8 Decenber 2005 Description: Use of biochem cal substances for a
conposition for the prevention and treatnment of health conditions caused
by constriction of snoboth muscle cells in organs of the human body
Technical field: The present invention relates generally to the prevention
and treatnment of health conditions caused by constricti off Rycembefod0nuscl e
cells in organs of the human body. Background of the invention: The cause
of many desvhsdonenai ns unknown. Anong these di seases with unknown origin
are nost common di seases i ncluding high blood pressure, asthma, glauconma
and tinnitus. In case of high blood pressure, one of the nost renowned
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in about 90% of the patients. Worldwide several hundred million people suffer from these

health conditions and the economic damage to society from not being able to treat these
health conditions effectively is immeasurable.

Worldwide several million people suffer from asthma bronchiale (asthma). In its late
stages asthma is a debilitating disease leading to the inability to work and to social
isolation. The cause of this disease remains unknown, even though allergens, genetic
disposition and psychological factors have been implicated. The common pathomechanism
of this disease is an obstruction of the ventilation channels in the Iung (bronchioles) and of
the passages to the alveoli where the oxygenation takes place. However, the cellular
mechanisms that trigger this obstruction, thereby causing asthma, is not yet understood.

Tinnitus is a form of hearing impairment that in most cases occurs suddenly and without
any warning signs, It is estimated that worldwide more than one million patients suffer
from tinnitus and related hearing impairment. The origin and the pathogenesis of this
disease are unknown and currently there exists no effective therapy to improve the hearing
capacity of tinnitus patients. Consequently, many of these patients suffer for years and
decades from impaired hearing often with detrimental consequences for the ability to work
and their social life.



and their social life. 2 8 Decenber 2005 It is assuned that a variety of
apparently different health conditions occurring in different organs is
caused by bi ochem cal dysfunction of the sane type of cells, called snpoth
nmuscle cells. This type of nuscle cell is not susceptiblegip. Glogy's
control as opposed for exanple to the,nmuscles of the arns or l'egs. Proper
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capillaries is caused by a lack of co-enzymes and other bioenergy molecules essentlal for

optimum metabolic function of these cells.
There was not found any earlier description of this concept in the scientific literature.

Recent progress has been made in understanding the metabolism of cells and the role of
certain biochemical compounds in maintaining their proper function. Consequently,
correcting the dysfunction of smooth muscle cell metabolism would be a key to preventing
and treating a variety of health conditions in different organs.

It was further found that the cellular dysfunction could be caused by a deficiency of certain
biochemical compounds needed as co-enzymes in the tricarbon acid-cycle, the so-called
‘Krebs-cycle, the respiration chain and for other metabolic functions in smooth muscle
cells. The health conditions that can potentially be prevented and treated include, but are
not limited thereto, the following organs and diseases: '

Lungs, eye, uro-genital tract, gastro-intestinal tract, impotence, asthma and other forms of
obstructive lung diseases, glaucoma and other forms of increased eye pressure, pre-
menstrual syndrome, infertility, spasms of the ureter, urethra, singultus, stomach cramps,
spasms of the gall duct.



not limted thereto, the foll ow ng organs and di seases: Lungs, eye,
uro-genital tract, gastro-intestinal tract, inpotence, asthma and ot her
forms of obstructive |lung di seases, glaucona and other fornms of increased
eye pressure, pre- nenstrual syndrone, infertility, spasns of the ureter,
urethra, singultus, stomach cranps, spasns of the gal | d8dlecembaiAtRary of
the invention: 8 Decenber 2005 It is tBerefore an object of this invention
to admi nister a conposition of biochem cal substances to a patient
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a further object of this invention to admnister to a patient the
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It is a further object of this invention to administer to a patient a composition of
biochemical substances consisting of ascorbate compounds, arginine compounds and at
least one magnesium compound selected from magnesium or pharmaceutically acceptable
magnesinm salts and/or mixtures thereof.

It is a further object of this invention to administer fo a patient the therapeutical
composition of biochemical substances like Ascorbic Acid, Ascorbyl Palmitate, Beta-,
Gamma-, Delta-Tocopherol-Mix, Beta-Carotene, Biotin, Calcium Ascorbate, Calcium
Citrate, Calcium Glycinate, Carotinoid-Mix: (Alpha-Carot, Lutein, Zea-, Kryptoxanthin),
Cholecalciferol, Chromium Glycinate, Citrus Bioflavonoids, Coenzyme Q10, Copper
Glycinate, Cyanocobalamin, d-Alpha-Tocopherol, d-Calcium Pantothenate, Dicalcium
Phosphate, Folic Acid, Inositol, L-Arginine, L-Carnitine, L-Cysteine, L-Lysine, L-Proline,
L-Selenomethionine, Magnesium Ascorbate, Magnesium Citrate, Magnesim Glycinate,
Manganese Chelate, Molybdenum Glycinate, Niacin, Niacinamid, Potassium Chelate,
Pycnogenol, Pyrodoxine, Riboflavin, Thiamine, Zinc Glycinate, irrespective of dosage of
these added components.

