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Ref: 2154G/DR/NDA-12/2025

To: Marketing Authorization Holders (MAHs)
Local Technical Representatives (LTRs)
CIRCULAR NO. 008/DPAR/2025

REVISION OF PARACETAMOL STRENGTH LIMITS IN ORAL SOLID DOSAGE
FORMS PARACETAMOL BASED FORMULATIONS

The National Drug Authority (NDA) wishes to inform all Marketing Authorization Holders
(MAHs) and Local Technical Representatives (LTRs) of the implementation of risk
minimization measures for Paracetamol-containing oral formulations, following increasing
health concerns regarding Paracetamol associated hepatotoxicity. All MAHs with currently
registered products or products already undergoing registration that contain Paracetamol are
hereby required to reformulate the affected products to comply with the revised maximum

allowable strengths per dosage unit as stated below:
1. Single ingredient paracetamol.
Should contain either 500 mg, 650mg or 1000 mg of Paracetamol per dosage unit.
2. Paracetamol-containing oral Fixed Dose Combinations (FDCs) with Opioids.
Not more than 325 mg of Paracetamol per dosage unit.

3. Paracetamol-containing oral FDCs intended for management of Cough, cold and

flu symptoms.

Not more than 325 mg of Paracetamol per dosage unit.
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CONTINUATION SHEET

4. Paracetamol-containing oral FDCs for Pain management.
Not more than 500 mg of Paracetamol per dosage unit.

Marketing Authorization Holders (MAHs) are therefore required to submit a reformulated
product dossier containing updated information on the revised formulation and strength,
CMC (Chemistry, manufacturing and controls) and any necessary comparability or
bioequivalence data. All Paracetamol-containing fixed dose combinations submitted must be

rational and therapeutically justified.

For products currently undergoing registration, Marketing Authorization Holders (MAHs) are
required to submit all requisite data indicated in the letter issued to them by the National

Drug Authority (NDA).

For products that are already registered, Marketing Authorization Holders (MAHs) are
required to undertake reformulation of the affected products to the acceptable Paracetamol
strength limits within twenty-four (24) months from the date of this circular. During this
transition period, the affected products may be maintained on the Drug Register, provided
that all conditions for maintenance on the register continue to be met. At the end of the 24-

month period, all products that remain non-compliant shall be subject to regulatory action.
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To protect and promote human
and animal health through the
effective regulation of drugs and
healthcare products.
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