthritis, systhemischem
Lupus erythematosus und Autoimmunerkrankungen, die mit Schmerzen und Entzündungen der Muskeln und
Gelenke einhergehen, die natürliche wirksame Bestandteile in der Form von lyophylisierten Pulvern von wässrigen
Extrakten aufweisen, dadurch gekennzeichnet, dass sie Löwenzahn (Taraxacum officinale), Wassermelone
(Citrullus lanatus), Yams oder Weißer Yams (Dioscorea triffid), Süßholz (Glycyrrhiza glabra), Tomate (Solanum
lycopersicum) und Echter Lorbeer (Laurus nobilis) zusammen mit Konservierungsmitteln umfasst.

2. Zusammensetzung nach Anspruch 1, gekennzeichnet durch das folgende Verhältnis der Bestandteile:

lyophilisierter Löwenzahnextrakt 10 %‑50 %
Wassermelonenextrakt 10 %‑30 %
Yamsextrakt 4 %‑15 %
Süßholzextrakt 4 %‑7 %
Tomatenextrakt 1 %‑3 %
Lorbeerextrakt 1 %‑5 %
Natriumbenzoatextrakt 0,25 %
Kaliumsorbatextrakt 0,25 %
behandletes Wasser (optioinal) 15 %‑19,5 %.

3. Zusammensetzung nach Anspruch 1, die zur oralen Verabreichung in Hartgelatinekapseln formuliert ist, Folgendes
umfassend:

Löwenzahn 40 %
Wassermelone 27,5 %
Yams 15 %
Süßholz 7 %
Tomate 5 %
Lorbeerextrakt 5 %
Natriumbenzoat 0,25 %
Kaliumsorbat 0,25 %.

4. Zusammensetzung nach Anspruch 1, die zu ihrer Verabreichung in Form von Tee oder Aufguss in einemBeutel oder
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Sack aus porösem Papier, Seide oder Nylon formuliert ist, um in einer Menge heißenWassers aufgelöst zu werden,
Folgendes umfassend:

Löwenzahn 40 %
Wassermelone 39,5 %
Yams 8 %
Süßholz 7 %
Tomate 3 %
Lorbeerextrakt 2 %
Natriumbenzoat 0,25 %
Kaliumsorbat 0,25 %.

5. Zusammensetzung nach Anspruch 1, die zur oralen Verabreichung in Trinkampullen formuliert ist, Folgendes
umfassend:

richtig behandeltes Wasser 19,5 %
lyophilisierter Löwenzahnextrakt 30 %
Wassermelonenextrakt 30 %
Yamsextrakt 8 %
Süßholzextrakt 7 %
Tomatenextrakt 3 %
Lorbeerextrakt 2 %
Natriumbenzoatextrakt 0,25 %
Kaliumsorbatextrakt 0,25 %.

6. Zusammensetzung nach Anspruch 1, die zu ihrer Verabreichung als intramuskulär injizierbare Lösung formuliert ist,
Folgendes umfassend:

richtig behandeltes Wasser 18,01 %
Löwenzahnextrakt 30 %
Wassermelonenextrakt 30 %
Yamsextrakt 8 %
Süßholzextrakt 7 %
Tomatenextrakt 3 %
Lorbeerextrakt 2 %
Lidocain 1,8 %
Benzoesäure 0,17 %
Ascorbinsäure 0,02 %.

7. Zusammensetzung nach Anspruch 3 zur Verwendung bei der Behandlung von Fibromyalgie, rheumatoider Arthritis,
systhemischem Lupus erythematosus und Autoimmunerkrankungen, die mit Schmerzen und Entzündungen der
Muskeln und Gelenke einhergehen, insbesondere zur oralen Verabreichung in Form von Kapseln.

8. Zusammensetzung nach Anspruch 4 zur Verwendung bei der Behandlung von Fibromyalgie, rheumatoider Arthritis,
systhemischem Lupus erythematosus und Autoimmunerkrankungen, die mit Schmerzen und Entzündungen der
Muskeln und Gelenke einhergehen, insbesondere zur oralen Verabreichung in Form eines Tees oder Aufgusses.

9. Zusammensetzung nach Anspruch 5 zur Verwendung bei der Behandlung von Fibromyalgie, rheumatoider Arthritis,
systhemischem Lupus erythematosus und Autoimmunerkrankungen, die mit Schmerzen und Entzündungen der
Muskeln und Gelenke einhergehen, insbesondere zur oralen Verabreichung in Form von Trinkampullen.

