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

aa. iy pro 1|
Moving Forward |
with Confidence |

To:

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

Directorate General of Quality Assurance Center

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 the attached Circular No /72 dated |1#] 9/R02 3 regarding Voluntary
Recall of Glucerna SR Vanilla 200ml, from M/s Abbott, - Batch No. 51046R700.

Copy to:

e 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

P.O. Box: 393 Muscat - Postal Code: 100 - Tel: 22357111 - Fax: 22358489
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Circular No. /92/2023
ol -03-1445H
[ 7 -09-2023
& sb @aw / Voluntary Recall
Glucerna SR Vanilla 200ml
Recall Class 111 ) Ciial
Recall level Retail level ) (5 ghasa
Product Information raadial) Cila glaa
Product Name Glucerna SR Vanilla il aud
Active Ingredient(s) Glucerna SR Vanilla Liquid 200ml Al 3ala)
Batch Details 51046R700 Al Jualas
Manufacturer Abbott / Al Rabie Saudi Food-Saudi Arabia daiadll 48 4
Local Agent Ibn Sina Pharmacy el sl
Reason for Recall el G

Batch recall of the above mentioned product due to

AT G dlld g ¢ oS ) gS3al) griiall (pa ALSES Caa

coagulation and bloating on Tetra Pack units.

.(Tetra Pack) J A5 <l g FUS) 4

Recommendation

Gila gl

M/S: Ibn Sina Pharmacy

- To arrange recall of the above batch and follow
Circular No. 73/2019 (Guideline for Medicines &
Pharmaceutical Products Recall Procedure)

2 U ) Aglama) (Aaal) Sl o
Cilagdail) £ L) g (3 gSdall ALadal) Gl a S HAS)
Jald) 2019/73 b aanl B sl LaS el Lualill)
(A¥amal) @l paaiuall g 4 o) i

P PADC

Agitga)l 4s\aig &lauall dolail dsyanll
Directorate General of Pharmaceutical
Affairs & Drug Control
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Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical
Affairs and Drug Control

Muscat s e
e omend |

Link to https://www.moh.gov.om/en/web/dgpadc/-11 g
circular asandl)
Reporting ADR/Product defects/Medication / 8agad) JSUdia / Ay 900 Lpusal SN e 3G
errors 44 gal) gUadly)
Department of Pharmacovigilance& Drug 4l gall cila glaall g B8N 5 a0
Information 1ad, il
Phone No: +968 22357686, 7687 0096822357687/0096822357686
Fax: +96822358489 0096822358489 : sl
web site: https://www.moh.gov.om/en/ereporting- 19 RSN a8 gl
pharmacovigilance-department https://www.moh.gov.om/ar/-32
Definition(s) Sy jail)

Batch Recall PALadS G

The action of withdrawing batch/batches of a | .4 .. O Basae GRS 5l ALAES e o Jaal
medicinal product from the distribution chain and 9 A g Bagay (31 Q¥ ) Alads (e Yl
users for reasons relating to deficiencies in the 5 AY) LR B Jads ¥ g o Nl pdaniull idlad
quality, safety or efficacy. , sitaatgall ik e

Class 111 recall QAN AN Cpa canad)

This recall occurs when product defects may | ... g o) e JSEE Y Laie 138 Giias
not pose a significant hazard to health i.c. low | (o 3, 8 i R e e TonS kd VS 2

risk to health but recall may be initiated for Aalladll g Abadd) i 83 gally dilaia 5 A1 b
other reasons, due to quality, safety or efficacy
concerns.

(Retail) cawd! 5 sia

Retail Level recall

ey
Include: “ 5 3
. dualdl) ) daavall il gall ~
e All Government and Private Health = 3 Agagtali 4 "‘_ ‘le,di:
Institutions. L&Al -

_:\,\a.«all ;\,;LG).“ eamadlia -
: ) pantiaall g Ay 9oV 568 (B AS Ldal) il Y asan -
. Healthcare.: Professionals. sl 5 (R e ghuun) Alaally iyl -
e May also include wholesales.

e Community Pharmacies.
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