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PHARMACOVIGILANCE UNIT, KMCHIHSR
DRUG SAFETY ALERT

AUGUST -2025

Indian Pharmacopoeia Commission (IPC) after the preliminary analysis of Adverse Drug Reactions
(ADRs) from the PvPI database reveals that the following suspected drug is associated with the ADR
as given below.

ADVERSE
SUSPECTED VERS

S.No INDICATIONS DRUG

DRUG

REACTION

e For the treatment of abnormal bleeding in which
local hyperfibrinolysis is considered to be involved
(pulmonary,haemorrhage, epistaxis, renal bleeding
abnormal bleeding during or after prostate surgery).

e Haemorrhage or risk of haemorrhage in increased
fibrinolysis of hereditary angioneurotic oedema.

1 | Tranexamic Acid |e® For the treatment of excessive bleeding in patients | Nasal Congestion
with hemophilia during & following tooth
extraction.

e For the treatment of menorrhagia.

e For the prevention of oral hemorrhage in
anticoagulant treated patients undergoing oral

surgery.

e To restore normal coordination and tone the upper
digestive tract and relieve symptoms of
gastro-duodenal dysfunction including heartburn,

2 Metoclopramide dyspepsia, nausea and vomiting associated with Tachycardia
such conditions as reflux oesophagitis, gastritis,
duodenitis and hiatus hernia.

e For the treatment of nausea and vomiting.

Healthcare Professionals, Patients/Consumers are advised to closely monitor the possibility of the above
ADR associated with the use of above suspected drug. If, such reaction is encountered, please report to
the Pharmacovigilance unit, KMCHIHSR via Email (pharmacovigilance@kmchihsr.edu.in)
/Landline No (04226806808).

Click on the below link to find the list of Monthly Drug Safety Alerts from Mar 2016 to Till
date: https://www.ipc.gov.in/images/List of Drug_Safety Alerts _as_on_29th_Aug 2025.pdf
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