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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,

Kindly find attached Circular No. 5} dated 1 /06/2026 regarding Batches Recall of Evrysdi 0.75
mg/ml powder for oral solution, B.No. B2037B04 - from Roche - Germany

Copy to:
¢  Undersecretary Office for Planning and Health Regulation
¢ Director, Office of H.E. The Undersecretary for Health Affairs
g * 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

W Section Head of Quality Problems and Medication Errors.
ST 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.S /2026
IS -12-1447H
o\ - 06-2026
41353 i /Batch Recall
Evrysdi 0.75 mg/ml powder for oral solution
Recall Class I el il
Recall level Retail Level ) (5 gia
Product Information rasiual) Claglra
Product Name Evrysdi 0.75 Mg/MI1 Powder for Oral Solution pnauual g
Active Ingredient(s) Risdiplam Aladll 3kl
Batch Details B2037B04 Wl Jualis
Manufacturer Roche - Germany Aaiiaall 45,50
Local Agent Mazoon Pharmacy il dS sl
Reason for Recall S

Batch Recall of the above-mentioned product, due to | s iy sdei o883l pdaiodd) o ALRZ aa
the presence of insoluble foreign particles in the | s Jslaall @ Gliodll AL & 4y £ Claswa 3529

solution after preparation, according to the company AS A Ba) e 12l ¢ b judans
letter.

Recommendation Silna gil)
M/S: Mazoon Pharmacy: (0354 Adana) Aol Jus ol e

- To arrange recall of the above batches & to follow | <ladaill gLd)y 3 sSial) ORI ol a3 A3
Circular No. 73/2019 (Guideline for Medicines & | J#%) 2019/73 pb_ praadll (A pla LS el daldl)
Pharmaceutical Products Recall Procedure) (A amall & paaial) g 4y gaY) aww

./‘
Ph. Ibrahim N.aéé’f Al Ras&&l
Director G@eral
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Reporting ADR/Product Quality Problems
/Medication Errors

Pharmacovigilance Department

Phone No:

+968 22357686, 7687

Fax: +96822358489

web site:
https://moh.gov.om/en/ministry/drug-safety-

1Ry ol
0096822357687/0096822357686
0096822358489 :usld

1R s ASHY) a8 gall

hitps://moh.gov.om/ar/- 3 y-axali/s )l 5 5ll- e

center-circulars/ ¢ sall_daSlu/
Definition(s) Gl il

Batch Recall JALALS

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 I recall

This recall occurs when products are potentially life-
threatening or could cause a serious risk to health.

Retail Level recall

Include:
e All government and private health institutions
Community pharmacies
Healthcare professionals
May also include wholesales

‘yiamém‘,iquhMt
Gl Gl a5t Adus o (AN amal) jdaaionad)
¥y o Vaall paaiall Adady Ay B3

aaenal o a5 A AL Ay Sy

ALY Lﬂ_@a )

Gl paainaal) g Ayl Ce80 Ladie ) 3a Giaay
daua jhlia B cuudi 8 ) lall Baaga Aiaual)
ki

( Retail) cawd) (s gia

:’ £
Aol g dga g8al) Lasal) Claswsall aran @
.bﬁu. ‘Cl\*’.\,u‘ °
Aaall Lle ) pawaiia o
Lo s B A LA GDhY) asa e

Gled fin) Adaally 4i¥amall @l il
Ol (A0

L) S

clgaJl dollw j530
Drug Safety Center

PPFOAEAQ :uSLS - PPPOVII aila - 1ee 5oyl jopll - nd wuwo PAP O 0
P.O. Box: 393 Muscat - Postal Code: 100 - Tel: 22357111 - Fax: 22358489
Q) @DSCPHO  Email: dscpho@moh.gov.om




