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

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.g.ﬁ ....... dated 2.2./-5-1 e Regarding GHC recall of
Dragonfly OpStar™ Imaging Catheter from ( mrf: Abbott).

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

/P PADC

Auilgall aula g dlsuall doleli dyyysall
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

Circular No. 95 /2022

A 3-10-1443 H
22 052022

Recall of Dragonfly OpStar™ Imaging Catheter from Abbott.

Source GHC- Gulf Health Council.

Product Dragonfly OpStar™ Imaging Catheter.
Manufacturer | Abbott.

The Affected

Products Attached.

Local Agent Waleed Pharmacy & Stores LLC.

The proximal marker on devices from these lots may separate from the device. A dislodged
marker may require additional intervention, including unplanned additional coronary

Reason intervention, or surgery. Potential risks include embolism, cardiovascular injury and
myocardial ischemia
Action 1. Immediately stop using devices from affected lots and return to the supplier

2. Contact the local agent for remedial action.

Product Picture [ “]\, ‘
\ /

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

Product Product Model Syiliodl S tlasdaill

Identifier/GTIN Description Number Lot Numbers

8257085
8131370
8257087
8147186
8274128
8147188
8294077
8220686
8192796 8157505 fl 8192788

8131360 8211 : 8 5256952
8211508 8157506 8 il 8192789
8131361 8211515 8192782 [pkllte
8211509 81845?5'- 206 8192791

8131362 8211516 8 8256954
8211510 8184980 8192793
8131363 8211517 8274133
s IE21151 ) '813}5&5 8192795
8131364 8211518 M 8294003
8211512 8184982  822068!
G e33es U Entsigl

P.O Box 7431 Riyadh 11462 http://www.ghc.sa
T. +966 11 4885262 Ext. 306
F. +966 11 4885266




UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION
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To : All Healthcare Facilities & Pharmaceuticals Li¥apall s Ll LI aan 1 )
All Healthcare Professionals aall e Hll o jles paen
_Subject: URGENT FIELD SAFETY NOTICE Al A 1T Al &S ;£ guda gall
Product Name: Dragonfly OpStar™ Imaging Catheter sl aul
Manufacturer: Abbott - : Aaiaall 44|
Product . i Model HEEA A
Identifier/GTIN Product Description Number Lot Numbers
8010027 | 8211505 | 8127934 8257085
8147191 | 8127930 | 8220672 8131370
8010043 | 8211506 | 8131366 8257087
05415067031129 D::fa‘";:"y ga‘;f‘fgrm 1014651 8153815 | 8127931 | 8220673 8147186
ging 8010047 | 8211507 | 8131367 8274128
8153816 | 8127932 | 8220675 8147188
8010052 | 8220671 | 8131369 8294077
8111644 | 8211513 | 8185100 gggggg
8192796 | 8157505 | 8211520 8256952
8131360 | 8211514 | 8185101 8192789
8211508 | 8157506 | 8211521 8256953
8131361 | 8211515 | 8192782 8192791
8211509 | 8184979 | 8220680
05415067031112 D::f:';:"" ga"tf‘t:gr"" 1014652 8131362 | 8211516 | 8192783 giggggg
ging 8211510 | 8184980 | 8220681 8274133
8131363 | 8211517 | 8192784 8192795
8211511 | 8184981 | 8220684 8294003
8131364 | 8211518 | 8192786
8211512 | 8184982 | 8220685
8131365 | 8211519 | 8192787
Source of Alert Abbott FETXENA{ Ty
Product Status in - - P .- 3 il aua ol
MOHAP: For professional use Laall e 1 o jlea plasinY 55,0350 b gaial
]Bﬁason for .‘I\Iert:k evices . & . T,
e proximal marker on devices from these lots may separate from the . Jx v oty - s vd - . R B ] RS
device. A dislodged marker may require additional 1>;1tervention, including Yl g axulily il iy Fgall o gl e L.s\..;“\
unplanned additional coronary intervention, or surgery. " P 4 ; N1 dlaad L Lt
Potential risks include emboi?;m, cardiovascular injury and myocardial b Shibedy sl 0 Vb ﬂfﬁﬂ‘, - | gl u\:h:“ ‘i“m‘""
ischemia. - DRI
Recommendation: o 1)
gggglei%irately stop using devices from affected lots and return to the iyl N gaitet y 5 plual e st ?x_ ey
Report adverse http://www.mohap.gov.ae/ar/services/Pages/406.aspx 8 JBYT o g3
reaction UAE RADR Smart Application £ gall ALl
For All Enquiries v@mohap.gov.ae Gl arand
This circular is for regulatory procedures & should il e el vl s el el .
not be used for media publication Y Sl s e S 3 el o2l panill 138
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www.mohap.gov.ae




