Tealis®

Tadalafil

Description

Tadalafil is a selective, reversible inhibitor of
phosphodiesterase type 5 (PDE5) which degrade cyclic
guanosine monophosphate (cGMP)-specific. Inhibition
of PDE5 by Tadalafil produces increased levels of
cGMP in the corpus carvernosum. This results in
smooth muscle relaxation and inflow of blood into the
penile tissues, thereby producing an erection.

Mode of action

When sexual stimulation causes the local release of
nitric oxide in the corpus cavernosum, nitric oxide then
activates the enzyme guanylyl cyclase, which results in
increased levels of cGMP. The increased levels of
cGMP in the corpus cavernosum produce smooth
muscle relaxation and inflow of blood into the penile
tissues, thereby producing an erection. PDE5 degrades
cGMP in the corpus cavernosum, and the inhibition of
PDES5 by Tadalafil maintains increased levels of cGMP
in the corpus cavernosum.

Composition

Tealis® 5 mg Tablet: Each film coated tablet contains
Tadalafil BP 5 mg.

Tealis® 10 mg Tablet: Each film coated tablet contains
Tadalafil BP 10 mg.

Tealis® 20 mg Tablet: Each film coated tablet contains
Tadalafil BP 20 mg.

Indications

o Erectile dysfunction(ED).

@ Benign Prostatic Hypertrophy(BPH).
e Pulmonary Hypertension.

Dosage & administration

Tadalafil for use as needed:

Erectile dysfunction(ED): Starting dose: 10 mg as
needed prior to sexual activity. Increase to 20 mg or
decrease to 5 mg based upon efficacy/tolerability. Not
to be taken more than once per day.

Tadalafil for once daily use:

Erectile dysfunction(ED): 2.5 mg taken once daily,
without regard to timing of sexual activity. May increase
to 5 mg based upon efficacy and tolerability

Benign Prostatic Hypertrophy (BPH): 5 mg, taken at
approximately the same time every day

ED and BPH: 5 mg, taken at approximately the same
time every day

Pulmonary Hypertension: 40 mg orally once daily.

Contraindications

Administration of tadalafil to patients who are using any
form of organic nitrate, either regularly and/or
intermittently, is contraindicated.

Tadalafil is contraindicated in patients with a known
serious hypersensitivity to tadalafil. Hypersensitivity
reactions have been reported, including
Stevens-Johnson syndrome and exfoliative dermatitis.

Side effects

Most common adverse reactions (=2%) include
headache, dyspepsia, back pain, myalgia, nasal
congestion, flushing, and pain in limb.

Use in pregnancy & lactation
Tadalafil is not indicated for use by women.

Precautions

Patients should not use Tadalafii when sex is
inadvisable due to cardiovascular status, Use of
Tadalafil with alpha blockers, antihypertensives or
substantial amounts of alcohol may lead to
hypotension. Tadalafil is not recommended in
combination with alpha blockers for the treatment of
BPH because efficacy of the combination has not been
adequately studied and because of the risk of blood
pressure lowering. Patients should seek emergency
treatment if an erection lasts >4 hours.

Drug interactions
Tadalafil can potentiate the hypotensive effects of
nitrates, alpha blockers. Alcohol, CYP3A4 inhibitors
(e.g. ketoconazole, ritonavir) increase Tadalafil
exposure. CYP3A4 inducers (e.g. rifampin) decrease
Tadalafil exposure.

Over dosage

Adverse events were similar to those seen at lower
doses. In case of overdose, standard supportive
measure should be adopted as required.

Storage
Store in a cool (Below 25° C temperature) and dry
place protected from light.

Packaging

Tealis® 5 mg Tablet: Each carton contains 4X1 tablets
in blister pack.

Tealis® 10 mg Tablet: Each carton contains 4X1
tablets in blister pack.

Tealis® 20 mg Tablet: Each carton contains 4X1
tablets in blister pack.

Manufactured by
Opsonin Pharma Limited

Opsonin Pharma Rupatali, Barishal, Bangladesh.

Ideas for healthcare ® Registered Trade Mark.
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