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. SUMMARY OF PRODUCT CHARACTERISTICS
LA BASIC DATA ABOUT THE PRODUCT

1. Name of the proprietary medicingl product:
HUMETg-R Syrup, 300 md

. La)INN of the active ingredioni(s):
~ Nameof the Quantity / |
1 : o mi

2.25

| Reference standards

- manufachurer’s stand
- spectfication
BP

BRUISE/DAB
USP/Ph.Eur.
Sipma for anal, use
Sigma for anal, use
ISP

-1 Sy for anal, use
' Sigma for 2nal. vse
| Signaa for anal. vse

Potassivorn |l L1
Magmesnum 450
Iron 420
Manganese | 90
Copper 60
Vansdimn 15
Cobalt i 6
]0 Molybdenum 528
11. Scleniom 3.75

2. Pharmacentical forns:
suspension TP

Ww&%?%ww

éﬁéﬁﬁﬁﬁggm w| §

Route of administration: oral

Dosage: From wwell-ghaken syrup, once daily, aficr a main meal, 10 mlis
recommended for adults as dosed by the measuring device in the box, and
one half of the adult dose is recommended for children with a body weight
below 40 kg, Drink the syrup slowly, in draughts, a3 mixed with 100 to
200nﬂwatcrorﬁ1ﬂmc&M¢deukzbonuesscnmlwhmﬂmpmdw
1 given to children younger than 3 years of age.

3. Name and address of:

3.1. authorization holder: ‘
HORIZON-MULTIPLAN LTD.
H-1121 Budapest, Konkoly Thege u. 29-33.
Phons: 361/160-1828  FAX: 3617160-3704

3.2 applicant: -
HORIZON-MULTIPLAN LTD.
H-1121 Budapest, Konkoly Thege u. 29-33.
Phone: 361/160-1828 FAX: 361/160-3704
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. mamfacturer of the active substance:
HORIZOMMULTIPLAN Lm
SIGMA*MBRICH H’imgxy 11d., Bndzpcst
(mineral components)

3.4. exclusive representative:
LUPUS, Bratistavsks 35
900G 28 Velky Bicl
Tel: 07/91 61 35

Exccutive dircctor Marketing & sales director
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[B. SUMMARY OF BASIC GHARACTERISTICS OF THE

1. Name of the Produict:
" HUMETg-R syrup, 300 ml

2. Qualitative and quantitative composition of the product with INN of the active
ingredient(s) and excipients:

Nameofthe | Guantity! | Unit | Relerence standards
active zixg_ridlems n 300mL ]
1. Humic acid 225 I3 manufacturer’s
. stand. specification
2. Potassium (K;HPO,) e | g |BP
7. Magnesium (MgS0, x TH,0) | 4500 mg | BPFUSPDAB
4. Iron (FeSO, x 7H,0) 4200 mg | USP/Ph.Eur.
5. Zine (ZnS0, .x. 7320) 300.0 mg | Sigma for anal. use
6. Manganess M8 0, x H;O) 90.0 mg | Sigma for anal. use
7. Copper {CuSO, x 5H;0) 60.0 mg | USP
8. Vanadf&rﬁ (ﬁaVOi) 158 mg Sigma for anal. use.
9. Cobalt (CoSOs % 7H;0) T 80 mg | Sigma for anal. use
10. Molybdenum (NH)Mo;0z) | 525 | mg |Sigmaforanaluse |
11. Sclenium (N, $e03) 375 mg | Sigma for anal use
_ other exeipients —
flavouring | o _ 150.0 -ml si.and. food quality
Oririge super concentrate.

3. Pharmacenticnl form (route of administration):
suspension syrup
Size of the dispersion medium of the suspension: <200 pm
Type of the suspension on basis of

- its administration: oral
- iits type of mediun: suspension syrup
Tfi!diﬁ(m;ﬂ SUSPCRSiun Syrup
4. Pharmacological properties: physical - ot known

incompatibilities: ' chemical - not known
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5. Clinicdd data:

5.1 ﬁmpcuuc indications:

. Imgemalrobmamxncmva}mcmepmodamdfmmecmmy

. o help trace clement deficiency conditions,

-mmgthmrmmmcofﬂwownandmmmtdxsmm
cpidcmsc

- tg improve mmtai and physical performance

- to climinatc ron defidency, to supplement fron-requirement in conditions
with blood Ioss (¢.g in women's periods),

