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IMDR

International Medical Device

Regulators Forum

Sultanate of Oman

Sultanate of Oman country located on the southeastern coast of the
Arabian Peninsula.

Oman has developed a comprehensive and robust healthcare system
and aims for large scale strategic development in the healthcare
sector with Oman vision 2040.

The Ministry of Health (MOH) Drug Safety Center is the primary body
responsible for overseeing medical device regulations. And has been
actively involved in following updates in international initiatives and
forums of medical device regulation and convergence.
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Development of the regulatory framework for
regulating medical Device
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Medical Device dept Organization Structure

Ministry of Health
Drug Safety
Center

Medical device
control department

Medical Device
Registration

Section
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Responsibilities of Medical Device Control department

Registration Sections

Responsibilities:

1- Listing Medical Device Establishment. Started

2- Listing Medical Device/IVD Manufacturers & Products.
started

3- Registration of Medical device establishment. Started for
High risk (Class D)

4- Registration of Medical device/IVD Manufacturers &
products. Started for High risk (Class D)

6- Medical Device Manufacturer Audits. ( started and ongoing )

Vigilance Section

Responsibilities:

1. Building a database including all reports related to
the Post Market Surveillance. Started

2. Circulation of Medical Device Safety alert. ongoing
3. Evaluation and investigation of adverse, incident
events and complaints received. started

4. Activating focal points in different healthcare
institutions in Sultanate of Oman. started

5. Exchanging information related to medical device
issues with relevant authorities in other countries.
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Medical Device regulatory system

Figure 6. Common stages of government regulations reutar o 153 /2023
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Requlatory system of medical products
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Oman MD regulation has built its system based on WHO recommendations and by

adopting its framework , Medical device definitions, Classification ( A, B, Cand D). And
recently in engaging in WHO Global Benchmarking Tool ( GBT+MD) self assessment. Also
Oman has adopted the existing guidance documents from IMDREF. In addition a Reliance
agreement is in the pipeline. Actively participated in activities towards building a
convergent medical device regulatory system
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Basis of Medical Device Regulation
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Ministerial Decree No. 113/2020,

Issving the Executive Regulation of the Law Governing the
Practice of the Pharmacy Profession and Pharmacy Enterprises
including Medical device Bylaws
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This service enables registered herbal medicine
companies to register a herbal medicine

View Details (3 Start Service

This service enables you to request the re-
registration of herbal medicines.

View Details

(3 Start Service

Media Center ™

This service enables you to register a herbal
pharmaceutical company.

View Details

(3 Start Service

Statistics & Documents ~

Update Medical device Services launched Online through MOH portal

EParticipation Contact Center

This service allows the beneficiaries to request
the re-registration of a herbal medicine
company

) View Details (3 Start Service

Request for a change in a registered herbal
company or its products

This service enables you to request making a
change in o registered herbal company or its
products.

(D View Details (3 Start Service

Register Health Products

This service enables you to register health
products

D) View Details 3) Start Service

Submit Pharmacovigilance Documents

This service enables you to submit drug safety
reports and other pharmacovigilance
documents for evaluation

() View Details Start Service

Activating the activity of selling medical
devices and supplies

This service enables you to activate selling
medical devices and supplies activity.

@ View Details (3 Start Service

Registration of Medical Device
Manufacturer

This service enables you to register medical
devices and supplies manufacturing
companies.

() View Details )Start Service

Request for re-registration medical device
and supplies Manufacturer
This service enables reviewing and evaluating

applications for registering medical device and
supplies manufacturers

View Details (3 Start Service

Register Medical Device
The service enables the registration of a
medical device.

View Details

(3 Start Service

Re-registration of Medical Device
This service enables you to re-registera
medical pharmaceutical device.

(@) View Details () Start Service

Request for Medical Device Variation

Request for Medical Device Variation

(D View Details (3 Start Service

Import Unregistered Medical Devices

This service enables you to import unregistered
medical devices.

View Details Start Service
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Medical device Online Services through MOH portal

approval process

Activating the activity of selling medical
devices and supplies

This service enables you to activate selling
medical devices and supplies activiby.

(i) View Details (>} Start Service

Register Medical Device

The service enables the registration of a
medical device.

(i) View Details (3 Start Service
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Pharmaceutical Facility License & Medical
Device Establishments Approval

This service enables you to get a license to open
a pharmaceutical facility, including: a public
pharmacy, internal pharmacy, drug warehouse,
a scientific office, pharmaceutical consulting
office, drug analysis laboratories,

(i) View Details (3)Start Service

Registration of Medical Device
Manufacturer

This service enables you to register medical
devices and supplies manufacturing
companies.

(1) View Details (=) Start Service
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2. Manufacturer and
Medical device
Registration process
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Circular No. 182/2021

Risk Classification of Medical Device

Implemented

Sultanate of Oman
Ministry of Health

Directorate General of Pharmaccutical

Affairs and Drug Control
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To All Medical Device Establishments
After Compliments, o day g Agle dgad
Sub: Classification of Medical Devices Al 55429 ikalaal 1f _pain pall

As part of the Ministry of Health's endeavor to start
registering medical devices and supplies in accordance
with the law regulating the practice of the profession of
pharmacy and pharmaceutical institutions issued vide
Royal Decree No. 35/2015 and the executive regulations
issued for the Law as per Ministerial Decision No.
113/2020, this is to inform all concerned that we have
classified the medical devices into different category as
shown in the table below:
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Severity Class Risk Level
Low Class A Class 1 Devices
General IVD {other)V Exempt IVD
Low- Moderate Class B All Class 11/ Class 1la
Self-test IVD
Moderate-High Class C Class ITh/ Class 111
Annex II List B (IVD)
High Class D All other Class III/ Class IV/ AIMD
Annex I List A (IVD)
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For any querics, please ooutncl the following email: med-deviee@_moh.gov.om
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Director General

