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request to update HCP guide and Patient guide In the ARMMs
with new safety information as per the originator (Depakine)
PIL update to reflect new information stated below in the
HCPs circular

Sl a5 38 Concerns of liver Injury

* Prescribers should no longer prescribe systemic nimesulide
for treating painful osteoarthritis.

« Prescribers should review treatment of patients being treated
for painful osteoarthritis with a view to choosing an
appropriate alternative treatment.

* Nimesulide should only be used as a second choice, and only
in the treatment of acute pain or dysmenorrhoea.

 The minimum effective dose should be used for the shortest
duration to reduce the undesirable effects.

* The maximum duration of a treatment course with
nimesulide is 15 days.

The use of non-steroidal anti-inflammatory drugs (NSAIDs)
NSAIDs beyond 20 weeks of pregnancy and risk of kidney damage to
unborn babies

Valproate/Valproic acid containing products

Nemisulide containing products

Nemisulide containing products
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Systemically absorbed Erythromycin

L o Request to update PILs according to Information below
containing medicinal products

A) Caution required due to cardiac risks (QT interval

Systemically absorbed Erythromycin prolongation); drug interaction with rivaroxaban,
containing medicinal products B) Update on known risk of infantile hypertrophic pyloric
stenosus,

A. Circular issued to HCP.
B. Circular issued to MAH.
PEG Laxatives + Starch-based thickeners Circular issued to HCP

A. Circular issued to HCP.
B. Circular issued to MAH.

Topical Corticosteroid

PPH in association with antidepressants

Increased risk of heart rhythm problems,
called arrhythmias, in patients with heart
disease who are taking the seizure and mental
health medicine lamotrigine

Circular issued to HCP
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