Yy

5.2, contra~-indications:
- the first third of pregnancy,
- renal diseasex

5.3. undesirable effects {frequency and sericusness): not knosmn

5.4. special precantion for use: as under point 5.9hcmrdcrmdasmdcrpoint 7.
of the enclosed “Information for users”

<‘ \ 4.5, uscdum\gpr:gmncymdbcuum ﬁ-nmmcmhmonﬂ:ofmeprcgnmcymd
during lactation as under point 5.7 hercunder and as under point 7. of the
: enclosed "Information for nsery”.

%.6. interaction with other medicaments and other form of interactions: none if
taken: 3 hours before or afler any other medication,

. 5.7. posology, method and rouic of drug administration (for adults, where
| necessary for children and elderly patients):
from weclishaken syTup, once -daily, afler a main meal, 10ml is
. ' recommended. for adults as dosed by the measuring device in the box, and
'/\(M ’ one hatf of the adult dose is recommended for children below 40 kg,

Dxmkthcsympsmwt) mdraughts,asmmcdmthl()ﬂtomﬂnﬂwamor
} _ firuit juice,

} Medical consultation is cssential when the product Is given to childen

younger than 3 years of age.

5.8. overdose {symptlorms, ¢mergency procedures, antidotes):

5.9, special warnings:
- If you are under medication, consultstion with your physician about the
e of HUME,T@‘R is pecessary,
Other drogs or paramedicaments used concomitantly with HUMT,,-R ,
should be tzken 3 bours before or after taking the product
- HUMETaR & not recommended to take in combination with other
micro- or macro.elsment products.
- In disbetes, consider that cach dosc of the product contans 3.3 g
: catbohydome, '
Cﬁ"‘”""\. - Faeces might be discoloured 1o daﬂ: brown in the period the product is
T consumed.
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6. Pharmaceutical duts
6.1. Description of the product
HUMET R SYRUP 300 md
Macro and micro. clement supplement,

6.2, Nature of contamer:

bottle of 300 ml: brown, type PFP28
a security caps: type AF 6134-100 528 mm
e bottle kabel: size 162 x 63 mm
mdividual cardboard box:  $izé 66,5 x 66,5 x 158 mm
direction for vse: inside the box

6.3. Pack size: holding 20 bottles, size 355 x 284 X 170 mm

6.4, Sheiflife:
12 months from the date of manufacture {scc date stamped on top of box).

6.5. Special precautions for storage:
. Once opened, the bottle should be stored well-sight in a dark plice, preferably
(’:\ in refrigerator {+2 - +8 C) and should be consuned within one month, -

7. Information for users

o HUMETeR SYRUP
‘ Roborant, macro and micro ;kmmt supplement

Agtive inpredients: The product containg 2.25 g humic acid, 1.10 g potassium,
450 mg magnesitm, 420 mg fron. 300 mg zine, 90 mg manganess, 15 mg
vanadium, 6 mg cobalt, 3.2 mg molvbdenum and 3.75 mg selenium in
300 ml fAavoured sytup. B

Indigations:

- for general mbormon in convalescence periods and for the
clderly,

- o hdp trace clement deficicney concﬁaﬂns,

- tostrengthen resistance of the orgamsm and to prevent diseases
it md&nnc peniods,

- to improve mental and phyma;l performance

: to eliminate iron deficiency, to supplement fron-requirement in
conditions with blood loss (6.2, in women's periods),

! Contra-indications:
’ ~  the first third of pregnancy,
‘ i renal diseases
(\ / Dosage: From well-shaken syrup, once daily, after a main meal, 10 ml s

ST cecommended for adults as doscd by the measuring device in the box, and
onc half of the adult dosc is recommended for children below 40 kg
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Drink the syrup slowly, mdnlzghmnmadwﬂhiocto200mlwmcror
fruit juice.
Medical consultation ix recommended when the product is given to children
younger than 3 years of age.

Shelf life: nse before the date indicated on the 1op of the box and the boitle.
S _Storage: store at 1510 23 °C, Once opened, the bottie should be stored well-tight

on a dark place, proferably in refrigerator and should be consumed within one
month,
~ If you are under medication, consultation with your physician about
the use of HUMET &R is necessary.

