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To:

Director General of Royal Hospital

Director General of Khoula Hospital

Director General of Medical Supplies (MOH)

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

M/s. Transpensulla Medical Store :-

After Compliments,

Kindly find attached Circular No dated 13/10/2024 regarding Batch Recall of Sodium
Chloride Injection B.P. 0.9% w/v - from M/s Bioreva — Republic of Ireland - BN0.2724-046 .

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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Circular No.  {442024
09 -04-1446 H
| 3 -10-2024
ALads aw /Batch Recall
Sodium Chloride Injection B.P. 0.9% w/v

Recall Class I1 e il

Recall level Retail Level T

Product Information el Sl slas

Product Name Sodium Chloride Injection B.P. 0.9% w/v sl
_)-'AA:IA-AAH

Active Ingredient(s) Sodium Chloride Injection B.P. 0.9% w/v ALl 3Ll

Batch Details WS22167 sl Jaalis

Manufacturer Bioreva — Republic of Ireland Aaiiadl &Sl

Local Agent Transpensulla @l ds gl

Reason for Recall et e

Based on recommendation . of o Natif)nal ¢ i) oAl BBl Atk gl) Al Liall) Apa g e Iely

Pharmacovigilance Technical Committee, it is decided | ellig ¢ sMei jsSial) jaaiwal) ALiiS cuan 5 Si

to recall the above mentioned batch due to non-comply | &5 Je jely ¢ Al judl) Cilinal gall LgTiitine asal

physically with specification according to the result 2194l Al S pa (B (5 3S pal) piddal) Julas

from analysis by COCL in DSC.

Recommendation e

M/S: Transpensulla Medical Store : DB Jea Basian ) Aaall JS gl e

- To arrange recall of the above batches & follow | glily BugSiall CSLAL ol o330 3a5)

Circular No. 73/2019 (Guideline for Medicines & | pds psadll A s LS gy daldldl Gl

Pharmaceutical Products Recall Procedure) Gl paadually Age¥) Gaw ) \'_- \4/VY
(i aseal)

Dx. Mohammed Hamdan A
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With Canfidonce
Link to https://www.moh.gov.om/en/web/dgpadc/-11 byl
circular o i i
Reporting ADR/Product defects/Medication Bagad) JSUiia / 4y 500 dausall JU 0 E30Y)
errors agil gal) gUady) /
Department of Pharmacovigilance& Drug Al gall il glaall g Bl 300
Information 1pd il

0096822357687/0096822357686
0096822358489 : sk
19 AN adgall

https://www.moh.gov.om/ar/-32

Phone No: +968 22357686, 7687

Fax: +96822358489

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

Definition(s) Sy i)
Batch Recall JALAS

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 11 recall

This recall occurs when product defects could
cause illness or mistreatment, but are not Class I.

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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