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

Muscat o3 w s
Circular No. \5 /2022
2] 01-1443 H
2 4 -06-2022
Recall of Kit Cobas 4800 HPV AMP/DET from Roche Diagnostics Middle East.
Source GHC-Gulf Health Council.
Pradist e Cobas® 4800 HPV Amplification / Detection Kits.
e KIT Cobas 4800 HPV AMP/DET 240T CE- IVD
Manufacturer | Roche Diagnostics Middle East.
Local Agent National Pharmacy LLC.
The affected e HO09804: KIT cobas 4800 HPV AMP/DET.
products e HO05627: KIT cobas 4800 HPV AMP/DET 240T CE-IVD.
Roche discontinuing the use of above lots because they may not be performing as intended, and
Reason may result in invalid result. The issue is limited to the beta globin target, no other targets are
affected.
1. Discontinuing the use of above lots.
Action 2. For invalid sample results, test to be repeated using original spec1men

3. Contact the local agent for remedial action.

Product Picture

\

Healthcare professionals are encouraged to report any adverse events Suspected to be associated with th
comments above device or any other medical device to Department of Medical Device Control contact E-mail:
Med-device@moh.gov.om

v

Dr. Mohammed Hamdan Al Rubaie
DIRECTOR GENERAL
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To:

THE DIRECTOR GENERAL OF HEALTH SERVICES IN ALL GOVERNORATES
Commanding Officer, Armed Forces Hospital (Al Khoudh & Salalah)

Director General of Engineering Affairs, 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 Spccml 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.' 5 1 .Qoﬂldated?,?!.l \.! .’bl?.‘Regarding GHC recall of Kit
Cobas 4800 HPV AMP/DET from ( mrf: Roche Diagnostics Middle East.).

Copy to:

Director, Office of H.E. The Undersecretary for Health Affairs
Director of Medical Device Control, DGPA&DC

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

Supdt. of Central Drug Information
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Safety Alerts of Medical Device Products
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To: HE/ Members of the Executive Committee of

oulao Joxs asgaiill afigll cbacl fslew i)

the Cooperation Council States Members Ogledll
Subject: (KIT cobas 4800 HPV AMP/DET) gub aiiel dodlus py3ai iggsagall
(Roche Diagnostics Middle East) ds$ i aliil oo
Product Name: » Cobas® 4800 HPV Amplification / Detection Kits ‘aiiodl @l
e KIT cobas 4800 HPV AMP/DET 240T CE-IVD

Company: Roche Diagnostics Middle East bl pall
Affected product: H09804 - HO05627 16 4iliodl Calaiiall
Reg. Status in GHC: Not registered i aiiall a9
rduall pulao
Source of Warning: Roche - MOOHAP UAE 1p3adll jouao
Reason for Warning: | ols ga yysaill cupw o goinall dilagg dvall 8jljg cuslsl spdaill G

ot Jasi o Lgill oulel &)g8aadl ralyedill canan aSpil

paidiy dapua pé il ol 3640 28 Juay waglhall gaill

.haa (Beta glo bin target) (e dluiiall
Recommendation: iy Loy goiaoll duligg daall 8)ljg Cwagl luagill

odlel 8)983all Cutlyadiill elsasiwl e cadgill e
3939 sic dilalll digall plaiiuwly jLis tl osle] uay o
| oo pe ol

Link of Circular Gaall ewosill e gl Il rap sesasill hyl)
For inquiries and Giljluwaibu il
reporting: m@g&g gdudlg

P.O Box 7431 Riyadh 11462
T. +966 11 4885262 Ext. 306
F. +966 11 4885266

http://wwyw.ghe.sa