- QOther drugs or paramcdicamnents used concomitantly with
HUME’E.-RshmﬂdbcanJhmbcfom orzﬁcrtakmgﬂm

: product.
, - HUMET;—Rnno(mmncndodmnk:mcombtmmmﬂwﬁm
(\ micro- of macro slement products.
- T dabetas, comdcr:hateach&oseofﬁwpm&xtcan&uu3.3g
carbohydrate,
- Faeces nuight be discoloured to dark brown while the product is
corsumed.
A paramgedizal product! |
N Registration No.: OGYI-430/1993
(4 -
N Manufachured by: HORIZON-MULTIPLAN Ltd.
j 1525 Budapest, P.O.Box 49,
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1.C. EXPERT REPORTS ON CHEMICAL, PHARMACEUTICAL

AND CLINICAL DOCUMENTATION

1 Annex !

L.D. PROPOSAL FOR INFORMATION OF PHYSICIANS AND
PHARMACISTS

HUMETe-R SYRUP

Roborating product for macro~ and micro element supplementation; its effect
was confirmed by animal experiments.

A fical produc

For a fong time, nhasbemmn-smownmmccﬁcmxtmccnmmmrsorthe
natural elements in the periodic table are essential for the ving organizm,

Intake of macro and micro clements, and their correst proportion in the body
are nevitable for the healthy (optimal) function of the organism. In otr age,
nutrition: is not always sble to meet the complete macro and micro clement
requirement of the organtsm, 80 these substances should be supplemenied.
Up-to-dake rescarch has suggested thar wace cloments should be
supplemented not in the form of monotherapy, but as complex treatment
where interactions among clements ars considered as well.

HUMET-R syrup, a product of HORIZON-MULTIPLAN Ltd. mects these
requirements.

Aspcaﬁc feature of HUMET-R syrup is that zssential elements (3 total of 10
kinds of macro- and micro elements) arc bound to humic acids, organic -
carriers present in the organism, as well. Humic acids in the product contain
16 kinds of amme acids whose presence can be verified by amine acid

analysis.
Rote of the 10 kisds of macro- and micro clements in HUMETg-R syrup is as
follows: ‘
(On the base of MSD Medical Handbook « 1994 /The Merck Manual/):
Microclement | Role in the organism
| Potassium Musctﬂar activity, ncural transmission, intracellular
“atid-basis balance and water retention
Magnesinm Bons and tooth formation, stimulus conductance,
muscular contraction, enzyme activation
Fon Haemoglobin and myoglobin synthesis, enzyme
' component )
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Zine Exxyme and fosulin componant, maintenanse of
skin fntactress, wound healing, growsh,
immume system strengthening, nail and hair
' grovh
Margassss Enzyme compunent, bono formation, growth,
" maimienance of skin infaciness, hair
CN . {Copper . Enzyms compogent. hasmopoesis, bone formation |
¢ Vanagiom Cholesterol symitsesis, prevention of dontal carks
' Cotali - { Component of By; molecale, incraxses hacmnoglobin
Molybdeaum Cospornt of sedox eaialysag anzymes,
’ | prevention of denal caries
Sclenium Antisxidan (protects from harmdil effRen of froe
radicaly), srenigihens the famune systemn,
sopports heart funcion, protects from
o ~ wvosardial nfarction
) syctive ingredicns: The product voetslns 225 g humis acid, 1.10 g potastiom,

430 rng magnoshan, 420 mg fron, 300 g Zin, $0 mg manganese, 15ty
vanadium, § thig ¢obalt, 5.2 mg molybdenun and 3.75 mg selenivm in

300 ynl flavoured syrup,
Indisations: -
- for gonesal sobotation in sonvalesceuce periods and for the olderdy,
- 1o help trace element deficiency conditon
- 1o erengthen resistnce of the organism end fo provent diseass in
cpidemic perinds, - _

B 7 hnpmvmgt:lmdp!qdm pesformance .
- 1o coasd iron defickency, to supplement iron-roquircment in ponditions
with biced loss {£.g. In womens periods).

