Drucedrin®
(Diphenhydramine 25mg + Paracetamol 500mg)
10x10 Capsules

SUMMARY OF PRODUCT CHARACTERISTICS
(SmPC)



1. Name of the medicinal product

Drucedrin® Capsules

2. Qualitative and quantitative composition
Each capsule contains Paracetamol 500mg with Diphenhydramine 25mg.

For the full list of excipients, see section 6.1.

3. Pharmaceutical form

Capsule

4. Clinical particulars
4.1 Therapeutic indications

Drucedrin® Capsules is indicated for the temporary relief of pain when associated with sleeping difficulty,
for example: headache, migraine, backache, arthritis, rheumatic and muscle pain, neuralgia, toothache or

period pain.

Relief of fever.

4.2 Posology and method of administration

Dosage instructions:
As directed by a physician.
Do not exceed the stated dose or frequency of dosing.

Adults, the elderly and children 16 years and over (above 55 kg body weight):

Take 500 mg to 1000 mg at a time, up to 3000 mg per 24 hours.

The maximum daily dose of Paracetamol must not exceed 3000 mg.

Children 10 to 15 years of age (40-55 kg body weight)

Take 500 mg at a time, up to 2000 mg per 24 hours.

The daily dose must not exceed 2000 mg.



Not recommended for children under 10 years of age.

The dose should not be repeated more frequently than every 4 hours and not more than 4 doses should be

taken in any 24-hour period.

* In patients with impaired hepatic or Gilberts syndrome, the dose must be reduced or the dosing interval

prolonged.

The daily effective dose should not exceed 60 mg/kg/day (up to maximum 2 g/day) in the following

situations:

* Adults weighing less than 50 kg

» Mild to moderate hepatic insufficiency, Gilbert's syndrome (familial non-hemolytic jaundice)

* Dehydration

* Chronic malnutrition

This medicinal product should not be used continuously for longer than 2 weeks without consulting a
doctor.

Direction for use:

» Paracetamol tablet is not suitable for children below 10 years.

* The dosing interval should be at least 4 hours.

* The indicated dose should not be exceeded due to risk of serious damage to the liver (see section 4.4 and

4.9).

* If pain for more than 5 days or fever for more than 3 days exists or get worse, or if any other symptom

occur, treatment should be discontinued and a physician should be consulted.

* The ingestion of Paracetamol with food and drink does not affect the efficacy of the medicinal product.

Method of Administration:

Oral administration
4.3 Contraindications

Drucedrin® Capsule is contraindicated for patients known to be hypersensitive to the drug or to any of the

excipients listed in section 6.1.

Contraindicated for use in patients with the following conditions: stenosing peptic ulcer, pyloroduodenal

obstruction.



Hypersensitivity to the Paracetamol or to any of the excipients listed in section

4.4 Special warnings and precautions for use
Drucedrin® Capsules may cause drowsiness and so should not be taken during the day. If affected do not
drive or operate machinery.

Avoid drinking alcohol while taking Drucedrin® Capsules.

Do not take Drucedrin® Capsules if you have already taken four doses of a Paracetamol containing
medicine during the day, as this can easily result in exceeding the maximum recommended daily dose of
Paracetamol. Many over-the-counter pain killers and cold and flu remedies contain Paracetamol. It is

important to get advice from your pharmacist before using more than one product.

4.5 Interaction with other medicinal products and other forms of interaction

If you are already taken any other medicines, including herbal medicines and those bought without a
prescription, you should check with your pharmacist before taking this medicines, to make sure that the

combination is safe.

4.6 Fertility, pregnancy and lactation

Pregnancy

Drucedrin® Capsules is not recommended for women who are pregnant because there is insufficient
information available about the safety of Diphenhydramine during pregnancy. Get further advice from

your doctor or pharmacist. A painkiller containing just Paracetamol is fine to take during pregnancy.

