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To:

Marketing Authorization Holders & Pharmaceutical Companies
ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Kindly find attached Circular N037dated 1504/2026 regarding Product Information Update
of products containing active ingredients Omega — 3 — acid - Ethyl esters, indicated for
treatment of Hypertriglyceridemia.

Copy to:

Director of Pharmacovigilance Department, DSC
Director of Medicine Registration Department, DSC
Director of Regulatory Compliance Department, DSC
Director of Central Quality Control Lab., DSC

Director of Medical Device Department, DSC

Section Head of Medicine Safety Evaluation

Section Head of Quality Problems and Medication Errors.
Section Head of Pharmacovigilance

Section Head of Clinical Trials
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Products containing (Omega-3-acid Ethyl esters)
(Omega-3-acid Ethyl esters) (A& ¢ siad (Al Q) paaiol)

considered systematic reviews and meta-analyses
of randomized controlled clinical trials which
highlighted a dose-dependent increased risk of
atrial fibrillation in patients with established
cardiovascular diseases or cardiovascular risk
factors treated with omega-3-acid ethyl esters
compared to placebo.

The observed risk is highest with a dose of 4
g/daily. If atrial fibrillation develops, treatment
should be permanently discontinued.

Accordingly, PRAC agreed to add atrial fibrillation
(irregular, rapid contraction of the heart) as a
common side effect to the product information for
medicines containing omega-3-acid ethyl esters.

Product Name Products containing (Omega-3-acid Ethyl esters) el a]
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V. All the Pharmaceutical Manufacturers should update
the Product Information to inform the Healthcare
Professionals & Patients of the Atrial Fibrillation
Risks.

Y. Healthcare Professionals should advise patients to
seek medical assistance if any symptoms of Atrial
Fibrillation (e.g. palpitations, irregular heartbeat,

il glae Eyaad daiadl 40 Gl 53 e Y
g nall e I 6 i) § LY piiall
Y sl jhliay

alhy (oo sall 4 5 Al dle ) s las e Y
Gl pa) el e gl e Ala & dal) sac L)
i) Sy g MDY pse il Glids Jia) A

dizziness) . (Vs

V. Healthcare Professionals are recommended to
consider the above-mentioned risks while prescribing
the related products to their patients.
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The above medicines are safe for use and have not
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been withdrawn from the market.
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Link to circular https://moh.gov.om/en/ministry/drug-safety-center-circulars/
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Ministry of Health, Sultanate of Oman

Phone No. 00968 22357660 / 00968 22357686 / 00968
22357626 /0096822358900

Email: pharma-vigil@moh.gov.om
Website: www.moh.gov.om
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Ph. Ibrahim Nasser Al R
Director General

PPROAEAR :uSL6 - PPROVII :aile - 1+ syl jopll - bbuws BAK O o
P.O. Box: 393 Muscat - Postal Code: 100 - Tel: 22357111 - Fax: 22358489
€ @DSCPHO Email: dscpho@moh.gov.om

clgalJl dotluw j530
Drug Safety Center




