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Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical
Affairs and Drug Control
Muscat

To: with Confidence
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

Director of Rational Use of Medicine (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

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 pls.)

Marketing Authorization Holders & Pharmaceutical Companies

ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Kindly find attached Circular No 2 O} dated 2£i Z zz,?aZgregarding Batch Recall of
Diclofen 7Smg/3ml-Injection, From Sky Map Health Care-India - (Batch No. SPB220214).

Copy to:

Director, Office of H.E. The Undersecretary for Health Affairs
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

Section Head PV for Herbal Medicine & Health Products.

Section Head PV for Human Medicine

Section Head of Central Drug Information
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Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical
Affairs and Drug Control
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Circular No. X07/2023
03.03-1445 H
214-09-2023
4Lads aw / Batch Recall
Diclofen 75mg/3ml - Injection

Recall Class III e bt
Recall level Retail level el 5 e
Product Information paaieadl Sl plas
Product Name Diclofen 75mg/3ml raaiuall a)
Active Ingredient(s) Diclofenac Sodium Al 3alall
Batch Details SPB220214 Al Jualas
Manufacturer Sky Map Health Care-India Liadll 45,40
Local Agent Global Health Beat Medical Store laall ds
Reason for Recall cad) G

Batch recall of the above mentioned product due to non-

adad Sllig ¢ oMol sSiall glgal)l (pa AlsdS caw

comply physically with company specification according

to the result from analysis by CQCL in DGPA&DC.

Jalad i e Jeli ¢ Al i) Sliual gall Lgtiias
. S al) i)

Recommendation

Sl gl

M/S: Global Health Beat Medical Store

- To arrange recall of the above batch and follow
Circular No. 73/2019 (Guideline for Medicines &
Pharmaceutical Products Recall Procedure)
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Sultanate of Oman
Ministry of Health
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Link to https://www.moh.gov.om/en/web/dgpadc/-11 byl
circular asanil)
Reporting ADR/Product defects/Medication /3350 JSUiia / Ay g DU dpaasad) SN 08 E3LY)
errors Ayl gal) eladly)
Department of Pharmacovigilance& Drug Al gal) cila plaal) g Jaduil) 5 yifa
Information 1pd
Phone No: +968 22357686, 7687 0096822357687/0096822357686
Fax: +96822358489 0096822358489 :usSkd
web site: https://www.moh.gov.om/en/ereporting- s AN adgal)
pharmacovigilance-department https://www.moh.gov.om/ar/-32
Definition(s) Sy il

Batch Recall (ALais

The action of withdrawing batch/batches of a | gtial e sasae cMads o Alids S Jal
medicinal product from. the dlstnbut.lon .chal.n and SRl 5 gy (3T ¥ a5 Al (e Yl
users for reasons relating to deficiencies in the 6 AY) COLRLN U Jady ¥ g oWl pdaniucal) dllad

quality, safety or efficacy. aaiual) (el Cpa
Class III recall A3 A48l e candd)

This recall occurs when product defects may not aniaal gl o) odll g JSES Y Ladie uad! 138 Giday
pose a significant hazard to health i.e. low risk t0 | caaud) a3y 8 4ii ¥) dauall o 1,08 hd Vol

health but recall may be initiated for other Adedl) gl Aadlad) gl Bagall dlaia 5 AT Ll
reasons, due to quality, safety or efficacy
concerns.

Retail) cadl 58

Retail Level recall

1dady

e Include: Aualdl) g Lua gSal) dgnaal) Elscs'sall gan -
e All government and private health il Sllasa -
institutions Asaal) Al ) paadia -

e Community pharmacies Ll puaatianall g Ay o) a5 (B AS L) il plaY) aan -
e Healthcare professionals sl 9 (A Cle s giusa) Alaadly LY aual) -

e May also include wholesales
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