A MODERN AND RELIABLE METHOD FOR GIVING UP SMOKING 
FOR CLEAN LUNGS AND FOR A HEALTHY HEARTH
QUIT SMOKING WITH TABEX!

CLINICAL STUDIES

Tabex was clinically tested on a large number of patients. Stoyanov S. and Yanachkova M. studied 70 volunteers with a long experience in smoking and found that 57% stopped smoking, in 31.4% the result was partial: reduction of the cigarettes smoked from 20-30 to 3-4 a day. The results were negative in about 11% of the patients, which is due to the premature abandoning of the therapeutic course: before the 3rd day of treatment - a period of time necessary to saturate the organism with cytisine. In a second group of 17 smokers with serious psychic diseases (schizophrenia, epilepsy and reactive psychosis), the administration of Tabex together with neuroleptics, antidepressants and insulin led 5 patients to stop smoking and induced significant decrease - in 7. Tabex does not interact unfavorably with the drugs received by the mentioned groups of patients.

Vlaev S. et al. considers the possibility to control the depressive symptoms in 5 patients with psychogenic and periodic depression, parallel with the treatment of the pathologically fixed wish to smoke. Tabex was applied in gradually increasing doses, the maximum daily dose being 15 mg (5 tablets 3 times daily). The author has observed a rapid reduction of the depressive symptoms, the improvement of the patients with reactive depression being obtained at the end of the first week, in the patients with periodic depression - by the end of the second week. The improvement is particularly good with respect to the patients' activity, followed by the mood and finally by the depressive mental symptoms. As a side effect, the slight internal tension and a slight decrease of blood pressure are pointed out. The antidepressive action of the drug is explained with the increase of the catecholamine level, especially that of adrenaline, which is reduced in depressive patients. The adrenostimulating effect of Tabex has been well known for a long time, but its antidepressive activity is reported by Antonov L. and V. Velkov in an experiment on laboratory rats (by overcoming Persolt's test of immobility).

Fig. 4 Clinical testing of Tabex in smokers without concomitant bronchitis 


Dynamics of the effect of the treatment with TABEX in the Friedrichsheim Hospital in Berlin, manifested as decrease of the number of smokers who have given up smoking. 

Dynamics of the effect of the treatment with TABEX in the Friedrichsheim Hospital in Berlin, manifested as decrease of the number of smokers who have given up smoking

The antidepressant action is confirmed by the exacerbation of the schizophrenic psychosis in two patients who have received Tabex in a state of remission. The effect resembles the picture of the application of the antidepressant psychoforin of schizophrenic patients. These data are confirmed by Stoyanov and Yanachkova in psychic patients. These authors pointed out that the simple form of depression is appropriate for Tabex treatment with very careful increase of the daily doses.

Paun D. and Franze J. from the Friedrichscheim Hospital in Berlin studied the therapeutic effectiveness of Tabex in 266 smokers, by comparing it to the effect obtained in 239 patients treated with placebo. The therapeutic results were followed on the 4th, 8th, 13th and 26th week of Tabex treatment. The patients with a serious intention to give up smoking have priority. On the 8th week, 55% of the patients treated with Tabex gave up smoking, this percentage decreasing to 26% at the end of the 26th week. However, the recidivists in the main group reduced twice the number of cigarettes smoked. The authors emphasize the statistically significant very good effect in the group treated with Tabex, compared to the group treated with placebo, and conclude that the drug may be successfully used when the patient has a serious intention to give up smoking, especially when the concomitant psychotherapeutic means cannot obtain such an effect.

The authors have also treated with Tabex 366 smokers with concomitant bronchitis and 239 patients treated with placebo. After completin the full treatment course (maximum duration 4 weeks), 55% of the patients gave up smoking, while in the group with placebo there was an effect in only 34%. Out of 230 smokers with chronic bronchitis (Berlin and Potsdam), treated with Tabex, 85% gave up smoking by the end of the 4th week, after 8 weeks - 66% and after 23 weeks - 46%. Almost all patients who had given up smoking manifested subjective improvement of the bronchitic symptoms.