: Countorindiontions:

| - the first thivd of prognsecy,
- repal discascs’

Dotage: Prom wellshzken symup, oce dally, alter a main meal, 10 mi b
resemamended for adutty a3 doaid by the messezing dovics in the bax, and
ang half of the sdult doec i recommrended for children below 40 kg,

Drink the syrup stowly, 1 draughss, as mixed with 100 to 200 ml waer or
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Medical consultation is essential when the product is given to children younger than
3 years of age.
Shelf fife: tse before the date indicated on the top of the box and the bottle.
Storage: store at 151023 °C.

Once opened, the botile should be stored well-tight on a dark place,
preferably in refiigerator. Broken produst should be consumed within on¢

month.
Warning:
- - If you are under medication, comsultation with your physician sbout the
use of HUMET R is necessary,

- Other drugs or paramedical products used concomitantly with
HUMET R should be taken 3 hours before taking the product.
. HUMET»-R s not recommended 1o take in combination with other

micro~ or macro element products.
. In diabetes, consider that each dose of the product contains 3.3 §
carbohydrate.

¢ . ) - Facots might be discoloured to dark brown in the period the product is

g

consumed,
" Registration No.: OGYF430/1993

Manufachured by: HORIZON-MULTIPLAN Ltd
1525 Budapest, P.O.Box 49.
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Produced and distributed by
HORIZON-MULTIPLAN Ltd.
H-1525 P.O.Box 49,
Budapest, Hungary
Tel.: (36-1)-160-1828

PN - , Fax: (36-1)-160-3707

0] Compiled by Lorand Debreczeni MD, Ph.D.
% Refereed by Sandor Takécs MD, D.Sc.Med.
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Introduction

Micro elements act either as structural pads of the enzymes or as activators of the latter,
Deficiency in micro elaments or an excess of their antagonists will impair enzymatic activity so may
lead to deficiency syndromes, Tesp. signs of enzymatic malfunction.

Nutnifion ooght 1o supply our nead of micro elements. This way of supply may be, however,
often unsatisfactory since ofien not even the soil contains the required amount. So both antmol ard
vegetable foods vary in thewr comtent of the micre clements and are not infrequently deficient,
quantitatively as well as in regard of the necessary proponions. Effons to regutarly provide bath
huanans and thelr environment with the nzcessmy amourt and compesition of micro eleménts have
Peen made world-wide

Relying on the mest recent results of rcsca:ch, Jhe experts of HORIZON-MULTIPLAN Lud
have developed 2 micro element carrier of natural origin that provides for both the supply of the

physiologically most important micro elements and prometes their shsarption. This natural carrieriss

mixture of humic acids. -
The colloidal solution of humic acids as the basic ingredient of the syrup HUMET R is »
carricr of choice for the following resseny:

+ jts vericgated biofunctional proups van bind the metallic mascro- and micro clements
added 10 it in amouris conforming 1o the rtermational recommendations with specific,
i.e. dissimilar, strength 50 ensures an uptake always meeting the actual needs;

e jtcomains the Uace metals in chelatz bond, that is, in o biological structure yesembling
that of the transport proteins of our kody, so uptake conditions are most favourable for
their utilisation;

e metals incorporated. but undzsxmbte for nomnsl life functions, such as !cad er
cadmium, become strongly bownd to humic acid so their excretion gets considerably
faster.



Chemistry and biochemistry

HUMET,-R, the potent revitalising preparation, 15 a humic acid compound produced by using
a special way of extraction and it complemented by macro- and micro-metals in doses recomrmended
ty the WHO to which a fruit-flavoured syrup 1x added.

The standard 300 mi bottle contains 223 g of humic acds, 1.10 g of petassium, 450 mg of
magnesium, 420 mg of iron. 300 mg of zmc. Y0 mg of manganese, D mg of copper, 15mg of
vanadium, 6 mg of cobalt, 5,25 mg of molyhdenum snd 3.73 myg of seienium in the {lavoured syrup.

Humic acids a5 3 mixuire of active tuopolvmaeres of different molecular weight occur in the
human organidm as well, The imponance of these compounds is due to the chelating capacity of their
bicactive nucleus the strocture of which varies slightly from molecule to molecule.

The metsl binding prepeny of the humic acids closely resembles the behaviour of the active
sites 1 the human functional and transport proteins..

