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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 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. KOPRAN LIMITED - INDIA

After Compliments,

Kindly find attached Circular No.{ 5datedel/ 10/2026 regarding Batches Recall of AZ-1 500 MG
Tablets — from M/s. KOPRAN Limited — India, B/No. K745250011 & K745250012.

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 Regulatory Compliance Department, DSC N
Director of Central Quality Control Lab., DSC
Director of Medical Device Department, DSC
‘% Section Head of Quality Problems and Medication Errors.
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¢ Director of Medicine Registration Department, DSC
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Section Head of Pharmacovigilance

Section Head of Medicine Safety Evaluation
Section Head of Clinical Trials

National Pharmacovigilance Technical Committee
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@l s /Batches Recall
AZ-1 500 MG Tablets

Recall Class I1 ) Ciiaal

Recall level Retail Level ) (5 gla

Product Information paaiuall Cila glaa

Product Name AZ-1500 MG Tablets il sl |
\

Active Ingredient(s) Azithromycin 500 mg Aadl) satall

Batch Details K745250011& K745250012 PRE, el

Manufacturer KOPRAN LIMITED - INDIA daduaal) A5 )

Local Agent AL Jabri Pharmacy il gl

Reason for Recall ) i

Batches recall of the above-mentioned product, due

adad iy ¢ oMo o gSiall pudaniuwall (pe CDLAES Caw

to  non-comply  physically with  company

ol Julad e 1ply ¢ Akl cilieal gall Lgdiha

specification according to the analysis result from A e Jalasl 5 3S jall
CQCL in DSC.
Recommendation Cila il

M/S: Al Jabri Pharmacy:

- To arrange recall of the mentioned batches & to

follow Circular No. 73/2019 (Guideline for
Medicines & Pharmaceutical Products Recall
Procedure)
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Link to https://moh.gov.om/en/ministry/drug-safety-center- byl

circular circulars/ pardl)

Reporting ADR/Product Quality Problems B39l JSLéa / 459200 W\' BV o £

/Medication errors Al gl sUadly) /

Pharmacovigilance Department (Al 9al) Jaaaly 3 ks

Phone No: +968 22357686, 7687 1pd ) Cidla

0096822357687/0096822357686
0096822358489 :(msté

Fax: +96822358489

web site: -
https://moh.gov.om/en/ministry/drug-safety-center- s ASN) ad gal)
circulars/ https://moh.gov.om/ar/- S se-asalaifs )) 5 sil-oe
&l 2.;!\-1.5‘)“{
Definition(s) Sy il
Batch Recall LRSS

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 11 recall

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

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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