Breast-feeding

If you are breastfeeding you should get medical advice from your doctor before taking Drucedrin®
Capsules. Paracetamol and Diphenhydramine pass into breast milk. While Paracetamol is not known to

have harmful effects on a nursing infant, the safety of Diphenhydramine is not fully established.

Fertility
There are no available data on the effect of diphenhydramine on fertility.

No detrimental effects on fertility upon normal use of Paracetamol are known

4.7 Effects on ability to drive and use machines

Drucedrin® Capsules may cause drowsiness and so should not be taken during the day. If affected do not

drive or operate machinery.



4.8 Undesirable effects

Medicines and their possible side effects can affect individual people in different ways. The following are
some of the side effects that are known to be associated with Paracetamol and Diphenhydramine in

Drucedrin® Capsules.

Just because a side effect is stated here does not mean that all people using this medicine will experience

that or any side effect.

Blood and lymphatic system disorders:

Unknown: agranulocytosis

Immune system disorders:

Unknown: hypersensitivity reactions including rash, urticaria, dyspnoea and angioedema
Psychiatric disorders:

Unknown: confusion, paradoxical excitation (e.g. increased energy, restlessness, nervousness),

depression, sleep disturbances

* The elderly are more prone to confusion and paradoxical excitation.
Nervous system disorders:

Common: sedation, drowsiness, disturbance in attention, unsteadiness, dizziness
Unknown: convulsions, headache, paraesthesia, dyskinesia

Eye disorders:

Unknown: blurred vision

Cardiac disorders:

Unknown: tachycardia, palpitations, arrhythmias

Respiratory, thoracic and mediastinal disorders:

Unknown: thickening of bronchial secretions

Gastrointestinal disorders:

Common: dry mouth

Unknown: gastrointestinal disturbance including nausea, vomiting

Musculoskeletal and connective tissue disorders:



Unknown: muscle twitching

Renal and urinary disorders:

Unknown: urinary difficulty, urinary retention

General disorders and administration site conditions:
Common: fatigue

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorization of the medicinal product is important. It allows
continued monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are

asked to report any suspected adverse reactions.
Paracetamol

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows
continued monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are

asked to report any suspected adverse reactions.

4.9 Overdose

Overdose is likely to result in effects similar to those listed under adverse reactions.

Additional symptoms may include mydriasis, fever, flushing, agitation, tremor, dystonic reactions,
hallucinations and ECG changes. Large overdose may cause rhabdomyolysis, convulsions, delirium, toxic

psychosis, arrhythmias, coma and cardiovascular collapse.

Treatment should be supportive and directed towards specific symptoms. Convulsions and marked CNS

stimulation should be treated with parenteral diazepam.
5. Pharmacological properties
5.1 Pharmacodynamic properties

Mechanism of action

Pharmacotherapeutic classification: Antihistamines for Systemic Use — aminoalkyl ethers ATC code:
RO6AA02

Diphenhydramine is an ethanolamine-derivative antihistamine. It is an antihistamine with anticholinergic

and marked sedative effects. It acts by inhibiting the effects on H1-receptors.

Diphenhydramine is effective in reducing sleep onset (i.e. time to fall asleep) and increasing the depth and

quality of sleep.



Paracetamol
Pharmacotherapeutic group: Other analgesics and antipyretics, Anilides. ATC code: NO2BEO1
Paracetamol is an effective antipyretic and analgesic agent. However, it has no anti-inflammatory effect.

The main action of Paracetamol is the inhibition of cyclooxygenase, an enzyme which is important for the
prostaglandin synthesis. Central nervous system cyclooxygenase is more sensitive for paracetamol than
peripheral cyclooxygenase and this explains why paracetamol has an antipyretic and analgesic efficacy

without a conspicuous peripheral anti-inflammatory activity

5.2 Pharmacokinetic properties

Diphenhydramine hydrochloride is rapidly absorbed following oral administration.

Apparently it undergoes first-pass metabolism in the liver and only about 40-60% of an oral dose reaches

systematic circulation as unchanged diphenhydramine.