The elements in HUMETe-R and their physiological
ole |

IRON (Fe}

I is respansible for the basic functions of the oxygen carmiers haemeoglobin and myozicbin,
and of the clectron carnier cytochromes Iron deficiency is a mather frequent ailment with manifest
clinical symptoms and signs such as fatigability. headsche. milammation of the am! mucosa and gums.
Toss of sppetite. 2ic. In chyonic iron deficiency hypochrome anasmia with microcyiosis and a form of
osicomedullary hyperplasia with a scarcity of hnemosidenn develop.

iron uptake is heavily affected by the presence of abaence of other micro elements. On the-
other hand, iron ingestion qay pronuke the excretion of kead.

PQTASSIUM (K}
Repmsmnng_, the main intracellular eatica, n has a primary role m the conduction of nervous
impulses a5 well a¢ in a nuaber of other fundamental Life processes. Potassiurm deficiency is rare and

. develops mainly during medical treatment (e diuretic therapy). though there am_dnscases too in
which 1t oocurs.

MAGNESIUM (Mg} ,

A natural calcium entegonist which sffects in addition to cskium the metsbolism of
phasphorus and sodium. Tt is an activator of glycolysis and has an essential part in protein
metabolismy, It is a modifier of muscle activity and helps maintain circulatory equilibrium. Also
germinative funetiors ate reported 10 depend on . When lacking, cramps, ¢lc. may develop:

ZING {Zn)

A number of enzymes contain 1t as the active part of their prosthetic gronp. Its importance in
the synthesis of the muclides DNA and ENA as well 83 of proteins is outstandmg and so s its
contribution to the sterco-chemicsl structure of insulin. fts presence in sdeguate amounts in people

s



exposed 10 lead and cadmum ntaxacation 1 particularly essentisl since these mwetals are then less
toxic a5 evidenced by the resulis of 1ts therapeutic admmmistration Chronic zine deficiency s
associsted with typical signs (skin lestons, baldness, testicular dysienesis, sexual retardation, hepato.
splenomegaly, impaired grawth processes. delwyed healing of wounds, derangement of immunological
tesistance, eig,). Its concentratton may Jdecrense ey 4 side effect of corticoid andfor diuretic therepy or
of prolonged administretion of contraceptives o, bt it is comman in sickle cell ansemia, tung
tumours and myocardial infarction. Zine deficiency is particularly menacing in alechol abuse,
especially when liver cirhosis had developed.

COPPER (Cu)

Haemopoiesis, cell respiration. enzymatic processes, #nd the catecholamine metabolism of the
brain are the primary sites of 1s achon. |t mieracts with the equilibrium of iron and zinc top. As
shown by infertility studies, it afVects reproduction. Cadrmiim toxicity is mare severe when copper
supply is deficient. Longer periods. of madequate copper supply are associated with anacmia, lesions
of the bone marrow, retarded growth, cerebra] dysfunction and myocardial degeneration.

MANGANESE (Mnj}

it bas an active role in osteogenesis. Its uptske is tess efficient because of the competitive
artagonsser of the tzswslfy ample supply of calcium. k plays an ezzential part in maintaining the
synthesis and irgegrity of biclogicsl membranes by being part of the enzyme phamesy] pymophosphate
sgn(hntasc responsible for the synthesis of  membrane chalesterol.

Another enzyme with a membrane protective role is a superoxide dysmutase contxining
manganese which collaborates with the enzyme Cu¥* - Zn* - superoxide dysmutase in the
nentrulisation of toxie intraceliutar supemudcs

. Lasung mmganese deficiency gives nise to dermatitis, symptoms resembling diabetes when sn
oral ghucose west is smployed, pignmentation disorders of the hair, impaired growth and infentility.

ZNILIM (Se

It is en active part of the enzyme glutathion peroxidase which protects us (scavenger etfecy)
from intracellular free radicals so 1t is impontant everywhere where there i3 & chance of an increased
production of free mdicals (iradiation effects. tumeurs, Inoreased degradation of fats and protoins,
starvation. ctc.). When uptake is deficient, the function of muscle tissues suffer and the carcinogenic
effect of heavy metals {Pb in animals, possibly Cd in humans) is augmented. Adequate supply
prevents the development of cardicemyopathy, muscle dystrophy and colorectat canger.

