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SUMMARY OF PRODUCT C

L MAME 0OF THE FINISHED FHARMACEUTICA
Generic Name: Sildemafil Tablets USP
Brand mame: Penegra 100 mg F.C. Tablet
Strengih: Sildenafil 100 mgTablet {as Sikdenafil Cibrad
Divscxpe form: Tablet (Film Cotesd)
Distribution categary of the Product: Prescription Omnly

LQUALITATIVE AND QUANTITATIVE COMM
Each film coated tshlet contains 1408451 mg Sildm
Sildenafil.

For full list of excipients, = section 6.1

L FHARMACEUTICAL FORM
Tahlet (Film Coasted)
Smoath, well formesd. dimaond shaped bloe colored |
side and bisect om other side.

A CLINICAL PARTICULARS

4.1 Therapeutic indications
Penegra is indicated m adult men with erectile dys=h
maintain a penibe erection sufficient for satisfacory se:
effective. sexual stimulation is regquared.

4.2 Posology and method of administration
The wual dose is 50 mg once daily. It should be |
Depending on effectiveness & iolerance, the dose ma
dose of 1} mg or decreased to 25 mg. The maximy
factars are associated with increased plasma levels of
problem, severe renal impamment and concomits
erythromyrin. Since higher plasma levels may increas
events, a starting dose of 25 mg shoubd be considened
time bo work if it is taken with a beanvy meal.



