Monlumax 200

Molnupiravir INN

Composition
Monlumax 200 : Each capsule contains Molnupiravir INN 200 mg.

Pharmacology

Molnupiravir is converted in the body which on phosphorylation provides triphosphate
which competes with the RNA dependent RNA polymerase enzyme. This process causes
the inhibition of the normal functions of RNA dependent RNA polymerase enzyme &
shows antiviral activity by inhibiting viral replication.

Indication

Molnupiravir is indicated for the treatment of mild to moderate coronavirus disease 2019
(COVID-19) in adults with a positive SARS-COV-2 diagnostic test and who have at least
one risk factor for developing severe illness.

Dosage and Administration

Route of administration : Oral

The recommended dose of molnupiravir is 800 mg (four 200 mg capsules) taken orally
every 12 hours for 5 days. The safety and efficacy of molnupiravir when administered for
periods longer than 5 days have not been established. Molnupiravir should be
administered as soon as possible after a diagnosis of COVID-19 has been made and
within 5 days of symptom onset.

Contraindications
Hypersensitivity to the active substance or to any of the excipients.

Warnings & Precautions
Sodium : This medicinal product contains less than 1 mmol sodium (23mg) per dose of
4 capsules, that is to say essentially ‘sodium-free’.

Side-Effects

In an interim analysis of a Phase 3 trial of subjects with mild to moderate COVID-19
treated with molnupiravir (n=386), the most common adverse reactions (1% of subjects)
reported during treatment and during 14 days after the last dose were diarrhoea (3%),
nausea (2%), dizziness (1%) and headache (1%) all of which were Grade 1 (mild) or
Grade 2 (moderate).

Use in Pregnancy & Lactation

Pregnancy : There are no data from the use of molnupiravir in pregnant women. Studies
in animals have shown reproductive toxicity. Molnupiravir is not recommended during
pregnancy. Women of childbearing potential should use effective contraception for the
duration of treatment and for 4 days after the last dose of molnupiravir.

Lactation : It is unknown whether molnupiravir or any of the components of molnupiravir
are present in human milk, affect human milk production, or have effect on the breastfed
infant. Animal lactation studies with molnupiravir have not been conducted. Based on the
potential for adverse reactions on the infant from molnupiravir, breast-feeding is not
recommended during treatment and for 4 days after the last dose of molnupiravir.

Use in Children & Adolescents
The safety and efficacy of molnupiravir in patients below 18 years of age have not been
established. No data are available.

Drug Interactions

No drug interactions have been identified based on the limited available data. No clinical
interaction studies have been performed with molnupiravir. Molnupiravir is hydrolysed to
n-hydroxycytidine (NHC) prior to reaching systemic circulation. Uptake of NHC and
metabolism to NHC-TP are mediated by the same pathways involved in endogenous
pyrimidine metabolism. NHC is not a substrate of major drug metabolising enzymes or
transporters. Based on in vitro studies, neither molnupiravir nor NHC are inhibitors or
inducers of major drug metabolising enzymes or inhibitors of major drug transporters.
Therefore, the potential for molnupiravir or NHC to interact with concomitant medications
is considered unlikely.

Overdose

There is no human experience of overdosage with molnupiravir. Treatment of overdose
with molnupiravir should consist of general supportive measures including the monitoring
of the clinical status of the patient. Haemodialysis is not expected to result in effective
elimination of NHC.

Storage

This medicinal product does not require any special storage conditions. Store below
30° C temperature & dry place, protected from light.

Keep all medicines out of reach of children.

Packing
Monlumax 200 : Each box contains 1 x 10 capsules of Molnupiravir INN 200 mg
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* Further information is available on request
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