Important Informatlan, Please read carefully
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VIVIC TABLET 100MG
Film-Coated Tablet

COMPOSITICN
Each tablet containg 100mg Sildenalil (as Slidenalil Cilrate),

PHARMACODYNAMICS

Sildenafil s an oral tharapy for erectile dysfunciion, It is a polent and selective
inhibitor of the ecyelic guanosine mongphosphate  [6GMP)  specliic
phasphodiesterase fype § {PDES) In corpus cavernosum.

PDES is responsible far degradation of cGMP, which produces smaoth muscle
relaxation in the corpus cavernosum and allows inlicw of bloed 1o penls.

The physiological mechanism respensible for erection of the penis involves the
release of nitric oxide {NO) in tha corpus caverncsum during sexual stimulation,
Tha NQ is then activales enzyme guanylate cyclase, which results in increased
levels of cGMP.

Sildenalil has a paripharal sita of actlon on erections, It has no direct relaxant
effect on isolated human corpus cavamasum bul potenily enhances the refaxant
effact of NO.

PHARMACOKINETICS

Absorption - Sildenalfil is rapidly absorbad atter an oral dosa, with a bioavailabilily
of about 40%, Peak plasma concentrations cecur within 30 to 120 minutes; the
rate of absorplion is reduced when sildenafil is given with fcod.

Distribution: - Sildenafil is widely distributed into lissues and js aboul 96% bound
to plasma proteins,

Melabofism - Sildanafil Is melabolised in the liver mainly by cylachrome P450
isoenzymes CYP3A4 (the major route) and CYP2CS, The major metabolite,
N-desmethylslldenafil (UK-103320) also has some aclivity. Tha terminal
hall-ives o sildenatil and the N-desmethyl metabelite are abaut 4 hours.
Elimination « Sildanalil is excrelod as melabolites, malnly in the laeces, and lo a
lesser extent the urine, Clearance may be reduced [n the elderly and ir patients
wilh hepatic or severe renal impairment.

INDICATIONS
Vivic is indicated for the freatment of eractite dysfunction, which s the inabifity to
achieve of maintain a penile erection sulficent for satisfaclory sexual
performance,

In otdet fot siklenafil to be effecti i

DOSAGE AND ADMINISTRATION

Aduits - Usua! oral dose |s 50mg sildenalil about one hour before sexval
Intercourse. The dose may bo adjusled according 10 response 1o 25-100mg. The
maximum recemmended dose 5 100 mg sildenafil should not be taken more
1han ence [n 24 howrs.

Onset of alect may be delayed il taken with Tood,

Elderly - Dosage adjusiments are not required in elderly patients.

Patients with impaired hepatic function - Sildenafil clearance is reduced in
patients with hepalic impalrment, An initial oral dose of 25 mg Is recommended.,
Palienls with impaired renal function - Slldenalil clearance is reduced In pallents
wilh severe ranal Impalrment. An inllia! oral dose of 25 Mg 15 recommended,
Falients using other medicines - An initial doss of no more than 25 mg daily is
advised in pallents taking sildenalil with inhibitars of cylochreme P450
isaenzyme CYP3A4 (reler Drug Interactions),

The dose shoukd not exceed 25 mg every 48 hours I given with
titonavir-boosled HIV-protease Inhibitors, although such a combination is bast
avoided entlrely.

In patients stabilised cn alpha blocker therapy, an inllial dose of sildenafil 25 mg
should be considered.
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CONTRAINDICATIONS
Known hyp sitivity 19 sildenalil or any ¢ ol this produét,
Cor ¢ i pailents ing nitrates. in pallents in whom vascdilation or

saxual activity are inadvisable, In palients with a previous history of nan-arteritic
anterior ischaemic gptic neuropathy (NAION), hypolension (systolic blood
prassura below H0mmHg). recenl siroke, unslable angina, and myocardial
intarction,

WARNINGS AND PRECAUTIONS

Caulion is required in pallents with hepatic or sgverg renal impairment, and
dosage reduction of sildenafil may ba necessary.