10. Zusammensetzung nach Anspruch 6 zur Verwendung bei der Behandlung von Fibromyalgie, rheumatoider Arthritis,
systhemischem Lupus erythematosus und Autoimmunerkrankungen, die mit Schmerzen und Entzündungen der
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Muskeln und Gelenke einhergehen, insbesondere zur intramuskulären Verabreichung.

Revendications

1. Composition pharmaceutique pour le traitement de la fibromyalgie, de la polyarthrite rhumatoïde, du lupus éry-
thémateux systémique et demaladies autoimmunes associées avec la douleur et l’inflammation desmuscles et des
articulations qui ont comme ingrédients actifs naturels sous la forme de poudres lyophilisées d’extraits aqueux
caractérisée en ce qu’elle comprend le pissenlit (Taraxacum officinale), le melon (Citrullus lanatus), le fil blanc
(Dioscorea trifid), le réglisse (Glycyrrhiza glabra), la tomate (Solanum lycopersicum) et les feuilles de baie (Laurus
nobilis) ensemble avec des conservateurs.

2. Composition selon la revendication 1, caractérisée par la relation suivante d’ingrédients :

extrait lyophilisé de pissenlit 10 % à 50 %
extrait de melon 10 % à 30 %
extrait de fil blanc 4 % à 15 %
extrait de réglisse 4 % à 7 %
extrait de tomate 1 % à 3 %
extrait de laurier 1 % à 5 %
extrait de benzoate de sodium 0,25 %
extrait de sorbate de potassium 0,25 %
eau traitée (éventuellement) 15 % à 19,5 %

3. Composition selon la revendication 1, qui pour une administration orale est formulée dans des capsules de gélatine
dure, comprenant :

pissenlit 40 %
melon 27,5 %
fil blanc 15 %
réglisse 7 %
tomate 5 %
extrait de laurier 5 %
benzoate de sodium 0,25 %
sorbate de potassium 0,25 %

4. Composition selon la revendication 1, qui pour son administration sous forme de thé ou d’infusion est formulée dans
un sac ou un sac de papier poreux, de soie ou de nylon à dissoudre dans un taux d’eau chaude, comprenant :

pissenlit 40 %
melon 39,5 %
fil blanc 8 %
réglisse 7 %
tomate 3 %
extrait de laurier 2 %
benzoate de sodium 0,25 %
sorbate de potassium 0,25 %

5. Composition selon la revendication 1, qui pour une administration orale est formulée dans des ampoules buvables,
comprenant :

eau traitée proprement 19,5 %
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(continued)
extrait lyophilisé de pissenlit 30 %
extrait de melon 30 %
extrait de fil blanc 8 %
extrait de réglisse 7 %
extrait de tomate 3 %
extrait de laurier 2 %
benzoate de sodium 0,25 %
sorbate de potassium 0,25 %

6. Composition selon la revendication 1, qui pour son administration est formulée en solution injectable intramusculaire,
comprenant :

eau traitée proprement 18,01 %
extrait de pissenlit 30 %
extrait de melon 30 %
extrait de fil blanc 8 %
extrait de réglisse 7 %
extrait de tomate 3 %
extrait de laurier 2 %
lidocaïne 1,8 %
acide benzoïque 0,17 %
acide ascorbique 0,02 %

7. Composition selon la revendication 3 destinée à être utilisée dans le traitement de la fibromyalgie, de la polyarthrite
rhumatoïde, du lupus érythémateux systémique et de maladies autoimmunes associées avec la douleur et l’in-
flammation des muscles et des articulations, en particulier pour une administration orale sous forme de capsules.

8. Composition selon la revendication 4 destinée à être utilisée dans le traitement de la fibromyalgie, de la polyarthrite
rhumatoïde, du lupus érythémateux systémique et de maladies autoimmunes associées avec la douleur et l’in-
flammation des muscles et des articulations, en particulier pour une médication orale sous forme d’un thé ou d’une
infusion.

9. Composition selon la revendication 5 destinée à être utilisée dans le traitement de la fibromyalgie, de la polyarthrite
rhumatoïde, du lupus érythémateux systémique et de maladies autoimmunes associées avec la douleur et l’in-
flammation des muscles et des articulations, en particulier pour une administration orale sous forme d’ampoules
buvables.

10. Composition selon la revendication 6 destinée à être utilisée dans le traitement de la fibromyalgie, de la polyarthrite
rhumatoïde, du lupus érythémateux systémique et de maladies autoimmunes associées avec la douleur et l’in-
flammation des muscles et des articulations, en particulier pour une administration intramusculaire.
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