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

Circular No. lq- /12022

2 06-1443 H

2 Ly -01-2022

Recall of VHK and VKMO Neonatal from Maquet Cardiopulmonary GmbH. \
Source GHC-Gulf Health Council 4

e Combination of Neonatal Venous Hardshell Cardiotomy Reservoir with QUADROX-I
Neonatal Oxygenator with or without coating.

e Combination of Pediatric Venous Hardshell Cardlotomy Reservoir with QUADROX-I
Pediatric Oxygenator.

e Pediatric Venous Hardshell Cardlotomy Reservoir.

e Neonatal Venous Hardshell Cardiotomy Reservoir.

L ——

Product

Manufacturer | Maquet Cardiopulmonary GmbH.

Local Agent | Mustafa Sultan Science & Industry.

Navigation System Software Name Model# CFN Version
StealthStation S717 Synergy Cranial S7 9733763 228
The affected StealthStation S717 StealthStation Cranial 97335585 311
products S — : e
StealthStation S717 StealthStation Cranial 97355835 31.2
StealthStation S717 StealthStation Cranial 9735585 313
Reason A potential impairment of the sterile package of the system and the accessory part “tight caps”.
. 1. Please quarantine and return immediately all affected products.
Action ; .
2. Contact the local agent for remedial action.
Product
Picture
Healthcare professmnals 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
contact E-mail: Med-device@moh.gov.om , ':‘::‘ UL‘%\\
‘/

NES

Dr. Mohammed Hamdan Al Rubaie
DIRECTOR GENERAL
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P.O. Box: 393 Muscat - Postal Code : 100 - Tel: 22357111 - Fax: 22358489
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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 Speual 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.[l/./lp.‘l?.. dated 244./3)2x1aRegarding GHC recall of VHK
and VKMO Neonatal from ( mrf: 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 i
Director of Pharmaceutical Licensing Department, DGPA&DC
Director of Central Quality Control Lab., DGPA&DC

Supdt. of Central Drug Information
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o LA T Gulf Health Council
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: | f Medical Device Product

To: HE/Members of the Executive Committee of | ulao Jox d@dgaiill disgll chacl /oslaaw

the Cooperation Council States Members ooledll

Subject: Sy aliil o duls Gilsiio (4) sasl dodlw py3ai igguirgall
(Maquet Cardiopulmonary GmbH)

Product Name: | « Combination of Neonatal Venous Hardshell Cardiotomy Reservoir saiiodl ouul
with QUADROX-I Neonatal Oxygenator with or without coating.

e Combination of Pediatric Venous Hardshell Cardiotomy Reservoir

with QUADROX-I Pediatric Oxygenator.
e Pediatric Venous Hardshell Cardiotomy Reservoir.

e Neonatal Venous Hardshell Cardiotomy Reservoir.

Company: Maquet Cardiopulmonary GmbH ‘ :aspall
Affected Reference Numbers: ' WEVITY]
product: VHK 11000 BO-VHK 11000 .| BO-VHK 11000-] VKMO 11000 Byitiall

VKMO 10000 | BO-VKMO 11000 | BO-VKMO 10000 BO-VKMO 31000
VKMO 10000 | VKMO 31000 BO-VKMO 11000 BO-VHK 31000-J
VKMO 11000 | VHK 31000 BO-VKMO 11000 -J | VKMO 30000

VKMO 30000 | BO-VHK 31000 BO-VKMO 30000

Reg. Status in N'ot registered ' g Qiiall 2109
GHC: ' , tdaall pulao
Source of ' SFDA tpdaill juao
Warning: '
Reason for SFDA status that there is A potential impairrnent of the sterile spdaill cusw
Warning: package of the system and the accessory part “tight caps”.
Recommendati | SFDA recommended noted that “Please quarantine and return Wiluagill
on: immediately all affected products”.
Authorized AR name: ' Medical Elements Co vadull
Representative Assigned Contact Person: Wassem Sameer Alssorani WJiowell
Mobile/Phone: +(966) 568539553
Email: : m.ilyas@medicalelemertsco.com
Eink'ot Circular For more information, please click here & here. :.H“um by
For inquiries and . . Jiljbwatuall
reporting: pms@ghe.sa | gl
P.O Box 7431 Riyadh 11462 ’ http://www.ghe.sa

T. +966 11 4885262 Ext. 306
F. +966 11 4885266




