Olad i ilaly

Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical P PPN | i S| WP [ SR |
Affairs and Drug Control , s PR YN | Y O
Muscat _ N - dad e

To:
Director General of Royal Hospital MovingFarward |
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 pls.)

Marketing Authorization Holders & Pharmaceutical Companies

ALL PRIVATE PHARMACIES & DRUG STORES

Savoy Laboratories - England

After Compliments,

Kindly find attached Circular No 25 dated 29/02/2024 regarding Product Recall of Eros
Spray — 45ml - from M/s Savoy Laboratories - England.

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

e Section Head of Central Drug Information
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Circular No. 25/2024- -
19-08-1445 H
29 -02-2024
ra3iua s /[Product Recall
Eros Spray 45ml

Recall Class 111 el il
Recall level Retail Level ) (5 glena
Product Information il Sl glia
Product Name Eros Spray 45ml !

)A'AA:IMI.AS\
Active Ingredient(s) Lidocaine EUPHIERN]
Manufacturer Savoy Laboratories - England Ariadl 4,
Local Agent Al Hashar Pharmacy sl sl
Reason for Recall el

The mentioned product is being recalled as the 45ml | Ja45 gall (198 clldg ¢ oM gSial) pulaaiowall caau

bottle is not registered. Ao y8
Recommendation ; , ; > - Cila gl
M/S: Al Hashar Pharmacy (e Llasa) Aaall JS ol o

- To arrange recall of the above batches and follow | cilaslaill gLd) g (3 ) gSiall cMadall Gl o B HLAS)
Circular No. 73/2019 (Guideline for Medicines & | Js3) 2019/73 2. M'gﬁﬁ‘é‘-‘s%w\gm‘
Pharmaceutical Products Recall Procedure) (¥ amall & paaiuall g dg 9o G
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Link to https: //www"mahdgm om/en/w’%bf%"gpadc/ 11 by
circular . asazdl)
Reporting ADR/Product defects/Medication B gl JSliia / Ay 9B dpuasall SV (e £3LY)
errors A gal) sUadl) /
Department of Pharmacovigilance& Drug Al gal) cila glaal) g BB 5 il
Information 1pd iy

Phone No: +968 22357686, 7687

Fax: +96822358489

web site: https://www.moh.gov.om/en/ereporting-
pharmacovigilance-department

0096822357687/0096822357686
0096822358489 : sl

1S9 AN 8 gal)
https://www.moh.gov.om/ar/-32

Definition(s) Sk al
Product Recall e e

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 I1I 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 May also include wholesales
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