Sultanate of Oman

Ministry of Health Y )5 ,),

Directorate General of Pharmaceutical Affairs

and Drug Control

To:

THE DIRECTOR GENERAL OF HEALTH SERVICES IN ALL GOVERNORATES
Commanding Officer, Armed Forces Hospital (Al Khoudh & Salalah)
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. Hospitals)
Director General of Primary Health Care, MOH

Director General of Specialised Medical Care, MOH

Director General of Quality Assurance Centre, MOH

Director of Rational Drug Use

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 Defence

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

ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Please find attached our Circular No. o222 )202] dated 3 , 7—) 2.02]
regarding recall cf PROFINAL SUSPENSIOT{I (all batches) — Mft. Julphar/UAE.

¢ 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
e Direcior of Pharmaceutical Licensing Department, DGPA&DC
e Director of Central Quality Control Lab., DGPA&DC
e Section Head (Drug Information)
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Directorate General of Pharmaceutical Affairs

Sultanate of Oman
Ministry of Health

and Drug Control
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Circular No. 22 /2021
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#1939 @ / Product Recall
Profinal Suspension

Recall Class 1I o) Cilat
Recall level Consumer level ol 5 s
Product Information raaiuall Cila glea
Product Name Profinal Suspension il auil
Active Ingredient(s) Ibuprofen Al zalall
Batch Details All Batches el Joalss
Manufacturer Julphar, UAE daiiadl 48 4
Local Agent Scientific Pharmacy il JS
Reason for Recall o) G

The product recalled in its country of origin due to
noncompliance to the specifications in regards to the
assay limit of active ingredient and physical description
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declared  presence  of undissolved  depositions
accumulated on the bottle wall of the product which does
not dissolve by shaking.
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Recommendation

Slua il

M/S: Scientific Pharmacy

- To arrange recall of the above batch and follow
Circular No. 73/2019 (Guideline for Medicines &
Pharmaceutical Products Recall Procedure)
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Dr. Mohammé—d_Hamaan Al Rubaie .7, 0%

Director General
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Sultanate of Oman
Ministry of Health

Directorate General of Pharmaceutical Affairs

and Drug Control

MUSCAT

Link to circular | https://www.moh.gov.om/en/web/dgpadc/-11 | pandll byl
Reporting ADR/Product defects/Medication sUal / 5agadl JSliia / 4y gD dguad SN 0 3N
errors i) 54l

Department of Pharmacovigilance& Drug
Information

Phone No: +968 22357686, 7687

Fax: +96822358489

web site:
https:/www.moh.cov.om/en/ereporting-
pharmacovigilance-department
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Definition(s)

il ﬂ|

Product Recall

The action of withdrawing all 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 [.

Consumer Level recall

Include:
e Patients and other consumers
e May include: wholesale and retail levels
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