Sultanate of Oman OGl—as & Sl
Ministry of Health i aall 3,5,
Drug Safety Center elgo—t & oM S ,a

Muscat N AP

To:

Director General of Royal Hospital

Director General of Khoula Hospital

Director General of Medical Supplies (MOH)

Director General of Pvt. Health Est. Affairs (to kindly arrange distribution to all Pvt. Health Institutions)
Director General of Health Services in all Governorates

Hospital Director (Al Nahda Hospital)

Hospital Director (Al Massara Hospital)

The Head of Medical Services in University Medical City

The Head of Medical Services in Medical City for Military and Security Services
The Head of Medical Services in The Sultan’s Special Force

The Head of Medical Services in Internal Security Services

The Head of Medical Services in Petroleum

The Head of Medical Services in LNG Oman

Director of Pharmacy of Qaboos Comprehensive Cancer Care & Research Center
Director of Pharmacy & Medical Stores in all Governorate (for distribution)
Marketing Authorization Holders & Pharmaceutical Companies

ALL PRIVATE PHARMACIES & DRUG STORES

M/S EG HEALTHCARE - IRELAND.

After Compliments,

Kindly find attached Circular No L]édated Q7}404/2026 regarding Batches Recall of OMNIPAQUE
350mg, Solution for Injection, B.No - 17352078, & 17388194 - from M/s EG HealthCare — Ireland.

Copy to:

Undersecretary Office for Planning and Health Regulation
Director, Office of H.E. The Undersecretary for Health Affairs
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 Quality Problems and Medication Errors.
Section Head of Pharmacovigilance

Section Head of Medicine Safety Evaluation

Section Head of Clinical Trials

National Pharmacovigilance Technical Committee
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‘Sulfanate of Oman

Ministry of Health i _aall 3,05,
Drug Safety Center £lgo—Il oM S ya
Muscat i o
Circular No. §4/2026
L0 _11-14471
2% - 04-2026
il s /Batches Recall
OMNIPAQUE 350mg - Solution for Injection
Recall Class 11 ) Ciyal
Recall level Retail Level Gl (5 gla
Product Information yaaduall Cila glza
Product Name OMNIPAQUE 350mg — Solution for Injection el pd
Active Ingredient(s) IOHEXOL Alaal) 32l
Batch Details 17352078, & 17388194 il Jpualis
Manufacturer EG HealthCare - Ireland daiadl 48,00
Local Agent Ibn Sina Pharmacy laall s
Reason for Recall Gaanead) Gl

Batches Recall of the above-mentioned product due | o éllig ¢ o3e) o g83all juaaiocal) (pa (il Gaa
to observed to have a small number of dark particles | 185 ¢ sdaaiuall 35 Jala dhuaile L8 Glagwd 3929
that appeared to be embedded in the product AS A 5ad) e
container, according to the company letter.

‘ Recommendation Gilaa 5l
M/S: Ibn Sina Pharmacy: (L 0! Alasa) Aol JiS ol e

| - To arrange recall of the above batches & to follow | clashadll gldly 3 eSiall CORLL Gl pjw_‘ KE]
Circular No. 73/2019 (Guideline for Medicines & | J&3) 2019/73 ) ppasil) b sla LS caawlly Laldll
Pharmaceutical Products Recall Procedure) N (A aal) @ paaival) g 4y 9aY) o

af

Ph. Ibrahim Nassér Al Rashdi
Director General
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‘Sulfanate of Oman Ol—ad d_alal
Ministry of Health i _aall 3,059
Drug Safety Center £lgo—t) & oM S ,a

Muscat i a

Link to https://moh.gov.om/en/ministry/drug-safety- SV )

circular center-circulars/ pavel

Reporting ADR/Product Quality Problems
/Medication Errors

IS/ T3y S0l B30 o6 E3LY)
Al gal) gUad¥ / 5392

Pharmacovigilance Department

Al sl Bal 3yl

Phone No: tad, il
+968 22357686, 7687 0096822357687/0096822357686
Fax: +96822358489 0096822358489 :musSid
web site: 13RS ad gal)
https://moh.gov.om/en/ministry/drug-safety- https://moh.gov.om/ar/- S ye-aalai/s 5 5 gll- e
center-circulars/ ¢ sall-dadly/
Definition(s) Sildy i)
Batch Recall ALAES o

The action of withdrawing batch/batches of a
medicinal product from the distribution chain and
users for reasons relating to deficiencies in the

(e Badae COLAES ol AadS o o Jaad)
B Gl a3l Al e AV amall jdaniona)
¥y o oVaall pdaiuall Addy Aadluy 53

quality, safety or efficacy. il Gudi (e s AT ORI L Jady

Class 11 recall AU AN e aad)

aniual) g £19al Qg G Ladis ) 138 Giaay
Bshady Gl Lgisly ¢ g3l £ g gl @l (Aanall
PR R

This recall occurs when product defects could cause
illness or mistreatment, but are not Class 1.

Retail Level recall

((Retail) o) 5 giwa

Include: sJad
e All government and private health institutions Aol g g gSad Tymaal) Clasca'sal) gpas @ )
e Community pharmacies ’ iadd) e o
e Healthcare professionals ol “‘-.*"J‘ e
e May also include wholesales Lo mis b ASAED G mes e

Cile i) Alaally Li¥anall G paadually
Cdosall g (A
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