It is rapidly distributed throughout the whole body. Peak plasma concentrations are attained within 1-4
hours. The sedative effect also appears to be maximal within 1-3 hours after administration of a single

dose.
It is positively correlated with the plasma drug concentration.

Diphenhydramine is approx 80-85% bound to plasma proteins. Diphenhydramine is rapidly and almost
completely metabolised. The drug is metabolised principally to diphenylmetoxyacetic acid and is also
dealkylated.

The metabolites are conjugated with glycine and glutamine and excreted in urine.
Only about 1% of a single dose is excreted unchanged in urine.

The elimination half-life ranges from 2.4-9.3 hours in healthy adults. The terminal elimination half-life is

prolonged in liver cirrhosis.

Paracetamol

Absorption

After oral administration Paracetamol is rapidly and almost completely absorbed. Peak plasma

concentrations are reached after 30 minutes to 2 hours.

Distribution



Paracetamol is distributed rapidly throughout all tissues. Concentrations are comparable in blood, saliva

and plasma.

The volume of distribution of Paracetamol is approximately 1 L/kg bodyweight. At therapeutic doses
protein binding is negligible.

Metabolism

In adults paracetamol is conjugated in the liver with glucuronic acid (~60%), sulphate (~35%) conjugates.
The latter route is rapidly saturated at doses higher than the therapeutic dose. A minor route, catalyzed by
the cytochrome P450, results in the formation of an intermediate reagent (N acetyl-p-benzoquinoneimine)
which under normal conditions of use is rapidly detoxified by glutathione and eliminated in the urine,

after conjugation with cysteine (~3%) and mercaptopuric acid.

In neonates and children <12 years sulphate conjugation is the main elimination route and
glucuronidation is lower than in adults. Total elimination in children is comparable to that in adults, due

to an increased capacity for sulphate conjugation.

Elimination

Elimination of Paracetamol is essentially through the urine. 90% of the ingested dose is eliminated via the
kidneys within 24 hours, predominantly as the glucuronide (60 to 80%) and the sulphate (20 to 30%)

conjugates. Less than 5% is eliminated in unchanged form. The elimination half life is about 2 hours.

In cases of renal or hepatic insufficiency, after overdose, and in neonates the elimination half-life of
paracetamol is delayed. The maximum effect is equivalent with plasma concentrations. For elderly

patients, the capacity for conjugation is not modified.

5.3 Preclinical safety data
There are no pre-clinical data of relevance to the prescriber which are additional to that already included
in other sections

Paracetamol

Effects in non-clinical studies were observed only at exposures considered sufficiently in excess of the
maximum human exposure indicating little relevance to clinical use. Animal studies have not indicated

any teratogenic potential



Conventional studies using the currently accepted standards for the evaluation of toxicity to reproduction

and development are not available.
6. Pharmaceutical particulars
6.1 List of excipients

Paracetamol

Diphenhydramine HCL

Methyl Paraben

Propyl Paraben

Magnesium Stearate

Aerosil 200

6.2 Incompatibilities

None known.

6.3 Shelf life

3 years

6.4 Special precautions for storage

Store below 30°C. Protect from light and moisture. Store capsules in blisters in the provided carton.
6.5 Nature and contents of container

Pack Type A

Diphenhydramine Tablets are available in cartons containing blister packs of Aluminium-PVC/PVDC foil

of 12's, 16's and 20's along with a leaflet inside.
Pack size: 10x10
Pack Type B

Pack size: 10x10

6.6 Special precautions for disposal and other handling

Any unused product or waste material should be disposed of in accordance with local requirements.



7.0 APPLICANT/MANUFACTURER

Drugfield Pharmaceuticals Limited
Lynson Chemical Avenue Km38,
Lagos-Abeokuta Expressway
Sango-Otta, Ogun State, Nigeria
Tel: +2348033513989
Email:Info@drugfieldpharma.com