COBALT (Co
It inferscts with the metabolism of iron, increases haemoglobin concentrstion in the

erythrogytes. 1t 1s the metal in the prasthetic group of vitargin By It forms & part of the enzvmes B-
Trsire isomerase, ghveerol dehivdrogenase, ¢ic

MOLYBDENUM Mo}

Several enzymes calalysing redoXprocesses contain it It plavs a part in copper metabolism
and prevents the incorporation of mirgsien which competes with other memls necessary for our body.
1t protests against canes.

VANADIUM V)
1t affects the metabolism of manganese and plays a part in osteogenesis. Tt inhibits cholesterol
synthesis and the development of caries.

L
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Effects

Hummic acids and their biclogical effects have been dealt with in a number of studics:
+  Medicine and agriculture have profited by their antitoxic effects since long.
+  The numbsr of adhesions following surgcal interventions in ammal experiments coold
be decreased by applying humic acids extemally,
¢ Peat moor waters were foigid to compensate for deficient trace ¢lement supply and to

fmprove haematopoesis.
*  Humic acids could sienificantly reduce the toxic effects of heavy metals in unicellular
algae.

By restoring the desirable balase among the provided micro clements, HUMET-R can
coxtect cenain disorders of the system of metal containing enzymes and improve the adaptation of the
rody. [n addition to offering 8 correct amount of micro elements. and in part beeause of it it can
cantribute to promating the ratural excretion of heavy metals.

This particular and flexible capacity of humic acids to bind and release metals s atiributable
to the broad range of funcionst groups in their mixture. Additional effects also oceur, such as surface
activity and adsorption capacity, due to the colloidal nature of the preparation.

When ingested, the humic acid suspension tay in pant become hedralysed by the gastric juice
However, a5 s00n 03 subjected o the bases of intestinal juice, the original conditions are restored The
xehange of the micro clemnents takes place through an interaction with the enzvmes of the intestingl
mucosa. The absarbed micro elements bevome bound to the tansport proteins albumin, wransferrin and
metsllothionein, On the other hand, since heavy metals are supposed 1o circulate and become exerated,
2t leagt in part, via the bile and the intestinal jwice, the re-established chelating capacity of the humic
actds can bind them and so prevemt heavy metal resbsorption.

The primary advantsge of HUMET,-R is therefore that, owing to 1is humic acid content. it
provides the matils in a form tha masks their toric nature and {in the suggested dosage) in amounts
1hat conform to the recommendstions of the World Health Orgamisation

Adding it to the normal diet helps satisfy the degly nead of severa] of the most important micro
<ements and some of the macio elements of ﬂ‘n. body. In this way, disordess of the enzyme systems
and ali assoctated functiodat disturbances can be. avoided or normalised.

By &tabhsl-ung the balance between the micro elements, it relieves the body from the burden
of masntaining compensaiory mechanisms.

Toxicology and mutagenicity

- LDy wos expenmentally evidenced to be above 10 ghgbaw in the rat in the peute
tonicoloeical studv and so was declared ra qualify as practically non-taxie.
Tn the cumulative test of toxicity HUMET,-R did not produce any toxic cffects.

- The preparation was tound 10 be free from sy metagenic sllents in the *AMES” test of
mmg_r;gkc11§'




Clinical studies

These stadies were carried ot in the Laboratory for Cecupstional Health of the [nstinne of
Hygiene end Public Health of the Hungarian Railways (MAV Kozegészsiggyi Intézet, Budapest).

After informed consent, 104 subjens from among the persens tegulesly screensd for
occupsational health risks at this institute (age range 18-63 years) volunteered 1o take HUMET R as
peescribed and underge the initial and closing blood chemisiry. They were free from complaints and
corsented to avoid any drases during the thees weeks of stdy,

Of them, 14 had a lower than § nmold= 20.0 p? kevel of serum Ferritin. Figury | shows the
changes that ook place after 3 weeks of HIRET 5 -R sdministration. ‘

