Sultanate of Oman
Ministry of Health

Directorate General of Pharmaceutical Affairs

and Drug Control

MUSCAT ' i o

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,

" S _
Please find attached our Circular No...’r.)».x\..... dated (‘:ﬁ’o&f&Regarding Gulf Health Council recall of
Infusion Pump, Volumed pVP7000 - Syramed pSP6000 (Mfr: Arcomed AG)

\

Copy to:
e Director, Office of H.E. The Undersecretary for Health Affairs
e Director of Medical Device Control, DGPA&DC
e Director of Pharmacovigilance & Drug Information Dept, DGPA&DC
e Director of Drug Control Department, DGPA&DC
e Director of Pharmaceutical Licensing Department, DGPA&DC
e Director of Central Quality Control Lab., DGPA&DC
e  Supdt. of Central Drug Information

T0-padc @ Mo goV.0M T 55 a0 FT a5 (T YYTOALAR (a8 18 — YYYoVI N coails = Ve 1ga ol | joa o1 1 = daduse YAT 1os - oo

P.O. Box : 393 Muscat, Postal Code: 100, Tel: 22357111 - Fax: 22358489 - E-mail : dg-padc@moh.gov.omni



Circular No. 2.4 /2020

Sultanate of Oman AL 1A O
Ministry of Health Efﬁ:f)!" 2/)/
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Ref: 18/2020

'S 0f1441 H
o 5 -02-2020
Recall of Infusion Pump, Volumed pVP7000 - Syramed pnSP6000 from Arcomed AG
Source of Gulf Health Council
Recall file:///C:/Users/moh76697/Downloads/Infusion%20Pump%20.pdf
Product Infusion Pump, Volumed pVP7000 - Syramed pSP6000
Manufacturer Arcomed AG
Local agent Waleed Pharmacy
The affected Model Name Serial Number Production date
products ending with from OS
—— St T C m /2016
SHEREeA HSPenog Bt hﬁgg“:r till 10/2019
Volumed 1VP7000 NA f’;‘:i’l?‘ogzggggg
Reason for Manufacturer clarified that the above-mentioned device: would signal a safety alarm due to
Recall interference in the main PCB. During the alarm the devices stop the infusion until reset and
restarted by the user.
Action 1. Kindly check your stock, contact your local agent for remedial action

2. Review this notice and ensure that affected personnel are aware of the contents

3. Make sure replacement equipment is available and the procedures are in place for
an exchange in case aTechnical defect should happen on a device

4. If you had devices that displayed safety alarms and could only be switched off with
the 15 seconds reset function, make sure these devices are not used until checked
and Updated by your technical support.

Product image

Healthcare professionals are encouraged to report any adverse events Suspected to

be associated with the above device or any other medical Device to Director of

Medical Device Control

contact E-mail dg-pade@moh.gov.om P iy
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Sultanate of Oman

comments

Dr. Mohammed Hamdan Al Rubaie
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