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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 ﬁ | 5 dated Q > / / [6) / QO 23 Regarding NCMDR
FSN of Olympus Flexible Endoscopes from (mfr: Olympus Medical Systems Corp).

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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Field Safety Notice of Olympus Flexible Endoscopes from Olympus Medical Systems Corp.

NCMDR- National Center for Medical Devices Reporting- SFDA

Source https://necmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=19729
Product Olympus Flexible Endoscopes.
Description Endoscopes.

Manufacturer | Olympus Medical Systems Corp.
Local Agent Muscat Pharmacy & Stores LLC.

The affected
products

Refer to the attachment

Following repair activities, Olympus discovered that their channel air drying process after
Reason water flush of endoscope channels was not validated, and that a small percentage of scopes
returned to customers after repair had a wet channel.
1. Inspect each Olympus flexible endoscope returned to you from an Olympus repair
facility prior to reprocessing.
2. Ifyou observe any moisture or water, you are requested to send the scope back to the
Action repair center.
3. Until Olympus have implemented the validated process, you will receive a reminder
with each returned repaired device.
4. 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
v

Director Geéneral
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Attachment: Affected model number list

OLYMPUS

STESRn s

BF-1T180 BF-1TQ290 BF-H1200 BF-P190 BF-Q180-AC BF-XP190
BF-1T20D BF-20D BF-H190 BF-P260F BF-Q190 BF-XP260F
BF-1T260 BF-260 BF-H290 BF-P290 BF-Q290 BF-XP290
BF-1T60 BF-3C160 BF-MP160F BF-P30 BF-TE2 BF-XP60

BF-1TH1100 BF-3C30 BF-MP190F BF-P40 BF-UC180F BF-XT160
BF-1TH1200 BF-3C40 BF-MP290F BF-P60 BF-UC190F BF-XT190
BF-1TH190 BF-6C260 BF-MP60 BF-PE BF-UC260FW
BF-1TQ170 BF-F260 BF-P150 BF-PE2 BF-UC290F
BF-1TQ180 BF-H1100 BF-P180 BF-Q170 BF-XP160F
CF-2T160l CF-H170I CF-H190I CF-HQ1100DL | CF-Q160DI CF-Q180AL
CF-2T160L CF-H170L CF-H190L CF-HQ190! CF-Q160DL CF-Q260AL
CF-E3l CF-H180AI CF-H260AL CF-HQ190L CF-Q160S CF-Q260DL
CF-E3L CF-H180AL | CF-H260AZL CF-HQ290! CF-Q160ZI CF-UM20
CF-EZ1500D1 | CF-H180DI CF-H260DL CF-HQ290L CF-Q160ZL CF-XZ1200I
CF-EZ1500DL | CF-H180DL CF-H290ECI | CF-HQ290ZI CF-Q165I CF-XZ1200L
CF-FH260AZI CF-H185I CF-H290L CF-HQ290ZL CF-Q165L
CF-FH260AZL CF-H185L CF-HQ1100D! CF-LVIL CF-Q180AI
CHF-B290 CHF-BP30 CHF-CB30L CHF-P60 CHF-V
CYF-4 CYF-5 CYF-V2 CYF-VH CYF-VHR CYF-VHA
CYF-4A CYF-5A CYF-VA2

| ENFT3 [ ENFT ENF-VT2 ENF-VT3 |

| GF-UC140P-AL5 | GF-UCT180 | GF-UCT260 | GF-UE160-AL5 | GF-UE190 GF-UE290
GIF-1100 GIF-2TQ260M GIF-H185 GIF-H290Z GIF-Q180 GIF-XP260N
GIF-1T100 GIF-E3 GIF-H190 GIF-HQ190 GIF-Q260 GIF-XP290N
GIF-1T140 GIF-EZ1500 GIF-H190N GIF-HQ290 GIF-V70 GIF-XQ260

GIF-1TH190 | GIF-FQ260Z GIF-H260 GIF-LV1 GIF-XP170N_ | GIF-XTQ160
GIF-1TQ160 GIF-H170 GIF-H290 GIF-N180 GIF-XP18ON | GIF-XZ1200
GIF-2T160 GIF-H180 GIF-H290EC GIF-Q160Z GIF-XP190N
GIF-2TH180 GIF-H180J GIF-H290T GIF-Q165 GIF-XP260
| HYF-XP |
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