Dolceta™

Paracetamol BP and Tramadol HCI BP

Composition:

Dolceta™ Tablet: Each film coated tablet contains
Paracetamol BP 325 mg & Tramadol Hydrochloride
BP 37.5 mg.

Pharmacology:

Tramadol is a centrally acting synthetic opioid
analgesic. Although its mode of action is not
completely understood, from animal tests, at least
two complementary mechanisms  appear
applicable: binding of parent and M1 metabolite to
y-opioid receptors and weak inhibition of reuptake
of norepinephrine and serotonin.Opioid activity is
due to both low affinity binding of the parent
compound and higher affinity binding of the
O-demthylated metabolite M1 to p-opioid
receptors. Tramadol has been shown to inhibit
reuptake of norepinephrine and serotonin in vitro,
as have some other opioid analgesics. These
mechanisms may contribute independently to the
overall analgesic profile of tramadol.
Paracetamol is a non-opiate,
analgesic.

non-salicylate

Indication:

Dolceta™ tablet is indicated for the management
of moderate to severe pain. Dolceta™ is also
indicated for the short term (five days or less)
management of acute pain.

Dose & Administration:

For the management of moderate to severe pain,
the recommended dose is 1 or 2 tablets every 4 to
6 hours as needed for pain relief up to a maximum
of 8 tablets per day.

In case of short term (five days or less)
management of acute pain, the recommended
dose is 2 tablets every 4 to 6 hours as needed for
pain relief up to a maximum of 8 tablets per day.

Route of administration: Oral.

Contraindication:

* Hypersensitivity to tramadol hydrochloride,
paracetamol or to any of the excipients.

* This is also contraindicated in any situation
where opioids are contraindicated.

Warning & Precaution:

The maximum dose of 8 tablets of Tramadol
hydrochloride/Paracetamol  should not be
exceeded in adults and adolescents 18 years and
older.

Dolceta™ should be used with care in patients with
seizures or epilepsy, history of drug or alcohol
dependence, head injury or high intracranial
pressure, kidney disease, such as kidney failure,
liver disease such as cirrhosis, liver failure or
hepatitis, any allergies including allergy to foods,
dyes or preservatives, respiratory depression.

Side effects:

Common: Constipation, diarrhea, nausea, dry
mouth, somnolence, anorexia, insomnia, dizziness,
sweating, pruritus, prostatic disorder.

Rare: Weight loss, tachycardia, amnesia, dyspnea.

Use in pregnancy and lactation:

There are no adequate and well-controlled studies
in pregnant women. This combination preparation
should be used during pregnancy only if the
potential benefit justifies the potential risk of the
fetus.

Dolceta™ is not recommended for obstetrical
preoperative medication or for post-delivery
analgesia in nursing mothers because its safety in
infants and new borns has not been studied.

Special Population:

Geriatric: Dose selection for elderly patients should
be cautious.

Hepatic impairment: It is not recommended in
patients with impaired hepatic function.

Renal impairment: Creatinine clearance of less
than 30 ml/min dosing interval should be
increased, not to exceed 2 tablets every 12 hours.

Use in children & adolescents:
Dolceta™ is not recommended in patients under 18
years old.

Drug interaction:

With medicine: Quinidine, fluoxetine, paroxetine,
amitriptyline, ketoconazole, erythromycin, SSRIs
and MAOls.

With food: Can be administered without regard to
food.

Overdose:

Serious potential consequences of overdosage
with tramadol are central nervous system
depression, respiratory depression, and death.
Some deaths have occurred as a consequence of
the accidental ingestion of excessive quantities of
tramadol alone or in combination with other drugs.
In treating an overdose, primary attention should
be given to maintaining adequate ventilation along
with general supportive treatment. A serious
potential consequence of overdosage with
acetaminophen is hepatic (centrilobular) necrosis,
leading to hepatic failure and death. Emergency
help should be sought immediately and treatment
initiated immediately if overdose is suspected,
even if symptoms are not apparent

Storage:

Do not store above 30°C, protect from light and
moisture. Keep out of reach of children.

Packing:
Dolceta™ : Each box contains (3x10’s) 30 tablets
in Alu-PVC/PVDC blister pack.
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