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Film coated tablets

Composition:

Each Film Coated tablet contains:

Euphorbia prostrata extract 100 mg (Containing 3.15-8.25 mg total flavonoid

calculated as apigenin-7-glucoside and 12.6-44.0 mg total phenolics calculated

as gallic acid).

Excipients:

Core: Microcrystalline cellulose, Mannitol, Croscarmellose sodium, Lactose,

Talc, Colloidal silicon dioxide,

Film: hypromellose, titanium dioxide, PEG 400

Mechanism of action:

Flavonoids and phenolic acid have been reported to have anti-inflammatory,

analgesic, antioxidant, haemostatic, antithrombotic and vasoprotective actions.

Tannins are known to possess astringent and haemostatic properties.

Preclinical studies carried out on the extract have confirmed its wound healing

and antihemorrhoidal activity.

Indications:

Euphorbia prostrata extract tablet is indicated for treatment of hemorrhoids. It is

also indicated for providing symptomatic relief to patients of grade 3 and 4

hemorrhoids following hemorrhoidectomy.

Contraindications:

- History of hypersensitivity to Euphorbia prostrata extract, flavonoids and/or
any constituents of the formulation

- Bleeding disorders

- Pregnant or lactating women

WARNING AND PRECAUTIONS:

Hepatic and renal dysfunction:

Euphorbia prostrata extract tablet has not been evaluated in patients with

evidence of hepatic and/or renal dysfunction, Therefore it should be avoided in

such patients.

Euphorbia prostrata extract tablet have the potential to alter coagulation profile,

thus they should be used with caution when co-administered with

anticoagulant, and platelet anti-aggregant agent. Efficacy and safety of

Euphorbia prostrata extract tablet has not been evaluated in pediatric patients.

The use of Euphorbia prostrata extract tablet should therefore be avoided in

pediatric patients.

Pregnancy and lactations:

Not for Pregnant or lactating women

Drug interactions:

No significant drug interactions have been reported with the use of Euphorbia
prostrata extract tablet.

Adverse effects:

Euphorbia prostrata extract tablets are generally well tolerated. The reported
adverse event are mild to moderate in intensity. No serious or severe adverse
event has been reported so far. The reported adverse event are nausea,
dyspepsia, abdominal pain, gastralgia, gastritis, diarrhea, dizziness, headache,
contact dermatitis, allergic reaction, hypersensitivity and dry mouth. Besides
the clinical adverse event, derangement of the prothrombin time (not
associated with clinical symptoms of bleeding) and serum creatinine (not
considered related to the study medication) have occasionally been reported
DOSAGE AND ADMINISTRATION:

The Euphorbia prostrata extract tablet is recommended for oral administration
only. The tablet can be taken without regard to meal.

The recommended dosage of Euphorbia prostrata extract tablet is as follows:
Treatment of hemorrhoids: One 100 mg tablet once daily for 14 days. Post-
hemorrhoidectomy setting in patients of grade 3 and 4 hemorrhoids: One 100
mg tablet twice daily for 14 days.

Overdose:

No case of overdose with euphorbia prostrata has been reported till date
however in case of overdose general supportive care should be instituted
Packaging:

A carton box contains 3 pvdc/alu blisters, each contains 10 film coated tablets.
Storage:

Store below 25 °C, protect from light and moisture, keep out of reach of children
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THIS IS A MEDICAMENT

-A medicament is a product but unlike any other products.
-A medicament is a product which affects your health, and its consumption

contrary to instructions is dangerous for you.

-Follow strictly the physician’s prescription, the method of use and the instructions
of the pharmacist who sold the medicament. The physician and the pharmacist
are experts in medicine, its benefits and risks.

-Do not by yourself interrupt the period of treatment prescribed for you.

-Do not repeat the same prescription without consulting your physician.

KEEP THE MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers)

(Arab Pharmacists Association)
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