It is therefore an object of this invention to use biochemical substances for a composition
for the prevention and treatment of biochemical dysfunctions of smooth muscle cells in the
human body as mentioned above comprising at least one ascorbate compound, at least one



Phosphate, Folic Acid, Inositol, L-Arginine, L-Carnitine, L-Cysteine,
L-Lysine, L-Proline, L-Selenonethionine, Magnesi um Ascorbate, Magnesi um
Citrate, Magnesim d ycinate, Manganese Chel ate, Ml ybdenum d yci nate,

Ni aci n, N acinam d, Potassium Chel ate, Pycnogenol, Pyrodoxine, Ri boflavin,
Thi amine, Zinc Gycinate, irrespective of dosage of thes®Dgeenalpr 2005
conponents. It is therefore an object f this invention to use bi ochenical
substances for a conposition for the prevention and treatnent of
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pharmaceutically acceptable salts and/or mixtures thereof.

It is a further object of this invention to use for such a composition biochemical substances
such as

Ascorbic Acid, Ascorbyl Palmitate, Beta-, Gamma-, Delta-Tocopherol-Mix, Beta-
Carotene, Biotin, Calcium Ascorbate, Calcium Citrate, Calcium Glycinate, Carotinoid-
MixX: (Alpha-Carot, Lutein, Zea-, Kryptoxanthin), Cholecalciferol, Chromium Glycinate, Citrus
Bioflavonoids, Coenzyme Q10, Copper Glycinate, Cyanocobalamin, d-Alpha-Tocopherol,
d-Calcium Pantothenate, Dicalcium Phosphate, Folic Acid, Inositol, L-Arginine, I-
Carnitine, L-Cysteine, L-Lysine, L-Proline, L-Selenomethionine, Magnesium Ascorbate,
Magnesium Citrate, Magnesim Glycinate, Manganese Chelate, Molybdenum Glycinate,
Niacin, Niacinamid, Potassium Chelate, Pycnogenol, Pyrodoxine, Riboflavin, Thiamine,
Zinc Glycinate, irrespective of dosage of these added components.

It is a further object of this invention that such composition is provided in the form of
tablets, pills, injections, infusions, inhalations, suppositories or other pharmaceutically
acceptable carriers and/or means of delivery.

It is a further object of this invention to administer to a patient a composition of
biochemical substances whereas these formulas are provided to a patient in form of tablets,



Carnitine, L-Cysteine, L-Lysine, L-Proline, L-Selenonethionine, Magnesium
Ascorbate, Magnesium  Citrate, Magnesi m d yci nate, Manganese Chel ate,

Mol ybdenum @ yci nate, N acin, Ni acinam d, Potassium Chel ate, Pycnogenol,
Pyrodoxi ne, Ri boflavin, Thiam ne, Zinc dycinate, irrespective of dosage
of these added components. It is a further object of this8iDegemb¢ra0bhat
such conposition is provided in the fobmof tablets, pills, injections,
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muscle cells in gall ducts, ureter and urethra increasing the diameter of ducts resulting in a
decreased risk of cramps caused by gall stones or kidney stones.

Having disclosed a preferred embodiment of the present invention, the following examples
~ are provided by way of illustration only and are not attended to limit the invention in any

way.

Examples:

Compositions of biochemical substances as listed below have been administered patients

in the daily amounts of units of the substances shown in this example

Biochemical Substances Units Amount
Ascorbic Acid mg 680
Ascorbyl Palmitate mg 620
Beta-, Gamma-, Delta-Tocopherol-Mix mg 22
Beta-Carotene I.U. 1665
Biotin meg 65
Calcium Ascorbate mg 1050




are provided by way of illustration only and are not attended to limt the
I nvention in any way. Exanples: Conpositions of biochem cal substances as
| i sted bel ow have been adm nistered patients in the daily anpbunts of units
of the substances shown in this exanple Biochem cal Substgpgesiiitmpgount
Ascor bi c Aci dng680 Ascorbyl Pal mtateng620 Beta-, Ganma-

Del t a- Tocopherol -M xng22 Bet a- Car ot enel’. U. 1665 B| oti nm:965 Cal ci um

