Sultanate of Oman

Ministry of Health

Directorate General of Pharmaceutical
Affairs and Drug Control

Muscat
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TO:
Commanding Officer, Armed Forces Hospital (AI K
Director General of Royal Hospital iy
Director General of Khoula Hospital i CEnfiience |
Director General of Medical Supplies, MOH |
Director General of Quality Assurance Centre, MOH
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 Development of Oman
The Head of Medical Services in LNG Oman

Medical Stores

After Compliments,

Please find attached our Circular No. Q_C‘ dated o2/ 021223
regarding voluntary Recall (Class IJI, Wholesale Level) of specific batches of
Diprofos 7mg/ml Suspension for injection (Mfr: Organon Heist, Belgium).

Copy to:

Director, Office of H.E. The Undersecretary for Health Affairs
Director of Pharmacovigilance & Drug Information Dept, DGPA&DC
Director of Medical Device Control, DGPA&DC

Director of Drug Control Department, DGPA&DC

Director of Pharmaceutical Licensing Department, DGPA&DC
Director of Central Quality Control Lab., DGPA&DC

Section Head (PV for Herbal & Health Products)
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Product Name Diprofos 7mg/ml Suspension for el A
injection
Active Ingredient(s) | Betamethasone Dipropionate 6.43 O et 3aledf

mg/ml + Betamethasong Sodium
Phosphate 2.63 mg/ml

Batch Details W030457, W025759, W012878,

W004660 and U037740
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Manufacturer Organon Heist- Belgium
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Reason for recall
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Voluntary Recall of batches of the above-

of particulates that is out of compliance with
Acceptance Quality Limit (AQL) and Process
Control Limit (PCL).
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M/S: Muscat Pharmacy

Pharmaceutical Products Recall Procedure)
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Link to circular |

https://www-moh.gov.omye
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Reporting ADR/Product defects/Meédic¢ation
errors
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Department of Pharmacovigilance& Drug
Information
Phone No: +968 22357686, 7687
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https://www.moh.gov.om/ar/-32
Definition(s) B Gy il
Batch Recall sALALS o

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

Class 111 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.

Wholesale Level recall

Includes all parties involved in wholesale
distribution (medical stores and suppliers).
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