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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_2 2 Q dated 2 é } /o Z &2 2 2 Regarding NCMDR
FSCA of Disposable Pressure Transducer, Sensor from (mfr: Edwards Lifesciences).

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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Circular No. 22L1 /2023 0
OD -04-1445H
2 2 -10-2023

Field Safety Corrective Action of Disposable Pressure Transducer, Sensor from Edwards Lifesciences

NCMDR- National Center for Medical Devices Reporting- SFDA

Source https:/ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx2caid=4&rid=19730
Product TruWave Disposable Pressure Transducer, FloTrac Sensors, Acumen IQ Sensors.
Description Disposable Pressure Transducer, Sensor.

Manufacturer | Edwards Lifesciences.
Local Agent Mustafa Sultan Science & Industry Co.LLC.

The-atlested UDI / Model Numbers: Refer to the attachment.
products
Reason A manufacturing issue causing a potential occlusion within certain devices.
1. Follow the IFU for proper setup and flushing of your device.
)?Z Action 2. Please post a copy of the attachment near and/or with affected devices.
9 3. Contact the local agent for remedial action.

Healthcare professionals are encouraged to report any adverse events Suspected to be

comments associated 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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Edwards
Field Corrective Action # 181
Table 1
Product Family Model Number uDI

TruWave DPT T001657A 07460691902046

PXVP2272 07460691950184

PXVP2284 07460691950177

PXVP23X3AT3 07460691950443

T494C00B 07460691950313

T433803A 07460691926714

T441T01C 07460691928848

PX4X4 07460691950665

PXMK1876 07460691953826

PXMK1940 0746069195598 1

PXVP2260 07460691950108

PX260 0746069195019

T005021M 07460691959538

T100671M 07460691959491

T001767A 07460691947306

PXVP0550 0746069194991 1

PXMK2321 07460691958784

T005091M 07460691959552

PX600F 07460691945555

PXVFL10017 00690103210798

T005089M 07460691959545

TO01691A 07460691947627

PXMK2041 07460691951464

PXMK2331 07460691959224

PXVMP184 07460691955103

PXAVMP3 07460691950085

PXVMP160 07460691955080

PX2X2 07460691950061

T001691M 07460691959477

T001709A 07460691947610

T001660A 07460691902077

PXVP2X2AT3 07460691950467

PX284 07460691950214

PXVMP3X32 00690103016802

PXMK2043 07460691956230

PXVPLO111 00690103200386

PXVP0034 00690103197945

PXMK2024 07460691958180

PXVP1087 07460691957886

PXVP1071 07460691955462

PXVP23X3 07460691950092

T001658A 07460691902053

PXMKO0102 00690103199932
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Edwards
Field Corrective Action # 181
Product Family Model Number uDlI
TruWave DPT PX3X3284C 07460691950269
PXVMP260 07460691950535
PXVMP172 07460691955097
TO01744M 07460691959507
T440B26B 07460691949553
T530219D 07460691948259
PXVP2284AT3 07460691950436
TO01760A 07460691947566
PX212 07460691950221
PXVK1099 07460691958753
PX272 07460691950207
T321573A 07460691910270
PXVK0364 07460691954526
PXAVMP 00690103011494
PXVP0041 00690103197983
PXVMP2X22 00690103016765
TO01765A 07460691947290
T460241A 07460691949188
PXVK0996 07460691955431
PXMK9146 07460691954427
T434501B 07460691956636
PXVKO0853 07460691957671
PXVMP2X21 07460691950115
T450545A 07460691931572
FloTrac Sensor MHD8 00690103194609
MHD85 00690103194616
MHDG6AZ5 00690103194746
MHD8R5 07460691949744
MHD8R 07460691949829
MHD6AZ 00690103194722
MHD6C502 00690103194760
MHDG6R5 07460691949737
MHD8S 07460691949805
Acumen IQ Sensor AlQS85 00690103200942
AIQS6AZ 00690103201109
AIQS6AZ5 00690103200980
AlQS6 00690103201079
AlQS65 00690103200935
AlQS8 00690103201086
AIQS6R5 00690103200959
AlIQS8R5 00690103201178
AlIQS6R 00690103201093

Page 4 of 6




