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MORAPIOI19/006240 Safety alert for the medicinal product

' To : All Healthcare Facilities
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All Healthcare Professionals Admalidde N o les gren
Subject: Recall & suspend registration of the yaaloall Gauadll galad g COLEAGN aaan v 1f guda gal)
Pharmaceutical product gl

Product Name: IRSOTAN (Irbesartan) 150 & 300mg F.C. Tablet sgidall aul
Manufacturer: =~ AJA PHARMACEUTICAL INDUSTRIES - KSA sAziuaall 48 il
T Treatment of high blood e G4 o e
Indication: pressure pll Jaii £ 145 ) = Dlal pladiad Lol
Product Statusin | L gkall ) gl
MOHAP: | Not registered Llam i 50580 b
Source of recall: sadl jduas
Saudi Food & Drug Authority (SFDA) A0 graall ¢l gall g o laall daladt Aol
Reason for recall: tpad! o

linternational regulatory authorities reported that
there may be impurities of N-nitrosodiethylamine
{(NDEA), which is classified as potentially
carcinogenic, present in the active ingredient
irbesartan, and supplied from the source: zhejiang
huahai pharmaceutical co., china , And used in the
manufacture of the above mentioned product.
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Recommendation:

Kindly take the necessary action to withdraw the
above product and prevent its import and distribution
if available in your organization.
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