Fig. 5 Clinical testing of Tabex in smokers with chronic bronchitis 
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Dynamics of the effect of the treatment with Tabex in a risk group of smokers (with diagnosed chronic bronchitis) in Berlin and Potsdam 

Schmidt F. conducted volume testing of 14 preparations on 1975 smokers by means of a double-blind placebo-controlled experiment. Tabex was given to 181 patients. The results obtained show that patients treated with Tabex have had optimum improvement. 103 patients (157%) gave up smoking, after 3 months this percentage decreased to 38%. Tabex is followed by the drugs niperli (54% and 48% respectively), atabaco (54% and 29% respectively), citotal (50% and 36% respectively), unilobin, potassium chloride, potassium granulate, potassium citrate, nicobrevin, targophagin, etc. The volunteers received by mail instructions concerning the mode of treatment, thus avoiding the influence of the extrapharmacological factors, hence the results registered by the patients themselves in inquiry forms are maximally reliable.

On the basis of the multi-center clinical-pharmacological studies, we can make the following general conclusions concerning the therapeutic effectiveness of Tabex:

1. The drug was tested on 1045 volunteers and compared to 400 patients treated with placebo and 1500 patients treated with other anti-smoking drugs. The results obtained show that 55 to 76% of the patients treated with Tabex gave up smoking. These generalized percentages from different studies are statistically significant and are higher that those of the other preparations compared.

2. Tabex showed a good effect on the chronic pulmonary diseases accompanying prolonged smoking, as well as on patients with psychic diseases of a depressive nature.

3. No serious side effects have been noticed by observing the cited contraindications: severe hypertension and atherosclerosis.

4. An improvement of the general state of the patients was observed due to the discontinuation of the chronic intoxication with nicotine.

5. An active approach is necessary in patients who have failed during the first course by repeating the treatment course at intervals of 4-5 months. 

-- end -- 
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A MODERN AND RELIABLE METHOD FOR GIVING UP SMOKING

FOR CLEAN LUNGS AND FOR A HEALTHY HEART

Quit smoking! Stop smoking with Tabex!
Tabex 100 filmtabl x 1.5 mg
Cytisine 1.5 mg tablets
$ 35.00

Quit smoking! Stop smoking with Tabex!
Tabex is an original Bulgarian preparation of plant origin, intended for the treatment of tobacco smoking. The preparation is developed on the basis of the alkaloid Cytisine, contained in the plant Cytisus laborinum L. (Golden Rain acacia).
Cytisine possesses a structure and mechanism of action that are similar to those of nicotine, but it has much lower toxicity.
In the human body, Cytisine plays the role of nicotine substitution substance, and reduces the period of interaction of the received nicotine with relevant nicotine receptors, i.e. the specific substance cytisine "substitutes" nicotine, acting on the same receptors, thus preventing the appearance of abstinence syndrome. This results in a gradual reduction and suspension of the psychic and physical dependency to nicotine in smokers.
The broad clinical studies carried out, show that the therapy with the preparation Tabex results in giving up smoking in more than 57% of the patients.
Tabex manifests one of the best results to date for the group of preparations, intended for tobacco smoking therapy.
Tabex is very well tolerated, and when applied in therapeutic doses, allows a gradual giving up of smoking without any side effects.
The total giving up of smoking should take place not later than the fifth day after the beginning of the therapy. 
	Recommended therapeutic scheme

	Day of Treatment
	Intake Intervals
	Total Daily Tablets

	Day 1 to 3
	1 tablet every 2 hours
	6 tablets daily

	Day 4 to 12
	1 tablet every 2.5 hours
	5 tablets daily

	Day 13 to 16
	1 tablet every 3 hours
	5 tablets daily

	Day 17 to 20
	1 tablet every 4 hours
	3 tablets daily

	Day 21 to- 25
	1 tablet evert 6 hours
	2 tablets daily

	Important usage details:

TABEX
PACKAGE INSERT
Patient information
Trade name: Tabex

Active ingredient: Cytisine

Drug form: Filmtablets of 1.5 mg

Composition: One filmtablet contains (mg)

Active substance: Cytisine 1.5mg

Other ingredients: Calcium dihydrogenphosphate, Lactose, Wheat starch, Microcrystalline cellulose, Talc, Magnesium stearate.

