-

Composition:-

-Each film coated tablet of Golden — tab 20° contains:
Tadalafil 20 mg.
-Each film coated tablet of Golden — tab 10% contains:
Tadalafil 10 mg.

Indications:-
- Treatment of erectile dysfunction .

Dosage and administration:-

* Use in adult men :-

- The recommended dose of Golden - Tab® is 10mg taken
prior to anticipated sexual activity and without regard to food.
- In those patients whom Tadalafil 10mg does not produce an
adequate effect, 20 mg might be tried .

- Efficacy of Tadalafil may persist up to 24 hours post dose -
The maximum recommended dosing frequency is once per
day.
* Use in elderly men :-

- Dosage adjustment is not required in elderly patients.

- Dosage recommendations described in use in adult men
apply to elderly men.

- Dosage adjustments are not required in patients with
mild or moderate renal impairment, hepatic impairment
and diabetes .
- Golden - Tab®should not be used in individuals below
18 years of age.

Contraindications:-

- Golden - Tab® is contraindicated in anyone taking
organic nitrates as it may potentiate their hypotensive
effects.

- Hypersensitivity to Tadalafil.

- Moderate heart failure .

- Uncontrolled arrhythmias.

- Uncontrolled hypertension.

- Unstable angina .

- Recent stroke .

- In patient whom vasodilation or sexual activity are
inadvisable or in patient with a previous history of non-
arteritic anterior ischaemic optic neuropathy.

Side effects:-

- The most common side effects are headache and
indigestion.

- Less commonly reported side effects are back pain,
muscle aches, flushing and nasal congestion.

Drug Interactions:-

- Tadalafil is principally metabolized by CY3A4.
- Ketoconazole increased Tadalafil AUC .

- Rifampicin reduced Tadalafil AUC.

- Concomitant treatment with an alpha-blocker can increase

the risk of postural hypotension .

- Simultaneous administration of antacid (magnesium
hydroxide, aluminum hydroxide) and Tadalafil reduced
the apparent rate of absorption of Tadalafil without altering
exposure (AUC) to Tadalafil.

Pregnancy and lactation:-
Golden - Tab® is not indicated for use in women

Properties:-

Pharmacokinetic Properties:-

The maximum plasma concentration (C max) of Tadalafil
is achieved at a median time of 2 hours after dosing.
Golden-Tab® may be taken with or without food.

- Tadalafil is distributed into tissues, and at the therapeutic
concentrations 94% of Tadalafil in plasma is bound to
proteins. Protein binding is not affected by impaired renal
function.

- Less than 0.0005% of the administered dose appeared in
the semen of healthy subjects.

Tadalafil is predominantly metabolizd by the cytochrome
P450(CY3A4) isoform.

The mean oral clearance of Tadalafil 2.5L/hr and the mean
half life is 17.5hr in healthy subjects.

Tadalafil is excreted predominantly as inactive
metabolites, mainly in the faeces and to lesser extent in the
urine (approximately 36% of the dose).
Pharmacodynamic properties:-

_Tadalafil is a potent, selective, reversible inhibitor of
cyclic guanosine monophosphate (cGMP) specific
phosphodisterase Type 5 (PDES5).

When sexual stimulation causes the local release of nitric
oxide, inhibition of PDES5 by Tadalafil , it produces
increased levels of cGMP in the corpus cavernosum. This
result in smooth muscle relaxation and inflow of blood into
the penile tissues, thereby producing an erection. Tadalafil
has no effect in the absence of sexual stimulation.
Tadalafil has no significant change in blood pressure and
heart rate.

There are no clinically relevant effects on sperm
concentration, sperm count, motility or morphology after
daily doses of 10mg and 20mg for 6month.

Packaging:-
Blister of 2 tablets, packing of 2 blisters.

Storage:-
- Store in a dry place at a temperature below 30° C .

- Dyspepsia, nausea, vomiting, dizziness, visual disturbances.
- Abdominal pain , increased sweating and transient amnesia.
- Other side effects include : syncope , hypertensivity reaction

and priapism .
Precautions: -

* Golden - Tab® should be used with caution in:

- Patients with severe cardiovascular disease, renal
insufficiency or hepatic insufficiency .

- Left ventricular out flow obstruction .

- Patients with conditions that might predispose them to

priapism (such as sickle cell anaemia, multiple myeloma or

leukemia) .

- Patients with anatomical deformation of the penis.

- Golden - Tab® contains lactose and may be unsuitable
for patients with lactose intolerance , galactosemia , or
glucosemia, or glucose or galactose malabsorption.

Over dose:-

- In cases of overdose, standard supportive measures
should be adopted , as required. Haemodialysis
contributes negligibly to Tadalafil elimination.

THIS IS A MEDICAMENT
- Medicament is a product which affects your
health, and its consumption contrary to
instructions is dangerous for you
- Follow strictly the doctor’s prescription, the
method of use and the instructions of
pharmacist who sold the medicament .
- The doctor 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
consultation your doctor.
- Keep medicament out of reach of children.

Produced by:
Azal Pharmaceutical Industries Co.Ltd.
Sudan - Khartoum
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