TERTE g oniooms bivnasiudorars e omssmi sty e 8 s s 2

Fig. 1: Percentage change in biood chemistry and haematology folowing 3 weeks of HUMET R
lon (w= 14, serum femitin levels below 20 gL Abbreviations (and initial ¢ finad Jevels

of substance, mean *SEM) Hegb= haemnoplobin (7.80 2044 7 837 «029 mumold), Hic=
aematocerit (0,36 20,07 1 0.41 £0.01 Wy, Far= seram ferotin (489 20 557 8,14 21,73 nmol= 1223
#1374 20.35 2433 pgk, Se Fo~ serum iron (1258 £1.48 7 14,46 22.58 umobdr, TIBC= totyd ren-
binding capecity 76.49 =216 7 8231 23,14 pmoll); ascerisk= difference aigniﬁm: at P 035,

As shown i Figure 1, the preparation HUMET.-R could effectively supply the cssenual
micee elements and replenish the iron stows, irrespedtive of nutnition

e G
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Information for users

HUMET,-R SYRUP ,
Roborant, macra and micro element supplement

Agtive ingredients: The product contains 2.25 g humic acid. 110 2 potassium, 450mg magnesium,

420 mg iron, 300 mg zinc, 99 mg manganese, 15 mg vanadiom 6 mg coball, 5.2 mg molybdenum
and 3.75 mg aclentom in 300 ml t'iawurcd smp

- for gtmcmi mbomnon in convalescence peniods and for the elderly,

- 1o help trace element deficiery conditions,

- tostrengthen resistance of the organism and 10 preven diseases in epidemic perils,

- toimprove mental and physical performancs

- toelbnimate iron deliciency, to supplement iren-requireiment in conditions with blocd loss (e.g
in womern’s periods),

Contra-indications.
- the first third of pregnancy,
~  renal dizenses

Posuge; From well-shaken syrup, once daily, afler & main meal, 10 mi &5 recommended for adults as
dosed by the measuring device in the box, and one half of the adult dese is recommended for
children below 40 kg ' '

Drink the syrup slowly, in draughts, #5 mixed with 150 1o 200 ml water or fruit juice.
Medical consultation is recoramended when the product 35 given 1o chﬁdren younger than 3 yearz
of age.

1E-Bife; use before the date indicated on the top of the box and the battle, -

Storage; store at 15 to 25 °C. Onee opencd, the bottle should be stored welldtight on 3 dack place,
prefenably in refrigerator and should be consumed within one mosith.

Warning:
- I you are under medication, consultation with your physician sbout the use of HUMET,-R is
NICCOSSATY.
- Cther drugs or paramedicaments used exneomitantly with HUMET R should be taken 3 hours
before or alter taking the product.
«  HUMET.-R ts not recommended to ke in combination with other micro- of macro element
products.

- Indisbrics, comsider that cach dose of the produst contains 3,3 g carbohydrate,
- Faeces might be discaloured to Jark brown while the product is consumed.

A paramedical product!
Registration N°.: OB YI-430/1993

Monufactured by: HORIZON-MULTIPLAN L1d.
. 1525 Budapest, PO.Box 43,



Appendix

Recently, a regrettably high incidence of metal inroxication of vartable severity has been
reported. Environmental pollution with heavy metals owing 1o technological or industrial (glass, dye
and enamel ware production, for instance) contamination may ¢ause nshion-wide concern. Botk m
regard of health risk and morbadity, Jead and cadmium are the primary menace.

CADMIUM (Cd}

ft is one of the major scuries as well as an indicstor of environmental poflution. It is an

importany metal for industrist plastic. dve and pesticide producticn and battery manufacturing {where

it can cause cccupational hams). The man sources of cadmium pptake are vegetables and frait

{because of soil contamination), foods genting in contact with cerin plastic upplemenis and weap
materials, and tohacoo smoke.

It ets stored by the kidneys with a very long half-hie time so exerts lasting effects. Cadmium
is an irhibitor of enzymes containing zine as the actve element. Subjects exposad to hupher cadranum
doses develop renal dwmnctmn, imbalance of phosphorus and calcium metabolism and consecutive
ostcomalacia, and zine and copper dismetabolism. Animal experiments have clesrly evidenced its
terstogenic {developmentat disorders) and cancerogenic effects {lung cancer) It severely interferes
with the bicavailability and storage of iron and may cousa iron-deficient anaenus.

