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To: with lggrfr?‘é:n)éé

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 SQU Hospital

The Head of Medical Services in Royal Oman Police

The Head of Medical Services in Ministry of Defense

The Head of Medical Services in The Diwan

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 PFIZER - ITALY

After Compliments,

Kindly find attached Circular No |}]; dated 22/12/2024 regarding Voluntary Recall of
Zithromax 250mg Capsules - from M/s Pfizer - Italy - B/No. B12401, B24700, C07302, C18902,

D13500, E00600.
Copy to:
® Undersecretary Office for Planning and Health Regulation
¢ Director, Office of H.E. The Undersecretary for Health Affairs
~F Ditector of Pharmacovigilance & Drug Information Dept, DSC
¢ Director of Drug Control Department, DSC
® Director of Pharmaceutical Licensing Department, DSC

Director of Central Quality Control Lab., DSC

Director of Medical Device Control, DSC

Section Head PV for Herbal Medicine & Health Products.
Section Head PV for Human Medicine

Section Head of Central Drug Information

National Pharmacovigilance Technical Committee
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22 -06-1446 H
2 3 -12-2024
&= sk @aw /Voluntary Recall
Zithromax 250mg - Capsules
Recall Class 11 o) Cadaal
Recall level Retail Level B
Product Information raaiuall Cila glaa
Product Name Zithromax 250mg Capsules il ol
Active Ingredient(s) Azithromycin 250mg Allaill Gl 2l
Batch Details B12401, B24700, C07302, C18902, D13500, E00600 A} Jpnald
Manufacturer Pfizer - Italy daiadll 4 L
Locsl Agent Muscat Pharmacy wlaall ds i
Reason for Recall el i

Voluntary recall by manufacturer of the above- | 8, sSiall COLALIY daiaal 48,4l U (1 (& shl) et
mentioned batches due to the non-compliance with JLlae Badieal) clika) gall Lgiiildas adal Slld g ¢ oNe |
the locally approval specifications.

Recommendation Sila il
M/S: Muscat Pharmacy & Stores: H(WEle 2 gin g biwa Adasa) Aaal) SS9l o
- To arrange recall of the above batches & to follow | ladadll gLl 3983l CMALI cuad 2B 3A5)

Circular No. 73/2019 (Guideline for Medicines & | Js3) 2019/73 ad) prarill b sl LeS dalal)
Pharmaceutical Products Recall Procedure) (¥ amal) &) pdaaiunall g 4 9aY) inw
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Link to https://www.moh.gov.om/en/ministry/drug- by
circular safety-center-circulars/ e
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Reporting ADR/Product defects/Medication
errors

Department of Pharmacovigilance& Drug
Information

Phone No: +968 22357686, 7687

Fax: +96822358489

web site: https://www.moh.gov.om/en/ereporting-
pharmacovigilance-department

Definition(s) Sy sl
Batch Recall 1ALAdS ca

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 II recall

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

Retail Level recall

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