Pharmaco-therapeutic group: Vegetotropic agent - N- cholinomimetic (gangliostimulant).

Indications: Chronic nicotinism (tabacosis) - for breaking the habit of smoking.

Contraindications: Tabex is contraindicated in arterial hypertension and advanced atherosclerosis.

Warning: The clinical studies with Tabex show that the Bulgarian drug is effective and well tolerated. The adverse effects are insignificant in case of adequate treatment according to the schedule and do not necessitate reduction of the dose and shortening the duration of the treatment. The physicians should warn the patients that the simultaneous administration of the drug and smoking could lead to aggravated adverse effects of nicotine (nicotine intoxication). The drug should be used in all cases when the patient has a hones and firm intention to give up smoking.

There is not sufficient clinical experience with Tabex administration to patients with ischemic heart disease, cardiac impairment, cerebrovascular diseases, obliterating arterial diseases, hyperthyroidism, diabetes mellitus, renal and hepatic insufficiency. The use of the drug of these categories of patients should be performed only after the potential benefit has been weighed against the possible risks.

Pregnancy and lactation: The intraovular application of Cytisine substance to hen embryos induced no embriotoxic and teratogenic effect within the limits of the single therapeutic doses. Higher doses of the drug lead to embryotoxic action. On the base of the experimental data obtained, Tabex is recommended (with Cytisine as the basic component) not to be taken by pregnant women, due to the potential risk of embryotoxic action in case of uncontrolled administration. The drug should not be administered during breast feeding.

Effect of the drug on drivers and machine operators: Tabex is considered safe and induces no changes in the physchophysical status, driving ability and machine operation.

Drug interactions: No data is available on undesired interactions between Tabex and other pharmaceuticals.

Overdose: Symptoms of nicotine intoxication are observed in Tabex overdose. The toxic effects are manifested in nausea, vomiting, pupil dilation, tachycardia, general weakness, clonic convulsions, paralysis of respiration. The communications of overdose with the drug are scarce. Lavage of the stomach, monitoring of respiration, arterial pressure and heart rate are initiated as in all cases of overdose. Infusion, reanimation is undertaken with saline and glucose solutions, anticonvulsants, cardiotonics, analeptics, etc. symptomatic agents.

Administration and dosage: The drug is administered perorally according to the following schedule:

· First 3 days: 1 tablet 6 times daily (every 2 hours) with a parallel reduction of the number of cigarettes smoked. 

If the result is unsatisfactory, the treatment is discontinued and a new therapy can be resumed after 2-3 months. In case of good effect, the treatment should continue according to the following schedule:

· 4th to 12th day: 1 tablet every 2 1/2 hours (5 tablets daily) 

· 13th to 16th day: 1 tablet every 3 hours (4 tablets daily)o 

· 17th to 20th day: 1 tablet every 5 hours (3 tablets daily) 

· 21st to 25th day: 1 to 2 tablets daily 

Smoking cessation should occur by the 5th day after the initiation of the treatment. After the end of the therapeutic course, in order to have good results, the patient should give evidence of strong will, not allowing the lighting of a cigarette.

Undesired adverse effects: The clinical studies showed a good tolerance to the drug and grave adverse effects were not observed. The following adverse effects are rather often observed at the beginning of Tabex treatment: changes in both taste and appetite, dryness in the mouth, headache, irritability, nausea, constipation, tachycardia, light elevation of the arterial pressure. The majority of the adverse effects can abate in the course of the treatment.

Supplied: The filmtablets Tabex are packed in PVC/aluminum foil blister strips. Each blister strip contains 20 filmtablets. Five blister strips are packed in a cardboard box together with package insert.

Storage: In original packages, in dry, and light-protected premises at temperature of 15° -25° C (60° - 75° F)

Expiry term: Two year from manufacture date

How dispensed: Physician prescription required

Name and address of manufacturer: Sopharma AD, 16 Iliensko Chossee St. Sofia, Bulgaria 1220 (www.sopharma.com)


Supplied in a package of 100 filmtablets of 1.5 mg Citysine
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