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SAFETY OF USE OF PARACETAMOL IN PREGNANCY

The Botswana Medicines Regulatory Authority (BoMRA) ensures that Batswana have access to safe, effective, and
good-quality medical products. The Authority wishes to confirm and reassure the public that based on current
information paracetamol remains safe during pregnancy.

Paracetamol is a commonly used drug including by pregnant women for the management of several conditions,
such as fever and pain. The Botswana medicines register contains more than 200 paracetamol containing products,
and these continue to be used in patient management. Furthermore, studies have proven that paracetamol is safe
to use during pregnancy owing to its minimal risk when used as directed by healthcare practitioner.

The Authority periodically assesses any emerging safety information regarding medical products. Recently there
has been discussions concerning safety of use of paracetamol in pregnant women due to the potential risk to
the newborn. The Authority has conducted a robust evidence review, and to date, there haven't been any clinical
studies that provide conclusive evidence that demonstrates that the use of paracetamol causes any higher risk
of neurodevelopmental disorders in children, further to this there are no reports related to neurodevelopment
disorders associated with paracetamol received by BoMRA. Therefore, the Authority reassures the public that the
safety of paracetamol remains the same for the general population and in pregnancy, pregnant women should take
paracetamol as directed by their healthcare professionals.

The public is advised to report any discomfort and or side effects experienced following the use of paracetamol to
their healthcare providers.

How to report Adverse Drug Reactions

Report any suspected ADRs or any discomfort experienced by a patient to BoOMRA using any of the following BoMRA
platforms:

1.  ADRreporting forms: You may download the forms from the BoMRA website www.bomra.co.bw and email the
completed form to reportadr@bomra.co.bw.

2. E-reporting: Follow the Primary eReporting (who-umc.org) link available on the BoMRA website and complete
the form online. BoMRA Regulatory Information Management System (BRIMS) Portal (bomra.co.bw) https://

brims.bomra.co.bw/#/public/app-home.

3. MedSafety App: For smartphones, use the ADRs reporting App, which is available in the Apple or Google Play
stores.

4. Phone reporting: Call BOMRA at 3731727/ 20.

5. Information and Support: For more information on medicine/vaccine safety, contact BoMRA National Medicines

Information Centre at 373 1788/71 or via nmic@bomra.co.bw.
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