Dr. Mohman Al RJ&% /j 5!,‘
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pAD( : PPIFOAENS uSLS - PPIMOVINL <iila - Ve (gaspall 3oul - dua MAF o, o
i s @ PO Box 393 Muscat - Postal Code 100 - Tel: 22357111 - Fax 22358489

W dgpa_dc Emall dg-padc@emoh.gov.om
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Circular No0.161/2025

Commencement of Registration of High Risk
Medical device & Supplies Manufacturers & their
Products

Started receiving high
risk files

Sultanate of Oman

To All Medical Device Establishments

Afier Compliments.
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| In reference to the Ministerial Decision No. 113/2020 and

O
P esc

Sub: commencement of Registration of High risk
Medical Devices and Supplies Manufacturers and
their products.
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in accordance with its provisions to regulate the Medical
Device and Supplies,

would like to notify all medical device establishments to
start the registration of Medical Devices and Supplies
Manufacturers and their high risk products and Shipment
release will not be allowed as of the date 01/07/2026.

Accordingly, we request all Medical Device
Establishments to do the needful for submitting

the Technical Files for high risk products through MOH
online portal at least two months prior to the arrival of the
shipment. The Drug Safety Center is not responsible for
any delay in custom clearance unless the registration
process is completed.

We would also like to inform you that medical device
registration scrvice is active, therefore, those who wish to
voluntary register are kindly requested to do so through the
Ministry of Health's Portal.

The registration requirements can be found at the
following link:
hitps://moh.gov.om/cn/hospitals-directorates/directorates-
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and-centers-at-hg/drug-safetv-center/

For any queries, please contact the following email:

med-device@moh.gov.om
Ph. Ibrahim Na <er

Director Gener:

—ls Vi el s cida s JVhittps:moh. gov.om/ar
: T <o

PPWOAEAQ LSS - FPOVIL Lasla - 1-- Sapadl joull - Blcs A o
PO Box 393 Muscat - Postal Code: 100 - Tel 22357111 - Fax: 22358489
@ @DSCPHO Email: dscpho@moh.gov.om
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To All Medical Device Establishments

After Compliments., fo dmg g Anls Auas

1 [ Sub: Guidelines for the Innovative Medical Device Lolall 554250 Lalall LalZ Y ALY £ g gall |
I r C u ar O . Guidance and Guideline for Electronic Instructions 55430 S 9 0SSV andsadl Jals g 5SSt
. Aalall Gila 3heaadl g

for Use .
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Guidance for Electronic Instruction for Use of the profession of pharmacy and pharmaceutical | 27 S S o8 20207113 s a0
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Towards the enactment of the medical device and Akl il Gl 93 e
equipment regulation in Oman in accordance with the
abov‘e mcnlioncq Minislcn'al Decision, . we h'avc Az IS e AISYY 234 ks le £ Sy Sy ay
published draft guidelines about the Innovative Medical colsal Jast I 1 <1 s s
Device Guidance and Guideline for Electronic ) L ik 222
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https:/ moh.gov.om/en/hospitals-directorates/directorates-
and-centers-at-hg/drug-saftetv-center/#Section 1

For ind UStry and PUinC You can notify your comments, if any, on the draft

guideline within a period of two months from the date of
this Circular. Comments can be sent to this email: eV e

CO n s u Itatio n med-device@moh.gov.om

Thank you for your understanding and cooperation.
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Ph. Shrubing Nasses Al Rashdi
Director General
FPIOAEAQ LSS - PPROVIN Lasla - 1-+ Sanadl joudl - b o AW o
PO Box 393 Muscat - Postal Code: 700 - Tel 22357111 - Fax: 22358489

© @DSCPHO Email: dscpho@moh.gov.om
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Drug Saftety Center
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Circular No. 173/2025

Regulation of approval procedures for
medical device sale activities for local

establishments

Ongoing inspection and
compliance for local MD
establishment

Sultanate of Oman
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To All Medical Device Establishments

After Compliments,

Sub: R:-gul-(ion of approval procedures for medical devices
sale activities for local establishments.
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| In line with the Drug Safety Center’s commitment to regulate the
procedures for practicing the wholesale and retail sales act ies of
medical devices and supplies . and in line with the provisions of
Ministerial Decision No. 113/2020, and based on the recent
applications submitted through the MOH Portal, we would like to
inform you of the following:

- All approvals for new license applications related to the
above-mentioned activitics will be suspended. Approvals
will be limited to commercial registrations that are 100%
owned by Omani nationals.,

- All establishments that have previously obtained approval
to practice the activity and wish to import medical devices
must regularize their status in accordance with the
Commercial Agencies Law, as it is one of the requirements
for registering medical device and supply companies.

- Companics that have been practicing the activity
previously without adding it in their commercial
registration are required apply for the activity approval
with the relevant evidence before 01-09-2025.

Accordingly. all concermned parties are required to comply with the
above, in alignment with the Center’s requirements, to ensure the
continued practice of such activities in accordance with the
applicable regulations.

To access the DSC services on Ministry of Health website:

centers-at-hqg/drug-safety-center

For any queries, please contact the following email:
Med-device@moh.gov.om
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Ph. Ibrahim Nasser Al Rashdi

Director General 2 )
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PO. Box 393 Muscat - Postat Code 100 - Tel: 22357111 - Fax 22358489
@ @DSCPHO Email: dscpho@moh.gov.om
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Thank you/Questions

Thank You

Email: med-device@moh.gov.om

Drug Safety Centre portal: https:/moh.gov.om/en/hospitals-directorates/directorates-
and-centers-at-hg/drug-safety-center/
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