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

Moving Forwart

vard
with Confidence

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 Special 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 232 dated 24 / lo] 2023 Regarding NCMDR Field
Safety Notice of CARDIOHELP-i from (mfr: MAQUET Cardiopulmonary GmbH).

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

Muscat ) )
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Circular No. 9232 /2023
12 -04-1445H
29 -10-2023

Field Safety Notice of CARDIOHELP-i from MAQUET Cardiopulmonary GmbH.

NCMDR - National Center Medical Device Reporting- SFDA.

Source https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19742
Product CARDIOHELP-i.
Description Heart-lung bypass system.

Manufacturer | MAQUET Cardiopulmonary GmbH.

Local agent Mustafa Sultan Science & Industry Co.LLC.

Article number: 701048012

Th‘iiaffe“ed Unique Device Identifier: 4037691658384
products Serial numbers: 90414549, 90414727 & 90414729
Reason It was found that the fixation (weld) of the nut bolt to the slide rail plate was insufficient. The
deficient weld allows the nut bolt to break off from the slide rail plate with slight manual force.
1. Affected CARDIOHELP-i are not requested to be returned and can be used for intra-
hospital support as usual. Inter-hospital transport is not permitted until the replacement is
performed.
Action 2. Please do not to fixate any accessory at the side rail until the replacement is performed.

3. You will be contacted by Getinge representative to arrange the replacement of the slide
rail holders.
4. Contact the local agent for remedial action.

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