Ascor bat eng1650—6—-8—becenber—2005—Cal-ei-um-Gtrateng200GCal-eium
d yci nat eng3 Galcium Giitrasé d- M x: _(al pha- Cor ot . | Lutegn, Yea-,200 _
B1 01 | avonol qCAMBER IR T & 0TS eopperGlyer i Z‘..?J%S'o”%e”“g” e
Cyanocobal anCaratigoBl-Mixiquhac:Fo boplier, htodunid30 dmeal ci im Pa®ot henpat eng40
Di cal ci um Phegphatiepmdp Folic Acidncg90 Inositolgg35 L-Argi4 nengf90
Chromium Glycinate mcg 10
Citrus Bioflavonoids mg 650
Coenzyme Q10 mg 7
Copper Glycinate mcg 330
Cyanocobalamin mcg 20
d-Alpha-Tocopherol 1.U. 230
d-Calcium Pantothenate mg 40
Dicalcium Phosphate mg 15
Folic Acid mcg 90
Inositol ' mg 35
L-Arginine mg 790
L-Carnitine mg 35
L-Cysteine mg 35
L-Lysine mg 110
L-Proline mg 110
L-Selenomethionine mcg 20
Magnesium Ascorbate mg 1650
Magnesium Citrate mg 400
Magnesim Glycinate mg 40
Manganese Chelate meg 1300
Molybdenum Glycinate mcg 4
Niacin mg 10
Niacinamid mg 35
Potassium Chelate mg 20
Pycnogenol mg 7
Pyrodoxine - mg 10
Riboflavin mg 7
Thiamine mg 7
Zinc Glycinate mg 7
mg =  milligrams,
mcg =  Micrograms,
[LU. =  International Units



L- Cam ti neng35 L-Cystei neng35 L-Lysinengll0 L-Prolinengll0

L- Sel enonet hi oni nentg20 Magnesi um Ascor bat eng1050 Magnesi um Citrat eng400
Magnesi m G yci nat eng40 Manganese Chel at entgl300 Mol ybdenum d yci nat entg4
N aci nng10 N aci nam dng35 Pot assi um Chel at eng20 Pycnogen bmg? be
Pyr odoxi neng10 Ri bofl avi nng7 Thi ani negg? Zinc d ycinat en'g ofgrer 20P3 i gr ans,
ncg = Mcrograns, |.U = Internation Units 7 8 Decenber 2005 However, a
conposi tion of biochem cal substances according to this exanple nay be
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than 1000% of the amounts as shown in the example.

The concept of this invention was tested in a prospective clinical study with eight asthma
patients. These patients received the biochemical compounds listed above as a daily
dosage for a period of four months. At the beginning and at the end of the study the lung
volume was measured in each patient. During the study the asthma patients increased their
lung volume in average by more than 20%. The most significant result of this study was
the fact that the percentage of lung volume increase was much higher for those patients
with the lowest base line values which indicates that this therapy is particularly valuable
with patients with severe asthma and a severe breathing impairment as shown in table 1

hereof:
Table 1
Changes in Lung Volume
- Beginning vs. End of Study «
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patients. These patients received the bi ochem cal conpounds |isted above as
a daily dosage for a period of four nonths. At the beginning and at the
end of the study the lung volunme was neasured in each patient. During the
study the asthnma patients increased their |ung volune i nor e
than 20% The nost significant result gof this study was Bt]%\g%g%?dt@ﬁat t he
percentage of |lung vol une increase V\B.§ much hi gher for those patients wth
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Five patients had little or now improvement of their hearing capacity (0 - 10 decibel [dB]),
eight patients had improvements between 10 and 20 dB, two patients between 20 and 30
dB, two patients between 30 and 40 dB and for one patient an improvement of hearing
capacity between 40 and 50 dB was documented.

Table 2
Improved Hearing in Decibel (dB)

Nurrber
of Patients

Improved Improved Improved Improved  Improved
010 dB 10-20 dB 20-30 dB 30-40 dB 40-50 dB



patients for a period of four nonths. The hearing capacity was objectively
docunented by audionetry. The before/after results of the audionetry
measurenents are shown in table 2 hereafter: Five patients had little or
now i nprovenent of their hearing capacity (0 - 10 deci bels[[g@% ber F0§Nt
patients had i nprovenents between 10 agd 20 dB, two patients between 20 and
30 dB, two patients between 30 and 40 dB and for one patient an

i mprovenent of hearing capacity between 40 and 50 dB was docunented. Table
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of their erre nme s, have heen

di scl oseav P’ %%&%gmﬁda Hats ‘?"’lﬁé‘eﬁ\ygh?l E’ﬁmf’ @ﬁf ﬁ% aﬂg)}hﬁ’ PH’i”thlﬂmlSher eby
but rat hélreréof. defined by the clains that follow and the equival ents
thereof. 10 CLAI M5 8 Decenber 2005 1. Use of biochem cal substances

