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Pure diosmin

QUALITATIVE AND QUANTITATIVE COMPOSITION: Anhydrous and pure diosmin (under the form of granulated diosmin): 600 mg. Excipients: For a core: microcrystalline cellulose, talc, colloidal 
silica and stearic acid. For a coated tablet: protective fi lm (hypromellose, microcrystalline cellulose and macrogol 400 stearate), colouring mixture (propylenglycol, hypromellose, titanium dioxide, 
red iron oxide, black iron oxide and ponceau 4 R aluminum lacquer), purifi ed water and Opaglos 6000 (carnauba wax, beeswax and gum lacquer). PHARMACEUTICAL FORM: Film-coated tablet. 
CLINICAL PARTICULARS: Therapeutic indications: - Improvement of the symptoms of venolymphatic insuffi ciency: heavy legs, pain, primo-decubitus restlessness. - Treatment of symptoms related 
to acute haemorrhoids. - Complement treatment of capillary fragility. Posology and method of administration: Oral use. Venous insuffi ciency: 1 tablet a day, in the morning before breakfast. Acute 
haemorrhoids: 2 to 3 tablets a day, to be taken before meals. Contra-indications: This drug is generally not recommended during lactation (cf. Pregnancy and lactation). Special warnings and 
precautions for use: Acute haemorrhoids : the administration of this product does not exempt from the specifi c treatment of the other anal diseases. The treatment should be of short duration. 
If the symptoms are not resolved quickly, a proctological examination should be performed and the treatment should be revised. Pregnancy and lactation: Pregnancy: animal studies have not 
demonstrated any teratogenic effects and no harmful effects on the foetus have been reported in man to date. Lactation: In the absence of data about the passage into breast milk, PHLEBODIA 
is not recommended during breastfeeding.  Undesirable effects: Occasional cases of gastrointestinal disorders rarely requiring discontinuation of treatment. PHARMACOLOGICAL PROPERTIES: 
Pharmacodynamic properties: - Venotonic and vasculoprotective agent : it induces venous constriction, an increase in vascular resistance and a reduction of vascular permeability. - Venous 
myotonic. These properties have been demonstrated in various animal models and in clinical studies. Animal studies Venotonic properties: - Increase of venous pressure in the anaesthetised dog 
after IV administration. Vasculoprotective properties: - Action on capillary permeability, anti-oedematous and anti-infl ammatory action in rats. - Action on erythrocyte deformability measured by 
erythrocyte fi ltration time. - Increased capillary resistance in vitamin P defi cient rats and guinea-pigs. - Reduction of bleeding time in vitamin P defi cient guinea-pigs. - Reduction of the capillary 
permeability induced by chloroform, histamine and hyaluronidase. Clinical studies Venotonic properties demonstrated in clinical pharmacology: - Diosmin increases the vasoconstrictor action 
of epinephrine, norepinephrine and serotonin on superfi cial veins of the hand or on the isolated human saphenous vein. - Increase of venous tone, demonstrated by measurement of venous 
capacitance using strain gauge plethysmography. - Reduction of venous stasis. - Dose-related venoconstrictor effect. - Reduction of the average venous pressure (superfi cial and deep system) 
demonstrated by a double blind test vs. Placebo under Doppler control. - Increase in systolic and diastolic blood pressure in post surgical orthostatic hypotension. Vasculoprotective properties: - 
Dose-related increase in capillary resistance. Pharmacokinetic properties: Using Carbon 14 labelled diosmin in animals it was possible to demonstrate: - Rapid absorption 2 hours following oral 
administration. The peak concentration was reached at the 5th hour. - Limited distribution with the exception of the kidneys, liver, lungs and especially the vena cava and saphenous veins, in which 
the levels of radioactivity detected were always higher than those in other tissues. This preferential binding of diosmin and/or its metabolites to venous tissue increases until the 9th hour and persists 
for 96 hours. - Mostly urinary elimination (79%), but also faecal (11%) and biliary (2.4%) excretion, with demonstration of an enterohepatic cycle. These results therefore indicate that diosmin is 
well absorbed following oral administration. Preclinical safety data: Non-clinical data reveal no special hazard for humans based on studies of acute toxicity, repeated dose toxicity, genotoxicity and 
toxicity to reproduction. PHARMACEUTICAL DATA: Shelf life: 2 years. Nature and contents of container: PVC/aluminium blister containing 15 tablets. Box of 1 or 2 blisters. Not all pack sizes may 
be marketed. MARKETING AUTORISATION HOLDER: LABORATOIRES INNOTHERA, 22, avenue Aristide Briand, 94110 ARCUEIL, FRANCE. MARKETING AUTORISATION NUMBER: MA617/00101. 
DATE OF FIRST AUTORISATION/RENEWAL OF THE AUTORISATION: 11th August 2006. DATE OF REVISION OF THE TEXT: March 2012.
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Venous insuffi ciency

Relieves DURABLY1: 

Long lasting action proved

Relieves PAIN: -56.1%2

Decrease in pain intensity of venous insuffi ciency at 4 weeks of treatment

Relieves NIGHT and DAY symptoms: 68% to 81%2

Improvement or disappearance for all symptoms measured at 4 weeks of treatment

1 tablet per day every morning3

Haemorrhoidal crisis

Relieves PAIN, SWELLING and/or ŒDEMA: -80%
4

Statistically signifi cant difference versus placebo (p=0.017)

Stop of BLEEDING in around 3 days
5

Patient SATISFACTION: 92%
6

Patients satisfi ed or very satisfi ed at the end of treatment

2 - 3 tablets per day during meals3

NEW DATA

on 1 442 patients

QUICKLY ACTIVE ON HAEMORRHOIDAL
SYMPTOMS

DURABLY ACTIVE ON NIGHT & DAY
SYMPTOMS 

Optimal dosage: 
600 mg of pure diosmin
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