There is no cadmium in the new-hom #s toxic accurmulation in the body is selely due to
sovaronmental pdlutxm ’

The main biofogical sniagenist of cadmium is zinc which when used themspeutically can
reduce or counteract c¢edmium toxicity. Adso selemum interacts with eadmitm and selenium
administration can prevernt the taxic effects of cadmium. Copper administration has a similar cffect
while ron-deficient anremid caused by cadmium intoxication can be effectively treated with adequate
doses of the suitsble iron compounds. i

Fignre 2 demonsttarss the effect of sdministering HUMET,-R o 26 subjedts ex o
cadmium intexiestion (tlood cadmium Tevels shove 0.08 ymol 1)

Bate  His  Fhae AL AT

Fig > Percerdage change i blood ¢hemistry and h1cm1!r\lamcal status folowing 3 uecka of
Hi: M ETR adsminisiration in subjects exgosad 10 sxdrmam Intoxication (8= 26, blood Cd sbowve
0.8 ymai 1. Abbrem‘zom pwith initzal » Gnal levels of substance, mean 23EMI Hzb-
haemoglobin 1391 2025 / 907 <41 $ mmaldy, Hiem haemalocnt {042 =001 7 0.44 =001 1x
Fer= serum feeimin 17582057878 *«"anci— 194.4' =12 ¢ 21905 5906 ppily;, ALAD= B-
armino-levotnic add dehvdogenase (7815 2743 78738 255.2 umally: Cd= Hood cadsmiim (0.23
=005/ G04200] umol]a The asterisk denoles szmificance of change at PKO.03.
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LEAD (Pb)
Lead incorporation represents a wajor risk to health and affects many people- exposed to

environmental kead pollution caused by gasoline driven vehicles, industrial emission, etc.

Lead within the body interferes with haemoglobin synthesis and tron membolism at several
points of attack. kt reduces the life span of erythrocytes and considerably impairs conduction velocity
in the sensory and motor nerves. By destructing the profiferative tissues of the testicles, lead
intoxication rnay cause infertility. It accurpulates in the bomes, liver and kidreys from which it is
excreted very slowly, in constant balance with the actual blood level.

No direct teratogenic effect of lead has been reported slthough in vitro DNA symthesis was
irapeded by it. T cancerogenic effects hive been evidenced, however,

Lead and iron are competitive sntagonistx so lead intoxication gives ris¢ 1o severe iron-
deficient anscmia while iron excess inhibits the absorption and storage of lesd. Suitable iron therepy
can reduree the risk of Tead intoxication. X :

Alse zinc competes with lead so zinc deficiency spgravates lead toxicity. When lead
intoxication has developed, severe zinc deficiency is bound to arise with complications. Zinc
sdministration can be used to inhibit lead deposition within the body and promots its exaretion.

Sclenium treatment is also effective in mitigating the toxic manifestations of lead intoxication,
inclusive of the canceropenic effect. Selenium also promotes the excretion of iead by the faeces. In

this way, stlenium hss an important role both in neutralising the toxic effects of lead and
prophylactically: ' .

Figure 3 demonstrates the effects of & 3-week sdminiswation of HUMETe-R to0 21 patients
with blood lead levels above | pmoll As szen, HUMET-R tay be of considerable help in reducing
the blood level of both cadmium and lead through promoting the excretion of these toxic metals.

Hgh My Farr Anan® et

Fig. 3 Percentage change in blood chermistry and haemartological stams following 3 weels of
HUMET,e-R adininistration in subjects cxposed to kad intocdeation (N= 2§, blood Ph above
1.0 umold). Abbrevistions (with idtial 7 final Jevdds of substance; mean SEM): Hgb~
ksermnogdobin (9.42 £0.18 7928 £0,17 sumoid), Hie= hanatosnit (0.43 ©0.01 7 6.44 x6.0) V), Ferrm
serum feritin (988 £30.7 /903 330 parwl= 246.9 299.3 £ T25.8 2825 pgly ALAD= &-arnine-
Jevulinge acid dehydrogenase (7615 £74.3 7 8753 277.0 pmol ), Pb= blocd Yead {1.74 £0.1971 0}
£0.16 unobd). The asterisk denotes significance of change at Po0.05.