Cara |s also needed in palients with anatomical defermalion of fhe penls or
haematological disordars lhat may predispase them I¢ priaplsm, In the avenl ol
prolonged erection (for mare than 4 hours), patlents should seek medical
assislance, as penile 'ssue damage and parmanent loss of polency can oceur,
Patienls are also advised to stop 1aking sildenafil and seek medical advice in
cases of sudden visual or hearing loss, Sildenali! should nol be given 1o those
with loss of vision in one eye caused by non-arteritic anterior ischaemic optic
naurcpalhy (NAICN), regardiess of whether this was in connection with previous
phosphodiesterase type-5 (PDES) irhibitors or not.
Palients who experi fzzi or visual di
operate hazardous machinery.
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The salgly of sildenatil is uncertaln in patients wilh savere hopatic impalrmant,
biaeding gisorders, active paptic ulcaration, hypotension, hypertansion, a racent
history of stroke, myocardial infarction, or life-lhreatening arrhythmia, unsiable
angina, haart failure, or retinal disarders such as ratinitis pigmentosa {a minerity
of whom hava genelic disardars of retinal phosphodiesierases, Advise not ba
used in thesa groups,

DRUG INTERACTIONS

Sikdenafil or olher phosphodiesierase fype-5 (PDES} inhibitors may polentiate
the hypolensive effects of organic niirates, and are therelore contra-indicated in
pallents receiving such drugs,

Sildenalil may afso enhance the hypolensive effact of nicorandil and use of the
two drugs logether should be avoided,

Symplomalic hypotensien may alse cccur when PDES inhibitors are glvan with
alpha blockers, Generally, the palient should ba stabilised an alpha blocker
therapy before the PDES is slarted at a low dose and adjusted according to
respons4,

Drugs that inhiblt the cylochrome P450 isoanzyme GYPAA4, such as cimetidine,
delavirdine, erythromyeln, itraconazale, and keloconazole, may reduce ihe
¢tlearance of PDES inhlbltors. necessiiating a reduction In dosage.

Plasma concentrations of PDES Inhibiters are significanlly intreased by HIV-
proteasa inhibilors, and parlicularly so by rlenavir-boosted regimens. Such
¢ombinalions should nel be given unless absolutely essential.

Grapelruit |ulce should be avoided with sildenafil of ather POES Inhibliers as it
may Increase their plasma concenlrations. Inducers of CYP3A4, such as
rifampiein, are llkely to d plasma « ions of PRES inhibitors.,
Bosantan also reducss exposure 10 sildenalil,

PREGNANCY AND LACTATION
Sildanail Is nolindicaled for use in women.

SICE EFFECTS

Adverse alfecls most commonly reported with sildenalil are headachs, lughing,
and dyspepsia.

Also common are visval disturbances such as blurred vision, photophobfa,
chromalopsla, cyanopsia, eye iritalion, pain and tedness of 1he eyes. Retinal
haemarrage has oecurred, and  non-aderilic  anlarior Ischaemic oplic
neuropathy {(NAION) causing permanent loss of vision has baen reporiad raraly.
Other commen adverse effects Includa dizziness, insomnla, anxiety, verigo,
opistaxis, nasal congastion, pyroxia, and gastrolntestinal dislurbances such as
diarrhoea and vomiting, Priaplsm can occur,

Oiher adverse effacts Include skin rashes, erythema, alopecia, limb andfor back
pain, myalgia, 1acial eadema, Iluid retention, paraesthesia, and urinary-tracl
infeclion, Dyspnoea, cough, rhinltis, sinusilis. bronchitis, and eetlulills can ogeur,
Sudden doecrease or loss of hearing, anaemfa, leucopenta, gynastomastia,
urinary lrequency of incontinence, hasmaturia, and selzures hava been
reported,

Ceorebrovascular hasmorrhage and transient ischagmic attacks have cocurred.
Thera have also boon reports of palpitations, syncopa, hyperiansion,
hypotension, and sorious cardigvascular events including myocardial infarction,
arthythmias, tachycardla, unstable angina, and sudden cardiac death,

SYMPTOMS AND THEATMENT FOR OVERDOSAGE

Based on 1he reported studies of single dosaes up to B60mg, adverse evenls are
similar 1o those seen at lower doses but incidence rales and severities are
increased.,

In cases of cvardose, slanddtd Supportive measures shoud be adopted as
required, Renal dialysls Is not expecled 1o accelerale elearance as sildenall] is
highfy bound to plasma preteins and not eliminaled in he urine.

STORAGE CONDHTION
Sitora below 30°C. Protect rom maisture,

SHELF LIFE

Tha axpiry date is indicated on the packaging.

PRODUCT DESCRIPTION

Blus, oval shape, noimal convex film-coaled tablat engraved wilh V" marking

on one side and plain on the reverse, Avallable as blister sifps of 4's in
packing of 4 tablets per box.

KEEP OUT OF REACH OF CHILDREN / JAUHI DARI KANAK-KANAK
For lurther information, pleasa consull your pharmacist or physician.
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