Sultanate of Oman
Ministry of Health

Directorate General of Pharmaceutical Affairs

and Drug Control . :b)’)ﬁéu T
MUSCAT il M
To:

THE DIRECTOR GENERAL OF HEALTH SERVICES IN ALL GOVERNORATES
Commanding Officer, Armed Forces Hospital (Al Khoudh & Salalah)
Director General Quality Assurance Center, MOH

Director General for Disease & Surveillance and Control, MOH

Director General of Primary Health Care, MOH

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)
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 116/2020 dated 17/06/2020 regarding
Voluntary Recall (Class IIT) of Apo-Entecavir 0.5mg FCT- BN: PY5992 (Mfr:
Apotex,Canda).

Copy to:
e Director, Office of H.E. The Undersecretary for Health Affairs

‘*x Director of Pharmacovigilance & Drug Information Dept, DGPA&DC
Director of Drug Control Department, DGPA&DC
Director of Pharmaceutical Licensing Department, DGPA&DC
Director of Central Quality Control Lab., DGPA&DC
Director of Medical Device Control, DGPA&DC
SH of PV Herbals & Pharmaceutical Products
SH of Quality Assurance & Safety Management
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Sultanate of Oman
Ministry of Health

Directorate General of Pharmaceutical Affairs

and Drug Control
MUSCAT

Circular No. \\ £ /2020
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Voluntary Recall
skl Lioxw
APO-ENTECAVIR 0.5MG FCT
Recall Class III onud Cadual
Recall level Retail level onud) (S 9luue
Product Information acniluall Oleglae
Product Name APO-ENTECAVIR 0.5MG FCT s luall g
Active Ingredient(s) ENTECAVIR 0.5MG o Lt 3aled!
Batch Details PY5992 WALl () PPN vy
Exp.date 12/2020
Manufacturer APOTEX, CANADA auael! A At
Local Agent ALKHWAIR PHARMACY oxall Jugash
Reason for Recall (WS (e
Voluntary recall by manufacturer for the above Ugpdall dadaall 4S80 J8 (e ookl o)
mentioned batch due to out of specification result for Sdlall e uilgd A5 e 5y sSiall
Benzophenone. .(Benzophenone)
Recommendation fr] WPy et {
M/S: Al -Khwair Pharmacy (o) Blaa ) laall gis sl e
- To arrange recall of the above batch and follow Silaglail) 5\-u\ 5«8 983al) ALAZA Gl p DU AR
Circular No. 73/2019 (Guideline for Medicines & YONA/VY Al anadl) G opla LaS Gy daldd)
Pharmaceutical Products Recall Procedure) (‘LHYM\ Gl panesall g Ay 5o G Jala
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Dr. Mohammed Ilj}ﬁan Al Rubaie
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Directorate General of Pharmaceutical Affairs

Sultanate of Oman
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and Drug Control
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Link to circular | https://www.moh.gov.om/en/web/dgpadc/-11 l psaxil) byl
Reporting ADR/Product defects/Medication sUaiY| / 33 gadl JSLiia / 43933 Lpsall JEY Ce E30Y)
errors Ay gall

Department of Pharmacovigilance& Drug
Information

Phone No: +968 22357686, 7687

Fax: +96822358489

web site:
https://www.moh.gov.om/en/ereporting-
pharmacovigilance-department
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Definition(s) iy )
Batch Recall e dS 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 III 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.

Retail Level recall

Include:
e All government and private health
institutions
e Community pharmacies
e Healthcare professionals
e Wholesales
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