Sultanate of Oman
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Drug Safety Center £lgu—tl dadMu 3S ya
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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 ROCHE - GERMANY

After Compliments,

With reference to Circular No. 57/2026 , Batch Recall of Evrysdi 0.75 mg/ml powder for oral solution,
B. No B2037B04 - from Roche — Germany. Kindly be informed that the recall classification has been
reclassified from Class I to Class III.

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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Circular No. 5] /2026
6 -01-1448H
9/ -06-2026
d13.53Y s /Batch Recall
Evrysdi 0.75 mg/ml powder for oral solution

Recall Class III ) ciiaal
Recall level Retail Level ) (5 giana
Product Information paaiuaall Cila giza
Product Name Evrysdi 0.75 Mg/MI1 Powder for Oral Solution aisaall pust
Active Ingredient(s) Risdiplam Uladll 32kl
Batch Details B2037B04 Akl Joalis
Manufacturer Roche - Germany Aaiiaall A< 00
Local Agent Mazoon Pharmacy i) dsS sl
Reason for Recall )
Batch Recall of the above-mentioned product, due to d!.s! S T JJS-\A-“ J.Aa.wud\ Cra M\

the presence of non-toxic, chemically inert & | 4lald ¢ dalw < ilSa) b
insoluble foreign particles in the solution after b judaal day Jglaal) o Slsdll Qe 29 Ll
preparation, according to the additional document A8, (e dadial) ABLLDY) Claficad) e 12l
provided by company. = :

Recommendation Cilina gl
M/S: Mazoon Pharmacy: (0950 Adasa) aall Js ol e
- To arrange recall of the above batches & to follow | Clalaill gli)y 3 sSial) CRIL Guad 0.35‘-‘_‘ KENS)
Circular No. 73/2019 (Guideline for Medicines & | J83) 2019/73 pd, apaxill B sl Las #ﬁjﬂh.“‘-‘u‘
Pharmaceutical Products Recall Procedure) (AN aal) &) pudaaiecal) g &g 92 Guans

Ph. Ibrahim Nasser Al Rashdi
Director General ;
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Link to https://moh.gov.om/en/ministry/drug-safety- by,
circular center-circulars/ asaxdl)

Reporting ADR/Product Quality Problems
/Medication Errors

JSLdia / 43 909 Agaasal) JEY) Ce EGY)
agi) gall gUady) / 33 gad)

Pharmacovigilance Department

Phone No:
+968 22357686, 7687
Fax: +96822358489

o gal) Bl 3 il

1l dola
0096822357687/0096822357686
0096822358489 :mSé

web site: 19 ASNY) ad gal)
https://moh.gov.om/en/ministry/drug-safety- https://moh.gov.om/ar/- S ye-axalai/s ) 5 sll-(e
center-circulars/ o) gall-dadl/
Definition(s) Sy i)
Batch Recall 1ALaSS s

The action of withdrawing batch/batches of a
medicinal product from the distribution chain and
users for reasons relating to deficiencies in the
quality, safety or efficacy.

Class III recall

This recall occurs when product defects may not pose
a significant hazard to health i.e., low risk to health
but recall may be initiated for other reasons, due to
quality, safety or efficacy concerns.

Retail Level recall

Include:

All government and private health institutions
Community pharmacies

Healthcare professionals

May also include wholesales
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