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Drug Safety Alerts

The analysis of Adverse Drug Reactions (ADRs) from the PvPI database revealed the following;

S. No. | Suspected Drugs

Indication(s) Adverse Drug
Reactions

1 Levetiracetam

As monotherapy in partial onset

seizures  with or  without

secondary  generalisation  in

patients with 16 years of age with

newly diagnosed epilepsy. Gingival hypertrophy

As adjunctive  therapy in

myoclonic seizures in adults and

adolescents from 12 years of age

with Juvenile.

As adjunctive therapy in adult (16

years and older) with the

following types of seizures:

1. Partial onset seizures

2. Myoclonic  seizures  in
patients with  juvenile
myoclonic epilepsy

3. Primary generalized Tonic-
Clonic seizures in adults with
idiopathic generalized

epilepsy.

2 Xylometazoline/
Oxymetazoline

Nasal decongestant. Rebound nasal
congestion

Healthcare Professionals, Patients (HCPs) are advised to closely monitor the possibility of the

above ADRs associated with the

use of above suspected drugs. If, such adverse reactions are

encountered, please report to the NCC-PvPL, IPC by filling of Suspected Adverse Drug Reactions
Reporting Form by HCPs, Medicines Side Effect Reporting Form by Consumer (download from
https:/www.ipc.gov.in), PvPI Helpline Number 1800-180-3024, PvPI Mobile App 2.0
(available at Google Play Store) and Adverse Drug Reaction Monitoring System

(https://adrmsipc.in/adrms/inde

x.html)
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