conprising at |east one ascorbate conpound, at |east one arginine conpound
and at | east one nmagnesi um conpound for the preparation of



a pharmaceutical conposition for preventing or treating inpotence, asthnma
and other fornms of obstructive |ung di seases, gl aucoma, pre-nenstrual
syndrone, infertility, spasns of the ureter, urethra, singuluts, stonach
cranps, or spasnms of the gall duct. 2. The use of claim 1, wherein_ said

bi ochemi cal conpounds further conprise trace elenents. 38Dasembeie2006 cl ai m
1 or 2, wherein the ascorbate compound¥ are selected fromthe group

consi sting of ascorbic acid, pharmaceutically acceptable ascorbate salts
and mxtures thereof. 4. The use of any one of clains 1 to 3, wherein the
ar gi ni ne ¢gogjygynds are selected fromthe group of arginine hydrochlorides,
pharmaceutically acceptable arginine salts and m xtures thereof. 5. The
use of any one of clains 1 to 4, wherein the magnesi um conpounds are

selectedl, from mgf&ﬁemmmubmhﬁ@m&phsﬁglat léaétccﬁl%ﬁifs@é}bﬂe %ainbgmﬁm:; [Fagtt ures
thereof. 6. The use of a(%/ug ne.of, cl ai ns to wher e (inorsal |oche cal

subst ances f QP A&MEGHPP apd @ Bsft(pngaagnesm GATELY Bi5 DIPRAILON Qi o
Gamme-, Del t a-phdmeepiigrabtompositioBefonpEaemingre tchlmg intpotdsrt cisthima adiasthat e,

CalciumO'tr i Lut ei n,
Zea-, Krypt oxa hltc?ﬁsgwegéég £$et§§egf gﬁh&ﬂ] rHru ’\é(ﬂéﬁ%élﬁg ?‘ Hx%ng[u%ugﬂt

Bi of | avonoi d§PaSm§éﬁi@qme@awr€tm@p$egu1®y&t¢mmhecrmwanqmb‘aloithergall duct.

d- Al pha- Tocopherol, d-Cal ci um Pant ot henat e, Dicalci um Phosphat e, Folic
Acid, Ingsitaql LAr i.ni ne, L-Camtine, Cyst ei ne, ysine, L- Proline,
L- Sel enorfet hilbRiuse o I\?Ais}ﬁbéa W#Fm&lﬁé{l@hemhégmaw@& M«h@r COmpFiEstrage

d yci nate, Mehgmnese Chel ate, Ml ybdenum d ycinate, Niacin, N acinamd,

Pot assi um Chel at e, Pycnogenol, Pyrodoxi ne, R boflavin, Thi am ne or Zinc

G ycinate 7. The use any one of clains 1 to 6, wherein the pharnmaceuti cal
conposi tidon Thetuse né claivind wir &, avhedin sheaagpattiagntompovnds rrotelecdd fom thei | | s,

Inj ections, I RflSiRRRting BP A0 NRid, PharntidBRAANY Atbdptable ascorbate salts and

mixtures thereof.,

4.  The use of any one of claims 1 to 3, wherein the arginine compounds are selected
from the group of arginine hydrochlorides, pharmaceutically acceptable arginine
salts and mixtures thereof.

5. The use of any one of claims 1 to 4, wherein the magnesium compounds are selected
from magnesium or pharmaceutically acceptable salts and mixtures thereof.

6. The use of any one of claims 1 to 5, wherein said biochemical substances further
comprise Ascorbic Acid, AcidAscorbyl Palpitate, Beta-, Gamma-, Delta-
Tocopherol-Mix, Beta-Carotene, Biotin, Calcium Ascorbate, Calcium Citrate,
Calcium Glycinate, Carotinoid-Mix: (Alpha-Carot., Lutein, Zea-, Kryptoxanthin), Cholecalciferol,
Chromium Glycinate, Citrus Bioflavonoids, Coenzyme Q10, Copper Glycinate,
Cyanocobalamin, d-Alpha-Tocopherol, d-Calcium Pantothenate, Dicalcium
Phosphate, Folic Acid, Inositol, L-Arginine, L-Carnitine, L-Cysteine, L-Lysine, L-
Proline, L-Selenomethionine, Magnesium Ascorbate, Magnesium Citrate, Magnesim
Glycinate, Manganese Chelate, Molybdenum Glycinate, Niacin, Niacinamid,
Potassium Chelate, Pycnogenol, Pyrodoxine, Riboflavin, Thiamine or Zinc Glycinate

7. The use any one of claims 1 to 6, wherein the pharmaceutical composition is to be
administered to a patient in form of tablets, pills, injections, infusions, inhalations, or
suppositories.



